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Background

An outbreak of Coronavirus Disease 2019 (COVID-19) caused by the 2019 novel coronavirus (SARS-CoV2) has been spreading rapidly across the world since December 2019, when the first cases were diagnosed
in Wuhan, Hubei Province, China. COVID-19 has been detected (as reported) in 216 countries to date. On
March 11, 2020, the World Health Organization (WHO) declared the rapidly spreading Coronavirus
outbreak a pandemic, acknowledging what has seemed clear for some time-the virus will likely spread to
all corners of the globe. As of November 16, the total number of COVID-19 cases detected was 54,301,577,
out of which there have been 1,317,053 deaths.1 The first case in Turkey was reported on March 11, 2020.
As of November 16, the number of cases reported has reached 417,594, out of which there have been 11,601
deaths.2
COVID-19 is one of several emerging infectious diseases outbreaks in recent decades have begun with
animals in contact with humans, resulting in major outbreaks with significant public health and economic
impacts. The last moderately severe influenza pandemics were in 1957 and 1968; each killed more than a
million people around the world. With COVID-19, scientists are still trying to understand the full picture of
the disease symptoms and severity. Reported symptoms in patients have varied from mild to severe, and can
include fever, cough and shortness of breath. In general, studies of hospitalized patients have found that
about 83 percent to 98 percent of patients develop a fever, 76 percent to 82 percent develop a dry cough and
11 percent to 44 percent develop fatigue or muscle aches.3 Other symptoms, including headache, sore throat,
abdominal pain, and diarrhea, have been reported, but are less common. While 3.7 percent of the people
worldwide confirmed as having been infected have died, the WHO has been careful not to describe that as
a mortality rate or death rate, because in an unfolding epidemic it can be misleading to look simply at the
estimate of deaths divided by cases so far. Hence, given that the actual prevalence of COVID-19 infection
remains unknown in most countries, it poses unparalleled challenges with respect to global containment and
mitigation. These issues reinforce the need to strengthen the response to COVID-19 across all IDA/IBRD
countries to minimize the global risk and impact of this disease.
The World Bank is providing support to Governments for preparedness planning to provide optimal medical
care, maintain essential health services and to minimize risks for patients and health personnel (including
training health facilities staff and front-line workers on risk mitigation measures and providing them with
the appropriate protective equipment and hygiene materials). As COVID-19 places a substantial burden on
inpatient and outpatient health care services, support will be provided for a number of different activities,
all aimed at strengthening national health care systems.
The Health System Strengthening and Support Project (HSSSP) was approved on September 21, 2015 and
became effective on November 26, 2015. The Project Development Objective (PDO) of the HSSSP is to
improve primary and secondary prevention of selected non-communicable diseases (NCDs), increase the
efficiency of hospital management, and enhance the capacity of the Ministry of Health (MoH) for evidencebased policymaking.
The HSSSP was restructured for the first time in May 2019 to revise: (i) a number of project activities; (ii)
the Results Framework (RF) (including formulation, definition, baseline, target values); and (iii) allocations
across project components. It also served to extend the loan closing date from May 31, 2020 to June 30,
2021.
Following the first restructuring, the progress towards achieving PDO has been rated Moderately
Satisfactory since November 2019 and remains achievable, as all four PDO indicators have either achieved
1 https://covid19.who.int/
2 Ministry of Health, Republic of Turkey, https://covid19.saglik.gov.tr/ accessed on Sep 09, 2020
3 Del Rio, C. and Malani, PN. 2020. “COVID-19—New Insights on a Rapidly Changing Epidemic.” JAMA,
doi:10.1001/jama.2020.3072
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or surpassed their respective target values for 2018 and 2019. In 2019, twelve out of seventeen intermediate
results indicators achieved their respective targets.
Preparation for second restructuring coincided with an outbreak of COVID-19, which is threatening to pose
significant challenges to Turkey’s health system.
The need for second restructuring was explicitly stated in the first project restructuring paper. At the time
of the first restructuring, the Government had indicated interest in using projects savings to expand the scope
of the project to support research and development in the health sector through the Presidency of Turkish
Health Institutes (TUSEB). While this proposition was supported by the Bank, it was not possible to do this
at that time as the legal arrangements related to supporting TUSEB were not in place yet. Since other aspects
of the first restructuring was needed urgently at that time, it was decided to create an unallocated category,
with the expectation that there would be a second restructuring where this new component would be added
once these legal arrangements were put in place. Though the Government has completed the legal
requirements for TUSEB to be an implementing body under the project on December 7, 2019, given the
coronavirus disease (COVID-19) pandemic, the Government requested to use the funds under the
unallocated category, to expand the scope of the project to prevent, detect and respond to the threat posed
by COVID-19 and strengthen national systems for public health preparedness. The second restructuring also
includes some changes in the original components.
This second restructuring has been made to: (i) revise the PDO; (ii) include a new component for COVID19 response and research and development; (iii) reallocate loan proceeds to the new component from the
unallocated category introduced in the first restructuring; (iv) revise the results framework; and (v) extension
of the Closing Date.
Since its first COVID-19 case was detected on March 11, 2020, the Government of Turkey has gradually
introduced a range of public health measures in line with WHO guidance.4 Measures have included moving
from hygiene guidance to the closure of major events, social venues, schools and all major commercial
outlets, and recommending physical distancing to curb transmission. Most residents appear to have followed
Government guidance, with major metropolitan areas shut down. The Government has also announced an
economic package totaling approximately 100 billion Turkish Lira (US$15 billion) to stem the impact on
firms and targeted households, including deferral of social security and payroll tax on the part of firms,
increasing the minimum pension, increased allocation for social assistance beneficiaries, and unspecified
provisions for strengthening social services for older persons.
Responding to COVID-19 requires both short-term and long-term actions. In the short term, this Project
(HSSSP restructuring) will procure the necessary drugs to treat COVID-19 patients. With such medication,
the treatment period of the COVID-19 patients will be shortened, and the use of intensive care units (ICUs)
will increase. Activities under this Project will be complemented by those planned under a new World Bank
Project (Turkey Emergency COVID-19 Health Project, P173988), namely procurement of mechanical
ventilators for the ICUs.
In the long term, and in order to be prepared for the likely recurrence of the virus, this Project will also
support therapeutic study research and vaccination treatment alternatives by supporting the equipping and
training of staff for a new Biosafety Level 3 (BSL-3) vaccine production center (VPC) in Ankara. With this
facility, the MoH will have the capacity to produce COVID-19 vaccines and related products (i.e.,
immunoserum, antibody products). BSL3 level laboratory will be newly constructed in Ankara. Until
construction activities are completed for BSL3 and it is ready to operate, MoH will conduct experimental
activities for Covid-19 in another facility in Istanbul at Istanbul Experimental Research Center (IDEA),
which is currently operating a BSL 2 level laboratory. New experimental animals and equipment will be

4 World Bank unpublished preliminary note “Republic of Turkey’s Health System Response to COVID-19”, March 2020.
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procured in the scope of the Project in order to upgrade the BSL2 activities and also equip a new laboratory
at BSL3 level.
At the time of the May 2020 restructuring, the time scale and geographical effects of the pandemic, the
impact it will have on the global economy and supply chains, and the protracted delays these could have on
implementation of the project activities were not anticipated. This, combined with the change in location,
scope and environmental and social requirements of the Ankara VPC, make the extension of the closing
date. Therefore, the third restructuring was planned as the severity of the COVID-19 crisis deepened, the
MoH shifted its efforts and mobilized all of its resources to respond to the pandemic. As a result, human
resources previously supporting project implementation were reassigned to urgent activities related to the
COVID-19 response and project activities focusing on longer-term systems strengthening and capacity
building were deprioritized. This has particularly impacted the procurement of equipment for the Ankara
Vaccine Production Center (VPC). In addition, international procurement, be it of goods and equipment or
consultants, were also delayed due to unprecedented disruptions in global supply chains.
The extension would allow for the completion of key activities that were originally planned and
procurements that are in process, namely the procurement and installation of equipment for the Ankara VPC
and the procurement and installation of equipment for IDEA (Ministry of Health Istanbul Mehmet Akif
Ersoy Experimental Research Development and Training Center) Certified ABSL2, ABSL-3 Laboratory
Facility.
After the third restructuring, the closing date will be extended by 24 months, from December 2021 to
December 31, 2023. This is the third extension of the closing date, for cumulative total of 43 months beyond
the original closing date. Changes to the implementation schedule and disbursement estimates have been
made accordingly.
The new component under the second and third restructuring envisage procurement of equipment for the
vaccine research and production center to be constructed in Ankara, and another vaccine research center in
Istanbul. The vaccine research and production center to be built in Ankara will not be financed by the project
but it will be equipped under the restructuring and from the dedicated national budget funds administered
by MoH. Therefore, it is considered the associated facility. The labs in Istanbul will be under IDEA
responsibility and IDEA is associated to Ministry of Health. Ankara VPC is also associated to MoH.
The new component will also finance procurement of COVID-19 treatment medicines for the treatment of
patients at Intensive Care Units (ICUs) of the healthcare facilities across the country. The specific locations
and types of the relevant healthcare facilities to be benefitting from the Project are not identified at this stage
and will be known during implementation. Thus, the environmental aspects are associated with the
following: (i) safe operation of the vaccine production center; (ii) proper management of medical/laboratory
wastes; (iii) animal testing procedures and safety; (iv) OHS of medical personnel. Due to these, the
environmental category has been elevated from “C” to “B”. Accordingly, the Environmental and Social
Management Framework (ESMF) is developed to address the above aspects and also include a stakeholder
engagement section in line with the Bank’s COVID-19 Stakeholder Engagement Plan (SEP) template.
The ESMF will also ensure that the project identifies the potential environmental and social impacts
consistent with existing national legislation and the World Bank Operational Policies on environmental and
social safeguards.
The ESMF is to guide the Project Management Support Unit (PMSU) and beneficiary healthcare facilities
on the environmental and social (E&S) screening and subsequent assessment during implementation,
including specific plans in accordance with the World Bank safeguards policies.
This ESMF has been prepared, which sets out the principles, rules, guidelines and procedures to assess the
potential environmental and social risks and impacts in accordance with national legislation and the World
Bank’s safeguards policies. Specifically, the ESMF:
•

contains measures and plans to reduce, mitigate and/or offset adverse risks and impacts;
3

•

establishes procedures for the E&S screening, review, approval, and implementation of activities;

•

specifies institutional arrangements, responsibilities and capacity building needed to successfully
implement the provisions of the ESMF;

•

addresses mechanisms for public consultation and disclosure of project documents as well as
stakeholder engagement; and

•

covers occupational health and safety (OHS) risks and impacts including OHS of healthcare and
other project workers to protect themselves and prevent infection in line with the WHO guidelines.

It also comprises template for the Waste Management Plan for Hospitals (WMPH) for management of
medical waste. The WMPH template focuses on the infection control and healthcare waste management
practices during the operation of healthcare facilities and sets out appropriate measures therein.
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2 Project Description
The HSSSP (parent project) consist of three components as follows:
Component 1: Primary and Secondary Prevention
Component 1 of the project aims to raise awareness (among both the population and health care providers)
about the risk factors associated with NCDs and to promote healthy lifestyles and behavior change. A fourpronged approach is pursued: (i) Take reliable (and internationally comparable) stock of NCD-related health
data to assess the current status (and disease burden) of NCDs in the country and provide robust evidence
for future policy making; (ii) Increase population and health human resource awareness about NCDs, with
a focus on hypertension, healthy diet, excessive salt consumption, physical activity (exercise), weight
control, and diabetes mellitus; (iii) Implement a concrete population-based intervention strategy by
strengthening the Healthy Living Centers, which are led by a multi-disciplinary team (in eight provinces)
that will promote healthy lifestyles; and (iv) Develop clinical guidelines and training modules on renal
disease, cardiovascular disease, diabetes mellitus, and obesity control as part of the preliminary efforts
toward standardized primary health care service for NCDs and conduct training.
The component will finance consulting services (such as for national campaigns), medical and other
equipment (such as information technology (IT) and distance-learning equipment), technical assistance, and
training. Minor refurbishing or rehabilitation of existing Healthy Living Center facilities is foreseen, though
these will include only small paint jobs and/or space reconfiguration to allow for physical activities. All
component 1 activities will be accompanied by studies and evaluations supported under component 3.
Subcomponent 1: Increase national awareness and behavior change with regard to the risk factors of
chronic disease and addiction: unhealthy dietary habits and excessive salt consumption, physical inactivity,
active and passive smoking, alcohol consumption, aging in general, and substance addiction. The key
activities supported under this subcomponent include (i) the promotion of physical activity by piloting such
activities in Healthy Living Centers, including some minor rehabilitation of community health centers to
reconfigure space for physical activities and exercise equipment, where needed; (ii) the development and
application of public outreach materials; methodologies and training materials for health workers and
citizens; and targeting to raise popular awareness about healthy living through campaigns, public events,
training programs, and health care visits and at Healthy Living Centers; and (iii) implementation of a
nationwide campaign to deal with substance addiction and strengthened infrastructure to provide services
in the Treatment Centers for People Suffering from Alcoholism and Substance Addiction and the Treatment
Centers for Children and Adolescents Suffering from Substance Addiction.
Subcomponent 2: Ensure effective screening for the early detection of cancer through improving access to
quality primary care services and monitoring efforts at all levels. The key activities supported under this
subcomponent include: (i) operate and improve capacity in post-screening diagnosis centers (second-level
diagnostics); (ii) introduce the national cancer registry software by improving physical and technical
infrastructure and training health workers in its use; and (iii) develop guidelines, standards, and training
modules for palliative care.
Subcomponent 3: Strengthen the capacity of primary health care workers to consolidate the results
achieved under the health technology assessment (HTP) and introduce better services related to NCDs. The
key activities to be supported under this subcomponent include: (i) support to strengthen the Family
Physician Training Program, including expanding the infrastructure and hardware of the current distancelearning system to nationwide coverage and adapting the current face-to-face training modules for family
physicians to a distance-learning approach to increase efficiency and coverage; and (ii) conduct a thorough
workload analysis and standardize work procedures to allow for more effective service delivery and better
quality of care by family physicians.
Component 2: Increasing the Efficiency of Public Hospital Management and Operations
5

This component will support two major initiatives: (i) a program to strengthen hospital management and
operations through technical assistance and implementation support; and (ii) support to the Health
Investments Program through capacity building of the MoH’s General Directorate of Health Investments
(GDHI) and the Public Hospitals Institution (PHoI) in contract and facility management. The component
will finance large technical assistance contracts and consulting services to assist the PHoI in developing and
applying the micro-level reforms. It will also finance the relevant equipment, especially IT, and a significant
amount off training at the central and facility levels.
Subcomponent 1: Strengthening public hospital management and clinical operations. This subcomponent
aims to strengthen public hospital efficiency through interventions in four different areas: (i) clinical
engineering, 5 (ii) drug and medical supplies management, (iii) clinical care processes, and (iv)
administrative and financial information systems. In each of these four areas, the MoH is planning to (i)
provide training to public hospital staff, (ii) develop national guidelines and classifications, (ii) support
public hospital teams to implement guidelines and standards, and (iv) strengthen information systems.
Subcomponent 2: Introducing architectural and technical standards for health facilities. The key activities
supported under this subcomponent include: (i) developing architectural and technical standards for health
facilities of various profiles (public hospitals, oral and dental health centers, family health centers, etc.); and
(ii) supporting the implementation of developed standards for health facilities.
Subcomponent 3: Providing technical support to the public private partnership (PPP) program
implementation unit under the MoH by strengthening the capacity of the GDHI in managing and
administering PPP projects in engagement with the relevant stakeholders, including the Treasury and the
Ministry of Development and in developing in-house capacity in the legal, financial, operational, and
structural aspects of contract management.
Component 3: Improving the Effectiveness of Overall Health Sector Administration
This component facilitates the first two components and will build on earlier World Bank support provided
through the adaptable program loans. One key prerequisite for greater efficiency and effectiveness in the
health sector is to institutionalize a better system of collecting, processing, validating, and using information
for policy decisions. This component therefore supports the development of the evidence-based policymaking capacity of the MoH, as well improvements in its monitoring and evaluation (M&E) capacity aimed
at more efficient, effective, and high-quality health service provision and more reliable and consolidated
data available at all levels. The component also includes support for sharing Turkey’s reform experience
worldwide.
Subcomponent 1: A well-functioning Health Management Information System (HMIS). This involves
enhancing the evidence-based policy and decision-making capacity of the MoH. The key activities that will
be supported under this component include: (i) institutionalizing health sector performance assessments and
harmonizing health sector data in line with international standards; (ii) developing and adopting national ehealth standards and legislation to improve the quality of health data and ensure the interoperability of
HMIS’s nationwide and internationally; (iii) developing and implementing a computerized decision support
system (HMIS) for decision makers on various levels, based on the integration of reliable and consolidated
data from existing systems; and (iv) enhancing the technical audit capacity and widening the use of
evidence-based medical practice (at the primary and secondary levels) to improve the quality of health
service provision.
Subcomponent 2: Sharing Turkey’s Experience. The key activities that will be supported under this
subcomponent include developing a model for sharing experiences in the health sector (including countryspecific analysis and training) and disseminating HTP products.

5 Clinical engineering refers to providing management, maintenance, repair, and calibration of medical equipment.
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Subcomponent 3: Building Capacity in Health Technology Assessment (HTA). The key activities that will
be supported under this subcomponent include the preparation of the HTA strategy and related legislative
documents.
Subcomponent 4: Project Management. A PMSU will mainly be responsible for coordinating the project
with several different units of the Ministry as well as implementing its own part under the Project with,
procurement, disbursement and fiduciary arrangements.

2.1 Description of Changes in the Project Components with the First Phase
Restructuring
Below are the revisions by component. They include activities added or dropped, and budget adjustments:
Component 1 - Primary and Secondary Prevention
Develop guidelines, standards, and training modules for palliative care: The responsibility for palliative
care activities has been transferred to the Public Hospitals General Directorate. Consequently, these
activities will now be financed under the national budget and are, therefore, dropped under the Project.
Improve service delivery and quality of care by family physicians through the analysis of current workload
practices and procedures: the MoH has decided not to conduct a workload analysis until the development
of performance-based payment models for family physicians is finalized. This activity is therefore dropped
under this component.
Component 2 - Increasing Efficiency of Public Hospital Management
Develop architectural and technical standards for health facilities of various profiles: the MoH will build
on the experiences gained from the implementation of the broader PPP program to improve the architectural
and technical standards of health facilities. Therefore, these activities are dropped under the Project.
Simulation assisted trainings and implementations: under this component, establishment of simulation
assisted training centers is replacing the investments for training centers on clinical engineering to increase
the specialized health workforce supply, as well as to enhance the provision of specialized healthcare
services in public hospitals.
Establishment of a PPP monitoring and evaluation system: the MoH will procure consultancy services for
a new monitoring and evaluation system that would facilitate the tracking of PPP processes and contracts
from planning to tendering, investment and management. This activity is therefore added to component 2
of the Project.
Component 3 – Improving the Effectiveness of Overall Health Sector Administration
Process mapping of all MoH units: As the MoH has been subject to major organizational restructurings,
Strategic Planning Department (SPD) has initiated a new activity to prepare process flow diagrams of the
MoH implementing units. This activity is added to component 3 to institutionalize a better system of
collecting, processing, validating, and using information for policy decisions.

2.2 Description of Changes in the Second Phase Restructuring
Revision of the PDO. The PDO revised as follows: “The objective of this Project is to improve primary
and secondary prevention of selected NCDs, increase the efficiency of hospital management, enhance the
capacity of the MoH for evidence-based policy making, and strengthen MoH capacity to control and fight
the threat posed by COVID-19”.
Creation of a new Project component (Component 4). Strengthening capacity of MoH to respond to
COVID-19 included as a new component to the Project. This component will finance procurement activities
7

for: (i) pharmaceuticals and equipment necessary for COVID-19 treatment; (ii) specific equipment for the
vaccine research and production center of MoH in Ankara and research centers of MOH in Istanbul (General
Directorate Public Health (GDPH); (iii) recruitment of individual consultants; and (iv) Bio Safety Level 2,
3 and 4 training activities of the vaccine research and production personnel. Specific procurement practices
have been designed for Component 4 to both support timely implementation of this component in response
to the COVID-19 outbreak, and to ensure alignment with the new World Bank Procurement Regulations for
IPF Borrowers (dated July 2016, revised November 2017 and August 2018). Procurement Strategy
Document is under revision will be revised in accordance with World Bank rules.
Reallocation of funds to finance Component 4. A reallocation of the loan proceeds (in Euro) and the
previously unallocated category will be allocated to the new COVID-19 component.
Extension of the closing date. The closing date extended from June 30, 2021 to December 31, 2021. This
is the second extension of the closing date, for a total of 18 months beyond the original closing date.
Revision of the Project RF. Some of the Project’s PDO indicators and IR indicators revised in order to: (i)
align them with the targets of MoH’s 2019-2023 Strategic Plan; (ii) measure them better and reflect the
progress of certain Project components more clearly; and (iii) include the additional PDO and IR indicators
of the new component.
The HSSSP was prepared under the World Bank’s safeguard policies. As the original Project does not
finance any infrastructure investments, during project implementation, Terms of Reference for consulting
services were developed, which ensure that services provided are in accordance with the Bank's safeguards
policies. Therefore, the Project was categorized as category “C” according to OP 4.01. However, with the
second restructuring the new component triggers OP 4.01 and raises the project category from “C” to “B”.

2.3 Description of Changes in the Third Phase Restructuring
Revision of the PDO. The PDO and project components will remain the same. The MoH will continue to
be the implementing agency. The PDO and Intermediate Results Indicators will remain the same, but targets
will be revised to reflect the change in the closing date.
Extension of the closing date: The closing date will be extended by 24 months, from December 2021 to
December 31, 2023. This is the third extension of the closing date, for cumulative total of 43 months beyond
the original closing date. Changes to the implementation schedule and disbursement estimates have been
made accordingly.
Project Components: No changes will be made to the project’s components under this restructuring.
Objectives, budget allocations, and activities financed in each component will remain the same. Several
activities have already been completed in each component, while others delayed by the COVID-19 crisis
remain to be completed under this restructuring.

2.4 Description of Subprojects Under Component 4
The key activities in scope of the new component of the Parent Project are (i) the procurement and
installation of equipment for the Ankara VPC and (ii) the procurement and installation of equipment for
IDEA.
The following is the status summary of the Ankara VPC and Istanbul IDEA.
Istanbul IDEA: Two separate laboratories, one at Animal Biosafety Level 2 (ABSL2) and one at Animal
Biosafety Level 3 (ABSL3); will be established in order to conduct vaccine and serum tests during COVID19 pandemic in IDEA located in the boarders of "Mehmet Akif Ersoy Thoracic and Cardiovascular Surgery
Training and Research State Hospital (MAESH)". The labs in Istanbul will be under IDEA responsibility
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and IDEA will be managed by Turkish MoH directly. Details about the labs in IDEA are given in Annex
VII-Environmental and Social Management Plan for BSL2 and BSL 3 Labs of IDEA.
Ankara VPC: A complex will be constructed by MoH including (i) a vaccine production center, (ii) an
experimental animal production center and (iii) an ABSL 3 level laboratory.
Ankara VPC is proposed to be composed of 12 main buildings which are:
1. Experimental Animals Production/Test Building (Scorpion, Fish, Rat, Snake, Rabbit and Guinea
Pig)
2. Immunoserum Purification/Filling Building (Vaccine Labeling Storage and Shipment, Ampoule
Filling, Ampoule Sterilization, Lyophilization and Vial Hood, Sterilization, Purification, Process
Control Laboratory)
3. Antigen-Antiserum Diagnostic Product/Quality Control Laboratory Production Building (Live
Virus and Bacteria Vaccine Quality Control Laboratories, Rabies Vaccine Quality Control
Laboratory, Sterilization, Research and Biological Control Laboratories and other units)
4. Vaccine - Antigen Production Building (Sampling, Sample Storage/Rejection, Distilled Water,
Tetanus-Hepatitis A- Diphtheria and Rabies Vaccine Production)
5. Administrative Building (Storages, Security, Cafeteria, Administrative Office)
6. Researcher Building
7. Transformer Heating Central Building
8. Security Building
9. Horse Experimental Animal Production Building
10. Sheep and Goats - Poultry Experimental Animal Production Building
11. Non-Human Primate-Pig Experimental Animal Building
12. Feed Storage Building
Construction of Ankara VPC will not be financed under WB loan, instead will be allocated from MoH
budget. While the Project is, and will continue to be under Safeguard policies, as a good practice, the E&S
instruments of the Ankara VPC will incorporate a number of important and relevant principles and elements
of the Bank’s new ESF. In accordance with the World Bank Environmental and Social Framework (ESF),
the environmental and social risks of the construction and operation of the Ankara VPC are proposed to be
rated as “Substantial”, in accordance with the WB ESF. Therefore, it is necessary to conduct a detailed
Environmental and Social Impact Assessment (ESIA) as per the provisions of the Bank ESF and Turkey
legislation, including Environmental and Social Management Plan (ESMP), Resettlement Action Plan (RAP)
(to be determined during ESIA studies), and Stakeholder Engagement Plan (SEP) as well as submanagement plans. Terms of Reference (ToR) for the ESIA study of Ankara VPC is disclosed in Annex IX.

2.5 Description of Bio Safety Level Laboratories and VCP in the Project
BSL–2 (Istanbul)
This biosafety level covers laboratories that work with agents associated with human diseases (i.e.
pathogenic or infections organisms) that pose a moderate health hazard. Examples of agents typically
worked with in a BSL-2 include equine encephalitis viruses and HIV, as well as Staphylococcus aureus
(staph infections).
BSL-2 laboratories maintain the same standard microbial practices as BSL-1 labs, but also includes
enhanced measures due to the potential risk of the aforementioned microbes. Personnel working in BSL-2
9

labs are expected to take even greater care to prevent injuries such as cuts and other breaches of the skin, as
well as ingestion and mucous membrane exposures.
In addition to BSL 1 expectation, the following practices are required in a BSL 2 lab setting:
•

Appropriate personal protective equipment (PPE) must be worn, including lab coats and gloves.
Eye protection and face shields can also be worn, as needed.

•

All procedures that can cause infection from aerosols or splashes are performed within a biological
safety cabinet (BSC).

•

An autoclave or an alternative method of decontamination is available for proper disposals.

•

The laboratory has self-closing, lockable doors.

•

A sink and eyewash station should be readily available.

•

Biohazard warning signs

•

Access to the animal facility is restricted;

•

Personnel must have specific training in animal facility procedures, the handling of infected animals
and the manipulation of pathogenic agents;

•

Personnel must be supervised by individuals with adequate knowledge of potential hazards,
microbiological agents, animal manipulations and husbandry procedures; and

•

Procedures involving the manipulation of infectious materials, or where aerosols or splashes may
be created, should be conducted in BSCs or by use of other physical containment equipment.
Appropriate personal protective equipment must be utilized to reduce exposure to infectious agents,
animals, and contaminated equipment. Implementation of employee occupational health programs
should be considered

Access to a BSL-2 lab is far more restrictive than a BSL-1 lab. Outside personnel, or those with an increased
risk of contamination, are often restricted from entering when work is being conducted.
ABSL2 builds upon the practices, procedures, containment equipment, and facility requirements of ABSL1. ABSL-2 is suitable for work involving laboratory animals infected with agents associated with human
disease and pose moderate hazards to personnel and the environment. It also addresses hazards from
ingestion as well as from percutaneous and mucous membrane exposure.
BSL-3 (Istanbul and Ankara)
Again, building upon the two prior biosafety levels, a BSL-3 laboratory typically includes work on microbes
that are either indigenous or exotic, and can cause serious or potentially lethal disease through inhalation.
Examples of microbes worked with in a BSL-3 includes; yellow fever, West Nile virus, and the bacteria that
causes tuberculosis.
Biosafety Level 3 (BSL-3/ABSL-3) containment laboratories for animals and research are the most difficult
containment level facilities to design and operate. They should be certified for use before initial operation
and subsequently on an annual schedule or after a program change, renovation or replacement of critical
HVAC/exhaust system components (specifically fans, air valves, or fan motors) that may affect the
operating environment of the laboratory.
Laboratory certification is the systematic review of all safety features and processes associated with the
laboratory (engineering controls, personal protective equipment, building and system integrity, standard
operating procedures (SOPs) and administrative controls such as documentation and record retention
systems). This validation assures that all reasonable facility controls and prudent practices are in place to
minimize, to the greatest extent possible, the risks associated with laboratory operations and the use of
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biohazardous materials. Standardization of an initial and annual certification process for BSL-3 facilities
will provide accountability that ensures proper and regular maintenance and demonstrates the use of SOPs
that protect human and animal occupants, the environment and the research integrity.
The microbes are so serious that the work is often strictly controlled and registered with the appropriate
government agencies. Laboratory personnel are also under medical surveillance and could receive
immunizations for microbes they work with.
Common requirements in a BSL-3 laboratory include:
•

Standard personal protective equipment must be worn, and respirators might be required

•

Solid-front wraparound gowns, scrub suits or coveralls are often required

•

All work with microbes must be performed within an appropriate BSC

•

Access hands-free sink and eyewash are available near the exit

•

Sustained directional airflow to draw air into the laboratory from clean areas towards potentially
contaminated areas (Exhaust air cannot be re-circulated)

•

A self-closing set of locking doors with access away from general building corridors

•

Access to the animal facility is restricted;

•

Personnel must have specific training in animal facility procedures, the handling of infected animals
and the manipulation of potentially lethal agents;

•

Personnel must be supervised by individuals with adequate knowledge of potential hazards,
microbiological agents, animal manipulations and husbandry procedures; and

•

Procedures involving the manipulation of infectious materials, or where aerosols or splashes may
be created, must be conducted in BSCs or by use of other physical containment equipment.
Appropriate personal protective equipment must be utilized to reduce exposure to infectious agents,
animals, and contaminated equipment. Employee occupational health programs must be
implemented.

•

Access to a BSL-3 laboratory is restricted and controlled at all times.

ABSL3 involves practices suitable for work with laboratory animals infected with indigenous or exotic
agents, agents that present a potential for aerosol transmission and agents causing serious or potentially
lethal disease. ABSL3 builds upon the standard practices, procedures, containment equipment, and facility
requirements of ABSL2. ABSL3 laboratory has special engineering and design features.
The difference in biosafety lab levels and their corresponding safety requirements is imperative for anyone
working with microbes in a lab setting.

11

Table 1: Summary of Difference Between Laboratories

Source: Laboratory Biosafety Manual, WHO (2004)
Laboratory Biosafety Manual prepared by World Health Organization in 2004 is used for BSL2 and BSL3
laboratories.6
Vaccine Production Center (Ankara)
One of the most important lessons taught by COVID-19 pandemic to the world countries is the challenge
revealed by the fact that the vaccine, which is the most important method in protection against the pandemic,
cannot be produced in the amount sufficient for all humanity -even developed within the shortest time by
the scientists. According to WHO data, today there are more than 200 groups working for vaccine
development during COVID-19 pandemic. Existence of GMP (Good Manufacturing Practice) requirements
in the production of vaccines also requires the improvement of already existing vaccine production locations
in the countries. In Turkey, there is no production facility complying with the GMP requirements for the
production of human vaccines. This vaccine production facility planned to be constructed in Ankara can
produce the vaccine, which may contribute to the needs of not only Turkey but also the citizens of other
countries.
There are simply 4 different steps for a vaccine to be used in humans. The first step is the laboratory step;
the characteristics of the agent, for which vaccine will be developed, are defined. Second step is the
experimental animals stage and the harmlessness and efficiency studies are conducted. Third step includes
phase studies in humans and harmlessness and efficiency of the vaccine is tested on the volunteers. Last
step is the production stage, at which the vaccine will be produced in large amounts and offered for use in
humans. Second step has critical importance in vaccine development because the first verification of the
vaccine developed in the laboratory is performed on the experimental animals. As this requires studying the
efficiency of vaccine in the experimental animals using live virus as the case for COVID-19, the need for
laboratories with BSL3 safety enabling experimental animal study (ABSL3) arises. Although there are 9
active BSL3 laboratories totally in Turkey at the universities and public institutions, only 3 of them have
6 https://www.who.int/csr/resources/publications/biosafety/Biosafety7.pdf?ua=1
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the opportunity and permission to study on experimental animals. On the other hand, experimental animals
at these 3 laboratories are only suitable for study with small animals such as mouse, guinea pig and hamster.
However, WHO reported that ferrets and non-human primates are the most suitable animal models for
humans in vaccine studies to be carried out against COVID-19 disease. Considering both the size and living
conditions of these animal species, none of the 9 active BSL3 laboratories in Turkey have the physical
infrastructure suitable for these conditions. Therefore, both for COVID-19 and for other future outbreaks,
there is an urgent need for an ABSL3 laboratory with experimental animals (as large as non-human primates,
ferrets, pigs, etc.). In addition, there are currently 12 different vaccine development studies being carried
out by 10 different study groups in Turkey. Some of these studies have completed experimental animal
study stage in BSL2 laboratories and have come to the live-virus challenge stage in BSL3 laboratories. The
rapid completion of the ABSL3 laboratory planned within the scope of this project is of vital importance for
these studies. The ABSL2 laboratory, which is planned to be established at the same location as ABSL3,
will also operate for the same purpose. Preliminary studies to be carried out before moving on to the studies
conducted in the ABSL3 laboratory, as well as the ABSL2 laboratory which contains the living environment
for experimental animals such as ferrets and non-human primates, are also required for molecular,
serological and virological tests to be performed on these animals.
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3 Policy, Legal and Regulatory Framework
National Regulatory Framework for Environmental and Social Assessment
Constitution of the Republic of Turkey: It is stated in Article 56 of the Constitution that "Everyone has
the right to live in a healthy, balanced environment. It is the duty of the state and citizens to improve the
natural environment, and to prevent environmental pollution. To ensure that everyone leads their lives in
conditions of physical and mental health and to secure cooperation in terms of human and material resources
through economy and increased productivity, the state shall regulate central planning and functioning of the
health services. The state shall fulfill this task by utilizing and supervising the health and social assistance
institutions, in both public and private sectors. In order to establish widespread health services, general
health insurance may be introduced by law”.
Decree Law on Some Regulations in the Field of Health7:
The Decree was amended with the Presidential Decree on the Organization of the Presidency No. 30474
dated 10/7/2018. With this amendment, in Section 12 of the decree (Article 352), Duties of the Ministry of
Health are as follows:
(1) In order to ensure that everyone can live in full physical, mental and social well-being, the duties and
powers of the Ministry of Health are as follows: a) Carrying out activities to protect and improve public
health, reduce and prevent disease risks, b) Conducting diagnostic, therapeutic and rehabilitative health
services, c) Preventing public health risks of international importance from entering the country, ç)
Improving health education and research activities, d) Carrying out activities for safe and high quality
market release, public delivery and price setting of drugs used in health services, special products,
substances subject to national and international control, agents and auxiliaries used in drug production,
cosmetics and medical devices, e) Ensuring equal, high quality and efficient service delivery throughout
the country by saving on manpower and material resources and increasing efficiency, ensuring a balanced
distribution of health workforce throughout the country and cooperating among all stakeholders, f) Carrying
out activities for the planning and dissemination of health institutions to be opened by public and private
law legal entities and natural persons throughout the country, g) Performing other duties assigned by Laws
and Presidential decrees;
(2) The principles and procedures for setting drug prices are established by the Presidency upon the proposal
of the Ministry.
National Pandemic Plan: The National Pandemic Plan was published in 2006 as a part of the preparation
for influenza pandemic in Turkey. The plan was molded into its final form as “The Pandemic Influenza
National Preparedness Plan” after being updated in the light of experiences gained during the 2009 Influenza
A pandemic along with the regulations and recommendations made by WHO during the process. The
Pandemic Influenza National Preparedness Plan was prepared under the coordination of the Ministry of
Health, General Directorate of Public Health in collaboration with other institutions and organizations. The
Plan was published in the Official Gazette as the Presidency Circular 2019/5. The Pandemic Influenza
National Preparedness Plan has been prepared to provide an outline of the minimum elements needed to be
prepared, as well as to ensure optimal readiness. The plan aims to secure the continuity of public services
and to reduce the transmission of the pandemic strain, number of patients related to the pandemic,
hospitalization and deaths due to the disease, and the socioeconomic burden formed by the pandemic.
Provinces were requested to generate “Provincial Pandemic Influenza Preparedness and Action Plans” in
line with the Pandemic Influenza National Preparedness Plan. In compliance with this request, 81 Provincial
Health Directorates prepared drafts of “Provincial Pandemic Influenza Preparedness and Action Plans”. The
committee evaluated these plans, and provinces were asked to complete their preparations in accordance
7 With the Article 25 of the Decree Law No. 703 dated 09.07.2018, the name of the Decree Law No. 663 was changed to "Decree
Law on Some Regulations in the Field of Health".
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with the feedbacks given on a provincial basis. Even though the Pandemic Influenza National Preparedness
Plan has been prepared for Pandemic Influenza, this plan is adaptable to the New Corona Virus Disease
(COVID-19) caused by a virus that transmits via respiratory droplets, similar to Influenza. 8
COVID-19 Risk Assessment and COVID-19 Guideline: Scientific Board for COVID-19 conducted the
“COVID-19 Risk Assessment” on January 22, 2020. In addition, “COVID-19 Guideline and Case Report
Form” was prepared in the same meeting. The “COVID-19 Disease Guideline” includes general information
about the infection, case definitions and information on case management, infection control and isolation,
patient care and treatment. The guideline also included information for the people who will be travelling to
the countries with COVID-19 cases. This guidance has provided a standardized approach all over the
country towards suspected cases. The first version of the guideline was published on January 24, 2020.
Following the scientific developments and WHO guidance/recommendations, it is constantly updated and
published on the website of the Ministry of Health together with COVID-19 posters, leaflets, frequently
asked questions and algorithms.9 Last update of the guideline has been made on November 04, 2020 as of
November 17, 2020.
Turkey’s COVID-19 Responsiveness Plans are in line with the WHO strategic action plan for pandemic
influenza (WHO, 2007). The plan focuses on four main areas related to human health: (a) reduce high-risk
behaviors associated with human infections; (b) improve the detection, investigation, and reporting of
human cases; (c) strengthen the early warning system to contain an emerging pandemic virus; and (d)
increase pandemic preparedness. The interventions to be supported within the scope of this project are in
line with items (b), (c) and (d) of WHO’s action plan.
National Environmental Legislation: Turkish environmental regulations were developed in line with
national and international initiatives and standards, and some of them have been revised recently to be
harmonized with the EU Directives in the scope of pre-accession efforts of Turkey. The Ministry of
Environment, Urbanization and Climate Change (MoEUCC) is the responsible organization for the
implementation of policies adopted for protection and conservation of the environment, and for sustainable
development and management of natural resources.
The Turkish Environmental Law (Law No: 2872; Date of Ratification: 1983), which came into force in
1983, addresses environmental issues on a very broad scope. According to the basic principles that govern
the application of the Environmental Law, and as stated in the Constitution, citizens as well as the state bear
responsibility for the protection of environment. Complementary to the Environmental Law and its
regulations, other laws also govern the protection and conservation of the environment, resources and
cultural and natural assets, the prevention and control of pollution, the implementation of measures for the
prevention of pollution, health, and safety and labor issues (see Annex IV).
The Turkish Regulation on EIA: The Regulation on Environmental Impact Assessment was put into force
for the first time after being published in the Official Gazette numbered 21489 and dated on February 7,
1993. Since then, there had been several amendments in the first regulation and new EIA regulations were
published in 2008 and 2013 repealing the former regulations in force. The latest EIA Regulation has been
published in the Official Gazette dated November 25, 2014 and numbered 29186, which repealed the 2013
EIA Regulation. The EIA Regulation is largely in line with the EU Directive on EIA. The key relevant steps
of the Turkish EIA procedure are screening, public consultation, scoping, disclosure and supervision. The
EIA Regulation classifies projects into two categories: (i) Annex I projects; those are projects that have
significant potential impacts and require an EIA, and (ii) Annex II projects; those are projects that may or
may not have significant effects on the environment.

8 Turkish Journal of Medical Sciences, COVID-19 Outbreak Control, Example of Ministry of Health of Turkey, Demirbilek et al.,
accepted/published online: 18.04.2020
9 https://covid19.saglik.gov.tr/TR-66393/covid-19-salgin-yonetimi-ve-calisma-rehberi.html
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According to the EIA regulation annex 2 as per article 4 this project is out of the scope of the EIA procedure.
Regulation on the Control of Medical Wastes: The purpose of the Regulation on the Control of Medical
Wastes is to prevent direct or indirect delivery to the receiving environment from generation of medical
wastes to their disposal in a way that harms the environment and human health, to be collected separately
at its source without harming the environment and human health, to be transported within the health
institution, to its temporary storage, to its medical waste processing facility and its disposal, to regulate the
principles, policies and programs as well as the procedures and principles regarding the determination and
implementation of legal, administrative and technical principles. This regulation includes principles related
to medical wastes generated as a result of the activities of healthcare organizations, as well as their separate
collection at their source, transportation within the healthcare organization, temporary storage,
transportation to medical waste treatment facility, and their disposal.
According to the regulation, medical wastes are identified as infectious wastes, pathological waste and
sharps.
Infectious Wastes: refer to wastes which are known to carry infectious agents or are likely to carry infectious
agents; all kinds of body fluids, particularly blood and blood products; human tissues, organs, anatomical
parts, autopsy materials, placenta, fetus and other pathological materials; gloves, covers, sheets, bandages,
plasters, tampons, swabs, etc. which are contaminated with such materials; body extractions of patients in
quarantine; bacteria and virus-retentive air filters; laboratory cultures and culture stocks of infectious agents;
all kinds of materials which come into contact with infected animals and their extractions; and wastes arising
from veterinary services;
Pathological wastes: refer to tissues, organs, body parts, body fluids and the fetus which result from surgical
interventions, autopsies, and anatomical or pathological procedures;
Sharps: refer to such wastes as syringes and all other needles used for medical intervention; lancets; capillary
tubes; scalpels; knives; IV drip needles; surgical suture needles; biopsy needles; branules; broken glass,
ampules, microscope slides and cover slips; broken glass tubes and petri dishes, which may be stung, may
puncture or scratch, or may cause injury.
The regulation outlines the responsibilities of the municipalities as being the governing authorities for
medical waste management including establishment of medical waste management plans and medical waste
processing facilities, transportation of medical wastes from the healthcare facilities and safe disposal of the
wastes, at the provincial level. The healthcare facility level requirements are extending from waste
minimization and segregation at the source, safe collection and temporary storage of the medical wastes on
site and having agreements for safe collection, transport and disposal of the medical wastes as well as
preparation of medical waste management plans. The technical properties, utilization and disposal of the
medical waste storage bags and containers are also defined in the regulation. Off-site transportation details
are also clearly described including licensing, specifications and requirements with respect to vehicles and
drivers. Medical waste processing and disposal techniques are addressed including sterilization (and
respective validation) and incineration. The residual waste from sterilization are disposed to type II landfills
in accordance with national regulation on landfilling of wastes. The waste management plan prepared by
the healthcare facilities should include: 1. Waste minimization applications, 2. Waste segregation principles
at the source including details of the containers and equipment to collect wastes, 3. Details on equipment
and vehicles that will be used for on-site transportation, 4. Locations for the collection equipment, schedule
for collection and route, 5. Temporary storage location and properties on site 6. Disinfection means for the
vehicles and equipment used for collection and on-site transportation, 7. Precautions to be taken against
incidents, 8. Personnel responsible for collection and on-site transportation of medical wastes, 9. Off-site
transportation of medical waste to sterilization/incineration facilities, 10. Properties of the specific
sterilization/incineration facility, and 11. Recording and reporting requirements.
MoH has also developed Quality Standards in Healthcare Facilities (QSHF) including provisions regarding
implementation of appropriate medical waste management practices in accordance with the Regulation on
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the Control of Medical Waste through the national Regulation on Quality Improvement and Assessment
in Healthcare (lastly amended in 2015). MoH and the provincial directorates periodically implement
performance assessment based on the QSHF. Healthcare facility employees also receive regular trainings
including waste management practices, as required by the Law.
The medical wastes in Turkey are managed through sterilization and incineration facilities with sufficient
capacity.
Regulation of Waste Management: The purpose of the Waste Management Regulation is to ensure
management without harming the environment and human health from the formation of waste to the disposal,
to reduce waste generation, to reuse waste, to recycle, to reduce the use of natural resources and to provide
waste management and to determine the general procedures and principles having certain criteria in terms
of environment and human health regarding the production of the products covered by this Regulation and
the market surveillance and control with basic conditions and features.
Circular 2020/12 of MoEUCC on COVID-19 Measures in the Management of Personal Hygiene Equipment
(such as Single use Masks, Gloves) Wastes10: This circular was published on April 07, 2020 and defines
the minimum requirements to be considered in the accumulation, collection, transportation, temporary
storage and delivery to waste processing facilities of personal hygiene equipment wastes. The circular
clearly defines that waste generated from health facilities should be treated as “medical waste” and be
managed accordingly. Also, the waste management guidance of the MoH11 mentions that; (i) Wastes of a
patient possibly or definitely diagnosed COVID-19 are recognized as infectious waste in hospital
environment and disposed to medical waste box”, (ii) Wastes of a patient possibly or definitely diagnosed
COVID-19 who is monitored at home should be collected separately through the protective preventions
required, kept in double bags and disposed to domestic waste box, (iii) The wastes of the contacted
individuals (contacted with the patients who have possibly or definitely COVID-19, individuals coming
from a country or province where the disease is common) who are observed in collective accommodation
places (i.e. dormitory) for 14 days should be disposed to domestic waste bag, (iv) Disposable masks and
gloves used for protection in the society should be disposed to domestic waste bag, (v) There is not any
information about disposal of the wastes of COVID-19 patients following a certain waiting period in the
guidelines of important healthcare organizations including WHO, CDC and ECDC.
National Laws on Social Impacts: Although the Turkish EIA Regulation does not entirely meet the
requirements of international standards in terms of social impacts, there are various legal arrangements for
managing several social impacts. The following are laws and regulations applicable to this project:
•
•
•
•

Law on the Right to Information (No. 4982), published in the Official Gazette no. 25269 dated 24
October 2003
Labor Law (No. 4857), published in the Official Gazette no. 25134 dated 10 June 2003
Law on Occupational Health and Safety (No. 6331), published in the Official Gazette no. 28339
dated 30 June 2012
Regulation on Contractors and Sub-contractors, published in the Official Gazette no. 27010 dated
27 September 2008

Occupational Health and Safety: In recent years, Turkey has undergone a reform to improve its national
Occupational Health and Safety (OHS) system through adapting a set of international and regional standards
into its national level requirements for the prevention occupational risks defined in the ILO Occupational
Safety and Health Convention, 1981 (No. 155). The convention, along with the Occupational Health

10 “Ministry of Environment, Urbanization and Climate Change’s Circular on COVID-19 Measures in the Waste Management of
Personal Hygiene Materials such as Disposable Masks and Gloves” dated 07.04.2020 and Numbered 66745475-145.07-84334,
Ministry of Environment, Urbanization and Climate Change,
11 https://webdosya.csb.gov.tr/db/cygm/icerikler/gng2020-16-cov-d-1920200408101457.pdfhttps://covid19bilgi.saglik.gov.tr/depo/afisler/Halk/COVID-19_ATIK_YONETIMI_AFIS_A4.pdf
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Services Convention, 1985 (No. 161) were both ratified by Turkey in 2005 who is also party to the Labor
Inspection Convention, 1945 (No. 81) since 1951. In 2014, Turkey ratified the Promotional Framework for
Occupational Safety and Health Convention, 2006 (No. 187).
During 2012, a stand-alone Law on OHS (No. 6331) was put into force (20 June 2012). The OHS Law
governs workplace environments and industries (both public and private) as well as virtually all classes of
employees including part-time workers, interns, and apprentices. The legislation is comprehensive and is
generally applicable across all sectors and many industries. Labor Inspectorate, which is a part of the
Ministry of Labor and Social Security, enforces labor and OHS laws, and conducts regular OHS and labor
audits.
Labor and Working Conditions: Turkey is party to a multitude of ILO conventions, including but not
limited to conventions on: equal treatment of employees, gender equality, child labor, forced labor, OHS,
right of association and minimum wage. Accordingly, the current Turkish Labor Law (No.4857) is to a great
extent consistent with international labor standards and the Bank’s ESS2 requirements.
The Labor Law of 2003 covers all work relations in Turkey, with the exception of sea and air transport
activities, enterprises carrying out agricultural and forestry work who employ 50 and less 50 employees,
family-run construction work related to agriculture, works and handicrafts performed in the home, domestic
work, sportsmen, people in rehabilitation, apprentices, enterprises with three or less employees working as
tradesmen or producing small handicraft.
Regulation on the Principles and Procedures for the Employment of Children and Young Persons
2004 (RPEC) Labor Law covers the principles and procedures regarding the works, which are not allowed
for children and young workers below the age of 18, and works, at which young workers to have turned 15
but not 18, and the light works, at which children to have turned 14 and to have completed elementary
education can be employed, and the working conditions.
Regulations on Overtime and Extra Hours (2004) - applies to all workers and works covered by the Labor
Law (Art. 1). As per the Article 1, aim of the Regulation is to regulate the principles and procedures
regarding extra work and overtime outside the normal weekly working hours specified in Article 63 of the
Labor Law No.4857 due to reasons such as general benefits of the country or nature of the work or increase
in production.
Regulations on Working Conditions at Night for Women Workers (2013) - applies to all women older
than 18 and working in nightshifts and spells out specific requirements and restrictions regarding night work
by female workers (Art. 1, 2).
Law on the Work Permit for Foreigners 2003 (LWPF) 12- Applies to foreigners working in Turkey and
regulates the attribution of work permits (Art. 1, 2). Foreign workers must obtain a work permit to be legally
employed (LWPF 4). Unless otherwise provided in the bilateral or multilateral agreements, to which Turkey
is a party, foreigners are required to obtain permission before working dependently or independently in
Turkey.
The Labor Law only applies to legally employed foreigners. Employers have to notify the Ministry of Labor
and Social Security of any foreigners they employ within 15 days of the beginning of employment (LWPF
18). Employers failing to declare foreign workers have to pay a fine. Where foreigners work without a valid
work permit, both worker and employer may be fined (LWPF 21).
Law on the Right to Information (No. 4982): The purpose of this Law is to lay down the guidelines and
procedures for individuals to exercise their right of information acquirement in accordance with the
principles of equality, neutrality and openness which are the fundamentals of democratic and transparent

12

https://www.mevzuat.gov.tr/MevzuatMetin/1.5.4817.pdf
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administration. This Act is applicable to the activities of public institutions and organizations, and
professional organizations which have the capacity of a public institution.
Regulation on Welfare and Protection of Animals used for Experiments and Other Scientific Purposes:
Animal welfare is regulated through Regulation on Welfare and Protection of Animals used for Experiments
and Other Scientific Purposes in Turkey that was published in the Official Gazette numbered 28141 and
dated December 13, 2011. This regulation has been prepared based on the relevant articles of Law on
Veterinary Services, Plant Health, Food and Feed (Law No: 5996), Law on Protection of Animals
(Law No: 5199), and Biosafety Law (Law No: 5977), and in parallel with the provisions of Directive
2010/63/EU of the European Parliament and of the Council of 22 September 2010 on the Protection of
Animals used for Scientific Purposes. It covers briefly; (i) general standards in the care, accommodation
and transport of animals in the establishments (including requirements for establishments and for care and
accommodation of animals), establishment of animal welfare unit and its duties, breeding strategies for nonhuman primates, (ii) licensing/authorization of and other requirements for the breeders, suppliers, users and
research institutes, (iii) purpose of procedures and usage conditions of certain species in procedures, (iv)
procedures, choice of methods, anesthesia, severity classification of procedures, alternative approaches,
reuse and its prevention, and end of procedure, (v) re-homing or setting free of animals, method of killing
animals, and sharing organs and tissues, (vi) responsibilities and duties of personnel, (vii) informing, records,
marking and identification, and (viii) inspections, cancellation of permits, closure, amendments and
additions.
Regulation on the Working Procedures and Principles of Animal Testing Ethical Committees: This
regulation was put into force by publishing in the Official Gazette numbered 28914 and dated February 15,
2014. This regulation has been prepared based on the relevant articles of Law on Protection of Animals
(Law No: 5199) and in parallel with the provisions of Directive 2010/63/EU of the European Parliament
and of the Council of 22 September 2010 on the Protection of Animals used for Scientific Purposes. It covers
briefly; (i) intended purposes of test animal, establishment, duty period, working methods, responsibilities
and authorities of ethical committees, (ii) implementations regarding test animals and researches, and (iii)
training.
The World Bank Safeguards Policies
The objective of the World Bank’s environmental and social safeguard policies is to prevent and mitigate
undue harm to people and their environment in the development process. They are a cornerstone of its
support to sustainable poverty reduction.
Based on the restructuring of the HSSSP, the World Bank Safeguards polices related to the project are as
follows:
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Table 2: Safeguard Policies of World Bank
Safeguard Policies Triggered

YES

Environmental Assessment (OP) (BP 4.01)

#
"
#
"

Performance Standards for Private Sector Activities OP/BP 4.03
Natural Habitats (OP) (BP 4.04)

NO

#
"

Forests (OP) (BP 4.36)

#
"

Pest Management (OP 4.09)

#
"

Physical Cultural Resources (OP) (BP 4.11)

#
"

Indigenous Peoples (OP) (BP 4.10)

#
"

Involuntary Resettlement (OP) (BP 4.12)

#
"

Safety of Dams (OP) (BP 4.37)

#
"

Projects on International Waterways (OP) (BP 7.50)

#
"

Projects in Disputed Areas (OP) (BP 7.60)

#
"

The parent project does not finance any infrastructure investments. During project implementation, Terms
of Reference for consulting services were developed, which ensure that services provided are in accordance
with the Bank's safeguards policies. The new project component triggers OP 4.01 and the project category
raises from “C” to “B” because the new project activities are associated with the following risks: (i) safe
operation of the vaccine production center; (ii) proper management of medical/laboratory wastes;
(iii) animal testing procedures and safety; (iv) OHS of medical personnel. Those aspects shall be in line with
WB EHSGs and GIIP, and WHO laboratory biosafety manual, and are addressed in this ESMF developed.
The ESMF will be disclosed both in country on the MoH website URL and on the World Bank website will
be consulted upon. Under the COVID-19 pandemic crisis, different engagement methods are proposed to
cover different needs of the stakeholders as defined in the SEP. Since direct face-to-face consultation and
interaction have to be avoided in favor of digital interaction, electronic media and print, virtual consultations
will be carried out and incorporated into the final ESMF together with the final SEP.
The social risks are expected to be Moderate and manageable. Recruitment of consultants and workers will
be supported by the project financing and national requirements of Turkish OHS and Labor Law will be
applied. The project will utilize MoH's existing grievance redress mechanism and an updated SEP template
for COVID19 operations included under this ESMF.
During second restructuring only OP 4.01 was triggered. However due to the investment impacts on the
existing land use and potential land acquisition of the VPC’s associated facilities, the Bank’s operation
policy on Involuntary Resettlement (OP 4.12) and operational policy on Natural Habitats (OP 4.04) are also
triggered.
The Project will also apply the relevant requirements of the World Bank Group’s Environment, Health and
Safety (EHS) Guidelines. When the Turkish requirements differ from the levels and measures presented in
the EHS Guidelines, the more stringent one will be applied in the project specifications.
The applicable EHS Guidelines for this project are as follows:
•

World Bank Group’s EHS General Guidelines;

•

World Bank Group’s EHS Guidelines for Health Care Facilities.
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International Agreements and Convention
Turkey is a signatory to a number of International Agreements and Conventions including Stockholm
Convention on Persistent Organic Pollutants and Basel Convention on the Control of Transboundary
Movements of Hazardous Wastes and Their Disposal. Other relevant environmental, OHS and international
labor agreements and conventions ratified by Turkey are given in Annex IV.
World Health Organization (WHO) Guidance
The WHO is maintaining a website specific to the COVID-19 pandemic with up-to-date country and
technical guidance. As the situation remains fluid it is critical that those managing both the national response
as well as specific healthcare facilities and programs keep abreast of guidance provided by the WHO and
other international best practice. WHO resources include technical guidance on: (i) Hata! Köprü
başvurusu geçerli değil., (ii) Hata! Köprü başvurusu geçerli değil., (iii) Hata! Köprü başvurusu geçerli
değil., (iv) Hata! Köprü başvurusu geçerli değil., (v) Hata! Köprü başvurusu geçerli değil., (vi) Hata!
Köprü başvurusu geçerli değil., (vii) Hata! Köprü başvurusu geçerli değil.. Additional guidance is listed
in Annex III.
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4 Environmental and Social Baseline
The project locations cover (i) across the country where medicines to treat COVID-19 will be distributed to
hospitals, (ii) the capital city of the country, Ankara, where the vaccine research and production center, the
associated facility, is being constructed, and (iii) İstanbul, where vaccine research laboratories will be
established/equipped.
Turkey is geographically located between Asia and Europe, a crossroad of the Balkans, Caucasus, Middle
East, and eastern Mediterranean with a population of 83 million. 93 percent of its population lives in urban
areas13 and they are all divided into 81 provinces across the country.
Turkey is an upper-middle income country, with the World’s 19th largest economy with a Gross Domestic
Production that reached US$753.7 billion in 2019 according to the TurkStat. Since August 2018, the
economy has shown some vulnerabilities due to structural challenges in output growth, unemployment in
the recent years.
After 2011 with the refugee crisis outbreak in Syria, Turkey has become both a transit and target country
for migrants and refugees. Today, the country hosts the highest number of refugees, more than 3.6 million
Syrians under temporary protection, and an estimated 400,000 asylum seekers and refugees from other
nationalities. Prior to the COVID 19 outbreak, nearly four million refugees and asylum-seekers were
receiving health services largely through donor-financed health facilities. There are approximately 64,000
refugees who are accommodated in temporary accommodation centers (refugee camps), who require special
assistance (disability, elderly care). Syrians have access to health care, with the MoH overseeing provision
of services through public hospitals, Migrant Health Centers (providing primary health services) and units
operating under community health centers. Syrians who are not registered with the Government of Republic
of Turkey have limited access to primary or referral health care but are provided with emergency care and
essential public health services free-of charge, and then referred for registration. The Turkish Red Crescent
(Kizilay) is also supporting and facilitating access to health services for refugees to address COVID-19, as
well as psychosocial support, livelihoods support and social cohesion activities. Tents and common areas at
Temporary Accommodation Centers have been disinfected and refugees are being informed about the
Covid-19 regularly. Due to the rising burden on health care facilities to deal with COVID-19 cases, this may
create challenges for the refugees in the country, including those under temporary protection, in accessing
available health care services like in the pre-COVID 19 period. However, in order to provide primary health
services (primarily preventive health services and health services related to combating infectious diseases)
Foreign Nationals Polyclinics and Migrant Health Centers were established within Community Health
Centers in areas that are densely populated by refugees. Within the context of combating COVID-19
pandemic, access of all individuals, regardless of whether they have social security or not, to personal
protective equipment, diagnostic tools and medication was secured through a Presidential Decree no. 2399,
published on Official Gazette on 14 April, 2020, as of which treatment of COVID-19 has officially obtained
“urgent situation” status. This has greatly helped in preserving access of vulnerable refugee groups in
accessing primary health services.
As part of the public communication strategy under the national pandemic plan, the Public Health DG of
MoH has prepared all its communication and health guidelines related to COVID-19 in Turkish, English
and Arabic. The Ministry of Health has been sharing information about the pandemic and the disease
through a website on a regular basis, as well as sharing manuals and brochures about COVID-19 in English
and Arabic languages as well. Besides, other ministries, the Ministry of Internal Affairs in particular,
continue to share information about the current situation and the measures taken. During this process,
ministries have supported refugees’ access to information and awareness about the pandemic. A recent

13 https://tuikweb.tuik.gov.tr/PreHaberBultenleri.do?id=33705
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research 14 conducted by a non-governmental organization working with refugees in Turkey show that
almost all individuals are aware of the common symptoms of the disease and also aware of the public
measures such as using masks, social isolation and disinfection methods.
Turkey has demonstrated significant progress in improving health outcomes and reducing infant and
maternal mortality. For example, between 1980 and 2017, life expectancy at birth increased from 58.7 to
77.1 (an increase of 31.3 percent), a better performance than the global average (72.4 for 2017) and almost
equal to the Europe and Central Asia (ECA) region performance (77.7 for 2017). Both the maternal mortality
and infant mortality rates have also improved, with maternal mortality declining from 42 per 100,000 live
births in 2000 to 17 in 201715, and infant mortality falling from 30.9 per 1000 live births in 2000 to 9.7 in
2017.
Improved health outcomes are resulting in demographic shifts, as Turkey’s elderly population grows. As of
2019 (most recent data), 9.1 percent of the population was aged 65 years and over, about 23.1 percent was
younger than 15 years, and 67.8 percent was between 15 and 64 years. The proportion over 65 years is
expected to rise to 16.3 percent in 2040 and 25.6 percent in 2080, according to population projections.
Turkey’s burden of disease is increasingly shifting from communicable to non-communicable diseases
(NCDs). As of 2018, NCDs accounted for 89 percent of all deaths.16 Urbanization has been increasing
rapidly, which has brought changes in diets, types of employment, and levels of physical activity that have
contributed to the shift towards NCDs. Underlying risk factors among adults for NCD-attributed mortality
include relatively high rates of tobacco use (28 percent, nearly twice as high among males than females),
raised blood pressure (20 percent), diabetes (raised blood glucose (13 percent) and obesity (32 percent;
nearly twice as high among females than males)17.
Over the last decade, Turkey has significantly improved the supply of services under the Health
Transformation Program, referred as the health reform of Government of Republic of Turkey, between 2003
and 2013. The improved provision of health services is reflected in improved health outcomes and increased
health utilization rates, as well as changes of trends in health financing. While Turkey has largely achieved
universal health coverage for basic primary care services, there are gaps due to high uncertainty with regard
to COVID and its health system to address heightened population and demographic vulnerabilities.
According to the latest data, in Turkey, total number of MoH, university, private and other hospitals is 1.534
and the number of beds at the hospitals is over 231 thousand as of 2018. It is seen that the ratio of hospitals
per 1000 persons in Turkey is 2.83. For the same period, there are 536 persons per physician, with a total
of over 153 thousand physicians nationwide. The MoH Strategic Plan emphasizes the importance of
increasing the number of the primary health care (PHC) workforce and sets higher targets for 2030. Ministry
of Health has been a long-standing partner of the World Bank in Turkey for more than 15 years, also has
received financial support from IFC and MIGA for expanding city hospitals and has built strong capacity in
managing large scale projects. The Ministry has a national pandemic preparedness plan and will strengthen
it with this project to respond to future pandemics.
Since Turkey’s first COVID-19 case was detected, on March 11, 2020, the Government has gradually
introduced a range of public health measures in line with WHO guidance,18 moving from hygiene guidance
to the closure of major events, social venues, schools, and all major commercial outlets, and recommending
physical distancing to curb transmission. Most residents appear to have followed the Government’s
guidance, and major metropolitan areas are shut down. The Government has also announced an economic
14 http://www.mudem.org/wp-content/uploads/2020/05/MUDEM-RSC-Situation-Analysis-of-Refugees-in-Turkey-DuringCOVID-19-Crisis.pdf
15 http://wdi.worldbank.org/table/2.14
16 World Health Organization (2018). Turkey: World Health Organization Noncommunicable Diseases (NCD) Country Profiles,
2018. Geneva: World Health Organization. Most recent data.
17 https://www.who.int/nmh/countries/2018/tur_en.pdf?ua=1
18 World Bank unpublished preliminary note “Republic of Turkey’s Health System Response to COVID-19”, March 2020.
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package totaling approximately TL 100 billion to stem the impact on firms and targeted households,
including deferral of firms’ social security and payroll tax, increasing the minimum pension, increased
allocation for social assistance beneficiaries, and unspecified provisions for strengthening social services
for older persons.
The Government of Republic of Turkey has mounted a comprehensive COVID-19 response strategy and
Pandemic Action Plan that includes prevention, detection, and response measures. The MoH established a
science committee that serves as an advisory body providing scientific evidence and guidance to the policy
makers and is leading the Turkish Government’s COVID-19 pandemic response for the health sector. The
Ministry’s Public Health General Directorate initiated the Pandemic Action Plan to respond to the
COVID-19 outbreak. As part of Turkey’s detection and response-related actions, on March 18, 2020, the
MoH Emergency Health Services General Directorate put into practice the Implementing Regulation for
Hospital Calamity and Emergency Action Plan, under which the General Directorate is responsible for
conducting any type of emergency plan on behalf of the MoH. Similarly, Provincial Health Directorates are
responsible for carrying out health services at the provincial level in case of disasters and emergency
situations. If necessary, the provincial Health Calamity Coordination Center (SAKOM) can be used for
coordination purposes in case of disasters and emergency situations.Under the plan, all public, private,
municipality and university hospitals are empowered to take the necessary precautions to ensure they can
be self-sufficient for 72 hours without the need for outside intervention. On March 20, 2020, all state and
private health institutions meeting criteria set by the MoH were re-categorized as “Pandemic Hospitals”. To
ramp up capacity to respond, any hospitals that have departments related to infectious diseases and
microbiology, pulmonary diseases, and internal medicine related diseases, and that have at least two
specialist physicians, were re-categorized to respond to COVID-19 under the Pandemic Action Plan, with
implementation support from the Pandemic General Coordination team.
In the area of disease management, Turkey has approximately 17,000 ventilators and 25,000 adult ICU beds
(spanning three categories of ICU beds in terms of capacity to handle complex conditions). Given the likely
magnitude of Turkey’s disease burden, it is expected that this capacity will need to expand, and particularly
that there will be a need to double the current ventilator capacity (depending on evolving clinical practice
guidelines).
Municipalities are the governing authorities for medical waste management including establishment of
medical waste management plans and medical waste processing facilities, transportation of medical wastes
from the healthcare facilities and safe disposal of the wastes, at the provincial level. The health care facility
level requirements are extending from waste minimization and segregation at the source, safe collection and
temporary storage of the medical wastes on site and having agreements for safe collection, transport and
disposal of the medical wastes as well as preparation of medical waste management plans. The national
system of medical waste management is advanced, following WHO protocols and guidelines and the
capacity of sterilization and incineration facilities for management of medical wastes is also sufficient in
Turkey. Within the scope of quality standards, all public hospitals and city hospitals conduct medical waste
management and have regular cross-controls by third parties on monitoring performance and risk
management. Healthcare facility employees also receive regular trainings including waste management
practices, as required by the Law.
Administrative Management of Laboratories in Turkey: All laboratories in Turkey are either directly
affiliated to “General Directorate of Public Health” of MoH; or to the hospital’s office of Chief Physician
in which they are operating. In Ankara BSL 3 case and for BSL2 and BSL3 labs at IDEA in Istanbul, the
affiliated entity will be “General Directorate of Public Health” of MoH.
Testing for COVID-19: The first sample in Turkey was analyzed at the Microbiology Reference
Laboratories of General Directorate of Public Health (GDPH). Results of the samples tested using
polymerase chain reaction (PCR) are shared in a timely manner. In order to ensure rapid operation, the
respiratory samples are being analyzed not only at the central laboratory but also at the laboratories that are
authorized by the central GDPH Microbiology Reference Laboratory in several provinces. In addition, rapid
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diagnostic kits, ELISA tests and cassette tests as antibody kits are being used. MoH provides all the materials
required for sampling and diagnosing, at the central level and distribute them to the provinces.
Testing is important for an effective response to the COVID-19 outbreak as it provides policymakers with
a better understanding of the extent of the disease to apply evidence-based measures to slow the spread.
Testing for COVID-19 in the country began around 3,000 individuals in late March and increased to its
maximum (around 50,000 individuals) almost within a month. 417,594 individuals tested in November 16,
2020 and the total number of tested individuals reached to 1,317,05319. As regards diagnostic capacity,
Turkey currently (as of May 13, 2020) has 238 authorized diagnostic laboratories (across 78 provinces out
of 81)20. Given the size of the Turkish population, Turkey will likely need to at least double its testing
capacity to be prepared for the anticipated caseload if cases continue to rise.
Ankara
Ankara, with its population of 5,639,076 according to address-based population announced by Turkish
Statistical Institute, as of December 31, 2019, is the second largest city after İstanbul. 50% of the population
are under 32 years old. 88% of the population lives in the city center. Compared to its total population,
Ankara has the highest number of higher education graduates. Around 15% of the total regional population
has bachelors or post-graduate degrees. Turkey’s top higher education providers are located in Ankara,
which makes Ankara the second province with highest number of higher education providers. There are 16
higher education units with well-known engineering and medical schools. Ankara accommodates more than
250,000 university students. Additionally, there are 29 research and development centers, 8 techno parks,
12 industrial zones (active and in establishment phase) and 39 advanced research institutes.21
In the last two decades, rapid growth in Turkey’s economy naturally provides for the same trend in Ankara.
As the capital city of Turkey, Ankara is the 2nd largest and center of economy on both national and global
scale. Strong and stable economy of Ankara is benefited from geographical location, modern infrastructure
and growing young population with the most qualified workforce. Proximity to the markets in EU, Middle
East, North Africa, Asia and Russia is a catalyst for the foreign capital and international companies. Besides,
more than 2,300 such companies preferred to be located in Ankara. The high trade volume of Ankara is an
opportunity for investors and entrepreneurs planning to implement both national and global scale production
and investment. With a foreign trade volume of 19.6 billion dollars, Ankara realized approximately 5% of
Turkey’s overall foreign trade volume as of year 2019. Key sectors of Ankara can be summarized as;
construction and heavy machinery, defense and aerospace, medical technologies, and information and
communication technologies.22
Due to its location in the center of the country, the region has been a historical junction of major trade routes
and a crossroads of migratory streams. Throughout history, Ankara has witnessed battles between powerful
armies in quest of domination. The city was an important cultural, trading and arts center in Roman times
and a major trading center on the caravan route to the east in Ottoman times. However, it had lost importance
by the 19th century. When Mustafa Kemal Atatürk chose Ankara as the base from which to direct the War
of Independence, it once again became an important center. By consequence of its role in the war and its
strategic position, it was declared the capital of the new Republic of Turkey on October 13, 1923. Ankara,
known until that time for its rabbits, cats and goats, became the geographic, political and administrative
center of Turkey, with all the government offices and foreign embassies transferred from İstanbul.23
Ankara is located in the northwest of Central Anatolia, “at the heart of Turkey” between the branches of
Kızılırmak and Sakarya rivers, at an altitude of 850 meters. The city lies in the eastern edge of the Anatolian
Plateau. It covers an area of 24,521 km2 that ranks it the third biggest city in terms of total acreage. It has a
19 Ministry of Health, Republic of Turkey, https://covid19.saglik.gov.tr/
20 https://hsgm.saglik.gov.tr/tr/haberler/yetkilendirilmis-covi-d-19-tani-laboratuvarlari.html
21 Discover Ankara, Ankara Development Agency
22 http://www.investinankara.org/
23 https://www.goturkey.com/destinations/ankara
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continental climate. Cold and snowy winters are followed by hot and dry summers. Average temperatures
range from 25 °C in the summer months to 5 °C in the winter months. July and August are the hottest months
with almost zero precipitation while April and May record the highest rainfall. Snowfall is common from
November to March. 24
Ankara VPC is planned to be established in the Balıkhisar Neighborhood of the Akyurt District in Ankara
Province.

Figure 1: Map of Ankara and Akyurt
The Project area is owned by Ministry of Treasury and Finance and allocated to the Ministry of Health
(MoH). There are two parcels adjacent to each other allocated for MoH are currently being used by General
Directorate of Public Health (GDPH). There is a warehouse constructed on the parcel and being used
currently to store equipment related to vaccines. This is the parcel where Ankara VPC will be constructed.
The adjacent parcel (1555/5) is also allocated for GDPH and currently being used as a vaccine warehouse
including cold storages for -80 and -20 degrees where COVID-19 vaccines are currently being stored. Since
the parcel is currently being used, infrastructure of energy, water, waste water and road systems in the
Project area will be used. Satellite view of the Project area and its surroundings is provided in Figure 2.

24 http://www.investinankara.org/ and Discover Ankara, Ankara Development Agency
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Figure 2: General View of Activity 1 Parcel in Ankara
Distance of the Ankara Province center to the Project area are approximately 20 km. Esenboğa Airport is
located approximately 3 km away from the Project area. The nearest settlement to the Project area is the
Balikhisar Neighborhood which is located approximately 3 km south east of the Project area. In 1 km
diameter, the closest places are OTONOMI (Land vehicle sales point), YDS (well-known shoe manufacturer
particularly for people working in Health and Safety sector), ISBIR Bedding, OSYM (national exam center),
BORUSAN Automotive and MAN Turkey. The closest housing area is located 500 meters away across
Özal Boulevard – the highway with bird’s eye view (Figure 3). In addition, for the last years pharmaceutical
and medical device companies started to be operated in the area which are Vilsan Veterinary and
Pharmaceutical Industry, Turkish Pharmaceutical and Serum Industry, TTS Turktıpsan A.Ş, Turkish Plast
Medical Products A.Ş. According to Akyurt Municipality Zoning Plan, the area was approved as “Serum
Area”.
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Figure 3: Structures in 1 km Diameter for Ankara Vaccine Center
İstanbul
Istanbul, with its population of 15,519,267 according to address-based population announced by Turkish
Statistical Institute, as of December 31, 2019, is the largest in Turkey. 47% of the population are under 35
years old. The population of the city has increased dramatically in recent years due to the internal migration
from rural areas to Istanbul. Today, Istanbul is home to 20% of Turkey’s total population and generates 22%
of GDP and 40% of tax revenues. Almost all of the centers of Turkey's creative and cultural industries are
located in Istanbul. Nearly half of the museum visits in Turkey (49%) and 30% of cultural performances
are realized in Istanbul. The contemporary culture of Istanbul is attracting increasing attention. Becoming
the European Capital of Culture in 2010, Istanbul has considerable strengths: "its increasing prosperity, its
position as cultural and touristic leader and pioneer of Turkey, the increasing interest in the arts and culture,
and most of all, its young and dynamic population”.
Within the scope of Component 4 that has been recently included in the Project, it is aimed to establish a
vaccine research center in Istanbul as well as a vaccine research and production center in Ankara. Two
separate laboratories, one at BSL2 level and one at BSL3 level, will be established in order to conduct
vaccine and serum tests during COVID-19 pandemic in Istanbul Experimental Research, Development and
Training Center (IDEA) located in the boarders of "Mehmet Akif Ersoy Thoracic and Cardiovascular
Surgery Training and Research State Hospital" in Küçükçekmece district on the European side.
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Figure 4: Map of İstanbul and Küçükçekmece

Figure 5: View of Vaccine Center Area in Istanbul
IDEA was established administratively in 2012 with the financial support of Turkish Ministry of
Development on the land of MAESH for this particular activity in Kucukcekmece District in Istanbul
Province. As it is given in Figure 4 and Figure 5, the area is located near the Halkalı-Altınsehir main road
and is easily accessible.
IDEA is operating a BSL2 level laboratory in its own building currently. Turkish MoH aims to upgrade
mentioned BSL2 laboratory by adding large experimental animals such as ferret and non-human primates;
and also a 3rd level of laboratory which is BSL3 to start Covid19 vaccine research activities. Since IDEA
main building is not sufficient physically, a place to provide appropriate conditions for experimental animals
and BSL3 laboratory raised. This building need will be met by using two bottom floors of 5-storey car
parking area of IDEA, which is constructed at the same time with IDEA main building in compliance with
Turkish Earthquake Regulation, 2007. The parking area will not need any construction; however, will need
minor refurbishment activities for renovation and installation of BSL3 laboratory equipment for cabin
panels. The animals to be procured in the scope of the Project will be kept in the new parking area at upstairs.
BSL3 laboratory will be located at down stairs of the parking area. The parking lot is a new building that
has been licensed in 2018 and is highly resistant to natural disasters such as earthquakes. This parking area
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is the last two floor of the parking lot and not being used. First 3 floors is more than enough for the cars
parking there. IDEA will use the last two floors for these BSL2 and BSL3 labs.
In IDEA, services are provided in all processes ranging from the preparation, implementation, analysis and
evaluation of the results of experimental projects implemented for scientific purposes. Within this
framework; IDEA has been equipped with 4 Operating Rooms, 2 Reanimation and Intensive Care Units, 5
Postoperative Care Rooms, 2 Pre-Operative Rooms, Transgenic Research Area, Quarantine Areas, 5
Production Rooms, 2 Washing and Sterilization Areas, Technical Support Areas (Feed and Litter Storage
Rooms, Medicine and Consumables Room, Examination Areas), Biochemistry Laboratories,
Histopathology Laboratory, Genetics Laboratory, and Training Simulation Laboratory.
Ankara VPC to be constructed in Ankara will need some time to complete its building construction activities.
However, IDEA facilities in Istanbul are already constructed and only need procurement of necessary
equipment and experimental animals including minor refurbishment activities during the installation of
BSL3 laboratory equipment. Until Ankara VPC starts to operate, Turkish MoH will start research activities
for Covid19 in IDEA.

Photo 1: Front Entrance of MAESH (Outer View)

Photo 2: Front Entrance of MAESH (Inner View)

Photo 3: Back Entrance of MAESH (Outer View)

Photo 4: Back Entrance of MAESH (Outer View-2)
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Photo 5: Parking Area (Wider View)

Photo 6: Parking Area (Closer View)

Photo 7: Parking Area Entrance – 1

Photo 8: Parking Area Entrance – 2

Photo 9: Parking Inner View – 1

Photo 10: Parking Area Inner View – 2

Areas separated by special barriers will be fixed in order to create animal care and living areas and BSL3.
In addition, filtered units will be added to the ventilation system in order to increase the biosafety levels of
areas that will work with pathogenic factors. Autoclaves and other equipment will be used to decontaminate
bio-waste. In addition, chemical decontamination will be applied in collection tanks for the decontamination
of liquid wastes. After the autoclave process, these decontaminated wastes will be collected by Istanbul
Metropolitan Municipality and disposed. Istanbul metropolitan landfill area is in consistent with EU
regulations.
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5 Potential Environmental and Social Risks and Mitigation
The second and third restructurings will support a new component to strengthen capacity of MoH to respond
to COVID-19. This new component will finance (i) procurement of COVID-19 treatment medicines for the
treatment of patients at Intensive Care Units (ICUs) of the healthcare facilities across the country, which are
approved by the SARS-CoV2 Infection Guide prepared by the Ministry of Health Science Board, (ii)
procurement of specific equipment for the vaccine production center of MoH against COVID-19, (iii)
recruitment of individual consultants, and (iv) Bio Safety Level 3 training activities of the vaccine research
and production personnel.
The tender for the construction of Ankara VPC is expected to be published in second quarter of 2022, and
the construction is expected to commence in third quarter of 2022, and is planned to be completed at the
end of 2023. The production is expected to commence in late 2023 or early 2024. The center is intended for
the production of a wide range of vaccines including SARS-CoV 2, diphtheria, botulism, tetanus antitoxin,
rabies as well as serum/immunoserum, and antibody products. The center will be equipped under the
restructuring and from the dedicated national budget funds administered by MoH, and is considered the
associated facility. The annual production capacity of the center is estimated at 5-15 million dosages of
COVID-19 vaccine. It will employ between 70-100 staff, most of whom will be civil servants or contracted
workers. The center will be staffed by the end of 2022. The following units will be operational in the new
center: vaccine/antigen production units; immunoserum purification unit; quality control lab; filling,
labeling, and packaging unit; research and development lab; and testing units.
The vaccine research center laboratory in Istanbul to be established by IDEA continues its activities in the
boarders of MAESH. IDEA was established in 2012 to (i) design mechanisms which promote the
improvement of research capability, (ii) carry out postdoctoral research practices, (iii) support
interdisciplinary studies and collaborations, and to (iv) improve research culture and researchers' abilities
and experiences. Construction activities are completed in 2016 and registration process started since then.
IDEA has an immense importance for being the first laboratory in Turkey with the aim of using large
experimental animals such as ferret and non-human primates in compliance with Good Laboratory Practice
(GLP). With the infrastructure established in IDEA, pigs, minipigs, sheep and goats, as well as other
laboratory animals (zebrafish, axolotl, mouse, rat, guinea pig and rabbit) are used for experimental purposes.
Taking into account the procedural requirements, it is ensured that all areas are fully sterile and semi-sterile,
and the ventilating system is arranged in accordance with the specific needs of animal species. Through the
central control system, the entire infrastructure of the center is kept under control for 24 hours and the
necessary response can be given in case of necessary emergencies.
In Operating Theatres, the following are available:
1.
2.
3.
4.
5.
6.
7.
8.

Digital Imaging Specific to Animals
Telemetric Measurement System
Laser Doppler Flowcytometry and Imaging
C-Arm Imaging System
Analytical Assisted Analysis (ECG, EEG, EMG) Systems
Organ Bath
Isolated Heart System
Microsurgical Microscope.

After the operations, the optimum health conditions of the animals used in the procedures are ensured with
intensive care and post-op processes.
In the genetic laboratory, gene expression, knock-out and knock-in studies, genetic modeling of diseases,
m-RNA studies, protein isolation, development of molecular techniques and immuno-histochemistry studies
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will be conducted for research purposes. Although infrastructure development efforts continue, ELISA and
PCR tests specific to research can be performed.
In the cell culture laboratory, primary cell culture, stem cell isolation, stem cell production, cell activation
monitoring and labeled cell therapy studies will be conducted. Basic cell culture infrastructure has been
completed and primary cell culture projects have started to be accepted.
In histopathology laboratories, research-based macroscopic digital imaging, sectioning and staining, tissue
tracking, digital microscopic imaging, archiving and reporting can be performed.
Research-based blood and urine analyzes and reference results specific to all animal species are made in the
biochemistry laboratory.
In the training room, Experimental Animals Use Certificate Course, Perfusionist Training, Basic Surgery
Course, Microsurgery Course, Laparoscopic Surgery Training, Experimental Model Trainings, Basic Cell
Culture Training, Telemetry Course, Statistics Course, Basic IVF Course can be conducted.
Experimental projects are started to be implemented after being evaluated by an ethics committee
established within the hospital and approved by Ministry of Health, and approved projects are implemented
after they are proceduralized.
Within the scope of FDA article no: 21, all physical and working conditions of IDEA, which started to
operate with the first GLP principles, have been made in accordance with the American Association for
Laboratory Animal Science and the EU Directive. A Work Permit for Experimental Animal Producer, User
and Supplier Organizations was received from The Ministry of Agriculture and Forestry, General
Directorate of Food and Control with the permission number 126 and dated 06.09.2016, and the
accreditation process continues. It is aimed that GLP Accreditation of IDEA, which has a capacity of 5,000
animals, is completed in 2020, a Ferret and Non-human Primate Unit for Covid-19 Vaccine Tests are added
to the BSL2 laboratory, and a BSL3 laboratory is established. In accordance with these objectives, it is
envisaged that 10 personnel will work for BSL2 laboratory and 13 personnel will work for BSL3.
Main Steps of Accreditation Process are:
1. Architectural and engineering plans, commissioning testing documents and equipment validations and
verifications for BSL-2 and 3 facilities will be reviewed and approved in advance by EHS Environmental
Health & Safety Expert to ensure that they in compliance with the CDC/NIH’s Biosafety in Microbiological
and Biomedical Laboratories (BMBL) 5th edition requirements
2. CC will successfully complete the accreditation process in line with WHO Laboratory Biosecurity
Guidance and CEN/CWA 15793 Laboratory Bio risk Management Standard and CWA 16393:2012 which
is the “Guidelines for the implementation of CWA 15793:2008” with the involvement of Bio-Safety
Certification Expert who is certified to apply mentioned guides and standards. She/he will conduct a risk
assessment for BLS 2 and BSL 3 labs biosafety risks.
3. After completion of installation and refurbishment activities, validation tests will be conducted by an
independent third-party which has to be a member of Turkish Accreditation Agency (TURKAK) or an
international accreditation agency in line with ISO 14644. Validation test will include seal test for HEPA
filters, determination of clean room classification, air alterations, pressures of rooms, temperature and
moisture of rooms and sound pressure level of rooms.

5.1 Environmental and Social Risks
The environmental aspects to be considered in relation with the new component are those associated with
(i) the construction and operation of the vaccine production center, including storage and use of laboratory
reagents and infectious samples and use of laboratory equipment, management of medical/laboratory wastes,
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OHS/personal protection of health workers and community safety, (ii) animal testing, and (iii) personal
protection and safety of individual consultants to be recruited. The national regulations envisaging the
application of established standard operational procedures (SOPs) and protocols for medical personnel
safety as well as for animal testing and segregation, sterilization, storage, transportation and disposal of
medical wastes are found sufficient to address the anticipated risks. The MoH is developing regulations on
BSL2 and BSL3 for laboratories, as per the respective WHO laboratory biosafety manual, and it is expected
that the regulations are put in place by the time the labs and center are operational.
The social risks are expected to be moderate and manageable. Recruitment of consultants and workers will
be supported by the project financing and national requirements of Turkish OHS and Labor Law will be
applied. The project will utilize MoH's existing grievance redress mechanism and the ESMF includes a
Stakeholder Engagement section in line with the Bank's COVID 19 SEP template. Due to the investment
impacts on the existing land use and potential land acquisition of the VPC’s associated facilities, the Bank’s
operation policy on Involuntary Resettlement (OP 4.12) and operational policy on Natural Habitats (OP
4.04) are triggered.
PMSU of MoH will be primarily responsible for ensuring the environmental and social risks are mitigated
at each stage of the project operation.

5.2 Mitigation Measures – Planning and Design Stage (VPC and Healthcare Facilities)
Procurement of goods and supplies: The Project will finance necessary drugs to treat COVID-19 patients
at ICUs of healthcare facilities, and vaccine/antigen production equipment (i.e. Injectable Water System,
Bioreactor (Fermenter), Filtration system, Biosecurity Booth), immunoserum purification equipment (i.e.
carbon dioxide, high efficiency particulate absolute incubator, inverted microscope, vacuum pump, enzymelinked immunosorbent assay reader), quality control lab equipment, filling, labeling, and packaging unit,
research and development lab; and testing units (i.e. fully automated cell culture and imaging system, digital
polymerase chain reaction system, protein purification system) for the vaccine production center. The
Project Procurement Strategy for Development (PPSD) outlined the fit-for-purpose procurement
arrangements that suit the COVID-19 emergency recovery situation and most efficiently meet the PDOs.
Procurement Strategy Document is under revision, will be revised in accordance with World Bank rules.:
For BSL2, cage systems and care units suitable for the sheltering and living of animals, devices and
equipment necessary for necropsy, cabinets where studies will be carried out to prevent contamination,
refrigerators for storage of samples, suitable equipment for bacteriological, virological, serological and
pathological examinations and equipment required for molecular studies will be purchased.
For BSL3, cage systems and care units suitable for the sheltering and living of animals, devices and
equipment necessary for necropsy, cabinets where studies will be carried out to prevent contamination,
refrigerators for storage of samples, required equipment for bacteriology and virology will be purchased.

5.3 Mitigation Measures - Construction Stage (Ankara VPC)
Occupational Health and Safety: Construction works are classified as “very highly hazardous” according
to the national OHS Law. Therefore, necessary risk assessments will be prepared prior to the construction
works. All staff will be trained on construction OHS issues. Detailed OHS plans will be prepared by the
construction contractors. OHS performance of the contractors will be monitored during the construction
works.
Community Health and Safety: Any possible impacts of construction works will be avoided by
implementation of necessary mitigation measures. These measures will be identified during the ESIA works
and a separate community health and safety management plan will be prepared. The community members

34

and industrial facilities surrounding the Project area will be informed about possible impacts during the
Public Participation Meetings.
Waste Management: In addition to the construction wastes (iron, scrap, contaminated clothes, concrete,
etc.) domestic and package wastes will be the main wastes during the construction phase. The wastes will
be collected, stored and disposed in accordance with the national requirements. Waste management strategy
and methods will be detailed in the waste management plan to be prepared before construction works.
Domestic waste water will be generated during the construction works and managed according to national
regulations.
Biodiversity: Since the Project will be newly constructed, impacts on biodiversity will be assessed in detail
in ESIA. Relevant mitigation measures will be determined for biodiversity features surrounding wet lands
and any possible protected areas around the Project area.
Land Acquisition: In the scope of the Project none of the facility and its auxiliary components (energy
transmission line, roads, camps etc.) are expected to cause any involuntary land acquisition, however, during
ESIA studies, the impacts on lands and economic loss will be assessed and a RAP might be prepared if
needed.
Any formal or informal users/landowners who might be affected from construction activities will be
identified. The RAP also include measures related to livelihood support, transitional allowances and
assistance as required, in addition to identifying vulnerable and providing measures for them.
Air Quality and Noise: Possible air and noise emissions will be generated from vehicles, excavation
activities, roads and construction equipment during the construction works. Necessary mitigation measures
will be identified in the ESIA and implemented via management plans.

5.4 Mitigation Measures - Operational Stage (VPC and Healthcare Facilities)
Ankara VPC
Medical waste management: In Turkey, it is regulated by the Regulation on the Control of Medical Wastes
of MoEUCC. The local governmental authorities (Ankara Metropolitan Municipality for Ankara province
and
Istanbul Metropolitan Municipality for IDEA in Istanbul) and MoH are responsible for the
implementation of the regulation, which includes provisions based on international good practices. The
MoH has upgraded the health care quality standards through integration of proper medical waste
management practices through establishment of relevant regulations that are based on stringent measures
managed/overseen by MoEUCC.
The regulation outlines the responsibilities of the municipalities as being the governing authorities for
medical waste management including establishment of medical waste management plans and medical waste
processing facilities, transportation of medical wastes from the healthcare facilities and safe disposal of the
wastes, at the provincial level. The medical wastes in the BSL2 and BSL3 laboratories are autoclaved with
sufficient capacity. All of the wastes autoclaved then these decontaminated wastes will be collected and
disposed by Istanbul Metropolitan Municipality. The landfill area of the Municipality is in consistent with
EU regulations.
The health care facility (medical waste producers including vaccine development and research centers) level
requirements are extending from waste minimization and segregation at the source, safe collection and
temporary storage of the medical wastes on site and having agreements for safe collection, transport and
disposal of the medical wastes as well as preparation of medical waste management plans. The waste
management plan prepared by the healthcare facilities should include: 1. Waste minimization applications,
2. Waste segregation principles at the source including details of the containers and equipment to collect
wastes, 3. Details on equipment and vehicles that will be used for on-site transportation, 4. Locations for
the collection equipment, schedule for collection and route, 5. Temporary storage location and properties
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on site 6. Disinfection means for the vehicles and equipment used for collection and on-site transportation,
7. Precautions to be taken against incidents, 8. Personnel responsible for collection and on-site
transportation of medical wastes, 9. Off-site transportation of medical waste to sterilization/incineration
facilities, 10. Properties of the specific sterilization/incineration facility, and 11. Recording and reporting
requirements.
MoH has also developed Quality Standards in Healthcare Facilities (QSHF) including provisions regarding
implementation of appropriate medical waste management practices in accordance with the Regulation on
the Control of Medical Waste through the national Regulation on Improvement and Assessment of
Healthcare Services (lastly amended in 2017). MoH and the provincial directorates periodically implement
performance assessment based on the QSHF. Healthcare facility employees also receive regular trainings
including waste management practices, as required by the Law.
The MoH/PMSU will ensure that the system to be in place for medical waste management in the VPC center
is in compliance with; (i) the national legislation, (ii) the WMPH (see Annex II for a template), and (iii)
WHO Guidelines (particularly “WHO Laboratory Biosafety Manual, 3rd edition” before the 4th edition is
release).
Occupational Health and Safety: The Ministry of Labor and Social Security is the main responsible
organization in OHS, in collaboration with other ministries and stakeholders, and is responsible for
developing, implementing and enforcing legislation. Turkey has undergone a reform to improve its national
OHS system through adapting a set of international and regional standards into its national level
requirements for the prevention occupational risks defined in the ILO Occupational Safety and Health
Convention. The existing OHS Law governs workplace environments and industries (both public and
private) as well as virtually all classes of employees including part-time workers, interns, and apprentices.
The legislation is comprehensive and is generally applicable across all sectors and many industries. Labor
Inspectorate, which is a part of the Ministry, enforces labor and OHS laws, and conducts regular OHS and
labor audits.
Health sector workplaces are classified as “highly hazardous” according to the national OHS Law. The MoH
has also upgraded the health care quality standards through integration of proper OHS practices through
establishment of relevant regulations, which are based on stringent measures managed/overseen by the
Ministry of Labor and Social Security. The quality standards for monitoring the performance of the
healthcare facilities also includes OHS issues and audits undertaken both internally and third parties. MoH
also has stringent measures in place for personal protective equipment (PPE) usage, regulating working
hours and improving working conditions in line with international standards. As part of COVID-19, the
Ministry has also published a detailed guidance on PPEs for all types of workers handling cases with
COVID-19 which is also in line with the WHO guidelines.
WHO guidelines, “WHO Laboratory Biosafety Manual” also sets standards in the laboratory practices and
safety equipment based on biosafety levels. Facility requirements for BSL-2 and BSL-3 level basically
includes; (i) isolation of laboratory, (ii) room sealable for decontamination, (iii) ventilation, (iv) doubledoor entry, (v) airlock, (vi) airlock with shower, (vii) effluent treatment, (viii) autoclave, (ix) biosafety
cabinets, and (x) personnel safety monitoring capability (for example window, closed-circuit television,
two-way communication).
- All activities will be implemented in line with both the Law on Occupational Health and Safety (Official
Gazette No.28339, dated June 30, 2012) and its relevant regulations, and also the World Bank Group’s
EHS Guidelines.
- The Contractor formally agrees that all work will be carried out in a safe and disciplined manner and is
designed to minimize risks on neighboring residents and environment.
- The Contractor will ensure a safe working environment for the workers and supply appropriate personal
protective equipment (PPE) in line with international best practice and Turkish Legislation including the
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health and safety measures related to COVID-19 provided by the Ministry of Health and Ministry of
Labor and Social Security (always hardhats, as needed masks and safety glasses, harnesses and safety
boots, etc.)
- The Contractor will assign personnel with relevant certification and experience in charge of occupational
health and safety.
- Before the refurbishment works start, a Risk Assessment study will be implemented for all works to be
carried out. Relevant procedures and plans (including "Emergency Plans") will be put in place. Both the
Risk assessment and Emergency Response Plans will take into consider the COVID-19 risks and other
communicable disease risks, as relevant.
- Appropriate signposting of the sites will be provided and then workers will be informed of key rules and
regulations to follow.
- Occupational Health and Safety (OHS) trainings and toolbox talks will be provided to the employees
including the code of conduct indicating the possible risks regarding the work site and works to be carried
out. These will include regular trainings to workers on COVID-19 symptoms, how to be protected and
what to do when symptoms appear.
- Both trainings and incidents (fatalities, lost time incidents, any significant events including spills, fire,
outbreak of pandemic or communicable diseases, social unrest, etc.) will be recorded.
Guidance, directives and recommendations of Ministry of Health, Ministry of Labor and Social Security,
and World Health Organization shall be followed, and all relevant necessary measures shall be taken, both
for occupational health and safety of employees and for workplaces, in case of an outbreak of any other
pandemic/communicable disease including COVID-19.
Table 3: Summary of Biosafety Level Requirements

The biosafety guidelines for laboratories in the laboratory biosafety manual cover; (i) code of practice
(including access, personal protection, procedures, laboratory working areas, and biosafety management),
(ii) laboratory design and facilities (including design features), (iii) laboratory equipment (including
essential biosafety equipment), (iv) health and medical surveillance, (v) training, (vi) waste handling

37

(including decontamination, handling and disposal procedures for contaminated materials and wastes), and
(vii) chemical, fire, electrical and radiation equipment safety.
The MoH/PMSU will ensure that the vaccine research and production center in Ankara and the vaccine
research centers in Istanbul will be operated in compliance with national legislation and WHO Guidelines
(particularly “WHO Laboratory Biosafety Manual, 4th edition) for the medical personnel safety and
prevention of spread of any infection. Before putting into operation, and then on an annual basis, the Ankara
center and Istanbul vaccine laboratory facilities will be independently certified to meet the respective WHO
standards, as outlined in detail in Annex VII.
All environmental and social impacts associated with the design, construction and operation phases of BSL2
and BSL3 laboratories in İstanbul as well as respective mitigation measures, implementation arrangements
and institutional responsibilities are addressed in the site-specific ESMP for BSL2 and BSL3, which was
duly disclosed and consulted. The ESMP, including the details of the disclosure and consultation process
and site-specific SEP, is presented in Annex VII.
Animal testing/welfare: is regulated through Regulation on Welfare and Protection of Animals used for
Experiments and Other Scientific Purposes in Turkey. This regulation has been prepared in parallel with the
provisions of Directive 2010/63/EU of the European Parliament and of the Council of 22 September 2010
on the Protection of Animals used for Scientific Purposes. It covers briefly; (i) general standards in the care,
accommodation and transport of animals in the establishments (including requirements for establishments
and for care and accommodation of animals), establishment of animal welfare unit and its duties, breeding
strategies for non-human primates, (ii) licensing/authorization of and other requirements for the breeders,
suppliers, users and research institutes, (iii) purpose of procedures and usage conditions of certain species
in procedures, (iv) procedures, choice of methods, anesthesia, severity classification of procedures,
alternative approaches, reuse and its prevention, and end of procedure, (v) re-homing or setting free of
animals, method of killing animals, and sharing organs and tissues, (vi) responsibilities and duties of
personnel, (vii) informing, records, marking and identification, and (viii) inspections, cancellation of
permits, closure, amendments and additions. Therefore, there are established protocols regulating type of
animals used, handling the animals (the origin, breeding, marking, care and accommodation and killing),
licensing of the animal producers, suppliers and research institutes, the quality of personnel, and the
technical, health and hygienic protocols for establishment and operation of such institutes and means to
ensure animal welfare and safety, record keeping and audits by the Ministry. Moreover, the Regulation on
the Working Procedures and Principles of Animal Testing Ethical Committees (which is also prepared in
parallel with the provisions of Directive 2010/63/EU) also set provisions briefly for; (i) intended purposes
of test animal, establishment, duty period, working methods, responsibilities and authorities of ethical
committees, (ii) implementations regarding test animals and researches, and (iii) training.
WHO Laboratory Biosafety Manual also sets guidelines for laboratory animal testing facilities based on
containment levels like laboratories. It is clearly stated in the manual that “Those who use animals for
experimental and diagnostic purposes have a moral obligation to take every care to avoid causing them
unnecessary pain or suffering. The animals must be provided with comfortable, hygienic housing and
adequate wholesome food and water. At the end of the experiment they must be dealt with in a humane
manner”. Besides animal welfare, likewise laboratories, animal facility requirements for design features,
equipment and precautions are also described in the manual according to the animal biosafety level and
these requirements increase in stringency accordingly.
Biosafety (BSL-2): BSL-2 laboratories are used to study moderate-risk infectious agents or toxins that pose
a moderate danger if accidentally inhaled, swallowed, or exposed to the skin. Design requirements for BSL2 laboratories include hand washing sinks, eye washing stations, and doors that close and lock automatically.
BSL-2 laboratories must also have access to equipment that can decontaminate laboratory waste, including
an incinerator or an autoclave, and/or another method of decontamination, depending on the biological risk
assessment.
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Biosafety (BSL-3): BSL-3 laboratories are used to study infectious agents or toxins that may be transmitted
through the air and cause potentially lethal infections. Researchers perform all experiments in a biosafety
cabinet. BSL-3 laboratories are designed to be easily decontaminated. As an additional safety measure, these
laboratories must use controlled, or “directional,” air flow to ensure that air flows from non-laboratory areas
(such as the hallway) into laboratory areas. Other engineered safety features include a requirement for entry
through two self-closing, interlocked doors, sealed windows, floors and walls, and filtered ventilation
systems. BSL-3 labs must also be equipped to decontaminate laboratory waste using an incinerator or an
autoclave, and/or another method of decontamination, depending on the biological risk assessment.

It is mentioned in the WHO Laboratory Biosafety Manual to develop national codes of practice for safe
handling of pathogenic microorganisms in laboratories within their geographical borders. The VPC will be
operated by the national health authority/MoH and regulations on BSL-3 for laboratories are being
developed by MoH as per the respective WHO laboratory biosafety manual. Therefore, the center will be
operated in compliance with WHO Guidelines (particularly “WHO Laboratory Biosafety Manual, 4th edition)
and the national legislation (regulations) expected to be put in place by the time the labs and center are
operational will ensure compliance thereby. The new component will also support BSL2 and 3 training to
the personnel of the vaccine production/research centers to strengthen the implementations.
Healthcare Facilities: As the new component will also finance procurement of COVID-19 treatment
medicines for the treatment of patients at Intensive Care Units (ICUs) of the existing healthcare facilities
across the country, only the operational stage will be considered for mitigation measures for such facilities.
Each beneficiary healthcare facility will fulfill the requirements of this ESMF and will be operated in
accordance with the WMPH prepared for the facility.
Medical waste management and disposal generated by treatment medicines: The details of the procedures
to be implemented to manage infection control and waste management should be set out in the WMPH.
Where existing beneficiary facilities have similar procedures, these might need to be enhanced or
strengthened to support mitigation measures to reduce or avoid cross-infection. Annex II sets out a template
for the WMPH and specifies the issues to be considered and addressed under WMPH, as follows:
•

Delivery and storage of goods, including samples, pharmaceuticals, reagents and other
hazardous materials

•

Healthcare treatment practices, including provision and use of PPE, appropriate cleaning
procedures, testing for COVID-19, and transportation of samples to testing facilities
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•

Waste processes that align with WHO guidance on Safe Management of Wastes from
Healthcare Activities, including with respect to:
-

Waste generation, minimization, reuse and recycling

-

Waste segregation at the point of care, packaging, collection, storage and transport

-

Suitability and capacity of onsite disinfection and waste handling equipment such as
autoclave. Their adequacy and compliance should be assessed, and proper measures
proposed as necessary.

-

Suitability and capacity of off-site disposal facilities, where healthcare wastes will be
transported and disposed of in off-site. The adequacy and compliance with transport and
disposal regulations and licensing for the transport vehicles and the offsite disposal
facilities should be assessed.

Social issues considered in the WMPH will be managed in accordance with national regulations including
Regulation on Control of Waste Management and Regulation on Control of Medical Waste and should
include the following:
o

Community health and safety.

o

The Ministry of Health will use the Waste Management Plans for Hospitals prepared within the
context of Quality Standards in Healthcare Facilities, to ensure the following:
•

Each beneficiary healthcare facility is operated in accordance with the site-specific WMPH
prepared for the facility based on the template WMPH provided in Annex II;

•

Waste segregation, packaging, collection, storage disposal, and transport are conducted in
compliance with the WMPH and WHO COVID-19 Guidelines;

• Onsite waste management and disposal will be reviewed regularly and training on protocols
contained in the WMPH conducted on a weekly basis;
•

The Ministry of Environment, Urbanization and Climate Change will audit any off-site waste
disposal required on a monthly basis and institute any remedial measures required to ensure
compliance.

•

Waste generation, minimization, reuse and recycling are practiced where practical in the
COVID-19 context; and

•

All health care waste produced during the care of COVID 19 patients should be collected safely
in designated containers and bags, treated, and then safely disposed of or treated, or both,
preferably onsite. If waste is moved off-site, it is critical to understand where and how it will
be treated and destroyed. All who handle health care waste should wear appropriate PPE (boots,
apron, long-sleeved gown, thick gloves, mask, and goggles or a face shield) and perform hand
hygiene after removing it.25

Protecting healthcare workers: Medical staff at the facilities should be trained and kept up to date on MoH
guidelines
and
WHO
advice
(https://www.who.int/emergencies/diseases/novel-coronavirus2019/technical-guidance) and recommendations on the specifics of COVID-19.
Enhanced daily cleaning arrangements should be put in place, to include regular and deep cleaning using
disinfectant of catering facilities/canteens/food/drink facilities, latrines/toilets/showers, communal areas,
including door handles, floors and all surfaces that are touched regularly (ensure cleaning staff have

25 Interim Guidance: Water, Sanitation, Hygiene, and Water Management for the COVID-19 virus. WHO, UNICEF, March 19,
2020
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adequate PPE when cleaning consultation rooms and facilities used to treat infected patients). Medical staff
should review and advise on the necessary cleaning arrangements, especially in areas used for isolation or
treatment.
Cleaners should be trained on how to safely put on and use PPE by medical staff, in necessary hygiene
(including hand washing) prior to, during and post cleaning duties, and in waste control (including for used
PPE and cleaning materials). Cleaners working for Healthcare Facilities are protected by the government in
terms of health security and all precautions are taken according to the risk level they come across.
Adequate supplies of medical PPE, including gowns, aprons, curtains; medical masks and respirators (N95
or FFP2); gloves (medical, and heavy duty for cleaners); eye protection (goggles or face screens); hand
washing soap and sanitizer; and effective cleaning equipment, will be put in place. If relevant PPE cannot
be obtained, viable alternatives, such as cloth masks, alcohol-based cleansers, hot water for cleaning and
extra handwashing facilities, until the supplies are available, will be considered.
Workers shall quickly inform management of labor issues, such as a lack of PPE, unreasonable overtime,
stress and any harassment (ie. physical, psychological and sexual abuse and exploitation) related issues at
workplace via the MoH’s workers’ grievance mechanisms (Saglikta Bulusma Noktasi, Alo184, Provincial
Health Directorates). This worker's GRM allows anonymous grievances and has an appeal's process in place.
Measures stated above are also valid for all workers including cleaners. All staff including cleaners’
temperature is controlled while entering the healthcare facilities.
Hand washing stations should be set up at key places throughout site, including at entrances/exits to work
areas, wherever there is a toilet, canteen/food and drinking water, or sleeping accommodation, at waste
stations, at stores and at communal facilities. Each should have a supply of clean water, liquid soap and
paper towels (for hand drying), with a waste bin (for used paper towels) that is regularly emptied and taken
to an approved waste facility (not just dumped).
The medical staff/management should run awareness campaigns, training and arrange for appropriate
posters, signs and advisory notices to be posted on site to advise workers on how to minimize the spread of
the disease, including:
•

to self-isolate if they feel ill or think they may have had contact with the virus, and to alert
medical staff;

•

to regularly wash hands thoroughly with soap and water – many times per day;

•

how to avoid disease spread when coughing/sneezing (cough sneeze in crook of elbow or in a
tissue that is immediately thrown away), and not to spit;

•

to keep at least 2 m or more away from colleagues.

PMSU will review the healthcare facilities’ protocols for protecting health care workers from infectious
disease based on current WHO Guidelines for COVID-19 and the Infection and Prevention Protocol
contained in Annex V. The PMSU and beneficiary health care facilities will ensure the following:
•

Regular delivery and proper storage of goods, including samples, pharmaceuticals, disinfectant,
reagents, other hazardous materials, PPEs, etc.;

•

Ensure protocols for regular disinfection of public spaces, wards, ICUs, equipment, tools, and
waste are in place and followed;

•

Ensure hand washing and other sanitary stations are always supplied with clean water, soap,
and disinfectant;

•

Ensure equipment such as autoclaves/microwave equipment are in working order;

•

Provide regular testing to healthcare workers routinely in contact with COVID-19 patients;
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•

Temporary housing for medical workers has proper water, sanitation and hygiene facility, and
regular disinfecting in place; and

•

Ensure healthcare workers have a right to register a complaint in MoH’s worker’s GRM (SBNSaglikta Bulusma Noktasi or through its Ministerial level hotline Alo184), if they are pushed
to work without proper PPEs and/or any other type of inappropriate working condition issues
(such as inadequate resting hours, unreasonable overtime, violation of code of conduct,
harassment including sexual exploitation and abuse/sexual harassment at work (SEA/SH).

Containment of COVID-19: PMSU will also review the healthcare facilities’ protocols for dealing with
the public based on current WHO Guidelines for COVID-19 and the Infection and Prevention Protocol
contained in Annex V. The PMSU and beneficiary healthcare facilities will ensure the following:
•

Quarantine procedures for COVID-19 patients are maintained;

•

Patients in quarantine are not discriminated due to socioeconomic status, level of education,
gender, disabilities and any other vulnerabilities.

•

When practical, COVID-19 patients are given access to phone or other means of contact with
family and friends to lessen the isolation of quarantine;

•

Patients in quarantine have access to development and project related information and should
be able to take part in consultation through appropriate means;

•

The public is regularly updated on the situation and reminded of protocols to prevent the spread
of COVID-19; and

•

Members of the general public (family and friends) who have been exposed to confirmed
COVID-19 patients are tested when practical.

WHO quarantine guidelines can be found at: https://apps.who.int/iris/rest/bitstreams/1272428/retrieve.
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6 Procedures to Address Environmental and Social Issues
The MoH, as the implementing agency, is responsible for the overall implementation of the project through
the PMSU. The PMSU will have day-to-day responsibility for project management and support, including
ensuring that project implementation is compliant with the World Bank’s safeguard policies, particularly
the relevant OP 4.01 Environmental Assessment; the World Bank Group’s EHS Guidelines; WHO
COVID-19 Guidelines; and this ESMF. The PMSU will be adequately staffed to oversee the project’s work
nationally and ensure that each beneficiary healthcare facility complies with all project procedures and
receive professional implementation and project management support.
Each individual beneficiary healthcare facility undertaking activities financed by the project will assign one
staff member who will be responsible for liaising with the PMSU on ESMF implementation throughout the
life of the project at that specific beneficiary healthcare facility.
Implementation of this ESMF will include the following stages, to be undertaken by the PMSU working
closely with the individual beneficiary healthcare facilities.
Screening:
All activities undertaken by the Project will be screened in relation to eligibility by the PMSU. The following
types of activities will be excluded as ineligible for financing under the Project:
•

Activities that may cause long term, permanent and/or irreversible (e.g. loss of major natural
habitat) adverse impacts on the environment,

•

Activities that may have significant adverse social impacts and may give rise to significant
social conflict, and

•

Activities that may involve resettlement or land acquisition/use restriction or adverse impacts
on cultural heritage.

E&S risk categorization of procuring COVID-19 treatment medicines for the treatment of patients at ICUs
of the existing healthcare facilities and the activities under Component 4 have been determined by the WB
and the PMSU as “Category B”, whereas recruitment of individual consultants and training activities as
“Category C”. The Project will finance mainly goods and supply, and refurbishment and small works to
some extent for the establishment of BSL 2 and BSL 3 labs. Although the construction of Ankara VPC is
not financed under WB loan, only goods and supply is supported, a detailed Environmental and Social
Impact Assessment (ESIA) as per the provisions of the Bank ESF and Turkey legislation, including
Environmental and Social Management Plan (ESMP), Resettlement Action Plan (RAP) (to be determined
during ESIA studies), and Stakeholder Engagement Plan (SEP) as well as sub-management plans will be
prepared.
Environmental and Social Assessment:
Each healthcare facility benefitting from COVID-19 treatment medicines and equipment provided by the
restructuring and assigned a risk rating as “Category B” will prepare and implement a WMPH, based on the
template provided in Annex II, whereas those assigned a risk rating “Category C” will not require any
further environmental assessments/documents other than compliance with the national legislation.
SEP already prepared for the restructuring will be applicable to all project financed activities. Individual
beneficiary healthcare facilities will follow the guidelines mentioned in the SEP to ensure patients and their
families, local authorities, and the general public are aware of the pandemic situation and have access to
Ministry-based hotlines, GRMs, and other important information channels.
PMSU will perform an overall quality assurance function that the documents prepared meet the World Bank
requirements. In reviewing a WMPH, PMSU will also confirm that it is clear, feasible and appropriate.
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Consultation and Disclosure:
Given the need for social distancing during the COVID-19 pandemic, stakeholder consultations for the E&S
instruments, will be conducted virtually whenever possible, as per instructions in the SEP. The SEP has
identified key stakeholders and organized consultations for information exchange about the Project and its
risks and impacts. All instruments will be disclosed on the PMSU website with print copies also available
at their offices and preferably with the beneficiary healthcare facilities. These will be disclosed on the WB
website as well.
Review and Approval of E&S Plans:
The WB will provide prior review and approval to the first set (up to 5) of WMPHs. During the
implementation of the Project, the Bank can mutually agree with PMSU that PMSU conducts prior review
of the WMPHs and the World Bank conducts post review.
Implementation:
The individual beneficiary healthcare facilities will be responsible for the implementation of the instruments.
The PMSU will provide implementation support and supervision.
Monitoring and Reporting:
The PMSU will be responsible for monitoring and evaluation (M&E) activities, overseeing progress related
to project activities, outcomes, and results. Through the PMSU, the MoH will be responsible for:
(a) collecting and consolidating all data related to their specific suite of indicators; (b) evaluating results;
and (c) reporting results to the WB regularly and before each implementation support mission.
There will be two types of reports, monthly from the beneficiary healthcare facilities to the PMSU and
quarterly from the PMSU to the Bank:
Monthly Reports. Individual beneficiary healthcare facilities will prepare and provide monthly reports to
the PMSU on each activity being undertaken. These reports will include progress on and statistics related
to the implementation of the WMPH, statistics related to local hotlines, any grievances received via the
GRM and information on their resolution, and any other relevant information.
Quarterly Reports. The PMSU will submit an overall report of project implementation to the Bank. These
reports will include environmental, social, health and safety performance of the Project, including but not
limited to a summary of activities for each beneficiary healthcare facility, stakeholder engagement activities
and grievances log.
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7 Public Consultation and Disclosure
Consistent with the requirements for stakeholder engagement and the SEP (prepared as part of this ESMF
(see Section 8 below and Annex VIII); and taking into account COVID-19 related quarantine and lockdown
measures, this section describes the consultation process and how project-specific information is disclosed
in relation to this ESMF and each individual subproject.
Due to the nature of COVID-19 outbreak and its diffusion mechanism, initial consultation has been limited
to public authorities and national health experts, as well as international health organization representatives.
As per the SEP, the project adapts and will continue to adapt to different situation and requirements, as they
develop to disclose information regarding COVID-19 and other relevant issues. Information will build on
national guidance provided by MoH on avoiding the spread of the virus and will focus specifically on risks
associated with project activities.
The preliminary strategy for public consultation and disclosure has been defined under the SEP and will be
followed throughout project implementation.
Project’s draft ESMF document was published in PYDB’s website (https://pydb.saglik.gov.tr/) on Nov 4th,
2021. Following that an online consultation meeting was organized on December 20th, 2021 between 2 p.m.
and 3 p.m. in order to reach all related stakeholders and inform them about the ESMF and its activities
included in the Project in line with the new component. Regarding the feedbacks received during the online
meeting, this ESMF is revised and finalized, then re-disclosed on the website of the PMSU on 28 February,
2022. For the details of the consultation meeting, please see Annex VIII.
Further, following guidelines has been suggested by the WB for projects under preparation, to be adopted
while conducting stakeholder consultation and engagement:
•
•
•
•
•
•
•
•

Review the country COVID-19 spread in the project area, and the restrictions put in place by the
government to contain virus spread;
Review the SEP, particularly the approach, methods and forms of engagement proposed, and assess
the associated potential risks of virus transmission in conducting various engagement activities;
Be sure that all PMSU and Health Care Facility members articulate and express their understandings
on social behavior and good hygiene practices, and that any stakeholder engagement events be
preceded with the procedure of articulating such hygienic practices;
Avoid public gatherings (taking into account national restrictions), including public hearings,
workshops and community meetings, and minimize direct interaction between project agencies and
beneficiaries / affected people;
If smaller meetings are permitted, conduct consultations in small-group sessions, such as focus
group meetings. If not permitted, make all reasonable efforts to conduct meetings through online
channels, including WebEx, Zoom and Skype meetings;
Diversify means of communication and rely more on social media and online channels. Where
possible and appropriate, create dedicated online platforms and chat groups appropriate for the
purpose, based on the type and category of stakeholders;
Employ traditional channels of communications (TV, newspaper, radio, dedicated phone-lines,
public announcements and mail) when stakeholders do not have access to online channels or do not
use them frequently;
Employ online communication tools to design virtual workshops in situations where large meetings
and workshops are essential, given the preparatory stage of the project;

In situations where online interaction is challenging, information can be disseminated through digital
platform (where available) like Facebook, Twitter, WhatsApp groups, Project weblinks/ websites, and
traditional means of communications (TV, newspaper, radio, phone calls and mails with clear description
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of mechanisms for providing feedback via mail and / or dedicated telephone lines. All channels of
communication need to clearly specify how stakeholders can provide their feedback and suggestions.
The ESMF is disclosed both in country on the MoH website and on the World Bank website and consulted
upon in line with the country COVID 19 measures. The ESMF was available for comments for two weeks.
Contact e-mail, telephone, address and social network account were available for submitting comments.
The details for the disclosure and consultations of ESMP for BSL 2 and 3 laboratories in Istanbul are
provided in Annex VII.
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8 Stakeholder Engagement Plan
A Stakeholder Engagement Plan (SEP) has been prepared for the project detailing stakeholder identification,
method and subject of communication and grievance redress mechanism (see Annex VIII). The SEP is
referred here for detail requirements on stakeholder engagement and GRM26. SEP is disclosed on PMSU
webpage27 and will be updated periodically since it will serve as a living document.
A new grievance mechanism is established particularly for this project. Since the Project covers the majority
of the country, national mechanisms generated that are already in use will be integrated to newly established
Grievance Mechanism (GM). By providing necessary software integrations to new system, only Project
related complaints are planned to be filtered in national systems and conveyed to Project specific grievance
mechanism system. National systems to be integrated are SABIM and SBN systems. SABIM (MoH
Communication Center) receives patient complaints, problems and suggestions either in person or
anonymously which can be reached via phone (Alo 184) and also online. SBN is a separate GM for health
workers (Saglikta Bulusma Noktasi-Health Meeting Point) where they can both submit grievances and
suggestions through online, email, and phone channels in person or anonymously. By integrating national
GMs to Project specific GM, all relevant stakeholders (internal and external) will be reached in the scope
of the Project.
There is also a third national GM called “CIMER” which is “Presidential Communication Center”. CIMER
conveys 99% of received complaints to related governmental institutions. Each grievance received via
CIMER is already conveyed to SABIM therefore CIMER is already integrated into MoH system.
For BSL 2 and 3 laboratories in Istanbul IDEA facility, a separate document was prepared by PMSU which
details the disclosure and consultation activities. More information is provided in Annex VII.

26 A Template for ESS10: Stakeholder Engagement Plan For Projects in Response to COVID-19 and associated Tip Sheet was
utilized by the World Bank
27 https://pydb.saglik.gov.tr/TR-76671/8531-saglik-sisteminin-guclendirilmesi-ve-desteklenmesi-projesi.html
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9 Institutional
Building

Arrangements,

Responsibilities

and

Capacity

MoH of the Republic of Turkey has prior working experience with the World Bank for more than fifteen
years through the Health System Strengthening and Support (P152799), Avian Influenza & Human
Pandemic Preparedness & Response APL 2 (P096262) and Health Transition (P074053) projects. Through
this long partnership with the Bank, the MoH has built strong in-house capacity in project operations. The
Ministry has upgraded the health care quality standards through integration of proper medical waste
management and occupational health and safety practices through establishment of relevant regulations
which are based on stringent measures managed/overseen by the MoEUCC and Ministry of Labor and Social
Security. The local governmental authorities and MoH are responsible for implementation of the Regulation
on Medical Waste Management which includes provisions based on international good practices. The MoH
also has quality standards for monitoring the performance of the healthcare facilities and audits undertaken
both internally and third parties. Health sector workplaces are classified as “highly hazardous” according to
the national OHS Law.
MoH also has stringent measures in place for personal protective equipment (PPE) usage, regulating
working hours and improving working conditions in line with international standards. As part of COVID-19,
the Ministry has published a detailed guidance on PPEs for all types of workers handling cases with
COVID-19 which is also in line with the WHO guidelines. However, the established capacity of the MoH
is challenged by the exponential increase of COVID-19 cases, when the existing equipment, tools, medical
staff and PPE might not be sufficient to respond efficiently.
The Project will be implemented by the MoH through the existing Project Management Support Unit
(PMSU). PMSU will be supported by technical specialists of the MoH and technical consultants, if need.
GDPH will provide assistance in technical activities in the procurement of medical supplies and equipment
for activities under the new project component (Component 4), where necessary. Selected activities, such
as training may be outsourced to third parties through contract agreements, if needed. The PMSU will also
oversee preparation of the consolidated annual work plan, procurement plan, and a consolidated activity and
financial report for the project components and will assist the MoH in monitoring compliance with Bank
environmental and social safeguards and fiduciary policies. The PMSU will report regularly to the Vice
Minister of Health in charge of this operation.
The existing PMSU is adequately staffed to implement the Project. It is currently staffed with 32 personnel
(15 civil servants, and 17 individual consultants). The PMSU is composed of a project director, a deputy
director, seven M&E experts, four procurement specialists and assistants, three FM specialists and assistants,
six administrative personnel, four information technology specialists, and four translators, one social and
one environmental expert. The internal processes are established for the parent project and it will be revised
for the restructuring as required. However, the procurement activities will add additional workload to
procurement teams in MoH, and if the need arises, MoH will employ additional procurement and technical
expertise.
PMSU has improved in implementing beneficiary satisfaction surveys and citizen engagement in its World
Bank financed projects in health service delivery. In the new restructuring, the PMSU is strengthened by
hiring additional staff (one environmental specialist and one social specialist) for the implementation and
monitoring of the E&S safeguards instruments.
PMSU will be primarily responsible for ensuring the environmental and social risks are mitigated at each
stage of the project operation. The PMSU’s responsibilities will be as follows:
•

following all reports related with ESMF document.

•

screening all activities undertaken by the Project in relation to eligibility for financing under
the Project
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•

to perform an overall quality assurance function that the documents prepared, particularly
WMPH, meet the World Bank requirements and confirm that it is clear, feasible and
appropriate

•

to perform consultation and disclosure activities regarding ESMF and SEP

•

to conduct prior review of the WMPHs if the Bank can mutually agree with PMSU during the
implementation of the Project

•

to provide implementation support and supervision to beneficiary healthcare facilities

•

be responsible for monitoring and evaluation (M&E) activities, overseeing progress related to
project activities, outcomes, and results

•

to submit quarterly reports of project implementation to the Bank

•

conduct relevant stakeholder engagement activities including the functioning of the grievance
redress mechanism

•

reconfirm with respective departments of MoH, that the system to be in place for medical waste
management in Ankara VPC is in compliance with national legislation, WMPH, and WHO
Guidelines

•

reconfirm with respective departments of MoH, that Ankara VPC will be operated in
compliance with national legislation and WHO Guidelines for the medical personnel safety
and prevention of spread of any infection

•

reconfirm with respective departments of MoH, that Ankara VPC will be designed and
operated in compliance with national legislation and WHO Guidelines for animal testing.

The PMSU will ensure the following aspects are followed in the beneficiary healthcare facilities:
•

Define roles and responsibilities along each link of the chain along the cradle-to-crave infection
control and waste management process;

•

Ensure adequate and qualified staff are in place in all beneficiary healthcare facilities, including
those in charge of infection control and biosafety and waste management facility operation;

•

Stress that the Head of the beneficiary healthcare facilities takes overall responsibility for
infection control and waste management;

•

The management involves all relevant departments in a beneficiary healthcare facility, and
build an intra-departmental team to manage, coordinate and regularly review the issues and
performance;

•

Establish an information management system to track and record the waste streams in the
beneficiary healthcare facilities; and

•

Capacity building and training should involve medical workers, waste management workers
and cleaners. Third-party waste management service providers should be provided with
relevant training as well.

•

Coordinate the tender processes for BSL2- and BSL3 laboratories between World Bank and
General Directorate of Public Health.

•

Coordinate between IDEA, related directorates of MOH during the operation stage of the
laboratories.

The new component will also support BSL-2 and 3 training to the personnel of the vaccine production center
in Ankara and laboratories in Istanbul.
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Annex I: Abbreviations and Acronyms

BSL

Biosafety Level

CDC

Centre for Disease Control and Prevention

COVID-19

Coronavirus Disease 2019

E&S

Environmental and Social

ECA

Europe and Central Asia

EIA

Environmental Impact Assessment

ESF

Environmental and Social Framework

ESIA

Environmental and Social Impact Assessment

EHS

Environmental, Health and Safety

ERP

Emergency Response Plan

ESF

Environmental and Social Framework

ESMF

Environmental and Social Management Framework

ESS

Environmental and Social Standard

EU

European Union

FM

Financial Management

FTCF

Fast Track COVID-19 Facility

GBV

Gender Based Violence

GD

General Directorate

GDHI

General Directorate of Health Investments

GDPH

General Directorate Public Health

GIIP

Good International Industry Practice

GRM

Grievance Redress Mechanism

HCF

Healthcare Facility

HCW

Healthcare Waste

HMIS

Health Management Information System

HSSSP

Health System Strengthening and Support Project

HTP

Health Technology Assessment

HVAC

Heating, Ventilation and Air Conditioning

ICU

Intensive Care Unit

WMPH

Waste Management Plan for Hospitals

51

IPF

Investment Project Financing

IT

Information Technology

LWPF

Law on the Work Permit for Foreigners

M&E

Monitoring and Evaluation

MAP

Multiphase Programmatic Approach

MoEUCC

Ministry of Environment, Urbanization and Climate Change

MoH

Ministry of Health

NCDs

Non-Communicable Diseases

OHS

Occupational Health and Safety

OP

Operational Policy

PDO

Project Development Objective

PHC

Primary Health Care

PHoI

Public Hospitals Institution

PIM

Potentially Infectious Materials

PMSU

Project Management Support Unit

PPE

Personal Protective Equipment

PPP

Public Private Partnership

PPSD

Project Procurement Strategy for Development

RF

Results Framework

QSHF

Quality Standards in Healthcare Facilities

SEA

Sexual Exploitation and Abuse

SEP

Stakeholder Engagement Plan

SOP

Standard Operational Procedure

TA

Technical Assistance

TUSEB

Turkish Health Institutes

UN

United Nations

USHAŞ

International Health Services Corporation

VPC

Vaccine Production Center

WB

World Bank

WHO

World Health Organization
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Annex II: Waste Management Plan (WMPH) for Hospitals
1. Purpose
To ensure the collection, transportation, temporary storage and delivery of wastes in accordance with the
Regulation on Control of Medical Waste of the Ministry of Environment, Urbanization and Climate Change.
2. Scope
It covers hospital management, all its units, hospital staff and cleaning staff.
3. Responsible Parties
Hospital management, all units, hospital staff and cleaning staff are responsible for the implementation of
this instruction.
4. Definitions
According to the Regulation on Control of Medical Waste, wastes are classified under four main categories
as domestic waste, medical waste, hazardous waste, and radioactive waste.
4.1. Domestic Wastes
4.1.1. General waste: The waste in the places where healthy people are attending, the waste which is not
contaminated by the patients or with their excretions, or with blood and bodily fluids, plasters with intact
integrity and used for closed fractures, wastes in doctors' & nurses' rooms, wastes collected from
administrative units, cleaning services, kitchens, gardens, warehouses, workshops, leftovers, tea etc. are
collected separately from medical, hazardous and packaging wastes in black plastic bags. Domestic wastes
collected separately are transported inside the unit, taken to the temporary waste storage and stored
separately only by means of transportation vehicles reserved for this job. Domestic waste is not mixed with
medical waste during their collection. If mixed, they should be treated as medical waste. Domestic waste
collected should be transported and disposed of in accordance with the provisions of the Regulation on
Control of Solid Waste.
4.1.2. Packaging Waste: It is a kind of waste which is uninfected and reusable such as recyclable papers,
cardboards, paperboards, plastic, glass, metal waste generated by all administrative units, kitchens,
warehouses, workshops etc. This waste is collected in blue plastic bags separately from other wastes,
provided that the materials are not contaminated. Glass packaging waste such as serum and pharmaceutical
vials is collected in the boxes for glass packaging on the condition that the materials are not contaminated,
and in the case of the lack of boxes, they are collected in blue plastic bags together with other packaging
wastes. Before the used serum bottles are collected separately, they are separated from the contaminated
materials in contact with the patient such as plastics, hoses, needles. The contaminated materials are
collected based on the provisions of Article 13 along with the other medical waste. The collected packaging
waste should be recycled in accordance with the provisions of the Regulation on Control of Packaging and
Packaging Wastes.
4.2. Medical Waste: All wastes generated by healthcare facilities, research institutions and laboratories are
medical waste. The waste is accumulated separately without being mixed with other wastes at its source
while being generated by doctors, nurses, midwife, veterinarians, dentists, laboratories technical staff and
the bags are filled at the most by ¾, and the bags should be tightly tied up. Collection equipment is located
at the point closest to the source from which the waste is generated, according to the nature of the waste.
Medical waste must not be mixed with domestic, packaging and hazardous wastes in no case.
4.2.1. Infectious Waste: This is the waste that requires special practice for transportation and disposal in
order to prevent the spread of infectious agents. This includes laboratory waste, blood and blood products,
objects contaminated with blood and blood products, used surgical clothes, dialysis waste, quarantine waste,
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air filters comprising bacteria and virus, infected experimental animal carcasses, organ parts, syringes
(needle tip removed), intravenous catheters, foley catheters, nasogastric catheter, tracheostomy tubes, urine
drainage bags and their attachments, waste of isolation wards, dressing materials, gloves, serum set, sponge,
cotton and consumables, faeces container, urine containers, sputum containers, secretions and excretions.
4.2.2. Pathological Waste: This includes such waste as anatomical waste tissues organs and body parts as
well as body fluids, placenta, cut limbs that come out during a surgery, autopsy, medical intervention, and
carcasses of guinea pigs used in biological experiments.
4.2.3. Sharps waste: It includes waste that may cause stinging, piercing, abrasions, and injuries. Qualifying
materials under this kind of wastes are as follows: syringe needles, branule needles, vials, other sharps
including needles, lances, lamina, lamella, glass pasteur pipettes and other broken glass pieces. Plastic bags,
with "CAUTION! SHARPS WASTE" statement and "International Biohazard" emblem, which are resistant
to tear, puncture, blast, and water-proof and leak-proof, or boxes or containers made of laminated cardboard
with the same characteristics as plastic bags should be used in the collection of wastes. These containers
are filled at most by ¾, tied up or covered tightly and taped and placed into red plastic bags. When the
sharps waste disposal containers are filled, they must never be compressed, opened, emptied, or recycled.
4.3. Hazardous Waste: This is a kind of waste that will be subject to special processing due to its physical
and chemical properties or for legal reasons. Hazardous chemicals, amalgam wastes, genotoxic and
cytotoxic wastes, pharmaceutical wastes, heavy metal wastes and pressured containers can be considered
as hazardous waste. Hazardous waste should be collected separately from other waste. It should be treated
based on the Regulation on Waste Management.
4.4. Radioactive Waste: This kind of wastes should be collected and removed in accordance with the
provisions of the legislation of Turkish Atomic Energy Authority.
5. Devices / Materials Used
Cleaning Materials
Sharp Boxes
Waste Bags
Protective Aprons and Thick Gloves
Waste Containers
Hand Sanitizers
6. Instruction
6.1. Orientation training should be provided to staff working in waste collection, transportation and storage
before they start to work.
6.2. On the job training is provided routinely twice a year and these training activities are repeated when
necessary.
6.3. On the job training provided to cleaning staff is practically applied in the units with all the stages of
the training involved after the training.
6.4. All the conducted training activities are kept under record.
6.5. The immunity of all staff in charge should be checked against hepatitis B infection, and sensitive
personnel should be vaccinated. Tetanus vaccine should be given to staff working in medical waste
transportation, storage, and field.
6.6. Doctors, nurses, cleaning staff and other staff should apply to the Hospital Infection Control Committee
and the Staff Health Polyclinic in case of injuries due to sharp materials.
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6.7. Wastes should be separated at the source. Everything disposed of as medical waste should be
considered medical waste and should never be taken back. Therefore, it is very important to separate the
waste at the source correctly.
6.8. Hospital staff should put the waste in the correct waste containers. While the medical waste is being
collected by the cleaning staff, a patch with the waste source should be put on and the waste should be
checked in terms of compatibility with the standards and delivered to the medical waste carrier staff with
the 'Waste Tracking Form' under the control of the service nurse. Waste Tracking Form should be signed
by the service nurse.
6.9. Medical wastes should be collected between the hours 14.30, 16.30 and 06.00, 07.00 from the services
and units and between the hours 14.30 and 16.30 from the polyclinics and moved to the temporary waste
storage. After medical wastes are collected from their source, they should never be accumulated or kept, and
should be transported to the temporary waste storage immediately. If necessary, the transport time should
be adjusted according to the time the waste is collected.
6.10. Wastes should be collected and transported by the personnel wearing ironed, clean and special clothes
in orange with cap, mask, goggles, gloves, boots. The special clothes in question should only be worn
during collection and transport of waste.
6.11. When medical waste bags and containers for the sharps are filled by ¾, the unit should be replaced
immediately with the new one by the cleaning staff. It should be ensured that new bags and containers are
kept ready at the source of or near the waste.
6.12. Red plastic bags with "CAUTION! MEDICAL WASTE" remark and "International Biohazard"
emblem with minimum 10 kilogram carrying capacity, 100 micron double thickness, leak-proof, produced
of original medium density polyethylene raw material and with double bottom stitch and without bellows,
resistant to tear, puncture, blast and carriage should be used in the collection of wastes.
6.13. The bags should be filled at a maximum of 3/4, they should not be filled to their opening and their
openings should be tightly tied up, and if necessary, each bag should be placed in another bag with the same
properties, and strict impermeability should be provided. These bags must never be recycled and reused.
The contents of the medical waste bags must never be compressed, removed from the bag, emptied
and transferred to another container.
6.14. Medical waste bags should be loaded on the waste transport vehicles with their openings tightened
without being compressed and contact with the hand or body should be avoided during the collection and
transportation process. Waste bags must never be carried by hand.
6.15. As soon as the waste is removed from the unit, where the waste is generated in the hospital, it should
only be transported to the temporary waste storage by means of the elevator used to transport the waste.
The waste transportation vehicle should be transported to the temporary waste storage at an area, where the
human traffic is not heavy, using the route as far as possible from the areas, where the patients are treated,
and other clean areas, areas heavily used by the visitors, hospital staff and patients, and should be delivered
to the waste transportation officer and temporary waste storage officer with the 'Waste Tracking Form'.
6.16. Medical waste should only be transported within the unit with vehicles dedicated for this task, which
are easy to load, unload, clean and disinfect, and made of stainless metal, plastic and similar material, with
wheels, cover and without sharp edges that may cause damage or rupture of the bags during loading and
unloading, by the personnel wearing ironed, clean and special clothes in orange with cap, mask, goggles,
gloves, boots.
6.17. The vehicles used for the transport of medical waste inside the unit will be orange colored and marked
with the “International Biohazard” emblem and “Caution! Medical Waste”.
6.18. Waste transport vehicles are cleaned regularly every day and must be disinfected with water
containing 10.000 ppm chlorine tablet.
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6.19. If the bags are punctured, torn or spilled during transport, the wastes are collected safely, the ground
and the vehicle are disinfected with water containing 10.000 ppm chlorine tablet.
6.20. Medical waste and domestic waste should not be loaded into the same vehicle and carried together.
6.21. Domestic waste should be transported to the household waste storage with single color vehicles
marked with 'DOMESTIC WASTE'.
6.22. Temporary storages of medical waste consist of two parts: medical waste and domestic waste. Only
the storage officers are allowed in the storage and doors should be kept locked at all times. Storage and its
doors should be constructed to block the entrance of animals and insects.
6.23. Medical wastes brought from the units are checked and accepted by the medical waste storage officer
with the Daily Medical Waste Tracking Form and checked for compliance with the conditions on the form.
The 'Daily Medical Waste Tracking Form' received by the waste storage officer should be filed sequentially
according to the delivery date and time and should be made available for inspection when requested by the
authorities. The delivery of medical waste to the municipal official is performed by the medical waste
storage officer in exchange for a receipt and these receipts should be kept in the same manner.
6.24. The volume of the temporary waste storage should be large enough to receive minimum two days of
waste. The bottom and walls of the storage should be covered with a solid, leak-proof, microorganism and
dirt retentive material, which is easy to clean and disinfect. There should be sufficient lighting and passive
ventilation system in the storages and the storages should be specially cooled in hot areas.
6.25. Warehouse doors should be sliding or outward-opening. Doors should always be clean and painted.
The door of the compartment, in which medical waste is placed, should be painted in orange and should be
marked with the "International Biohazard" emblem in black and "Caution! Medical Waste" statement in
black letters, which are visible.
6.26. The interior and doors of the temporary waste storage should be constructed in such a way that the
staff in charge can easily work, the wastes can be easily emptied, stored and loaded.
6.27. Temporary waste storage should not be built near the places, where there is heavy human and patient
traffic such as hospital entrance, exit and parking lot, and food storage, preparation and sales areas.
6.28. Cleaning and disinfection of the compartment where medical waste is placed should be done dry.
Medical waste storage should be completely cleaned from wood shavings once a day and wiped with a mop
soaked with a 10,000 ppm chlorine tablet. During this cleaning procedure, the ground should certainly not
be left wet and should be made ready for use by replacing the wood shavings on the ground. The mop and
trolley used for medical waste storage should only be used for cleaning of medical waste storage and should
be kept clean, dry and ready for the next cleaning procedure. After the waste dumped as a result of tearing
or puncturing of a bag which contains medical waste is collected and liquid waste spilled is absorbed with
a proper absorbent material (wood shavings); it should be placed into a red plastic bag; the compartment,
as well as the equipment used, should be immediately disinfected by mopping with water containing 10,000
ppm chlorine tablet; and should be made ready for use by replacing with dry wood shavings. The equipment
used should be immediately disinfected after cleaning with water containing 10,000 ppm chlorine tablet,
and kept clean, dry and ready for use.
6.29. There should be a ‘DOMESTIC WASTE’ sign on the door of domestic waste storage, and the door
should be painted and clean. In the compartment where domestic waste is placed, there should be a drainage
system with a grill connected to sewage system and a pressurized water tap for easy cleaning of the
compartment. The compartment should be cleaned with water and detergent after the waste is discharged.
6.30. Cleaning equipment, protective clothing, waste bags and containers should be stored in places close
to temporary waste storages.
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6.31. The staff members working in the temporary waste storage area should wear goggles, masks, caps,
gloves, boots, and ironed and clean special clothes in orange while working, and should not use this cloth
outside the working area.
6.32. Domestic waste should be removed with the cooperation of the district municipality, and the
municipality officers visit the hospital once or twice a day to collect domestic waste.
6.33. Packaging waste should be removed from the hospital with the cooperation of the relevant company
(paper products by the relevant company and glass products by the bottle & glass institution). In the hospital,
glass products are collected together with packaging waste and removed with the cooperation of the district
municipality.
6.34. Medical waste should be removed with the cooperation of metropolitan municipality, the medical
waste vehicle of metropolitan municipality visits the hospital twice a month to collect waste, and the waste
is delivered to the municipal authorities in the temporary storage area with official reports being kept.
6.35. Radioactive waste is removed in cooperation with the Turkish Atomic Energy Authority.
6.36. Hazardous waste is removed in accordance with the Regulation on Waste Management.
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Annex III: Resource List: COVID-19 Guidance
WHO Guidance
Advice for the public
•

WHO advice for the public, including on social distancing, respiratory hygiene, self-quarantine, and
seeking
medical
advice,
can
be
consulted
on
this
WHO
website:
https://www.who.int/emergencies/diseases/novel-coronavirus-2019/advice-for-public

Technical guidance
•

Infection prevention and control during health care when novel coronavirus (nCoV) infection is
suspected, issued on March 19, 2020

•

Recommendations to Member States to Improve Hygiene Practices, issued on April 1, 2020

•

Severe Acute Respiratory Infections Treatment Center, issued on March 28, 2020

•

Infection prevention and control at health care facilities (with a focus on settings with limited resources),
issued in 2018

•

Laboratory biosafety guidance related to coronavirus disease 2019 (COVID-19), issued on March 18,
2020

•

Laboratory Biosafety Manual, 3rd edition, issued in 2014

•

Laboratory testing for COVID-19, including specimen collection and shipment, issued on March 19,
2020

•

Prioritized Laboratory Testing Strategy According to 4Cs Transmission Scenarios, issued on March 21,
2020

•

Infection Prevention and Control for the safe management of a dead body in the context of COVID-19,
issued on March 24, 2020

•

Key considerations for repatriation and quarantine of travelers in relation to the outbreak COVID-19,
issued on February 11, 2020

•

Preparedness, prevention and control of COVID-19 for refugees and migrants in non-camp settings,
issued on April 17, 2020

•

Coronavirus disease (COVID-19) outbreak: rights, roles and responsibilities of health workers,
including key considerations for occupational safety and health, issued on March 18, 2020

•

Oxygen sources and distribution for COVID-19 treatment centers, issued on April 4, 2020

•

Risk Communication and Community Engagement (RCCE) Action Plan Guidance COVID-19
Preparedness and Response, issued on March 16, 2020

•

Considerations for quarantine of individuals in the context of containment for coronavirus disease
(COVID-19), issued on March 19, 2020

•

Operational considerations for case management of COVID-19 in health facility and community, issued
on March 19, 2020

•

Rational use of personal protective equipment for coronavirus disease 2019 (COVID-19), issued on
February 27, 2020

•

Getting your workplace ready for COVID-19, issued on March 19, 2020
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•

Water, sanitation, hygiene and waste management for COVID-19, issued on March 19, 2020

•

Safe management of wastes from health-care activities, issued in 2014

•

Advice on the use of masks in the community, during home care and in healthcare settings in the context
of the novel coronavirus (COVID-19) outbreak, issued on March 19, 2020

•

Disability Considerations during the COVID-19 outbreak, issued on March 26, 2020

World Bank Group Guidance
•

Technical Note: Public Consultations and Stakeholder Engagement in WB-supported operations when
there are constraints on conducting public meetings, issued on March 20, 2020

•

Technical Note: Use of Military Forces to Assist in COVID-19 Operations, issued on March 25, 2020

•

ESF/Safeguards Interim Note: COVID-19 Considerations in Construction/Civil Works Projects, issued
on April 7, 2020

•

Technical Note on SEA/H for HNP COVID Response Operations, issued in March 2020

•

Interim Advice for IFC Clients on Preventing and Managing Health Risks of COVID-19 in the
Workplace, issued on April 6, 2020

•

Interim Advice for IFC Clients on Supporting Workers in the Context of COVID-19, issued on April
6, 2020

•

IFC Tip Sheet for Company Leadership on Crisis Response: Facing the COVID-19 Pandemic, issued
on April 6, 2020

•

WBG EHS Guidelines for Healthcare Facilities, issued on April 30, 2007

ILO Guidance
•

ILO Standards and COVID-19 FAQ, issued on March 23, 2020 (provides a compilation of answers to
most frequently asked questions related to international labor standards and COVID-19)

MFI Guidance
•

ADB Managing Infectious Medical Waste during the COVID-19 Pandemic

•

IDB Invest Guidance for Infrastructure Projects on COVID-19: A Rapid Risk Profile and Decision
Framework

•

KfW DEG COVID-19 Guidance for employers, issued on March 31, 2020

•

CDC Group COVID-19 Guidance for Employers, issued on March 23, 2020
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Annex IV: National Environmental Legislation and International Agreements and
Conventions
National Environmental Legislation
Complementary to the Environmental Law and its regulations, other laws also govern the protection and
conservation of the environment, resources and cultural and natural assets, the prevention and control of
pollution, the implementation of measures for the prevention of pollution, health, and safety and labor issues.
Some of these laws are:
•

Conservation of Cultural and Natural Assets Law (Law No: 2863, Date of Ratification: 1983)

•

Energy Efficiency Law (Law No: 5627, Date of Ratification: 2007)

•

Forestry Law (Law No: 6831, Date of Ratification: 1956)

•

Groundwater Law (Law No: 167, Date of Ratification: 1960)

•

Labor Law (Law No: 4857, Date of Ratification: 2003)

•

Law on Soil Protection and Land Use (Law No: 5403; Date of Ratification 2005)

•

Municipality Law (Law No: 5393, Date of Ratification: 2005)

•

Metropolitan Municipality Law (Law No: 5216, Date of Ratification: 2004)

•

National Parks Law (Law No: 2873, Date of Ratification: 1983)

•

Occupational Health and Safety Law (Law No: 6331, Date of Ratification: 2012)

•

Pastures Law (Law No: 4342, Date of Ratification: 1998)

•

Public Health Law (Law No: 1593, Date of Ratification: 1930)

•

Social Insurances and General Health Insurance Law (Law No: 5510, Date of Ratification: 2006)

In line with the Environmental Law and other supplementary laws, several regulations, communiqués and
ordinances have been published since 1983. A comprehensive (though non exhaustive) list of these
regulations, communiqués and ordinances is given below:
Air Quality Control and Management
•

Regulation Concerning Follow up of Greenhouse Gas Emissions, Official Gazette date: May 31, 2014,
No: 29003.

•

Regulation on the Control of Air Pollution from Heating, Official Gazette date: January 13, 2005, No:
25699.

•

Regulation on the Control of Exhaust Emissions, Official Gazette date: March 11, 2017, No: 30004.

•

Industrial Air Pollution Control Regulation, Official Gazette date: December 20, 2009, No: 27277.

•

Regulation on Assessment and Management of Air Quality, Official Gazette date: June 6, 2008, No:
26898.

Environmental Management, Permitting and Planning
•

Environmental Auditing Regulation, Official Gazette date: November 21, 2008 and No: 27061.

•

Environmental Impact Assessment Regulation, Official Gazette date: November 25, 2014 and No:
29186.
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•

Spatial Plans Construction Regulation, Official Gazette date: June 14, 2014 and No:29030.

•

Regulation on Environmental Permit and Licenses, Official Gazette date: September 10, 2014, No:
29115.

•

Regulation for Starting up and Operating a Work Place, Official Gazette date: August 10, 2005, No:
25902.

Health and Safety
•

Communiqué on Hazard Classes List related to Occupational Health and Safety, Official Gazette date:
December 26, 2012, No: 28509.

•

First Aid Regulation, Official Gazette date: July 29, 2015, No: 29429.

•

Health and Safety Signs Regulation, Official Gazette date: September 11, 2013, No: 28762 (based on
EU Council Directive 92/58/EEC dated June 24, 1992).

•

Regulation Concerning the Use of Personal Protection Equipment at Workplaces, Official Gazette date:
July 2, 2013, No: 28695 (based on EU Council Directive 89/656/EEC dated November 30, 1989).

•

Regulation on Health and Safety in Fixed Term and Temporary Employment, Official Gazette date
August 23, 2013, No: 28744

•

Regulation on Health and Safety Measures in the Use of Work Equipment, Official Gazette date: April
25, 2013, No: 28628.

•

Regulation on Health and Safety Measures to be taken at Works Involving Chemicals, Official Gazette
date: August 12, 2013, No: 28733.

•

Regulation on Methods and Essentials of Work Health and Safety Training for Workers, Official
Gazette date: May 15, 2013, No: 28648.

•

Regulation on Occupational Health and Safety Services, Official Gazette date: December 29, 2012, No:
28512)

•

Regulation on Radiation Safety, Official Gazette date: March 24, 2000, No: 23999.

Management of Chemicals and Other Dangerous Substances
•

Regulation Concerning the Classification, Packaging, and Labeling of Dangerous Substances and
Preparations, Official Gazette date: December 11, 2013, No: 28848, repeated.

•

Regulation Concerning the Material Safety Data Sheets for the Dangerous Substances and Preparations,
Official Gazette date: December 13, 2014, No: 29204.

•

Regulation on Registration, Evaluation, Authorization and Restriction of Chemicals, Official Gazette
date: June 23, 2017, No: 30115.

Nature Protection
•

Regulation on Pastures, Official Gazette date: July 31, 1998, No: 23419.

•

Regulation on the Protection of Wetlands, Official Gazette date: April 4, 2014, No: 28962.

•

Regulation on Procedures and Principles Concerning the Protection of Game and Wild Animals and
their Habitats and Combat with their Pests, Official Gazette date: October 24, 2005, No: 25976.

Noise Control and Management
•

Regulation on the Assessment and Management of Environmental Noise, Official Gazette date: June 4,
2010, No: 27601.
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•

Regulation on the Environmental Noise Emission caused by Equipment used Outdoors, Official
Gazette date: December 30, 2016, No: 26392.

Soil Quality Control and Management
•

Implementing Regulation on Conservation, Use and Planning of Agricultural Land, Official Gazette
date: December 9, 2017, No: 30265.

•

Regulation on the Control of Soil Pollution and Polluted Areas by Point Sources, Official Gazette date:
June 8, 2010, No: 27605.

Waste Management
•

Regulation of Waste Management, Official Gazette date: April 2, 2015, No: 29314.

•

Regulation Concerning the Landfill of Wastes, Official Gazette date: March 26, 2010, No: 27533.

•

Regulation on the Control of Excavation Materials, Construction and Demolition Wastes, Official
Gazette date: March 18, 2004, No: 25406.

•

Regulation on the Control of Medical Wastes, Official Gazette date: January 25, 2017, No: 29959.

•

Regulation on the Control of Packaging Wastes, Official Gazette date: June 26, 2021, No: 31523.

•

Regulation on the Control of Waste Batteries and Accumulators, Official Gazette date: August 31, 2004,
No: 25569.

•

Regulation on Management of Waste Oils, Official Gazette date: December 21, 2019, No: 30985.

•

Zero Waste Regulation, Official Gazette date: July 12, 2019, No: 30829.

•

Regulation on the Control of Waste Tires, Official Gazette date: November 25, 2006, No: 26357.

Water Quality Control and Management
•

Ordinance on Groundwater Resources, Official Gazette date: August 8, 1961, No: 10875.

•

Regulation Concerning Protection of Ground Waters against Pollution and Deterioration, Official
Gazette date: April 7, 2012, No: 28257.

•

Regulation on the Quality and Treatment of Water Intended for Potable Water Supply, Official Gazette
date: July 6, 2019, No: 30823.

•

Regulation Concerning Water for Human Consumption, Official Gazette date: February 17, 2013,
No: 25730.

•

Regulation on the Control of Pollution Caused by Dangerous Substances in Water Environment,
Official Gazette date: November 26, 2005, No: 26005.

•

Regulation on Pit Opening Where Sewer System Construction is not Applicable, Official Gazette date:
March 19, 1971, No: 13783.

•

Regulation on Surface Water Quality, Official Gazette date: November 30, 2012, No: 28483.

•

Urban Wastewater Treatment Regulation, Official Gazette date: January 8, 2006, No: 26047.

•

Regulation Concerning Wastewater Collection and Disposal Systems, Official Gazette date: January 6,
2017, No: 29940.

•

Water Pollution Control Regulation, Official Gazette date: December 31, 2004, No: 25687.

General
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•

Turkey Building Earthquake Regulation, Official Gazette date: March 18, 2018, No: 30364 (repeated).

•

Regulation Concerning the Decrease of Ozone Depleting Substances, Official Gazette date: April 7,
2017, No: 30031.

•

Regulation Concerning the Increase of Efficiency in the Usage of Energy and Energy Resources,
Official Gazette date: October 27, 2011, No: 28097.

•

Regulation on Preventing Large-Scale Industrial Accidents and Reducing Their Impacts Regulation on
Control of Large-Scale Industrial Accidents, Official Gazette date: December 30, 2013, No: 28867.

•

Regulation on the Implementation of the Law Concerning Private Security Services, Official Gazette
date: October 7, 2004, No: 25606.

International Agreements and Convention
Turkish national policy on protection of environment, cultural heritage and conservation of biological
resources has been formulated on the basis of relevant international agreements signed or ratified by Turkey.
Relevant environmental, OHS and international labor agreements and conventions ratified by Turkey are
listed below:
•

Basel Convention on the Control of Transboundary Movements of Hazardous Wastes and Their
Disposal

•

Bern Convention on Protection of Europe’s Wild Life and Living Environment

•

Convention on International Trade in Endangered Species of Wild Flora and Fauna (CITES)

•

Convention on Long-range Transboundary Air Pollution

•

European Convention on the Protection of the Archaeological Heritage

•

European Landscape Convention

•

International Convention for the Protection of Birds

•

Montreal Protocol on Substances that Deplete the Ozone Layer

•

Paris Convention on the Protection of the World Cultural and Natural Heritage

•

Ramsar Convention on Wetlands of International Importance Especially as Wildfowl Habitat

•

Stockholm Convention on Persistent Organic Pollutants

•

United Nations Convention to Combat Desertification in Countries Experiencing Serious Drought
and/or Desertification, Particularly in Africa

•

United Nations (UN) Framework Convention on Climate Change (Kyoto Protocol)

•

UN (Rio) Convention on Biological Diversity

•

Vienna Convention or the Protection of the Ozone Layer

•

ILO Occupational Safety and Health Convention

•

Occupational Health Services Convention

•

Labor Inspection Convention

•

Promotional Framework for Occupational Safety and Health Convention
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•

Worst Forms of Child Labor Convention

•

WHO Laboratory Biosafety Manual. 2004 – 3rd ed. ISBN 92 4 154650 6

•

WHO Laboratory Biosecurity Guidance 2006
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Annex V: Infection and Prevention Control Protocol for Healthcare Settings
(adapted from the CDC Interim Infection Prevention and Control Recommendations for Patients with
Suspected or Confirmed Coronavirus Disease 2019 (COVID-19) in Healthcare Settings)
1. Minimize Chance of Exposure (to staff, other patients and visitors)

2.

3.

•

Ensure facility policies and practices are in place to minimize exposures to respiratory pathogens
including SARS-CoV-2, and measures are covered and implemented before patient’s arrival,
upon arrival, throughout the duration of the patient’s visit, and until the patient’s room is clean
and disinfected.

•

Upon arrival, make sure; (i) patients and visitors entering the facility issue a cloth face covering
or facemask before entering the building, and (ii) patients with symptoms of any respiratory
infection are placed to a separate, isolated and well-ventilated section of the health care facility
to wait.

•

During the visit, make sure all patients adhere to respiratory hygiene and cough etiquette, hand
hygiene, and triage procedures, and ensure rapid, safe triage and isolation of patients with
symptoms of suspected COVID-19.

•

Provide alcohol-based hand sanitizer (60-95% alcohol), tissues and facemasks in waiting rooms
and patient rooms.

•

Isolate patients as much as possible. Place a patient with known or suspected COVID-19 in a
single-person room with the door closed, and to the extent possible, house in the same room for
the duration of the stay. If separate rooms are not available, separate all patients by curtains. Only
place together in the same room patients who are all definitively infected with COVID-19. No
other patients can be placed in the same room.

Adhere to Standard Precautions
•

Train all staff and volunteers to undertake standard precautions - assume everyone is potentially
infected and behave accordingly.

•

Minimize contact between patients and other persons in the health care facility: health care
professionals should be the only persons having contact with patients and this should be restricted
to essential personnel only.

•

A decision to stop isolation precautions should be made on a case-by-case basis, in conjunction
with local health authorities.

•

Health care personnel who enter the room of a patient with known or suspected COVID-19 should
adhere to Standard Precautions and use a respirator (or facemask if a respirator is not available),
gown, gloves, and eye protection.

•

Health care facilities should ensure that hand hygiene supplies are readily available to all personnel
in every care location.

•

Health care personnel should be asked to regularly monitor themselves for fever and symptons of
COVID-19.

Training of Personnel
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4.

•

Train all staff and volunteers in the symptoms of COVID-19, how it is spread and how to protect
themselves. Train on correct use and disposal of personal protective equipment (PPE), including
gloves, gowns, facemasks, eye protection and respirators (if available) and ensure that they
understand.

•

Provide job/task-specific training to health care personnel on preventing transmission of infectious
agents. Provide refresher training.

•

Train cleaning staff on the environmental cleaning and disinfection procedures such as use of
cleaners and water to pre-clean surfaces prior to applying disinfectant to frequently touched
surfaces or objects; use of a high-alcohol based cleaner to wipe down all surfaces; wash
instruments with soap and water and then wipe down with high-alcohol based cleaner, etc.

Manage Visitor Access and Movement within the Facility
•

Establish procedures for monitoring, managing and training all visitors (including (i) instruction
to; wear a facemask or cloth face covering at all times in the facility, perform frequent hand
hygiene, and restrict their visit to patient’s room or other area designated by the facility, and
(ii) informing visitors about appropriate PPE use).

•

Limit visitors to the facility to only those essential for the patient’s physical or emotional wellbeing and care while encourage use of alternative communications such as use of mobile phones
or tablets.

•

Limit points of entry to the facility and visitation hours, and assess all visitors for fever and
COVID-19 symptoms upon entry.

•

Visits should be scheduled and controlled particularly for visitation to patients with COVID-19.
In case of visits of COVID-19 patients; (i) risk to health of the visitor and ability of visitors to
comply with precautions should be evaluated, and (ii) clear instructions regarding hand hygiene,
limiting surfaces touched and use of PPE should be provided.

•

Visitors should be asked to watch out for symptoms and report signs of acute illness for at least
14 days.
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Annex VI: Construction Phase ESMP Template for Vaccine Production Center in
Ankara
Table 1 - Environmental and Social Risks and Mitigation Measures during Construction Stage
Activities

Potential
E&S
Risks and Impacts

Proposed Mitigation Measures

Responsibilities

Timeline

Budget

Clearing
of
vegetation and
trees;
Construction
activities near
ecologically
sensitive
areas/spots

-

-

Contractor

During
construction
period

Included
in
construction
costs

Contractor

During
construction
period

Included
in
construction
costs

Contractor

During
construction
period

Included
in
construction
costs

Impacts
on
natural
habitats,
ecological
resources and
biodiversity

-

-

General
construction
activities
Foundation
excavation;
borehole
digging

-

Impacts
on
soils
and
groundwater;
Geological
risks

-

-

-

-

General
construction
activities

-

Resource
efficiency
issues,
including raw
materials,

-

The location of the vaccine
production center is close to
residential areas and any impact on
natural habitats, ecological resources
and biodiversity is not expected.
The center will be constructed on
public land designated to Ministry of
Health and the land plot has no issues
of prior use by private individuals
that may trigger involuntary
resettlement (World Bank’s OP 4.12
on Involuntary Resettlement)
All borrow pits to be used should be
licensed pits and these pits should not
be located in any site which can be
classified as a natural habitat.
All structures like foundation within
the project will be designed and
constructed
as
per
relevant
earthquake resistance parameters.
Discharge of any materials into soil
that would cause contamination will
be prohibited.
Fuel needs of the construction
machinery and vehicles to be used in
the area will be supplied from the
nearest station; if deemed necessary,
the fuels storage in the construction
site will be organized in the special
reservoirs
with
adequate
containment.
The provisions of "Regulation on Soil
Pollution Control and Point-Sourced
Contaminated Sites" will be
complied
with
during
the
construction works.
Provisions of “Regulations for the
Structures to be Built in Disaster
Areas” published in the Official
Gazette No. 26582 dated 14.07.2007
and “Turkey Building Code” of
Disaster
and
Emergency
Management
Administration
published in the Official Gazette
No30364. dated 18.03.2018 that
came into force in 01.01.2019 will be
strictly followed.
Contractor
will
implement
technically and financially feasible
measures for improving efficient
consumption of energy, water and
raw materials, as well as other
sources.
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Activities

Potential
E&S
Risks and Impacts

General
construction
activities
general
pollution
management

–

-

water
and
energy use;
Materials
supply
Construction
solid waste;
Construction
wastewater;
Nosie;
Vibration;
Dust;
Air emissions
from
construction
equipment

Proposed Mitigation Measures

Responsibilities

Timeline

Budget

-

Contractor

During
construction
period

Included
in
construction
costs

-

-

-

-

-

Waste collection and disposal
pathways and sites will be identified
for all major waste types expected
from all activities.
Solid waste will be collected and
disposed properly in accordance with
environmental legislation.
The records of waste disposal will be
maintained as proof for proper
management as designed.
Whenever feasible the contractor will
reuse and recycle appropriate and
viable materials.
Wastewater generated at the site will
be connected to the sewerage system.
If this is not possible, it will be
deposited in septic tank that will be
impervious, in accordance with
“Regulation on Pit Opening Where
Sewer System Construction is not
Applicable” being published in
Official Gazette No.13783 dated
19.03.1971. Wastewater collected in
the tank will be removed periodically
by sewage trucks, and disposal will
be provided within the scope of the
protocol to be made with the
municipality that has a wastewater
infrastructure system.
Noise during construction will be
limited to restricted times identified
in the relevant national legislation.
During operations, the engine covers
of generators, air compressors and
other powered mechanical equipment
shall be closed, and equipment placed
as far away from residential areas as
possible.
Impacts related to noise and vibration
will be controlled in line with the
relevant standards.
During excavation dust shall be
suppressed by water spraying and/or
installing dust screen enclosures at
site.
The
surrounding
environment
(sidewalks, roads) shall be kept free
of debris to minimize dust.
There will be no open burning of
construction / waste material at the
site.
There will be no excessive idling of
construction vehicles at sites.
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Activities

Potential
E&S
Risks and Impacts

Proposed Mitigation Measures

Responsibilities

Timeline

Budget

General
construction
activities
–
hazardous waste
management

-

-

Contractor

During
construction
period

Included
in
construction
costs

Contractor

During
construction
period

Included
in
construction
costs

-

Fuel,
oils,
lubricant
Other
toxic/hazardou
s wastes

-

General
construction
activities
Labor issues

–
-

Workers
coming from
infected areas
Co-workers
becoming
infected
Workers
introducing
infection into
community/ge
neral public

-

-

-

-

-

-

-

Temporarily storage on site of all
hazardous or toxic substances will be
in safe containers labelled with
details of composition, properties and
handling information.
The containers of hazardous
substances shall be placed in a leakproof container to prevent spillage
and leaching.
The wastes shall be transported by
specially licensed carriers and
disposed in a licensed facility.
Paints with toxic ingredients or
solvents or lead-based paints will not
be used.
Waste/used fluorescence lamps
generated during construction will be
disposed in a licensed facility.
Consider ways to minimize/control
movement in and out of construction
areas/site.
If workers are accommodated on site
require them to minimize contact
with people outside the construction
area/site or prohibit them from
leaving the area/site for the duration
of their contract.
Implement procedures to confirm
workers are fit for work before they
start work, paying special to workers
with underlying health issues or who
may be otherwise at risk.
Check and record temperatures of
workers and other people entering the
construction area/site or require selfreporting prior to or on entering.
Provide daily briefings to workers
prior to commencing work, focusing
on
COVID-19
specific
considerations including cough
etiquette,
hand
hygiene
and
distancing measures.
Require workers to self-monitor for
possible symptoms (fever, cough)
and to report to their supervisor if
they have symptoms or are feeling
unwell.
Prevent a worker from an affected
area or who has been in contact with
an infected person from entering the
construction area/site for 14 days.
Preventing a sick worker from
entering the construction area/site,
referring them to local health
facilities if necessary or requiring
them to isolate at home for 14 days.
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Activities

Potential
E&S
Risks and Impacts

Proposed Mitigation Measures

Responsibilities

Timeline

Budget

General
construction
activities
–
Occupational
Health
and
Safety (OHS)

-

-

Contractor

During
construction
period

Included
in
construction
costs

Worker Safety
COVID-19
exposure
concerns

-

-

-

-

-

-

-

-

-

All activities will be implemented in
line with the both Law on
Occupational Health and Safety
(Official Gazette No.28339, dated
June 30, 2012) and its relevant
regulations and also with the World
Bank Group EHS Guidelines.
The Contractor will ensure a safe
working environment for the workers
and supply appropriate personal
protective equipment in line with
international best practice and
Turkish
Legislation
(always
hardhats, as needed masks and safety
glasses, harnesses and safety boots,
etc.).
The Contractor will assign personnel
with relevant certification and
experience in charge of occupational
health and safety.
Before the construction works start, a
Risk Assessment study will be
implemented for all works to be
carried out. Relevant procedures and
plans (including "Emergency Plans")
will be put in place.
Appropriate signposting of the sites
will be provided and then workers
will be informed of key rules and
regulations to follow.
OHS trainings and toolbox talks will
be provided to the employees
indicating the possible risks
regarding the work site and works to
be carried out.
Both trainings and incidents
(fatalities, lost time incidents, any
significant events including spills,
fire, etc.) will be recorded.
The contractor formally agrees that
all work will be carried out in a safe
and disciplined manner and is
designed to minimize the risks on
neighboring
residents
and
environment.
Guidance,
directives
and
recommendations of Republic of
Turkey Ministry of Health, Republic
of Turkey Ministry of Labor and
Social Security, and World Health
Organization shall be followed and
all relevant necessary measures shall
be taken, both for occupational health
and safety of employees and for
workplaces, in case of an outbreak of
any other pandemic/communicable
disease including COVID-19.
Preparation and implementation of
site-specific
contingency
/
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Activities

Potential
E&S
Risks and Impacts

Proposed Mitigation Measures

-

General
construction
activities
–
traffic and road
safety

Direct or indirect
hazards to public
traffic
and
pedestrians
by
construction
activities

General
construction
activities
security
personnel

Not applicable

-

emergency / crisis management /
action plan regarding COVID-19 and
any other pandemic/communicable
disease risk. Contingency plans
should consider arrangements for the
storage and disposal arrangements
for medical waste, which may
increase in volume and which can
remain infectious for several days
(depending upon the material). To
ensure that individuals roles and
responsibilities
are
clear,
contingency plans should be
communicated widely, including
both employees and affected local
communities in the vicinity.
Provide regular trainings to workers
on COVID-19 symptoms, how to be
protected and what to do when
symptoms appear.
Information on available grievance
mechanisms for workers will be
provided
In compliance with the national
regulations the contractor will ensure
that the construction site is properly
secured and construction related
traffic regulated.

Responsibilities

Timeline

Budget

Contractor

During
construction
period

Included
in
construction
costs

Contractor

During
construction
period

Included
in
construction
costs

–

General
construction
activities – land
and asset

Acquisition of land
and assets

There will not be any land acquisition.

Contractor

During
construction
period

Included
in
construction
costs

General
construction
activities

GBV/SEA issues

Referring to : Environment-and-SocialFramework-ESF-Good-Practice-Note-onGender-based-Violence

Contractor

During
construction
period

Included
in
construction
costs

General
construction
activities
–
cultural heritage

Cultural heritage

-

Contractor

During
construction
period

Included
in
construction
costs

Contractor

During
construction
period

Included
in
construction
costs

General
construction
activities
–
emergency
preparedness
and response

Worker Safety

-

Chance-finds procedure will be
implemented as in case of a chance
find, all works shall be stopped
immediately, and the Museum
Directorate shall be informed.
Excavator operators shall be trained
on what to do in case of a chance find.
Before the construction works start, a
Risk Assessment study will be
implemented for all works to be
carried out. Relevant procedures and
plans (including "Emergency Plans")
will be put in place.

71

Activities

Potential
E&S
Risks and Impacts

Proposed Mitigation Measures

Responsibilities

Timeline

Budget

Construction
activities related
to onsite waste
management
facilities,
including
temporary
storage,
incinerator,
sewerage
system
and
wastewater
treatment works

-

-

Contractor

During
construction
period

Included
in
construction
costs

Construction
activities related
to demolition of
existing
structures
or
facilities
(if
needed)

-

-

Temporary
storage
of
wastes
Wastewater
generation

-

-

-

There will not be any onsite waste
management facilities such as
incinerator
and
wastewater
treatments works.
Only segregated wastes (i.e.
hazardous
/
non-hazardous,
recyclable / non-recyclable) will be
stored in designated storage area that
will meet the standards set by the
relevant legislation before final
disposal outside the site.
Wastewater generated at the site will
be connected to the sewerage system.
If this is not possible, it will be
deposited in septic tank that will be
impervious, in accordance with
“Regulation on Pit Opening Where
Sewer System Construction is not
Applicable” being published in
Official Gazette No.13783 dated
19.03.1971. Wastewater collected in
the tank will be removed periodically
by sewage trucks, and disposal will
be provided within the scope of the
protocol to be made with the
municipality that has a wastewater
infrastructure system.
Demolition wastes will be disposed
in line with the legislation.
All relevant OHS and environmental
mitigation measures expressed above
will be taken for demolition
activities.

To be expanded,
if
deemed
necessary
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Annex VII: Environmental & Social Management Plan for BSL 2 and BSL 3
Laboratories in IDEA

ENVIRONMENTAL AND SOCIAL MANAGEMENT PLAN FOR ABSL-2 AND ABSL-3
LABORATORIES

Project Management and Support Unit
Health System Strengthening and Support Project
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1. Introduction
The Health System Strengthening and Support Project (HSSSP) was approved on September 21, 2015 and
became effective on November 26, 2015 between Turkish Ministry of Health (MoH) and the World Bank.
The Project Development Objective (PDO) of the HSSSP is to improve primary and secondary prevention
of selected non-communicable diseases (NCDs), increase the efficiency of hospital management, and
enhance the capacity of the MoH for evidence-based policymaking. The HSSSP was restructured for the
first time in May 2019 to revise: (i) a number of project activities; (ii) the Results Framework (RF) (including
formulation, definition, baseline, target values); and (iii) allocations across project components. It also
served to extend the loan closing date from May 31, 2020 to June 30, 2021.
Given the coronavirus disease (COVID-19) pandemic, Turkish Government requested to use the funds
under the unallocated category, to expand the scope of the project to prevent, detect and respond to the threat
posed by COVID-19 and strengthen national systems for public health preparedness. Therefore, the second
restructuring has been made to: (i) revise the PDO; (ii) include a new component for COVID-19 response
and research and development; (iii) reallocate loan proceeds to the new component from the unallocated
category introduced in the first restructuring; (iv) revise the results framework; and (v) extension of the
Closing Date. The revised PDO of the project is to improve primary and secondary prevention of selected
NCDs, increase the efficiency of hospital management, enhance the capacity of the MoH for evidence-based
policy making, and strengthen MoH capacity to control and fight the threat posed by COVID-19.
Strengthening capacity of MoH to respond to COVID-19 included as a new component to the Project
(Component 4). This component will finance procurement activities for: (i) pharmaceuticals and equipment
necessary for COVID-19 treatment; (ii) specific equipment for the vaccine research and production center
of MoH in Ankara and research centers of MoH in Istanbul (Istanbul Experimental and Research Center
(IDEA); (iii) recruitment of individual consultants; and (iv) Bio Safety Level 2, 3 and 4 training activities
of the vaccine research and production personnel.
Istanbul Experimental Research Center (IDEA) is located in Istanbul and currently running its laboratory
activities with a BSL2 level laboratory. Studying the efficiency of vaccine in the experimental animals using
live virus as the case for COVID-19, the need for laboratories with experimental animal study arises which
raises the research capacity to Animal Biological Safety Level at 2nd and 3rd levels, labelled as “ABSL2”
and “ABSL 3” laboratories. As part of the new project component included for COVID-19 response and
research and development, new experimental animals and equipment will be procured to upgrade current
BSL2 laboratory to ABSL2 level and also to equip a new laboratory at ABSL3 level at IDEA. The
refurbishment activities of ABSL3 and animal care facility; and also procurement activities of related
equipment for aforementioned labs are named as “the Activity” under the Parent Project HSSSP within
Component 4.
This environmental and social management plan (ESMP) has been developed only for the BSL2 and BSL3
level laboratories at IDEA to set out how the environmental and social (E&S) risks and impacts will be
managed through the project lifecycle within the scope of the ESMF prepared for this project. It includes
matrices identifying key risks and impacts and sets out E&S mitigation measures as well as monitoring
requirements.
2. Project Description
IDEA was established administratively in 2012 with the financial support of Turkish Ministry of
Development on the land of "Mehmet Akif Ersoy Thoracic and Cardiovascular Surgery Training and
Research State Hospital (MAESH)" for this particular Activity in Kucukcekmece District in Istanbul
Province. IDEA is directly affiliated to “General Directorate of Public Health” of MoH.
IDEA was established to (i) design mechanisms which promote the improvement of research capability, (ii)
carry out postdoctoral research practices, (iii) support interdisciplinary studies and collaborations, and to
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(iv) improve research culture and researchers' abilities and experiences. With the current lab, animals such
as pigs, minipigs, sheep and goats, zebrafish, axolotl, mouse, rat, guinea pig and rabbit are used for
experimental purposes. IDEA has an immense importance for being the second laboratory in Turkey with
the aim of using “large experimental animals" such as ferret and non-human primates in compliance with
Good Laboratory Practice (GLP).
Two separate laboratories, one at Animal Biosafety Level 2 (ABSL2) and one at Animal Biosafety Level 3
(ABSL3); will be established in order to conduct vaccine and serum tests during COVID-19 pandemic in
IDEA located in the boarders of "Mehmet Akif Ersoy Thoracic and Cardiovascular Surgery Training and
Research State Hospital (MAESH)". The labs in Istanbul will be under IDEA responsibility and IDEA will
be managed by Turkish MoH directly.
Currently, IDEA is operating a BSL2 laboratory in its own building. Turkish MoH aims to upgrade the
operation of the mentioned BSL2 laboratory by providing large experimental animals such as ferret and
non-human primates, for the research on agents associated with serious or lethal human disease for which
preventive or therapeutic interventions may be available (high individual risk but low community risk) and
also upgrade the facilities of ABSL3 laboratory to start COVID-19 vaccine research activities. Since IDEA
main building is not physically sufficient for providing appropriate living environment to create animal care
for experimental animals, a place to provide appropriate environment to create animal care for experimental
animals and also for ABSL3 laboratory has been allocated within the space of the IDEA’s parking. A 5storey parking building whose capacity exceeds the parking need of the MAESH. Therefore, it was decided
to use 2 bottom floors of this parking area, which is currently not being used. By using this two bottom
floors, the Activity will not need any new construction; instead, will only need minor refurbishment
activities for installation of BSL3 laboratory equipment for cabin panels; and also for providing appropriate
housing conditions for non-human primate experimental animals in line with national and international
animal welfare standards given in Chapter 3 Regulatory Framework. Areas separated by special barriers
will be fixed in order to create animal care and living environment and ABSL3 laboratory.
In IDEA, services are provided in all processes ranging from the preparation, implementation, analysis and
evaluation of the results of experimental projects implemented for scientific purposes. Within this
framework, IDEA has been equipped with 4 Operating Rooms, 2 Reanimation and Intensive Care Units, 5
Postoperative Care Rooms, 2 Pre-Operative Rooms, Transgenic Research Area, Quarantine Areas, 5
Production Rooms, 2 Washing and Sterilization Areas, Technical Support Areas (Feed and Litter Storage
Rooms, Medicine and Consumables Room, Examination Areas), Biochemistry Laboratories,
Histopathology Laboratory, Genetics Laboratory, and Training Simulation Laboratory.
Taking into account the procedural requirements, it is ensured that all areas are fully sterile and semi-sterile,
and the ventilating system is arranged in accordance with the specific needs of animal species. Through the
central control system, the entire infrastructure of the center is kept under control for 24 hours and the
necessary response can be given in case of emergencies.
In Operating Theatres, the following will be available:
1.
2.
3.
4.
5.
6.
7.
8.

Digital Imaging Specific to Animals
Telemetric Measurement System
Laser Doppler Flowcytometry and Imaging
C-Arm Imaging System
Analytical Assisted Analysis (ECG, EEG, EMG) Systems
Organ Bath
Isolated Heart System
Microsurgical Microscope.

After the operations, the optimum health conditions of the animals used in the procedures are ensured with
intensive care and post-operational processes.
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In the genetic laboratory, gene expression, knock-out and knock-in studies, genetic modeling of diseases,
m-RNA studies, protein isolation, development of molecular techniques and immuno-histochemistry studies
will be conducted for research purposes. Although infrastructure development efforts continue, ELISA and
PCR tests specific to research can be performed.
In the cell culture laboratory, primary cell culture, stem cell isolation, stem cell production, cell activation
monitoring and labeled cell therapy studies will be conducted. Basic cell culture infrastructure has been
completed and primary cell culture projects have started to be accepted.
In histopathology laboratories, research-based macroscopic digital imaging, sectioning and staining, tissue
tracking, digital microscopic imaging, archiving and reporting can be performed.
Research-based blood and urine analyzes and reference results specific to all animal species will be made
in the biochemistry laboratory.
In the training room, Experimental Animals Use Certificate Course, Perfusionist Training, Basic Surgery
Course, Microsurgery Course, Laparoscopic Surgery Training, Experimental Model Trainings, Basic Cell
Culture Training, Telemetry Course, Statistics Course, Basic IVF Course can be conducted.
Experimental projects are being evaluated by an “Ethics Committee” which is also established within
MAESH and approved by MoH. Approved projects are implemented after they are proceduralized. IDEA
has established its own directive for “Animal Experiments Local Ethics Committee” on 11.06.2018 28 .
IDEA Animal Experiments Local Ethics Committee functions based on the principles regarding the
determination of acceptable ethical standards about the methods and materials used in basic activities such
as scientific research, testing, education and training to be carried out with experimental animals; presenting
the processes for which animal experiments are planned to be conducted; reviewing and authorizing research
and study proposals; monitoring of implementations; recording all procedures carried out on experimental
animals and being able to track these procedures instantly or retrospectively; and ensuring inspectability of
all processes and terminating them when necessary. It complies with the Animal Welfare standards indicated
in the directive 2010/63/EU.29
There are 4 different steps for a vaccine to be used in humans. The first step is the laboratory step; the
characteristics of the agent, for which vaccine will be developed, are defined. Second step is the
experimental animals’ testing stage, at which the harmlessness and efficiency studies are conducted. Third
step includes phase studies in humans, and harmlessness and efficiency of the vaccine is tested on the
volunteers. Last step is the production stage, at which the vaccine will be produced in large amounts and
offered for use in humans. Second step has critical importance in vaccine development because the first
verification of the vaccine developed in the laboratory is performed on the experimental animals. As this
requires studying the efficiency of vaccine in the experimental animals using live virus as the case for
COVID-19, the need for laboratories with BSL3 safety enabling experimental animal study (ABSL3) arises.
Although there are in total 9 active BSL3 laboratories in Turkey at the universities and public institutions,
only 3 of them have the opportunity and permission to conduct studies on experimental animals which are
only suitable to examine small animals such as mouse, guinea pig and hamster. However, WHO reported
that ferrets and non-human primates are the most suitable animal models for humans in vaccine studies to
be carried out against COVID-19 disease. Considering both the size and living conditions of these animal
species, none of the 9 active BSL3 laboratories in Turkey have the physical infrastructure suitable for these
conditions. Therefore, both for COVID-19 and for other future outbreaks, there is an urgent need for an
ABSL3 laboratory with large experimental animals (as large as non-human primates, ferrets, pigs, etc.). In
addition, there are currently 12 different vaccine development studies being carried out by 10 different study
groups in Turkey. Some of these studies have completed experimental animal study stage in BSL2
laboratories and have come to the live-virus challenge stage in BSL3 laboratories. The rapid completion of
the BSL3 laboratory planned within the scope of this project is of vital importance for these studies. The
28 Directive can be reached from https://idea.saglik.gov.tr/TR,166841/idea---hadyek.html
29 https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=celex%3A32010L0063
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current BSL2 laboratory conditions will be enhanced to ABSL 2 laboratory by generating a new section for
new experimental animals such as ferret and non-human primate at the same building with BSL3, on the
upper floor, which, will also operate for the same purpose. Preliminary studies to be carried out before
moving on to the studies conducted in the BSL3 laboratory, as well as the BSL2 laboratory which contains
the living environment for experimental animals such as ferrets and non-human primates, are also required
for molecular, serological and virological tests to be performed on these animals.
2.1. BSL–2
This biosafety level covers laboratories that work with agents associated with human diseases (i.e.
pathogenic or infections organisms) that pose a moderate health hazard. Examples of agents typically
worked with in a BSL-2 include equine encephalitis viruses and HIV, as well as Staphylococcus aureus
(staph infections).
A BSL-2 laboratory maintains the same standard microbial practices as BSL-1 labs, but also includes
enhanced measures due to the potential risk of the aforementioned microbes. Personnel working in BSL-2
labs are expected to take even greater care to prevent injuries such as cuts and other breaches of the skin, as
well as ingestion and mucous membrane exposures.
In addition to BSL 1 expectation, the following practices are required in a BSL 2 lab setting:
•
•
•
•
•
•

Appropriate personal protective equipment (PPE) must be worn, including lab coats and gloves.
Eye protection and face shields can also be worn, as needed.
All procedures that can cause infection from aerosols or splashes are performed within a biological
safety cabinet (BSC).
An autoclave or an alternative method of decontamination is available for proper disposals.
The laboratory has self-closing, lockable doors.
A sink and eye wash station should be readily available.
Biohazard warning signs.

Access to a BSL-2 lab is far more restrictive than a BSL-1 lab. Outside personnel, or those with an increased
risk of contamination, are often restricted from entering when work is being conducted. A simulation of a
BSL2 laboratory is shown in Figure 1.

Figure 1: Simulation of a BSL2 laboratory
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2.2. BSL-3
Again, building upon the two prior biosafety levels, a BSL-3 laboratory typically includes work on microbes
that are either indigenous or exotic, and can cause serious or potentially lethal disease through inhalation.
Examples of microbes studied in a BSL-3 include: yellow fever, West Nile virus, and the bacteria that causes
tuberculosis. It will be possible to work with resistant microorganisms in the ABSL-3 laboratory to be built
within the scope of the Project. The microbes are so serious that the work is often strictly controlled and
registered with the appropriate government agencies. Laboratory personnel are also under medical
surveillance and could receive immunizations for microbes they work with.
Common requirements in a BSL-3 laboratory include:
•
•
•
•
•
•

Standard personal protective equipment must be worn, and respirators might be required
Solid-front wraparound gowns, scrub suits or coveralls are often required
All work with microbes must be performed within an appropriate BSC
Access hands-free sink and eyewash are available near the exit
Sustained directional airflow to draw air into the laboratory from clean areas towards potentially
contaminated areas (Exhaust air cannot be re-circulated)
A self-closing set of locking doors with access away from general building corridors

Within the scope specified in OECD, all toxicity tests on live animals and cell culture are carried out in the
existing BSL-2 laboratory in IDEA, and more toxicity tests can be performed thanks to the increase in the
number of large experimental animals and in diversity among animal species with the establishment of a
new laboratory at BSL-3 level. Thus, ABLS-2 laboratory will be a BSL-3 standard laboratory operated in
compliance with European standards and the accredited test results will be recognized by all countries across
the world.
Access to a BSL-3 laboratory is restricted and controlled at all times. A simulation of a BSL3 laboratory is
shown in Figure 2. Laboratory Biosafety Manual prepared by World Health Organisation in 2004 is used
for BSL2 and BSL3 laboratories in the scope of the Activity.30

Figure 2: Simulation of a BSL3 laboratory

30 https://www.who.int/csr/resources/publications/biosafety/Biosafety7.pdf?ua=1
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2.3. Steps of the Activity
The procurement method to be used for this particular Activity is “Design, Supply, and Installation”. Briefly,
3 main steps will be followed parallel to each other which are; a. Procurement of Equipment, b. Certification
Process; and c. Design and Installation.
A Contractor Company (CC) will be assigned to conduct mentioned steps. CC is obliged to conduct this
process with a team composing of Project Manager, Construction Site Manager, Quality Manager, Field
Architectural Coordinator, Field Mechanical Engineer, Field Electrical Engineer, Commissioning
Coordinator, Document Manager, Occupational Health&Safety and Security Coordinator and Facility
Certification Specialist. They are defined as “Key Personnel” and minimum criteria for mentioned team
members are given in Annex 1.
2.3.1. Procurement of Equipment
The works to be conducted include refurbishment of the parking lot to enable the assembly of the machinery
& equipment as well as assembly of the ventilation, lighting, electrical and automation systems,
decontamination units, fire detection and extinguishing systems, communication lines and the security
systems. The major items in the procurement list of the equipment within the scope of the project are as
follows:
1.
2.
3.
4.
5.
6.
7.
8.
9.
10.
11.
12.
13.
14.
15.
16.
17.
18.
19.
20.
21.
22.
23.
24.
25.
26.
27.
28.
29.
30.
31.
32.
33.

BSL-3 Biosafety Laboratory cabinet panels
BSL-3 Biosafety Laboratory cabinet upper surface panels
BSL-3 Gas sealed laboratory doors
BSL -3 Biosafety Laboratory doors
BSL-2 Biosafety Laboratory doors
BSL-2 Biosafety Laboratory cabinet panels
BSL-2 Biosafety Laboratory cabinet upper surface panels
Door interlock system
Illumination fittings
Cabinet lower surface coating
BSL-3 Gas leak-proof material containers
BSL-2 containers
Clean air conditioning equipment
Exhaust air equipment
Exhaust air filter box
Steam humidifiers
Water cooling system (air based)
Channel system
Channel system isolation
Impervious dampers
Control equipment for variable air flow
HEPA filters
Slotted HEPA filter units
Channel type mufflers
Exhaust air HEPA filter unit
Bubble Tight isolation dampers
Liquid waste collection system
Pressurized air and special gas installations
Fire extinguishing tubes
Laboratory disinfection system
Electrical installation works
UPS
Data and communication connections
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34.
35.
36.
37.
38.

Card entry system
Camera surveillance system
Fire and emergency detection system
Laboratory management system
Safety showers

2.3.2. Certification Process
The labs will be certified in accordance with WHO requirements as specified in the Laboratory Biosafety
Manual (3rd edition) of WHO. Accordingly, there are specific requirements with respect to ventilation
standards, hygiene standards, clean room standards in the manual. The design, construction and operation
of the labs will be following these requirements.
According to the WHO Manual Chapter 8, laboratory certification is the systematic examination of all safety
features and processes within the laboratory (engineering controls, personal protective equipment and
administrative controls). Biosafety practices and procedures are also examined. Laboratory certification is
an on-going quality and safety assurance activity that should take place on a regular basis. Adequately
trained safety and health or biosafety professionals may conduct laboratory certification activities.
Institutions may consider engaging or be required to engage a third party to provide inspections. Biomedical
research and clinical laboratory facilities may develop audit, survey or inspection tools to help ensure
consistency in the certification process.
The ABSL2 and ABSL3 labs will be certified by a third party. As an initial phase, CC is obliged to conduct
the biosafety certification with a team composing of Project Manager, Construction Site Manager, Quality
Manager, Field Architectural Coordinator, Field Mechanical Engineer, Field Electrical Engineer,
Commissioning Coordinator, Document Manager, Occupational Health&Safety and Security Coordinator,
and Bio Safety Expert. They are defined as “Key Personnel” and minimum criteria for mentioned team
members are given in Annex 1. The Facility Certification Specialist as a third party will be contracted
directly by MoH, to undertake the accreditation and certification of laboratories, as described below.
Accreditation and certification process will be conducted in line with “the survey” defined in the WHO
Laboratory Biosafety Manual. The surveys are given in Table 6 (for BSL2) and Table 7 (for BSL3) in the
Manual that will be used for the accreditation audit. Findings of the audit, survey or inspection should be
discussed with laboratory personnel and management. Within the laboratory, an individual should be
identified and made responsible for ensuring that corrective actions are taken for all deficiencies identified
during the audit process. Certification of the laboratory should not be completed, and the laboratory should
not be declared functional, until deficiencies have been adequately addressed.
Main Steps of Accreditation Process are:
•

•

Architectural and engineering plans, commissioning testing documents and equipment
validations and verifications for BSL-2 and 3 facilities will be reviewed and approved in
advance by Contractor’s EHS Environmental Health & Safety Expert and Bio Safety Expert to
ensure that they in compliance with the CDC/NIH’s Biosafety in Microbiological and
Biomedical Laboratories (BMBL) 5th edition requirements. (See Annex 3 for Key Personnel
Requirements)
Completion of the accreditation process by the Facility Certification Specialist in line with
WHO Laboratory Biosecurity Guidance and CEN/CWA 15793 Laboratory Bio risk
Management Standard and CWA 16393:2012 which is the “Guidelines for the implementation
of CWA 15793:2008”.

After completion of installation and refurbishment activities, validation tests will be conducted by an
independent third-party. Validation test will include seal test for HEPA filters, determination of clean room
classification, air alterations, pressures of rooms, temperature and moisture of rooms and sound pressure
level of rooms.
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Currently, IDEA is entitled with “OECD Good Laboratory Practices Compliance Certificate” on 8th of
October, 2020 and the certificate is given in Annex 4.
Main Steps of the Certification process are:
I. Evaluation of Administrative Controls and ability to facilitate Maintenance Operations to ensure
occupant safety and facility integrity
a. Review background materials that affect maintenance operations:
b. Inspect and Evaluate
c. Inspect room layout, placement of equipment and equipment condition
d. Evaluate maintenance frequency and review maintenance logs
II. Validation of Engineering Controls
a. Validate that extra capacity is present on both supply and exhaust systems and quantify the estimated
spare capacity (must document how extra capacity was calculated or estimated)
b. Ensure single pass air flow
c. Measure directional air flow, pressure relationships, air changes and record data
d. Directional air flow must be established from clean areas into contaminated areas.
e. Develop heating, ventilation, and air conditioning (HVAC) system and electrical systems failure tests
consistent with laboratory design parameters.
f.

Assess HVAC equipment condition

g. Perform smoke tests to demonstrate directional airflow
h. Inspect and challenge door interlock systems and automatic door closers
i.

Test all alarms

j.

Discharge exhaust assessment (as a measure of performance)

k. Verification of air change rates (ACR) in containment spaces
l.

Review biological safety cabinet (BSC) certification data including serial number validation

m. Building Services Validation (also known as MEP Validation)
n. Validate autoclave availability, operations and bioseal integrity
III. Review SOPs
a. Autoclave & Decontamination
b. Safety SOPs
c. Occupational Health Monitoring (Policy and records of implementation), if appropriate
d. Biohazardous Materials Use Authorization (e.g., Human Pathogen Registration, Recombinant DNA
Registration, Select Agent, etc.)
“Biosafety Level 3-Laboratory Certification Requirements” are given in detail in Annex 2. During the
certification process, a compliance checklist to be filled in by the independent Facility Certification
Specialist during the certification process is given in Annex 3.
The independent Facility Certification Specialist to work as an advisor for MoH and the biosafety expert of
the CC should be experienced with the certification of at least 3 labs and should have 10 years of experience
in certification and operation of a BSL3 level laboratory. Both the independent Facility Certificaition
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Specialist and CC’s biosafety expert must have an experience on review and approval of ABSL-3 / BSL-3
/ BSL-2 facility designs, supervising constructions of ABSL-3 / BSL-3 / BSL-2 facilities, experience in
commissioning Biosecurity facilities.
The Biosafety Expert will be responsible for conducting risk assessment in accordance with the WHO
Laboratory Biosafety Manual and CEN/CWA 15793 Laboratory Bio Risk Management Standard, and will
provide recommendations to minimize the risks. In this respect, the design documents will be evaluated, the
execution phase will be supervised, and interim audit reports will be prepared. The Biosafety Expert will
also be responsible for training the users and maintenance staff of the facility with respect to principles and
safe working practices within ABSL-3/BSL-3/BSL-2 facilities. The standards required for establishment of
the labs are described in Chapter 3: Regulatory Framework.The Biosafety expert will work for CC and will
make all preparations for the independent facilitiy certification. The independent Facility Certification
Specialist will assess the BSL2 and BSL3 labs and will work for Ministry of Health as a consultant.
If the Lab management could not achieve closing all non-conform items and the certification fails, the
independent facility certifier issue an official letter to the lab management indicating that the labs are not
certified (certification process failed) and all risks for operating the labs under these conditions shall be the
sole responsibility of the Lab management. BSL2 and BSL3 labs shall not be operated without
certification.There are different certification procedures in each country. Certification is mandatory in the
US and Canada for work with select agents and exotic animal pathogens, respectively. Singapore and
Australian governments maintain an official certification scheme for BSL-3 labs, or quarantine facilities,
respectively. In the US any person with experience and expertise can certify labs. In Canada certifications
are done by government experts. In Singapore and Australia, certifiers are approved or accredited by the
competent authority. In all other countries, the certifier is a recognized biosafety professional or
biocontainment engineer with extensive experience and expertise in certification of biosafety facilities,
including facility-related and organisational risk controls (e.g., biorisk management systems according to
CWA 15793 or ISO 31000). World Health Organisation (WHO) and World Animal Health Organisation
(OIE) do not accredit or certify certifiers.
The V-Model for Biosafety Labs
Certification of biosafety laboratories should follow the qualification process as described by the V-model
(Figure 3).

Figure 3: V-model for Biosafety Laboratories.
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Often high biocontainment facilities are designed and built without precise user requirement specifications
(URS) or qualification requirements (IQ, OQ) agreed at the start of a project. Accordingly, at handover, the
facility may (i) not conform to the chosen biosafety standard, guideline or national regulations, (ii) not be
efficient to work in it, and (iii) be expensive to build, operate and maintain. The V-model as shown in Figure
3 illustrates how biosafety labs should be designed, built, and tested. The left side of the V-model represents
when the requirements get defined (“are you building the right lab?”), and the right side shows the
construction and installation of systems and parts and when to verify them against the requirements (IQ,
OQ, or “are you building it right?”). It is important to note that the verification process starts with reviewing
the URS. Subsequently, all design specifications, equipment, and materials of construction should get
thoroughly reviewed and pre-qualified by the certifier to the chosen biosafety standard, guideline or the
applicable regulations as well as to the URS to ensure certification worthiness. Because, most requirements
set by biosafety standards and guidelines are vague, descriptive, or goal-oriented, or all of the beforementioned, without detailed and precise specification of methods of construction and performance
parameters required to pass the certification inspection and tests. The independent third-party certifier’s role
is to steer the user and the design team towards a certification-worthy facility. Without pre-qualification,
design failures could emerge only during construction, commissioning or testing, or – worst case – at the
certification inspection and tests.
Once initial certification is provided, according to the WHO Manual all biological research and clinical
laboratories should be regularly certified. Laboratory certification is an on-going quality and safety
assurance activity that should take place on a regular basis.
2.3.3. Audit and Certification Process
The audit and certification process includes five steps as shown in Figure 4.

Figure 4: 5-step audit and certification process flowchart
Certification audit initiation and preparation/pre-work is performed by the independent assigned
certifier in their office. The submittals to the certifier include all drawings, schematics, and certificates of
equipment items, materials, and parts. Commissioning and testing results performed by the builder, his subcontractors and equipment specifications are to be submitted too. The users or lab operator submit biosafety
policies and SOPs.
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Certification audit
The on-site certification audit is normally carried out by an independent biosafety expert and includes the
facility-related risk control measures as well as the biorisk management system. The audit includes visual
inspections and testing of mechanical, electrical, sanitary and plumbing systems as well as primary and
secondary containment equipment. Primary containment equipment includes biosafety cabinets and
centrifuges, for example. Secondary containment equipment includes mechanical systems, autoclaves and
effluent decontamination equipment, for example. Performance testing the mechanical ventilation is the
toughest test. It includes controlled shut-down and restoration of normal operation and single point of failure
tests (loss of power, failures of ventilation equipment and systems).
After completion of the audit, the certifier summarises and presents non-conformities and quality issues in
a Findings Observation Report (FOR). Necessary actions are followed up in a Corrective Action Report
(CAR). The CAR serves to keep track of non-conform findings and corrective solutions until close-out.
After closing all non-conform items the certificate of compliance is issued. For facility related certifications,
the current practice is to re-certify annually.
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2.3.4. Design and Installation
Laboratory designs are conducted by MoH architects as it can be seen from Figure 5 and Figure 6. During the certification process, the drawings will
be evaluated first; and then executed and supervised by the Biosafety Expert. In line with the design requirements, filtered units will be added to the
ventilation system in order to increase the biosafety levels of areas that will work with pathogenic factors. Autoclaves and other equipment will be
used to decontaminate bio-waste. Furthermore, chemical decontamination will be applied in collection tanks for the decontamination of liquid wastes.

Figure 5: Architectural Plan of BSL2 laboratory in IDEA (Upper
Floor)

Figure 6: Architectural Plan of BSL3 laboratory in IDEA (Base Floor)

85

3. Legal Framework
There are several national and international requirements that BSL2 and BSL3 laboratories need to follow
during preparation, design, installation and refurbishment; and operation.
3.1. National Laws and Regulations
National laws and regulations are evaluated within two sub-headings: “General Laws and Regulations” refer
to all laws, regulations, legislations and etc. that the Activity is affiliated from a wider perspective. “Specific
Laws and Regulations” heading gives more specific regulations and legislations which are about laboratory
safety and biosafety issues.
3.1.1. General Laws and Regulations
a)

Constitution of the Republic of Turkey

b)

Decree Law on Certain Regulations in the Field of Health 31

c)

National Pandemic Plan

d)

COVID-19 Risk Assessment and COVID-19 Guideline

e)

The Turkish Environmental Law (Law No: 2872; Date of Ratification: 1983)

f)

Regulation on the Control of Medical Wastes (No: 29959, Date: Jan 25th, 2017)

g)

Regulation on Improvement and Assessment of Healthcare Services (lastly amended in 2017)

h)

Regulation of Waste Management (No: 29314, Date: April 2nd, 2015)

i)

Law on the Right to Information (No. 4982), published in the Official Gazette no. 25269 dated
24 October 2003

j)

Labor Law (No. 4857), published in the Official Gazette no. 25134 dated 10 June 2003

k)

Law on Occupational Health and Safety (No. 6331), published in the Official Gazette no. 28339
dated 30 June 2012

l)

Regulation on Contractors and Sub-contractors, published in the Official Gazette no. 27010
dated 27 September 2008

m)

Occupational Health and Safety No. 6331, put into force on 20 June 2012

n)

Turkish Labor Law No.4857

o)

Regulation on the Principles and Procedures for the Employment of Children and Young
Persons 2004 (RPEC)

p)

Regulations on Overtime and Extra Hours in Relation to the Labor Law (No: 25425, Date: April
6th, 2004)

q)

Regulations on Working Conditions at Night for Women Workers (No: 28717, Date: July 24th,
2013)

r)

Law on the Work Permit for Foreigners (No: 4817, Date: Feb 27th, 2013)

s)

Law on Protection of Animals (Law No: 5199, Date: June 24th, 2004)

t)

Welfare and Protection of Animals Used for Experimental and Other Scientific Purposes
Regulation (No: 28141, Date: Dec 13th, 2011)

31 With Article 25 of the Decree Law No. 703 dated 09.07.2018, the name of the Decree Law No. 663 has been changed into
"Decree Law on Certain Regulations in the Field of Health"
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u)

Practice Directive of Regulation on the Working Procedures and Principles of Animal Testing
Ethical Committees (Basis approval No: E.3679106; Date: Dec 12th, 2018)

v)

Regulation for Protection of Workers Against Biological Exposure” (No: 28678, Date: June
15th, 2013)
3.1.2. Specific Laws and Regulations

a)

Good Laboratory Practice (No: 27516; Date: March 9, 2010) (in compliance with OECD
standards)

b)

Standards of Accreditation in Health – Laboratory Kit

c)

TS EN 12128 - Laboratories for research, development and analysis - Containment levels of
micro biology laboratories, areas of risk, localities and physical safety requirements (February,
2020). This standard is structured on ISO 3864 (Safety colors and signs), ISO 7000 (Graphical
symbols for use on equipment), ISO 8995 (Principles of visual ergonomics-The lightning of
indoor work systems)

d)

TS 12124 EN ISO 14644 Clean Rooms and Related Controlled Environments

e)

EN 12237:2003

f)

TS EN 12128: 2002: Biotechnology - Laboratories for research, development and analysis

g)

TS EN 12469 Biotechnology – Performance Criteria regarding Microbiological Safety Cabinets

h)

TS EN 12347 Biotechnology – Performance Criteria for Steam Sterilizators and Autoclaves

i)

Prevention of Biologic Factors Exposures Regulation (In compliance with European Union:
Directive 2000/54/EC on the protection of workers from risks related to exposure to biological
agents at work)

The scope of activity at BSL 2 and BSL 3 are defined as “installation” according to Turkish laws and
regulations; and excludes any construction activities. Therefore, the Activity is not obliged to follow
construction related laws and regulations.
3.2. International Requirements
International requirements for the activities to be conducted in the scope of BSL2 and BSL 3 laboratories
are as follows:
a) World Bank Safeguard Policy (OP) (BP 4.01)
b) WHO Laboratory Bio-Safety Manuel (LBM), third edition, 2004, WHO/CDS/CSR/LYO/2004.11
c) WHO Biorisk Management: Laboratory Biosecurity Guidance, 2006, WHO/CDS/EPR/2006.6
d) ISO 35001: 2009 Bio-risk Management for Laboratories
e) CEN/CWA 15793 Laboratory Bio Risk Management Standard
f) CDC/NIH’s Biosafety in Microbiological and Biomedical Laboratories (BMBL) 5th edition
g) DIN 1946 Ventilation and Air Conditioning (for the healthcare sector)
h) DIN EN 1886 Ventilation for Buildings – Air Handling Units – Mechanical Performance
i)

EUROVENT Certification (third party product performance certification for Heat Ventilation Air
Conditioning and Refrigeration products)

j)

TS 12124 EN ISO 14644 Clean Rooms and Related Controlled Environments
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k) EN 12237:2003 Ventilation for Buildings. Ductwork. Strength and Leakage of Circular Sheet Metal
Ducts
l)

2010/63/EU numbered EU Directive on Protection of Animals Used for Scientific Purposes, and

m) EU Commission Recommendation on guidelines for the Accommodation and Care of Animals Used
for Experimental and other Scientific Purpose
3.3. Regulatory Process to be applied for the Activity
While national regulations are being reconsidered to be in line with the WHO standards, the project will be
governed by the WHO standards which are currently more stringent and thus will be applied. The standards
to be followed and their scope are given in Table 1:
Table 4: Standards Required for ABSL 2 and ABSL 3 Labs

Standard

Scope

WHO Laboratory Biosafety Manual

BSL-2/BSL-3 facility certification

WHO Biorisk Management:
Biosecurity Guidance, 2006

Laboratory Biorisk Management, Laboratory biosecurity
guidance

CEN/CWA 15793 Laboratory Bio Risk Biorisk management standard
Management Standard
DIN 1946
DIN EN 1886
EUROVENT

Requirements regarding air conditioning
system, ventilation for buildings, heat
ventilation, refrigeration strength and leakage
of circular sheet metal ducts

EN 12237:2003

a. DIN 1946 Ventilation and Air
Conditioning (for the healthcare
sector)
b. DIN EN 1886 Ventilation for
Buildings – Air Handling Units –
Mechanical Performance
c. EUROVENT Certification (third party
product performance certification for
Heat Ventilation Air Conditioning and
Refrigeration products)
d. EN 12237:2003 Ventilation for
Buildings. Ductwork. Strength and
Leakage of Circular Sheet Metal Ducts
ISO 35001: 2009 Bio-risk Management for Defines a process to identify, assess, control,
Laboratories
and monitor the risks associated with
hazardous biological materials
Standards of Accreditation in Health – “SAS Laboratory Kit” which enlightens
Laboratory Kit
“Turkey Accreditation in Health System”. This
set was developed for laboratories consists of
two parts including standards, assessment
criteria and guidelines. Standards of
Accreditation in Health-Laboratory Kit was
developed for medical laboratories such as
microbiology,
biochemistry,
pathology,
immunology and genetics.
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TS 12124 EN ISO 14644 Clean Rooms and Clean room certification: Identification of
Related Controlled Environments
clean room class, HEPA filter system sealing,
air flow, number of air change, room pressure
difference, room temperature and humidity,
room sound level tests
TS EN 12128: 2002: Bio-Technology
Research-Development
and
Analysis
Laboratories - Safety levels, risk areas,
locations and physical safety rules for microbiology laboratories

This standard is structured on ISO 3864 (Safety
colors and signs), ISO 7000 (Graphical
symbols for use on equipment), ISO 8995
(Principles of visual ergonomics-The lightning
of indoor work systems)

TS EN 12469 Biotechnology – Performance Certification of biological safety cabinets
Criteria regarding Microbiological Safety
Cabinets
TS EN 12347 Biotechnology – Performance Autoclave validation
Criterial for Steam Sterilizators and Autoclaves
Prevention of Biologic Factors Exposures

Regulates the minimum provisions regarding
the prevention and protection of health and
Regulation (In compliance with European
safety risks that may arise or may arise from the
Union: Directive 2000/54/EC on the protection
exposure of employees to biological factors in
of workers from risks related to exposure to
the workplace.
biological agents at work)
US CDC-NIH “Biosafety at Microbiological The BMBL is a manual published jointly by the
and Biomedical Laboratories (BMBL)”
National Institutes for Health (NIH) and the
Centers for Disease Control and Prevention
(CDC) that lays out the code of practice for
biosafety and biocontainment in the U.S. The
BMBL is referenced in the Select Agent
Regulationsand is used in many professional
and academic laboratories.
It is envisaged that totally 36 personnel will work for the new labs under the activity. 14 personnel will work
for ABSL-2 laboratory and 13 personnel will work for ABSL-3 laboratory whereas a total of 9 personnel,
including Information Technology Specialist, Technical Personnel For Automation, Statistician, 4 security
personnel and 3 personnel for electricity, ventilation and air conditioning, will work jointly in both
laboratories. The architectural plans of BSL2 and BSL3 in IDEA are shown in Design and Installation
Section in Figure 5 and Figure 6.
Within the scope of Food and Drug Administration (FDA) article no: 21, all physical and working conditions
of IDEA, which started to operate with the first GLP principles, have been made in accordance with the
American Association for Laboratory Animal Science and the EU Directive. A Work Permit for
Experimental Animal Producer, User and Supplier Organizations was received from General Directorate of
Food and Control of The Turkish Ministry of Food, Agriculture and Livestock, with the permission number
126 and dated 06.09.2016, and the accreditation process continues. It is aimed that GLP Accreditation of
IDEA, which has a capacity of 5,000 animals, will be completed in 2020. Following the completion of
accreditation, a Ferret and Non-human Primate Unit will be added to the BSL2 laboratory, and a new BSL3
laboratory will be established.
The Regulation on Environmental Impact Assessment (EIA) was put into force for the first time after being
published in the Official Gazette numbered 21489 and dated on February 7, 1993. Since then there had been
several amendments in the first regulation and new EIA regulations were published in 2008 and 2013
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repealing the former regulations in force. The latest EIA Regulation has been published in the Official
Gazette dated November 25, 2014 and numbered 29186, which repealed the 2013 EIA Regulation. The EIA
Regulation is largely in line with the EU Directive on EIA including key relevant steps such as screening,
public consultation, scoping, disclosure and supervision. The EIA Regulation classifies projects into two
categories: (i) Annex I projects; those are projects that have significant potential impacts and require an EIA,
and (ii) Annex II projects; those are projects that may or may not have significant effects on the environment.
BSL2 and BSL3 laboratories are regarded as “No-Annex”/”No-EIA” projects according to the Turkish EIA
Regulation (i.e. such laboratories are exempt from the Turkish EIA Regulation). Therefore, the Activity
does not require an EIA according to Turkish laws.
4. Current Situation
Istanbul, with its population of 15,519,267 according to address-based population announced by Turkish
Statistical Institute, as of December 31, 2019, is the largest city in Turkey. 47% of the population is under
35 years old. The population of the city has increased dramatically in recent years due to the internal
migration from rural areas to Istanbul. Today, Istanbul is home to 20% of Turkey’s total population and
generates 22% of GDP and 40% of tax revenues.

Figure 7: Map of Istanbul and Kucukcekmece
As it is mentioned in Section 2 – Project Description, IDEA is located in the boarders of MAESH which is
in Kucukcekmece District, located in the European side of Istanbul.
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Figure 8: Aerial View of IDEA - Kucukcekmece

Figure 9: Location Plan of IDEA and parking lot
There are currently 12 different vaccine development studies being carried out by 10 different study groups
in Turkey. Some of these studies have completed experimental animal study stage in BSL2 laboratories and
have come to the live-virus challenge stage in BSL3 laboratories.
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There are totally 19 experimental organizations that are permitted to work within the framework of
"Regulation on the Welfare and Protection of Animals Used for Experimental and Other Scientific
Purposes" in Istanbul. 16 of them are BSL2 and 3 of them are at BSL 3 level. The only ABSL 3 level
laboratory is in Directorate of Pendik Veterinarian Control Institute, working only with small experimental
animals.
IDEA is operating the BSL2 level laboratory in its own building currently since 2016 under the work
permission of Ministry Agriculture and Forestry, formally named Ministry of Food, Agriculture and
Livestock32 (see Figure 7 and Figure 8 for the location of IDEA). There are currently 35 personnel working
in IDEA, composing of veterinarian, quality assurance personnel, archieve, animal care taker, bio-medical
personnel, occupational health and safety, financial and administrative personnel, workplace doctor,
cleaners and security personnel. Turkish MoH aims to upgrade current BSL2 laboratory by procuring large
experimental animals such as ferret and non-human primates for animal testing; and also ABSL3 laboratory
will start to operate COVID-19 vaccine research activities. Since IDEA main building is not sufficient
physically, a need to provide space and appropriate conditions for experimental animals and BSL3
laboratory raised. This BSL3 laboratory needs will be met by using two bottom floors of 5-storey car parking
area of IDEA, which was constructed at the same time with IDEA main building in compliance with Turkish
Earthquake Regulation, 2007 (see Figure 9 for the location plan of IDEA and the car parking area). The
parking area will not need any construction; however, will need minor refurbishment activities for
renovation and installation of ABSL3 laboratory equipment for cabin panels. The animals to be procured in
the scope of the Project will be kept in the new parking area at upstairs. BSL3 laboratory will be located at
downstairs of the parking area. The parking lot is a new building that has been licensed in 2018 and is highly
resistant to natural disasters such as earthquakes. This parking area is the last two floors of the parking lot
and not being used. First 3 floors are sufficient to serve as a car parking lot for the existing facilities. IDEA
will use the last two floors for these ABSL2 and ABSL3 labs.
The animals to be procured in the scope of the project will be sheltered in the new parking area at upstairs
of the bottom floor. ABSL3 laboratory will be located at downstairs of the bottom floor. The parking lot is
a new building that was licensed in 2018 and is highly resistant to natural disasters such as earthquakes.
Please see the construction permits of the building in Figure 10.

Figure 10: Construction Permit of the BSL2 and BSL3 buildings
The mentioned parking area and the bottom two floors to be used for BSL2 and BSL3 labs are presented
with the photos given below:

32

https://idea.saglik.gov.tr/TR,183073/idea-calisma-izni.html
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Photo 11: Parking Area (Wider View)

Photo 12: Parking Area (Closer View)

Photo 13: Parking Area Entrance – 1

Photo 14: Parking Area Entrance – 2

Photo 15: Parking Inner View - 1

Photo 16: Parking Area Inner View - 2

MoH will provide an inspection report by expert(s) on durability of the building for laboratory structures.
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5. Potential Environmental and Social Impacts and Mitigation Measures
Environmental and Social Risks
The environmental aspects to be considered in relation with the ABSL2 and ABSL3 laboratories are those
associated with (i) the operation of the vaccine research center (labs), including storage and use of laboratory
reagents and infectious samples and use of laboratory equipment, management of medical/laboratory wastes,
OHS/personal protection of health workers and community safety, (ii) animal testing, and (iii)
environmental and social risks associated with minor refurbishment need to install the equipment in the labs.
The social risks are expected to be moderate and manageable. Recruitment of consultants and workers will
be supported by the project financing and national requirements of Turkish OHS and Labor Law will be
applied. A “Stakeholder Engagement Plan (SEP)” is prepared separately for the activities of BSL2 and BSL3
of IDEA, other than the Parent Project’s SEP.
The Activity will not have any land acquisition or resettlement impacts as the intended refurbishment work
activities supported under the new component for ABSL 2-3 will take in place on existing park lot, with no
issues triggering involuntary resettlement. In terms of community health and safety, the risks are
manageable as per the BSL 2 and 3 strict measures. The surroundings of the facility are residential area and
based in Istasyon Neighborhood of Kucukcekmece district of Istanbul. Population of Kucukcekmece is
792.821, where population of Istasyon neighborhood is 40.475 according to Turkish Statistical Institution
2019 data. The SEP prepared for BSL 2 and 3, also includes a communication strategy on the operation of
the labs, ethic measures for animal welfare and other community health and safety prevention measures in
order to raise awareness for the public in the nearby vicinity.
PMSU of MoH, together with the IDEA management, will be primarily responsible for ensuring the
environmental and social risks are mitigated at each stage of the activity operation.
Mitigation Measures
The mitigation measures for the potential environmental and social risks and impacts regarding the ABSL2
and ABSL3 laboratories are given in the environmental and social mitigation plan provided in Table 3, and
main environmental and social issues considered during refurbishment and operational stages are
summarized below.
Refurbishment Stage
The MoH, through PMSU, will ensure that the goods, supply and minor refurbishment works of the vaccine
research center in Istanbul (BSL2 and BSL3 labs) will be carried out in compliance with the mitigation
measures provided in Table 3. The MoH will also ensure that this site-specific ESMP will be included in
the relevant goods/supply/works contracts. Main environmental and social issues considered are:
•

Refurbishment related solid wastes, wastewater, noise, dust and emission management;

•

Hazardous materials management;

•

Occupational Health and Safety (OHS) issues; and

•

Labor and working conditions.

Operational Stage
Medical waste management: In Turkey, it is regulated by the Regulation on the Control of Medical Wastes
of MoEUCC. The local governmental authorities (Istanbul Metropolitan Municipality) and MoH are
responsible for the implementation of the regulation, which includes provisions based on international good
practices. The MoH has upgraded the health care quality standards through integration of proper medical
waste management practices through establishment of relevant regulations that are based on stringent
measures managed/overseen by the Ministry of Environment, Urbanization and Climate Change
(MoEUCC).
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The purpose of the Regulation on the Control of Medical Wastes is to prevent direct or indirect delivery to
the receiving environment from generation of medical wastes to their disposal in a way that harms the
environment and human health, to be collected separately at its source without harming the environment
and human health, to be transported within the health institution, to its temporary storage, to its medical
waste processing facility and its disposal, to regulate the principles, policies and programs as well as the
procedures and principles regarding the determination and implementation of legal, administrative and
technical principles. This regulation includes principles related to medical wastes generated as a result of
the activities of healthcare organizations, as well as their separate collection at their source, transportation
within the healthcare organization, temporary storage, transportation to medical waste treatment facility,
and their disposal.
According to the regulation, medical wastes are identified as infectious wastes, pathological waste and
sharps.
Infectious Wastes refer to wastes which are known to carry infectious agents or are likely to carry infectious
agents; all kinds of body fluids, particularly blood and blood products; human tissues, organs, anatomical
parts, autopsy materials, placenta, fetus and other pathological materials; gloves, covers, sheets, bandages,
plasters, tampons, swabs, etc. which are contaminated with such materials; body extractions of patients in
quarantine; bacteria and virus-retentive air filters; laboratory cultures and culture stocks of infectious agents;
all kinds of materials which come into contact with infected animals and their extractions; and wastes arising
from veterinary services.
Pathological wastes refer to tissues, organs, body parts, body fluids and the fetus which result from surgical
interventions, autopsies, and anatomical or pathological procedures.
Sharps refer to such wastes as syringes and all other needles used for medical intervention; lancets; capillary
tubes; scalpels; knives; IV drip needles; surgical suture needles; biopsy needles; branules; broken glass,
ampules, microscope slides and cover slips; broken glass tubes and petri dishes, which may be stung, may
puncture or scratch, or may cause injury.
The regulation outlines the responsibilities of the municipalities as being the governing authorities for
medical waste management including establishment of medical waste management plans and medical waste
processing facilities, transportation of medical wastes from the healthcare facilities (including laboratories)
and safe disposal of the wastes, at the provincial level. The medical wastes in Istanbul province are managed
through incineration facility and landfill with sufficient capacity. There are two landfill area on the
European side and one landfill area on the Asia side in Istanbul. 6.399.000 tons of waste is landfilled in
these plants in 2019. In Istanbul totally 27.834 tons/year of medical waste is collected in 2019 according to
the activity report of ISTAC (Company of Metropolitan Municipality for Waste Management). Daily
capacity of the medical waste incineration plant is 24 tons a day. The medical wastes to be generated in
BSL2 and BSL3 laboratories shall be first autoclaved within the facility and then these
autoclaved/decontaminated wastes shall be collected and disposed by Istanbul Metropolitan Municipality.
The incineration facility and landfill of Istanbul Metropolitan Municipality is capable of managing the
decontaminated wastes of BSL2 and BSL3 labs.
The health care facility (medical waste producers including research centers) level requirements are
extending from waste minimization and segregation at the source, safe collection and temporary storage of
the medical wastes on site and having agreements for safe collection, transport and disposal of the medical
wastes as well as preparation of medical waste management plans. The technical properties, utilization and
disposal of the medical waste storage bags and containers are also defined in the regulation. Off-site
transportation details are also clearly described including licensing, specifications and requirements with
respect to vehicles and drivers. Medical waste processing and disposal techniques are addressed including
sterilization (and respective validation) and incineration. The residual waste from sterilization is disposed
to type II landfills in accordance with national regulation on landfilling of wastes. The waste management
plan to be prepared by the labs shall include: 1. Waste minimization applications, 2. Waste segregation
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principles at the source including details of the containers and equipment to collect wastes, 3. Details on
equipment and vehicles that will be used for on-site transportation, 4. Locations for the collection equipment,
schedule for collection and route, 5. Temporary storage location and properties on site 6. Disinfection means
for the vehicles and equipment used for collection and on-site transportation, 7. Precautions to be taken
against incidents, 8. Personnel responsible for collection and on-site transportation of medical wastes, 9.
Off-site transportation of medical waste to sterilization facilities, 10. Properties of the specific sterilization
facility, and 11. Recording and reporting requirements.
MoH has also developed Quality Standards in Healthcare Facilities (QSHF) which is preperad and approved
by Intenational Society for Quality of Healthcare (ISQua) is an important phase of these studies which are
conducted in accordance with the “Quality and Accreditation for Efficient and High Quality”. The objective
is development of standard kits which will be used for health institutions by MoH. One of prepared sets in
this context is “SAS Laboratory Kit” which enlightens “Turkey Accreditation in Health System”. This set
which was developed for laboratories consists of two parts including standards, assessment criteria and
guidelines. Standards of Accreditation in Health-Laboratory Kit was developed for medical laboratories
such as microbiology, biochemistry, pathology, immunology and genetics.
QSHF also includes provisions regarding implementation of appropriate medical waste management
practices in accordance with the Regulation on the Control of Medical Waste through the national
Regulation on Improvement and Assessment of Healthcare Services (lastly amended in 2017). MoH and the
provincial directorates periodically implement performance assessment based on the QSHF.
The MoH will ensure that the system to be in place for medical waste management in the BSL2 and BSL3
laboratories are in compliance with; (i) the national legislation, (ii) the Waste Management Plan for
Hospitals (a standalone plan to be prepared for the BSL2 and BSL3 labs as described above), (iii) WHO
Guidelines (particularly “WHO Laboratory Biosafety Manual, 3rd edition” before the 4th edition is release).
Occupational Health and Safety: The Ministry of Labor and Social Security is the main responsible
organization in OHS, in collaboration with other ministries and stakeholders, and is responsible for
developing, implementing and enforcing legislation. Turkey has undergone a reform to improve its national
OHS system through adapting a set of international and regional standards into its national level
requirements for the prevention occupational risks defined in the ILO Occupational Safety and Health
Convention. The existing OHS Law governs workplace environments and industries (both public and
private) as well as virtually all classes of employees including part-time workers, interns, and apprentices.
The legislation is comprehensive and is generally applicable across all sectors and many industries. Labor
Inspectorate, which is a part of the Ministry, enforces labor and OHS laws, and conducts regular OHS and
labor audits.
Health sector workplaces are classified as “highly hazardous” according to the national OHS Law. The MoH
has also upgraded the health care quality standards through integration of proper OHS practices through
establishment of relevant regulations, which are based on stringent measures managed/overseen by the
Ministry of Labor and Social Security. The quality standards for monitoring the performance of the
healthcare facilities also includes OHS issues and audits undertaken both internally and third parties. MoH
also has stringent measures in place for personal protective equipment (PPE) usage, regulating working
hours and improving working conditions in line with international standards. As part of COVID-19, the
Ministry has also published a detailed guidance on PPEs for all types of workers handling cases with
COVID-19 which is also in line with the WHO guidelines.
WHO guidelines, “WHO Laboratory Biosafety Manual” also set standards in the laboratory practices and
safety equipment based on biosafety levels. Facility requirements for BSL2, BSL3 level basically includes;
(i) isolation of laboratory, (ii) room sealable for decontamination, (iii) ventilation, (iv) double-door entry,
(v) airlock, (vi) airlock with shower, (vii) effluent treatment, (viii) autoclave, (ix) biosafety cabinets, and
(x) personnel safety monitoring capability (for example window, closed-circuit television, two-way
communication).
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Table 5: Summary of Biosafety Level Requirements

The biosafety guidelines for laboratories in the laboratory biosafety manual cover; (i) code of practice
(including access, personal protection, procedures, laboratory working areas, and biosafety management),
(ii) laboratory design and facilities (including design features), (iii) laboratory equipment (including
essential biosafety equipment), (iv) health and medical surveillance, (v) training, (vi) waste handling
(including decontamination, handling and disposal procedures for contaminated materials and wastes), and
(vii) chemical, fire, electrical and radiation equipment safety.
The MoH/PMSU will ensure that the ABSL2 and ABSL3 labs in Istanbul will be operated in compliance
with national legislation and international requirements listed in Chapter 3 for the medical personnel safety
and prevention of spread of any infection.
Animal testing/welfare: is regulated through Regulation on Welfare and Protection of Animals used for
Experiments and Other Scientific Purposes in Turkey that was published in the Official Gazette numbered
28141 and dated December 13, 2011. This regulation has been prepared based on the relevant articles of
Law on Veterinary Services, Plant Health, Food and Feed (Law No: 5996), Law on Protection of
Animals (Law No: 5199), and Biosafety Law (Law No: 5977), and in parallel with the provisions of
Directive 2010/63/EU of the European Parliament and of the Council of 22 September 2010 on the
Protection of Animals used for Scientific Purposes. It covers briefly; (i) general standards in the care,
accommodation and transport of animals in the establishments (including requirements for establishments
and for care and accommodation of animals), establishment of animal welfare unit and its duties, breeding
strategies for non-human primates, (ii) licensing/authorization of and other requirements for the breeders,
suppliers, users and research institutes, (iii) purpose of procedures and usage conditions of certain species
in procedures, (iv) procedures, choice of methods, anesthesia, severity classification of procedures,
alternative approaches, reuse and its prevention, and end of procedure, (v) re-homing or setting free of
animals, method of killing animals, and sharing organs and tissues, (vi) responsibilities and duties of
personnel, (vii) informing, records, marking and identification, and (viii) inspections, cancellation of
permits, closure, amendments and additions. Therefore, there are established protocols regulating type of
animals used, handling the animals (the origin, breeding, marking, care and accommodation and killing),
licensing of the animal producers, suppliers and research institutes, the quality of personnel, and the
technical, health and hygienic protocols for establishment and operation of such institutes and means to
ensure animal welfare and safety, record keeping and audits by the Ministry. Moreover, the Regulation on
the Working Procedures and Principles of Animal Testing Ethical Committees was put into force by
publishing in the Official Gazette numbered 28914 and dated February 15, 2014. This regulation has been
prepared based on the relevant articles of Law on Protection of Animals (Law No: 5199) and in parallel
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with the provisions of Directive 2010/63/EU of the European Parliament and of the Council of 22
September 2010 on the Protection of Animals used for Scientific Purposes. It also set provisions briefly
for; (i) intended purposes of test animal, establishment, duty period, working methods, responsibilities and
authorities of ethical committees, (ii) implementations regarding test animals and researches, and (iii)
training. WHO Laboratory Biosafety Manual also sets guidelines for laboratory animal testing facilities
based on containment levels like laboratories. It is clearly stated in the manual that “Those who use animals
for experimental and diagnostic purposes have a moral obligation to take every care to avoid causing them
unnecessary pain or suffering. The animals must be provided with comfortable, hygienic housing and
adequate wholesome food and water. At the end of the experiment, they must be dealt with in a humane
manner”. Besides animal welfare, likewise laboratories, animal facility requirements for design features,
equipment and precautions are also described in the manual according to the animal biosafety level and
these requirements increase in stringency accordingly.
Animals (deceased) and animal wastes (such as tissues, organs, body parts, body fluids, etc.) are categorized
as pathological wastes and will be first autoclaved; then these autoclaved/decontaminated wastes shall be
collected and disposed by Istanbul Metropolitan Municipality by incineration. The licensed incineration
facility and landfill of Istanbul Metropolitan Municipality is capable of managing the decontaminated
wastes of BSL2 and BSL3 labs. All of the waste disposed is recorded according to the regulation on the
control of medical waste. The MoH will ensure that the ABSL2 and ABSL 3 labs in Istanbul will be designed
and operated in compliance with national legislation and WHO Guidelines (particularly “WHO Laboratory
Biosafety Manual, 3rd edition” before the 4th edition is release) for animal testing. According to the WHO
Biosafety Manual Chapter 6, the animals must be provided with comfortable, hygienic housing and adequate
wholesome food and water. At the end of the experiment, they must be dealt with in a humane manner. For
security reasons, the animal house should be an independent, detached unit. If it adjoins a laboratory, the
design should provide for its isolation from the public parts of the laboratory should such need arise, and
for its decontamination and disinfestation.
Biosafety (BSL2): BSL2 laboratories are used to study moderate-risk infectious agents or toxins that pose
a moderate danger if accidentally inhaled, swallowed, or exposed to the skin. Design requirements for BSL2
laboratories include hand washing sinks, eye washing stations, and doors that close and lock automatically.
BSL2 laboratories must also have access to equipment that can decontaminate laboratory waste, including
an autoclave, and/or another method of decontamination, depending on the biological risk assessment.
All procedures involving the manipulation of infectious materials shall be conducted within Biological
Safety Cabinets (BSCs) or other physical containment devices would have special engineering and design
features.
The major Impact of handling and storage of infectious materials and specimens in the proposed ABSL2
laboratory will include leakage and spreading of materials, detailed information is given in Table 3 and shall
be mitigated by:
•
•
•
•

Use robust and leak-proof specimen containers.
Containers would be correctly labelled to facilitate identification.
Specimen request or specification forms would not be wrapped around the containers but placed in
separate, preferably waterproof envelopes.
Secondary containers, such as boxes, would be used, fitted with racks so that the specimen
containers remain upright.

Biosafety (BSL3): BSL3 laboratories are used to study infectious agents or toxins that may be transmitted
through the air and cause potentially lethal infections. Researchers perform all experiments in a biosafety
cabinet. BSL-3 laboratories are designed to be easily decontaminated. As an additional safety measure, these
laboratories must use controlled, or “directional,” air flow to ensure that air flows from non-laboratory areas
(such as the hallway) into laboratory areas. Other engineered safety features include a requirement for entry
through two self-closing, interlocked doors, sealed windows, floors and walls, and filtered ventilation
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systems. BSL-3 labs must also be equipped to decontaminate laboratory waste using an autoclave, and/or
another method of decontamination, depending on the biological risk assessment.
Impact of handling of infectious materials and specimens in the proposed BSL3 laboratory shall be mitigated
by:
•
•
•
•

Use robust and leak-proof specimen containers.
Personnel would be trained on specimen and waste handling, transport and storage.
Use triple package during transportation of infectious materials
Follow working procedure during handling package during transportation of infectious materials

Impact associated with the use of equipment in the ABSL3 laboratory will include leakage and spreading
of materials, escaping of infectious agents, detailed information is given in Table 3 and shall be mitigated
by:
•
•
•

Training of workers in equipment operating and handling techniques during operation.
Periodic maintenance and calibration of equipment according to manufacture recommendation.
Operation of equipment according to the manufacturer’s instructions.
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Table 6: Environmental and Social Mitigation Plan
Potential
Environmental &
Proposed Mitigation Measures
Social Risks and
Impacts

Responsible
Bodies

Timeline

Budget

PREPARATION AND DESIGN PHASE
- Approved design in accordance with World Bank
Group’s Environmental, Health and Safety (WBG EHS)
General and Sector Specific (Healthcare Facilities)
guidelines and WHO Laboratory Biosafety Manual
(LBM). For Biosafety Level 3-Laboratory Certification
Requirements and also the Checklist are given in Annex
2 and Annex 3 of this document.

Design fault

- A “Standard Operation Procedure (SOP)” will be
prepared for each lab separately. SOP will define each
single step to be followed including planning,
designing, refurbishing, operation and accreditation
process.
- For the preparation of SOPs, risks will be determined
first, and then mitigation measures will be identified
including laboratory safety and security, including
physical, electrical, biological and chemical control,
management of waste water and air pollution and etc.

- IDEA Project
Management
- CC

Pre-project
stage

Included
in
planning
costs

1
month
after
the
issuance of
the request
for bids

Included
in
planning
costs

- SOPs will be prepared by the Contractor Company (CC)
which will be experienced on BSL3 laboratory
planning, designing, refurbishing, operation and
accreditation process.
Selection
of
Contractor Company
(CC) Selection with
insufficient
qualification

A CC will be contracted which will be responsible for an
accomplished BSL3 installation, SOP preparation and
completion of accreditation of BSL3 lab. The selection
and contracting will be managed in line with

- General
Directorate of
Public Health
(GDPH)
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“Procurement Regulations for Investment
Financing (IPF) Borrowers” guideline of WB.

Project

- IDEA Project
Management
- PMSU

IDEA and project facilities constructed in 2016 in
compliance with Turkish Earthquake Regulation dated
2007. IDEA and Project facilities are licensed in 2018 and
are highly resistant to natural disasters such as
earthquakes.
Structures will be checked for seismic resilience and
seismic studies will be documented, as appropriate.
Risk of building Provisions of “Regulations for the Structures to be Built in
collapse
due
to Disaster Areas” published in the Official Gazette No.
earthquake
and 26582 dated 14.07.2007 and “Turkey Building Code” of
Disaster and Emergency Management Administration
seismic issues
published in the Official Gazette No30364 dated
18.03.2018 that came into force in 01.01.2019 will be
strictly followed.

- IDEA Project
Management
- MoH

Included
in
planning
costs
Pre-project
stage

The summary of the seismic assessment will be prepared
by MoH and submitted to the Bank for approval prior to
the tender award.
According to Turkish EIA Legislation, BSL2 and BSL3
labs in IDEA are excluded from Turkish EIA process.
Insufficient
However, this ESMP has been prepared in accordance
consideration of E&S
with WB environmental and social safeguards policies to
risks
manage environmental and social risks and impacts in line
with international standards through the project lifecycle.
Design
Considerations
Notification

- MoH will apply the concept of universal access to the
design and refurbishment of existing structures.
- The facilities will be designed to prevent the start of
fires through the implementation of national legislation
(Regulation on the Protection of Buildings from Fire,
Official Gazette No: 26735, dated December 12, 2007)

- IDEA Project
Management

- IDEA Project
Management
- PMSU
- GDHP

Pre-project
stage

Included
in
planning
costs

Pre-project
stage

Included
in
planning
costs

101

Resource Efficiency

and the internationally accepted life and fire safety
standards.
- The relevant local and environment related authorities
and communities will be notified of upcoming
activities.
- The public will be notified and consulted of the works,
including the COVID-19 measures taken on sites,
through appropriate notification in the media and/or at
publicly accessible sites (including the site of the works)
and public consultation meetings.
- All legally required permits will be acquired for
refurbishment works. MoH and the Contractor will
implement technically and financially feasible measures
for improving efficient consumption of energy water
and raw materials, as well as other sources.

INSTALLATION AND REFURBISHMENT STAGE
Positive
Two labs will be accredited firstly in line with “Good
Laboratory Practice” which is published in Turkish
official gazette with No. 27516 on March 9, 2010 (in
compliance with OECD standards).

National
Requirements

All national laws and regulations detailed in Section 3.1
will be complied with.
- TS EN 12128: “Safety levels, risk areas, locations and
physical safety rules for micro-biology laboratories
(February, 2002)” will be followed which defines
standards for physical requirements for biosafety
principles to avoid any negative impact on humans,
animals, plants and environment. This standard is a
prerequisite for micro-biology laboratories to be
established in Turkey including installation,

- IDEA Project
Management Refurbishme
nt stage
- CC

Included in
planning
costs
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International
Requirements
Accreditation

refurbishment and construction processes and operation
process. This standard is structured on ISO 3864 (Safety
colors and signs), ISO 7000 (Graphical symbols for use
on equipment), ISO 8995 (Principles of visual
ergonomics-The lightning of indoor work systems)
- “Regulation for Protection of Workers Against
Biological Exposure” published in Turkish official
gazette with No: 28678 dated 15.06.2013 will be
followed. The purpose of this Regulation is to prevent
workers from exposure to biological factors in the
workplace and to regulate the minimum provisions for
the prevention and protection of health and safety risks.
The regulation is based on two main legal provisions:
1. Item 30 of Turkish Occupational Health and
Safety Law numbered 6331;
2. Item 12 of Turkish Organization and Duties of the
Ministry of Labor and Social Security Law
numbered 3146, and
3. EU Council Directive numbered 2000/54/EC and
dated 18/09/2000.
- Welfare and Protection of Animals Used for
Experimental and Other Scientific Purposes Regulation
numbered 28141 and dated 13/12/2011.
- International Standards to be followed by BSL 2 and
BSL 3 labs are:
1. World Bank Safeguard Policy (OP) (BP 4.01)
2. WHO LBM, third addition, 2004
3. WHO
Biorisk
Management:
Laboratory
Biosecurity Guidance, 2006
4. ISO 35001: 2009 Bio-risk management for
and
laboratories
5. CEN/CWA 15793 Laboratory Bio Risk
Management Standard
6. CDC/NIH’s Biosafety in Microbiological and
Biomedical Laboratories (BMBL) 5th edition
7. DIN 1946
8. DIN EN 1886

- MoH
- IDEA Project Refurbishme
Management nt stage

Included in
planning
costs

- CC
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9. EUROVENT
10. TS 12124 EN ISO 14644 Clean Rooms and
Related Controlled Environments
11. EN 12237:2003
12. 2010/63/EU numbered EU Directive on
protection of animals used for scientific purposes,
and
13. EU Commission Recommendation on guidelines
for the accommodation and care of animals used
for experimental and other scientific purposes
- Certification and Accreditation:
1. As it is detailed in Section 2.3.2, ABSL2 and
ABSL3 labs will be certified by a third party . As an initial
phase, CC is obliged to conduct the biosafety certification
with a team composing of Project Manager, Construction
Site Manager, Quality Manager, Field Architectural
Coordinator, Field Mechanical Engineer, Field Electrical
Engineer, Commissioning Coordinator, Document
Manager, Occupational Health&Safety and Security
Coordinator, and Bio Safety Expert. They are defined as
“Key Personnel” and minimum criteria for mentioned
team members are given in Annex 1. The Facility
Certification Specialist as a third party will be contracted
directly by MoH, to undetake the accreditation and
certificaiton, as described below.
2. Accreditation and certification process will be
conducted in line with “the survey” defined in the WHO
Laboratory Biosafety Manual. The surveys are given in
Table 6 (for BSL2) and Table 7 (for BSL3) in the Manual
that will be used for the accreditation audit. Findings of
the audit, survey or inspection should be discussed with
laboratory personnel and management. Within the
laboratory, an individual should be identified and made
responsible for ensuring that corrective actions are taken
for all deficiencies identified during the audit process.
Certification of the laboratory should not be completed,
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and the laboratory should not be declared functional, until
deficiencies have been adequately addressed.
Main Steps of Accreditation Process are:

Preparation of SOP

1. Architectural
and
engineering
plans,
commissioning testing documents and equipment
validations and verifications for BSL-2 and 3 facilities
will be reviewed and approved in advance by Contractor’s
EHS Environmental Health & Safety Expert and Bio
Safety Expert to ensure that they in compliance with the
CDC/NIH’s Biosafety in Microbiological and Biomedical
Laboratories (BMBL) 5th edition requirements. (See
Annex 3 for Key Personnel Requirements)
2. Facility Certification Specialist will successfully
complete the accreditation process in line with WHO
Laboratory Biosecurity Guidance and CEN/CWA 15793
Laboratory Bio risk Management Standard and CWA
16393:2012 which is the “Guidelines for the
implementation of CWA 15793:2008”.
3. After completion of installation and refurbishment
activities, validation tests will be conducted by an
independent third-party. Validation test will include seal
test for HEPA filters, determination of clean room
classification, air alterations, pressures of rooms,
temperature and moisture of rooms and sound pressure
level of rooms.
- Preparation of SOP for BSL2 and 3 labs are not
prerequisite according to Turkish legislations; however,
two labs in Istanbul will be designed, installed and
accredited in accordance with the international
standards listed above where SOP is defined as a
prerequisite:
- Issues to be determined in SOP are:
1. Assignment of Responsible units such as
Environmental Health and Safety Office, BioSecurity Committee, Laboratory Facility

- IDEA Project Pre-project
Included in
Management and
planning
refurbishment
costs
- CC
stages
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-

Manager, Principal Investigators and Research
Associates.
2. Medical Surveillance Program
3. Facility Audits
4. Procedures for Operation including entrance to
the labs, training of the personnel, materials and
equipment, Personal Protective Equipment (PPE)
and entrance-exit protocols,
5. Emergency Plan such as liquid material spill,
faults in air-conditioning control and fireevacuation process,
6. Quality Assurance Program of Autoclaving for
De-contamination including validation of
autoclave, autoclave containers, autoclave
process.
SOPs will be reviewed and approved by the WB.
Two labs shall not be opened without approved SOPs
and accrediation acquired.

All personnel who will have access to the labs will be
Training of Personnel trained and certified accordingly, which will improve the
skills of local staff in line with international standards.

- IDEA Project
Management Refurbishme
nt stage
- CC

Included in
planning
costs

- IDEA Project
Management Refurbishme
nt stage
- CC

Budget
included in
project cost

Negative

Impact
of
improper
construction and
demolition waste
management

- There will not be any major demolition activities other
than minor demolishing of some sections/walls and for
infrastructure installations. Limited amount of
construction waste generated from the refurbishment
works shall be transferred to the disposal areas allocated
by the Istanbul Metropolitan Municipality for this
purpose, with licensed trucks as per the legislative
requirements.
-
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- Orientation would be provided to all workers on safe
work practices and guidelines and ensure that they
adhere to them.
- Training on incidences handling and prevention would
be provided to workers. This would involve proper
handling of electricity, water etc. and orientation on
various modes of escape, conduct and responsibility
during such incidences. All workers must fully be aware
for potential emergency.
- Regular drills would constantly follow on various
possible incidences. This will test the response of the
involved stakeholders. Such drills will keep them alert
and they will become more responsive to in the case of
Impacts
from
incidences.
physical hazards
- Use of signage to warn staff and/or visitors that are not
involved in refurbishment activities of dangerous
places.

- IDEA Project
Management Refurbishme
nt stage
- CC

Budget
included in
project cost

- Safety supervision of works would be done regularly to
ensure that safety conditions are met while any
deviation from safety regulations is immediately
reclaimed following the best practices regarding safety
at work equipment.
- Develop evacuation procedures to handle emergency
situations.
- Provide appropriate personnel protective equipment
(PPE) to all workers.
- All electrical installations and equipment would be
inspected
and
tested
regularly,
including
Impact from Electrical
earthling/grounding
systems.
and
Explosive
Hazards
- Specialized refrigerators would be used when storing
chemicals that have explosion potential.

- IDEA Project
Management
- CC

Refurbishm
ent stage

Budget
included
in project
cost
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- If refurbishment or renovation works are carried out in
operational public buildings and access to these
building is directed to other entrances of the buildings
thereof, then necessary structures will be
formed/installed considering universal access practices.
- Since the IDEA lab is next to Mehmet Akif Hospital, if
access roads and pedestrian pavements of hospital are
impacted by refurbishment works then alternative
routes will be formed for temporary impact in line with
hospital management’s guidance.

Direct or indirect
- In compliance with national regulations the Contractor
hazards to public
will ensure that the site is properly secured and
traffic
and
construction/refurbishment related traffic regulated.
pedestrians
by
This includes but is not limited to:
refurbishment
activities
o Signposting, warning signs, barriers and traffic
diversions: site will be clearly visible, and the
public warned of all potential hazards
o

Traffic management system and staff training,
especially for site access and near-site heavy traffic

o

Provision of safe passages and crossings for
pedestrians where construction traffic interferes

o

Adjustment of working hours to local traffic
patterns, e.g. avoiding major transport activities
during rush hours or times of livestock movement

- IDEA Project
Management
- CC

Refurbishm
ent stage

Budget
included
in project
cost

Refurbishm
ent stage

Budget
included
in project
cost

- Appropriate dust suppression methods will be applied
as necessary.
Impact on Air quality

- The surrounding environment (sidewalks, roads) shall
be kept free of debris to minimize dust.

- IDEA Project
Management

- Ensure good housekeeping and clean construction
operations where, among other necessary actions, dust
would be quickly swept off cement floors and collected
in covered containers.

- CC
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- There will be no excessive idling of construction
vehicles/equipment at sites.
- There will be no open burning of construction/waste
material at the site.
- Noise during refurbishment works will be limited to
restricted times identified in the relevant legislation.
- During operations, the engine covers of generators, air
Impact of noise and
compressors and other powered mechanical equipment
vibrations
shall be closed, and equipment placed as far away from
sensitive areas as possible.

- IDEA Project
Management
- CC

Refurbishm
ent stage

Budget
included
in project
cost

Refurbishm
ent stage

Budget
included
in project
cost

Refurbishm
ent stage

Budget
included
in project
cost

- Impacts related to noise and vibration will be controlled
in line with the relevant standards.

Wastewater

- Wastewater generated at the site will be connected to
the sewerage system, if possible and approved by local
authorities. If this is not possible, it will be deposited in
septic tank that will be impervious, in accordance with
“Regulation on Pit Opening Where Sewer System
Construction is not Applicable” being published in
Official Gazette No.13783 dated 19.03.1971.
Wastewater collected in the tank will be removed
periodically by sewage trucks, and disposal will be
provided within the scope of the protocol to be made
with the municipality that has a wastewater
infrastructure system.

- IDEA Project
Management
- CC

- Site/construction vehicles and machinery will be
washed only in designated areas.

Waste Management

- Wastes to be generated will be managed in accordance
with the waste management hierarchy (prevent, reduce,
reuse, recycle, energy recovery, disposal).
- Waste collection and disposal pathways and sites will
be identified for all major waste types expected from all
activities.

- IDEA Project
Management
- CC
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- All kinds of solid waste will be collected and disposed
properly in accordance with environmental legislation.
- The records of waste disposal will be maintained as
proof for proper management as designed.
- Whenever feasible the Contractor will reuse and recycle
appropriate and viable materials (except asbestos).
- There will not be any onsite waste management
facilities such as incinerator and wastewater treatments
works.
- Only segregated wastes (i.e. hazardous / non-hazardous,
recyclable / non-recyclable) will be temporarily stored
in designated storage area that will meet the standards
set by the relevant legislation before final disposal
outside the site.
- Waste recycling, transport and disposal will be carried
out by means of licensed companies and/or related
municipalities.
- E-wastes to be generated will be collected separately
and delivered to relevant collection center(s) in
accordance with Regulation on the Control of Waste
Electrical and Electronic Equipment (Official Gazette
date: May 22, 2012, No: 28300).
- Wastes will not be given to informal collectors.
- Personal hygiene material/equipment wastes (such as
single use masks, gloves) will be collected, temporary
stored, transported and delivered to waste processing
facilities in accordance with the Circular 2020/12 of
MoEUCC on COVID-19 Measures in the Management
of Personal Hygiene Equipment Wastes.
Labor Issues

- Consider ways to minimize/control movement in and
out of construction/refurbishment site.

- IDEA Project
Management

Refurbishm
ent stage

Budget
included

110

- If workers are accommodated on site require them to
minimize contact with people outside the
construction/refurbishment site or prohibit them from
leaving the site for the duration of their contract.

- CC

in project
cost

- Implement procedures to confirm workers are fit for
work before they start work, paying special to workers
with underlying health issues or who may be otherwise
at risk.
- Check and record temperatures of workers and other
people entering the site or require self-reporting prior to
or on entering.
- Provide daily briefings to workers prior to commencing
work, focusing on COVID-19 specific considerations
including cough etiquette, hand hygiene and distancing
measures.
- Require workers to self-monitor for possible symptoms
(fever, cough) and to report to their supervisor if they
have symptoms or are feeling unwell.
- Prevent a worker from an affected area or who has been
in contact with an infected person from entering the site
for 14 days.
- Preventing a sick worker from entering the site,
referring them to local health facilities if necessary or
requiring them to isolate at home for 14 days.
- Prepare code of conduct that will be shared with project
workers during employment.
- Contact details of worker’s grievance mechanism will
be provided.
Occupational Health - All activities will be implemented in line with both the
Law on Occupational Health and Safety (Official
and Safety
Gazette No.28339, dated June 30, 2012) and its relevant

- IDEA Project
Management
- CC

Refurbishm
ent stage

Budget
included

111

regulations, and also the World Bank Group’s EHS
Guidelines.

in project
cost

- The Contractor formally agrees that all work will be
carried out in a safe and disciplined manner and is
designed to minimize risks on neighboring residents and
environment.
- The Contractor will ensure a safe working environment
for the workers and supply appropriate personal
protective equipment (PPE) in line with international
best practice and Turkish Legislation including the
health and safety measures related to COVID-19
provided by the Ministry of Health and Ministry of
Labor and Social Security (always hardhats, as needed
masks and safety glasses, harnesses and safety boots,
etc.)
- The Contractor will assign personnel with relevant
certification and experience in charge of occupational
health and safety.
- Before the refurbishment works start, a Risk
Assessment study will be implemented for all works to
be carried out. Relevant procedures and plans (including
"Emergency Plans") will be put in place. Both the Risk
assessment and Emergency Response Plans will take
into consider the COVID-19 risks and other
communicable disease risks, as relevant.
- Appropriate signposting of the sites will be provided
and then workers will be informed of key rules and
regulations to follow.
- Occupational Health and Safety (OHS) trainings and
toolbox talks will be provided to the employees
including the code of conduct indicating the possible
risks regarding the work site and works to be carried out.
These will include regular trainings to workers on
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COVID-19 symptoms, how to be protected and what to
do when symptoms appear.
- Both trainings and incidents (fatalities, lost time
incidents, any significant events including spills, fire,
outbreak of pandemic or communicable diseases, social
unrest, etc.) will be recorded.
- Guidance, directives and recommendations of Ministry
of Health, Ministry of Labor and Social Security , and
World Health Organization shall be followed and all
relevant necessary measures shall be taken, both for
occupational health and safety of employees and for
workplaces, in case of an outbreak of any other
pandemic/communicable disease including COVID-19.
- The Contractor will notify MoH in 3 business days in
case of any significant event occurs. MoH will notify
the World Bank about any significant incident
(accidents, spills, fatalities, etc.) as soon as it is
informed (not later than 3 business days) and will send
an incident investigation report together with the
corrective action plan in 30 business days to the World
Bank.
- If asbestos is located on the site, it will be marked
clearly as hazardous material.
- When possible, the asbestos will be appropriately
contained and sealed to minimize exposure.
Asbestos
management

- The asbestos prior to removal (if removal is necessary)
will be treated with a wetting agent to minimize asbestos
dust.

- IDEA Project
Management
- CC

Refurbishm
ent stage

Budget
included
in project
cost

- Asbestos will be handled and disposed by skilled and
experienced professionals.
- If asbestos material is stored temporarily, the wastes
should be securely enclosed inside closed containments
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and marked appropriately. Security measures will be
taken against unauthorized removal from the site.
- The removed asbestos will not be reused and will be
disposed in a licensed facility in compliance with the
national legislation.
- Temporarily storage on site of all hazardous or toxic
substances will be in safe containers labeled with details
of composition, properties and handling information.
- The containers of hazardous substances shall be placed
in a leak-proof container to prevent spillage and
leaching.
Toxic / hazardous
- The wastes shall be transported by specially licensed
waste management
carriers and disposed in a licensed facility.

- IDEA Project
Management
- CC

Refurbishm
ent stage

- Paints with toxic ingredients or solvents or lead-based
paints will not be used.

Budget
included
in project
cost

- Waste/used fluorescence lamps generated during
renovation and construction will be disposed in a
licensed facility.

- Organization of emergency areas
Emergency
Preparedness
Response

- Communication systems
and

- Emergency response procedures
- Training and updating
- Checklists (role and action list and equipment checklist)

- IDEA Project
Management Refurbishme
nt stage
- CC

Budget
included
in project
cost

- Business Continuity and Contingency
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OPERATION PHASE
Positive
Improved research
activities both for
COVID-19 and
other
future
outbreaks

- Establishment of BSL3 laboratory would be matched
with commensurate staffing with laboratory/
biomedical engineering personnel adequately trained in
use of newly installed equipment

Generation
of additional
permanent
employment

- Operation of the BSL 3 laboratory facility will create
additional permanent technical and non-technical job
opportunities for laboratory, biomedical engineering
professionals and other supportive personnel.

- IDEA Project
Management

During
Operation
Phase

Included
in
operation
costs

- IDEA Project
Management

During
Operation
Phase

Included
in
operation
costs

Negative
- All workers will be provided with appropriate PPE
against exposure to infectious pathogens, hazardous
chemicals in accordance with recognized international
safety standards and guidelines.
- Orientation for all staff will be given on safe work
practices and guidelines and ensure that they adhere to
it.
Impacts
from - Training will be conducted on incident handling and
prevent manage. This will involve proper handling of
physical hazards
electricity, water etc. and sensitization on various modes
of escape, conduct and responsibility during such
incidences.

- IDEA Project
Management

During
Operation
Phase

Included
in
operation
costs

- Regular drills would constantly follow on various
possible incidences. This will test the response of the
involved stakeholders. Such drills will keep them alert
and they will become more responsive to in the case of
incidences.
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- Develop evacuation procedures to handle emergency
situations.

Impact from
Electrical and
Explosive
Hazards

- All electrical installations and equipment will be
inspected
and
tested
regularly,
including
earthling/grounding systems.
- Circuit-breakers and earth-fault-interrupters will be
installed
- All laboratory electrical
earthed/grounded,

equipment

will

be

- IDEA Project
Management

During
Operation
phase

Budget
included
the
construct
ion

- IDEA Project
Management

During
Operation
phase

Included
in
the
operation
costs

- Disconnect equipment attached to high-voltage or highamperage power sources.
- Only small amounts of chemicals necessary for daily
use will be stored in the laboratory.
- Replacement of the hazardous substance with a less
hazardous substitute
- Implementation of engineering and administrative
control measures to avoid or minimize the level of
exposure below internationally established or
recognized limits
- Where corrosive, oxidizing, or reactive chemicals are
Impact
from
used, handled, or stored, qualified first-aid will always
Chemical Hazard
be ensured. Appropriately equipped first-aid stations
will be easily accessible throughout the place of work,
and eye-wash stations and/or emergency showers will
be provided close to all workstations where the
recommended first-aid response is immediate flushing
with water
- Material Safety Data Sheets (MSDS) or equivalent. Any
means of written communication will be in an easily
understood language and be readily available to exposed
workers and first-aid personnel
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- Training workers in the use of the available information
(such as MSDSs), safe work practices, and appropriate
use of PPE
- Personnel working in BSL3 lab, will be trained on
sample and waste handling, transportation, and storage
as well as management of biosafety risks
- Equipment will
periodically
Impact of escaping
of Infectious Agents
from BSL3

be

maintained

and

calibrated

- BSCs HEPA filters will be tested annually and replaced
as necessary.
- Effective vaccines or therapeutic measures will be
available for all risk groups

- IDEA Project
Management

During
Operation
phase

Included
in
operation
costs

- All material will be sterilized by autoclave or chemical
disinfection
- BSL3 lab will be locked always, and access restricted
for non-authorized personnel
- All agents will be contained within the laboratory and
biosecurity system would be in place.
- Implement the facility containment devices, and
administrative controls
Potential
Occupational
Health and safety
impacts
associated with
BSL3 Laboratory
operation

- Good Microbiological Practices for the Laboratory:
•

Never mouth pipette.

•

Use aseptic techniques

•

- IDEA Project During
Operation
CDC/NIH Biosafety in Microbiological and
Management
phase
Biomedical Laboratories (BMBL) recommends
that laboratory workers protect their street
clothing from contamination by wearing
appropriate garments (egg, gloves and shoe
covers or lab shoes) when working in Biosafety
Level-2 (BSL-2) laboratories. In BSL-3
laboratories the use of street clothing and street

Included
in
operation
costs
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shoes is discouraged; a change of clothes and
shoe covers or shoes dedicated for use in the lab
is preferred.
•

Needles and syringes or other sharp instruments
should be restricted in laboratories where
infectious agents are handled.

•

Handle infectious materials as determined by a
risk assessment

•

Ensure engineering controls (e.g., BSC's,
eyewash units, sinks, and safety showers) are
functional and properly maintained and
inspected.

•

Never leave materials or contaminated labware
open to the environment outside the BSC

•

Doors of all laboratories handling infectious
agents and materials must be posted with the
Universal Biohazard symbol, a list of the
infectious agent(s) in use, entry requirements
(e.g., PPE) and emergency contact information.

•

Avoid the use of aerosol-generating procedures
when working with infectious materials.

•

Use disinfectant traps and in-line filters on
vacuum lines to protect vacuum lines from
potential contamination

•

Clean laboratory work surfaces with an approved
disinfectant after working with infectious
materials.

-

Never allow contaminated, infectious waste
materials to leave the laboratory or to be put in
the sanitary sewer without being decontaminated
or sterilized.
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- Use Personal Protective Equipment during performing
activities in Laboratories
- Use laboratory Secondary Barriers for BSL 3 laboratory
-

Check HEPA filters periodically

- Replacement of the hazardous substance with a less
hazardous substitute
- Implementation of engineering and administrative
control measures
- Appropriately first-aid stations would be easily
accessible to all workstations
- Keeping the number of employees exposed, or likely to
become exposed, to a minimum
- Communicating chemical hazards to workers through
labelling and marking
Potential impact
during
the
operation
of
BSL2 and BSL 3
labs

- Material Safety Data Sheets (MSDS), would will be in
an easily understood language and be readily available
- Training workers in the use of MSDSs, safe work
practices, and appropriate use of PPE

- IDEA Project During
Management
Operation
phase

Included in
operation
costs

- Store chemicals in a well-ventilated area; however, do
not store chemicals in a fume hood.
- Maintain an inventory of all chemicals in storage.
- Return chemical containers to their proper storage
location after use.
- Store glass chemical containers so that they are unlikely
to be broken.
- Store all hazardous chemicals below eye level.
- Never store hazardous chemicals in a public area or
corridor.
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- Separate acids from bases. Store these chemicals near
floor level.
- Isolate perchloric acid from organic materials. Do not
store perchloric acid on a wooden shelf.
- Separate highly toxic chemicals and carcinogens from
all other chemicals. This storage location should have a
warning label and should be locked.
- Separate acids from flammables.
- Not keep peroxide-forming chemicals longer than
twelve months.
- Not allow picric acid to dry out.
- If flammables need to be chilled, store them in a
laboratory-safe refrigerator, not in a standard
refrigerator.
- Flammables would be stored in a flammable storage
cabinet.
- Store reactive materials separate from corrosives or
flammables.
- Store Nitric acid (reactive and corrosive) separately
from other acids and flammables.
- Storage location would clearly indicate which
group/code is stored in that location. Each shelf or
cabinet should indicate the color.
- Groups would always be separated by a vertical divider
not horizontal divider.
- Each chemical container would be clearly labelled by its
storage color.
Impact
outbreak

of

fire

- Fire extinguishers would be available in accessible
area and ensure that all fire-fighting equipment is
regularly maintained and serviced.

During
- IDEA Project Operation
Management
Phase

Included in
operation
costs
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- Fire emergency telephone numbers would be
displayed in communal areas.
- Automatic fire alarm system for the entire laboratory
will be installed.
- Fire suppression for the BSL3 facility would be
provided by a standard wet-pipe fire sprinkler system.
- Fire hazard signs such as ‘No Smoking’ signs will
be provided.
- Directions to exit in case of any fire incidence
and emergency contact numbers will be
provided.
- The contact/emergency numbers will be displayed
within the laboratory.
- All staff will have training in fire control through
regular firefighting drills.
- Only small amounts of chemicals necessary for daily
use would be stored in the laboratory.
- Replacement of the hazardous substance with a less
hazardous substitute
- Implementation of engineering and administrative
control measures
Chemical Hazard in - Appropriately equipped first-aid stations would be
the BSL3 lab
easily accessible throughout the laboratory workstations

During
- IDEA Project
Operation
Management Phase

Included in
operation
costs

- Communicating chemical hazards to workers through
labelling and marking according to national and
internationally recognized requirements and standards,
- Material Safety Data Sheets (MSDS) would be in an
easily understood language and be readily available to
laboratory personnel
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- Training workers in the use of the MSDSs, safe work
practices, and appropriate use of PPE
- All electrical installations and equipment are inspected

and tested regularly.
- Circuit-breakers and earth-fault-interrupters would be

Electrical and
Explosive
Hazards in the
BSL3 lab

installed in appropriate laboratory electrical circuits.
- All

laboratory electrical equipment would be
earthed/grounded, preferably through three-prong
plugs.

- IDEA Project
Management

During
Operation
phase

Included
in
operation
costs

- IDEA Project
Management

During
Operation
phase

Included
in
operation
costs

During

Included
in
operation
costs

- All laboratory electrical equipment and wiring would

conform to national electrical safety standards and
codes

Ergonomic
Hazards in
BSL3 lab

- Training of workers in lifting and materials handling
techniques during operation
the

Noise and Vibration

Misuse and/or theft
Agents
and
laboratory
equipment/supplies
in the BSL2 and
BSL3 labs

- Planning work site layout to minimize the need for
manual transfer of heavy loads
- Selecting tools and designing work stations that reduce
force requirements and holding times
- All generators and laboratory equipment will be
insulated or placed in enclosures to minimize disrupting
ambient noise levels.

- IDEA Project
Management

Operation
phase

- Strict Biosecurity measures would be implemented to
limit access to facilities, research materials and
information.
- Continue the use of digital inventory system for both the
microorganisms and equipment.
- Develop measures to protect against the insider threat
(employees, staff, or contractors), or outsider threat
(outsiders who intend to gain access to do harm) and any
natural or manmade events that could cause a release.

- IDEA Project
Management

During
Operation
Phase

Included
in
operation
costs
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- Establish system for physical security, personnel
security, material control & accountability, and
information security
- All staff will have training in laboratory security and
biosecurity.
- All BSL3 labs, BSL2 labs would be lock always and
non-authorized personnel forbidden to enter the
facilities without permission.
- Conduct continued sensitization and awareness rising to
IDEA staff on prevention of GBV.
Gender
Based
Violence Impacts
- Strengthen the Gender and women office of IDEA to
address GBV cases when it occurs.

- IDEA Project
Management

During
Operation
Phase

Included
in
operation
costs

- IDEA Project
Management

During
Operation
Phase

Included
in
operation
costs

- Develop and implement a waste management plan for
ABSL 2 and ABSL3 labs.
- Initial packaging and storage would take place where
health care waste (HCW) is generated.
- Storage of waste will then be moved to a temporary onsite storage location
Impact
due
to - Non-risk HCW would always be stored in a separate
location from the infectious/ hazardous HCW in order
Improper
Waste
to avoid cross-contamination.
Management
- Strengthen the internal waste management system
(collection, storage and disposal) of the IDEA and equip
it with additional facilities to allow for segregated
collection at source.
- All sharps used in the BSL3 will be autoclaved.
- Sharps would be placed in rigid, puncture-resistant
containers made of metal or cardboard.
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- Liquid infectious wastes would be placed in capped or
tightly stopped bottles or flasks; large quantities may be
placed in containment tanks.
- Solid or semisolid wastes would be placed in tearresistant plastic bags judged by their thickness or
durability.
- Solid waste generated in the BSL-3 laboratory would
leave the laboratories only after decontamination using
the laboratory’s autoclave.
- Liquid Waste discharged from laboratory would be
treated chemically prior to being released to the waste
tank. Water quality in the tank will be measured once a
week and all data will be recorded.
- Provide appropriate waste bins (color coded) for the
different types of waste generated in the BSL3 to allow
segregation and collection at the point of generation.
- Laboratory staff and all other staff involved in waste
handling would be trained on the waste handling
treatment, and disposal techniques.
- Fumigation of the laboratory by disinfectant gases
would be conducted according to WHO laboratory
manual.
- Regular visual inspection of all waste storage collection
and storage areas for evidence of accidental releases and
to verify that wastes are properly labelled and stored.
- Regular audits of waste segregation and collection
practices.
- Tracking of waste generation trends by type and amount
of waste generated, preferably by facility departments.
- Keeping manifests or other records that document the
amount of waste generated and its destination.
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- Develop and implement a waste management plan for
IDEA in general and for the proposed labs
- Initial packaging and storage would take place where
HCW is generated.
- Storage of waste will then be moved to a temporary onsite storage location
- Non-risk HCW would always be stored in a separate
location from the infectious/ hazardous HCW in order
to avoid cross-contamination.

Impact associated
with
collection/
handling
and
storage of waste at
BSL3 Lab complex
building

- Strengthen the internal waste management system
(collection, storage and disposal) of the IDEA and equip
it with additional facilities to allow for segregated
collection at source.
- All sharps used in the BSL3 would be autoclaved.
- Sharps would be placed in rigid, puncture-resistant
containers made of metal or cardboard.Liquid infectious
wastes would be placed in capped or tightly stopped
bottles or flasks; large quantities may be placed in
containment tanks.

- IDEA Project
Management

During
Operation
Phase

Included
in
operation
costs

- Solid or semisolid wastes would be placed in tearresistant plastic bags judged by their thickness or
durability.
- Solid waste generated in the BSL3 laboratory would
leave the laboratories only after decontamination using
laboratory’s autoclave.
- Liquid Waste discharged from laboratory would be
treated chemically prior to being released to the waste
tank.
- Laboratory staff and all other staff involved in waste
handling would be trained on the waste handling
treatment, and disposal techniques.
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- Fumigation of the laboratory by disinfectant gases
would be conducted according to WHO laboratory
manual.
- Regular visual inspection of all waste storage collection
and storage areas for evidence of accidental releases and
to verify that wastes are properly labelled and stored.
- Regular audits of waste segregation and collection
practices.
- Tracking of waste generation trends by type and amount
of waste generated, preferably by facility departments.
- Keeping manifests or other records that document the
amount of waste generated and its destination.
- Set routes would be used to prevent exposure to staff
and patients
- All waste bags would in-place and intact at the end of
transportation
- Carts, trolley, or containers used for the transportation
of infectious waste would not be used for the
transportation of any other material
Risks associated with - A trolley, bin, or wheelbarrow will be used for
waste transportation
transporting safety boxes and bins.
within IDEA labs
- Waste that has the potential to leak will be double
bagged

- IDEA Project
Management

During
Operation
Phase

Included
in
operation
costs

- Waste bags would be placed in containers (e.g.
cardboard boxes or wheeled, rigid, lidded plastic or
galvanized bins), before being placed directly into the
transportation vehicle
- The collected waste will not be left even temporarily
anywhere other than at the designated storage room.
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- Containers would be covered with lids during storage
and transport.
- Regular transport routes and collection times would be
fixed and reliable.
- Transport staff would wear adequate personal protective
equipment (PPE)
- Education and training would be provided to all waste
transport workers
- A bulky and heavy waste would be transported by using
wheeled trolleys or carts that are not used for any other
purpose.
- Waste, especially hazardous waste, would never be
transported by hand due to the risk of accident or injury
from infectious material
- The vehicles would be thoroughly cleaned and
disinfected daily as per a written protocol.
- Collection would start from the most hygienically
sensitive laboratory area
- IDEA would follow applicable national regulations and
internationally accepted standards for packaging,
labelling, and transport of hazardous materials and
wastes
Risk associated with
off-site transport of
waste

- All waste containers designated for off-site transport
would be secured and labelled with the contents and
associated hazards, be properly loaded on the transport
vehicles before leaving the site, and be accompanied by
a transport paper (i.e., manifest) that describes the load
and its associated hazards

- IDEA Project
Management
- Istanbul
Metropolitan
Municipality

During
Operation
Phase

Included
in
operation
costs

- IDEA would use tanks and containers specially
designed and manufactured to incorporate features
appropriate for the wastes they are intended to carry
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- The waste would be placed in rigid, leak-proof
containers before being loaded.
- Containers would be covered with lids during
transportation.
- The vehicles shall carry adequate supplies of plastic
bags, protective clothing, cleaning tools, and
disinfectants to clean and disinfect in case of any spills.
- Records must be kept documenting all transport of
medical waste
- For BLS2 and BSL3 labs in IDEA, both national and
international laws and regulations will be followed for
experimental animal welfare which are:
1. Turkish Regulation on “Welfare and Protection of
Risk of Mistreatment Animals Used for Experimental and Other Scientific
of
Experimental Purposes” numbered 28141 and dated 13/12/2011,
Animals
2. EU Council Directive numbered 2010/63/EU on
protection of animals used for scientific purposes, and

- IDEA Project
Management

During
Operation
Phase

Included
in
operation
costs

3. EU Commission Recommendation on guidelines for
the accommodation and care of animals used for
experimental and other scientific purposes
- Organization of emergency areas
- Communication systems
Emergency
Preparedness
Response

and

- Emergency response procedures
- Training and updating

During
- IDEA Project Operation
Management Phase

Included in
operation
costs

- IDEA Project During
Management Operation
Phase

Included in
operation
costs

- Checklists (role and action list and equipment checklist)
- Business Continuity and Contingency
Sub-management
Plans

Following sub-management plans shall be prepared and
put in place before the commencement of the two labs:
- SOPs
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- Chemical Management Plan
- Hospital Waste Management Plan
- Emergency Response Plan
- OHS Management Plan
- Animal Welfare Management Plan/Code of Ethics
6. Monitoring Plan
The monitoring plan for the refurbishment and operation stages of BSL2 and BSL3 laboratories is provided in Table 5.
Table 7: Environmental and Social Monitoring Plan
What

Where

How

When

Why

Cost

Who

(Is the parameter (Is the parameter (Is the parameter (Define
the (Is the parameter (if not included in (Is
responsible
to
be to
be to
be frequency / or being
project budget)
for monitoring?)
monitored?)
monitored?)
monitored?)
continuous?)
monitored?)
Refurbishment Stage
Refurbishment
site

Site inspection

Daily

To
be Included in project Refurbishment
incompliance with budget
Contractor
national
legislation
and
WB OPs

and Refurbishment
site

Site inspection

Daily

Noise
measurements

Upon complaint

To
be Included in project Refurbishment
incompliance with budget
Contractor
national
legislation
and
WB OPs

Wastewater

Refurbishment
site

Site inspection

Daily

To
be Included in project Refurbishment
incompliance with budget
Contractor
national
legislation
and
WB OPs

Waste
Management

Refurbishment
site

Site inspection

Daily

To
be Included in project Refurbishment
incompliance with budget
Contractor

Air Quality

Noise
Vibration
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Waste records

Labor Issues

OHS

Weekly

Refurbishment
site

Site inspection

Daily

Records

Weekly

Refurbishment
site

Site inspection

Daily

OHS Records

Weekly

national
legislation
WB OPs

and

To
be Included in project Refurbishment
incompliance with budget
Contractor
national
legislation
and
WB OPs
To
be Included in project Refurbishment
incompliance with budget
Contractor
national
legislation
and
WB OPs

Operation Stage
Environmental
pollution

BSL 2 and
Laboratories

3 Visual
observations;

Monthly

To
be
in Operation costs of MoH
compliance with the labs
Istanbul
national
environmental and
regulations
and
sanitary
WB EHSGs
authorities

Weekly

To
be
in Operation costs of IDEA
compliance with the labs
national
regulations
and
WB EHSGs

Weekly

To
be
compliance
national

Records on waste
management and
disposal;
Records
wastewater
discharges
Medical wastes

BSL 2 and
Laboratories

on

3 Visual
observations;
Records
on
medical
waste
management and
training;

Medical
waste BSL 2 and
temporary storage laboratories

3 Visual
observations;

in Operation costs of IDEA
with the labs
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Medical
waste BSL 2 and 3 labs
transportation to
offsite
disposal
facility
OHS risks

BSL 2 and
laboratories

Labour
and Survey at
working condition workplaces

Labor issues

BSL 2 and 3

Handling
of BSL 2 and 3
specimen,
samples, reagents,
pharmaceuticals,
infectious
materials
and
medical supplies

Records
on
medical
waste
management and
training;

regulations
WB EHSGs

Records
on Weekly
medical
waste
transportation to
the offsite disposal
facility

To
be
in Operation costs of IDEA
compliance with the labs
national
regulations
and
WB EHSGs

3 BSL 2
records

and

3 Quarterly

the Visual
Continuous
observations;
Checking out the
OHS procedures
GRM records

Monthly

Visual
Weekly
observations and
lab records

and

To
be
in Operation costs of IDEA
compliance with the labs
national
regulations
and
WB EHSGs
To
be
in Included in the IDEA
compliance with labs’
operation
national
costs
regulations
and
WB EHSGs
To
be
in Operation costs of IDEA
compliance with the labs
national
regulations
and
WB EHSGs
To
be
in Operation costs of IDEA
compliance with labs
national
and
respective
international
regulations
and
WB EHSGs
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Storage
of BSL 2 and
specimen,
storage spaces
samples, reagents,
pharmaceuticals,
infectious
materials
and
medical supplies
Animal welfare

3 Visual
Weekly
observations and
lab records

BSL 2 and 3 labs Visual
Monthly
and facilities
observations and
lab records

Grievance Redress BSL 2 and 3 MoH records
Management
labs/IDEA/MoH

Emergency events

COVID
statistics

BSL 2 and 3 labs

19 BSL 2 and 3

BSL 2
records

BSL 2
records;

and

and

Weekly

3 Monthly

3 Daily

Emergency Action
Plans
Water used in the BSL3
labs

BSL3 records

Weekly

To
be
in Operation costs of IDEA
compliance with the labs
national
regulations
and
WB EHSGs

To
be
in
compliance with
national
and
respective
international
regulations

IDEA

To
be
compliance
national
regulations
WB OPs

in Operation costs of IDEA
with the labs

To
be
compliance
national
regulations
WB OPs

in Operation costs of IDEA
with the labs

To
be
compliance
national
regulations
WB OPs

in Operation costs of IDEA
with the labs

and

and

and

To
be
in Operation costs of IDEA
compliance with the labs
national
regulations
and
WB EHSGs
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7.

Institutional arrangements

MoH of the Republic of Turkey has prior working experience with the World Bank for more than fifteen
years through the Health System Strengthening and Support (P152799), Avian Influenza & Human
Pandemic Preparedness & Response APL 2 (P096262) and Health Transition (P074053) projects. Through
this long partnership with the Bank, the MoH has built strong in-house capacity in project operations. The
Ministry has upgraded the health care quality standards through integration of proper medical waste
management and occupational health and safety practices through establishment of relevant regulations
which are based on stringent measures managed/overseen by the MoEUCC and Ministry of Labor and Social
Security. The local governmental authorities and MoH are responsible for implementation of the Regulation
on Medical Waste Management which includes provisions based on international good practices. The MoH
also has quality standards for monitoring the performance of the healthcare facilities and audits undertaken
both internally and third parties. Health sector workplaces are classified as “highly hazardous” according to
the national OHS Law.
The Project will be implemented by the MoH through PMSU that will be supported by technical specialists
of the MoH and technical consultants. GDPH will provide assistance in technical activities in the
procurement of medical supplies and equipment for activities where necessary. The PMSU will also oversee
preparation of the consolidated annual work plan, procurement plan, and a consolidated activity and
financial report for the project components and will assist the MoH in monitoring compliance with Bank
environmental and social safeguards and fiduciary policies. The PMSU will report regularly to the Vice
Minister of Health in charge of this operation.
The existing PMSU is adequately staffed to implement the Project. It is currently staffed with 32 personnel
(15 civil servants, and 17 individual consultants). The PMSU is composed of a project director, a deputy
director, seven M&E experts, four procurement specialists and assistants, three FM specialists and assistants,
six administrative personnel, four information technology specialists, and four translators, one social and
one environmental expert. The PMSU will be supplemented with the relevant expertise (e.g. biosafety expert,
occupational health and safety expert) at least on a consultancy basis particularly for issues related with the
BSL2 and BSL3 laboratories, as appropriate.
PMSU will be primarily responsible for ensuring the environmental and social risks are mitigated at each
stage of ABSL2 and ABSL3 design, establishment and operation during the project lifecycle. The PMSU’s
responsibilities within the scope of the implementation of the ESMP will be as follows:
•

to prepare and finalize the ESMP and SEP and update those documents when/if needed

•

to perform consultation and disclosure activities regarding ESMP and SEP

•

to ensure the project level, ministerial level GRMs and appeals mechanisms are integrated into
ESMP and SEP, and disseminate GRM information to both contractor, laborers, as well as to
community members and personnel hired for operation phase.

•

to integrate this ESMP into the bidding documents

•

to provide implementation support and supervision to BSL2 and BSL3 laboratories

•

to monitor the implementation of the ESMP as per the Monitoring Plan above

•

to submit quarterly reports of ESMP implementation to the Bank

•

to conduct relevant stakeholder engagement activities including the functioning of the
grievance redress mechanism

•

to reconfirm with respective departments of MoH, that the BSL2 and BSL3 laboratories will
be designed and operated in compliance with national legislation and WHO Guidelines for
animal testing.
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The CC will prepare and provide monthly reports to the PMSU including progress on and information
related to the implementation of the ESMP, any grievances received and information on their resolution,
and any other relevant information. The contractor shall assign/hire sufficiently qualified personnel to
ensure effective implementation of the ESMP on site.
The CC will notify PMSU in 3 business days in case of any significant event occurs. MoH will notify the
World Bank about any significant incident (accidents, spills, fatalities, etc.) as soon as it is informed (not
later than 3 business days) and will send an incident investigation report together with the corrective action
plan in 30 business days to the World Bank.
The World Bank will be primarily responsible for overall review/supervision of the project development
stages and review incoming reports to see the Bank’s safeguard policies are in progress. The Bank will also:
(i) provide technical guide to the PMSU, (ii) assist the PMSU in strengthening the team, (iii) disclose E&S
instrument on the WB website, and (iv) provide prior review and approval of the ESMP.
8. Public Disclosure, Consultation and Grievance Redress Mechanism
Consistent with the requirements for stakeholder engagement and taking into account COVID-19 related
quarantine and lockdown measures, this section describes the consultation process and how project-specific
information will be disclosed in relation to this ESMF and each individual subproject. Consistent with the
SEP prepared particularly for BSL2 and BSL3 activities in Istanbul, the section describes how to achieve
communication between the PMSU and the affected communities and stakeholders.
Due to the nature of COVID-19 outbreak and its diffusion mechanism, initial consultation has been limited
to public authorities and national health experts, as well as international health organization representatives.
As per the SEP, the project will adapt to different situation and requirements, as they develop to disclose
information regarding COVID-19 and other relevant issues. Information will build on national guidance
provided by MoH on avoiding the spread of the virus and will focus specifically on risks associated with
project activities.
The preliminary strategy for public consultation and disclosure has been defined under the SEP and will be
followed throughout project implementation. A project level GRM has been established and will function
together with MoH’s existing GRM that are detailed in the SEP for BSL 2 and 3.
The virtual consultations will be planned and conducted with consideration of the following:
•

The SEP for BSL 2 and BSL 3 consists stakeholder consultation program and strategy for the
establishment and operation phase.

•

The SEP for this subproject has diversified Istanbul specific stakeholders that would have direct
interest for the subproject.

•

Ensure that all PMSU and IDEA Management articulate and express their understandings on social
behavior and good hygiene practices, and that any stakeholder engagement events be preceded with
the procedure of articulating such hygienic practices;

•

Avoid public gatherings (taking into account national restrictions), including public hearings,
workshops and community meetings, and minimize direct interaction between project agencies and
beneficiaries / affected people;

•

If smaller meetings are permitted, conduct consultations in small-group sessions, such as focus
group meetings. If not permitted, make all reasonable efforts to conduct meetings through online
channels, including Zoom/Skype meetings as appropriate;

•

Diversify means of communication and rely more on online channels and websites of Ministry of
Health and IDEA Lab. Where possible and appropriate, create dedicated online platforms and chat
groups appropriate for the purpose, based on the type and category of stakeholders;
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•

Brief information on the subproject will be shared with the headmen offices surrounding the planned
BSL laboratories.

•

In addition to online meetings and online disclosure, there will be also an opportunity for the
stakeholders to come forward and share their feedback via different channels of Ministry of Health.
The website will also include frequently asked questions and a brief presentation of the subproject
and its environmental and social risks, as well as its mitigation measures.

The draft ESMP disclosed in country on the MoH website on October 29, 2020 and an online meeting held
on November 02, 2020 with the participation of Institutions, Agencies and NGOs. Detailed information on
the meeting and stakeholder engagement activities realized are provided in Annex 5 – Stakeholder
Engagement Plan.
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Annex 1: Contractor’s Representative and Key Personnel Requirements
Item
No

Title/expertise

1

Contractor's Representative
(Project Manager)

Relevant
qualifications

academic

Mechanical,
Industrial
Engineer or Engineer or
Engineer MSc in similar area

Minimum
work
experience in the relevant
field (year)
• Minimum 15 years of
experience in project
management
• Minimum 10 years of
experience in biosafety
projects
• Experience in ABSL3/BSL-3/BSL-2
facility
construction supervision
• Experience in ABSL3/BSL-3/BSL-2
facility
construction
and
commissioning

2

Construction Site Manager

Mechanical,
Industrial
Engineer or Engineer or
Engineer MSc in similar area

• Minimum 10 years of
experience in project
management
• Minimum 10 years of
experience in biosafety
projects
• Experience in ABSL3/BSL-3/BSL-2
facility
construction supervision
• Experience in ABSL3/BSL-3/BSL-2
facility
construction
and
commissioning
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Item
No

Title/expertise

3

Quality Manager

Relevant
qualifications

academic

Chemistry,
Biology
Engineer or Engineer or
Engineer MSc in similar area

Minimum
work
experience in the relevant
field (year)
• Minimum 10 years of
experience in quality
management
• Minimum 10 years of
experience in biosafety
projects
• Experience in ABSL3/BSL-3/BSL-2
facility
construction supervision
• Experience in ABSL3/BSL-3/BSL-2
facility
construction
and
commissioning
• Minimum 10 years of
experience in automation
system validation

4

Field Architectural Coordinator

Architecture or Architecture
MSc

• Minimum 3 years of
experience in cleanroom
project
• Minimum 3 years of
experience in biosafety
projects

5

Field mechanical engineer

Mechanical Engineer or
Mechanical Engineer MSc

• Minimum 10 years of
experience in biosafety
projects
• Experience in ABSL3/BSL-3/BSL-2
facility
construction supervision
• Experience in ABSL3/BSL-3/BSL-2
facility
construction
and
commissioning
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Item
No

Title/expertise

6

Field Electrical Engineer

Relevant
qualifications

academic

Electrical
Engineer
or
Electrical Engineer MSc.

Minimum
work
experience in the relevant
field (year)
• Minimum 10 years of
experience in biosafety
projects
• Experience in ABSL3/BSL-3/BSL-2
facility
construction supervision
• Experience in ABSL3/BSL-3/BSL-2
facility
construction
and
commissioning

7

Commissioning Coordinator

Mechanical
Technician

Engineer

or

• Minimum 10 years of
experience in mechanical
system commissioning
• Minimum 5 years of
experience
in
BSL-3
projects
• Experience in biosafety
facility (ABSL-3 / BSL-3 /
BSL-2) commissioning

8

Document Manager

Mechanical Engineer
similar profession

or

• Minimum 10 years of
experience in document
management
• Minimum 5 years of
experience
in
BSL-3
projects

9

Occupational Health and Safety Associate or bachelor’s
degree on occupational
and Security Coordinator
health and safety
Class A or B Occupational
Safety Specialist
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• Minimum 10 years of
experience

Item
No

Title/expertise

10

Biosafety Expert

Relevant
qualifications

academic

Minimum
work
experience in the relevant
field (year)

• PhD in Microbiology or • Minimum 5 years of
experience as a biosecurity
Biotechnology
consultant
• Minimum 10 years of
experience at least in 3 labs
as an ABSL-3 / BSL-3 /
BSL-2 biosafety expert
• Regular participation in
biosafety conferences
• Experience in review
and approval of ABSL-3 /
BSL-3 / BSL-2 facility
designs
• Experience
in
supervising constructions
of ABSL-3 / BSL-3 / BSL2 facilities
• Experience
commissioning
Biosecurity facilities

in

• Field training experience
in biosecurity and animal
biosecurity
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Annex 2: Biosafety Level 3-Laboratory Certification Requirements
I. Evaluation of Administrative Controls and ability to facilitate Maintenance Operations to ensure
occupant safety and facility integrity
1. Review background materials that affect maintenance operations:
•

Obtain and review Commissioning Report

•

Review architectural and mechanical drawings to ensure design intent is being met

•

Review biosafety policies and procedures (SOPs) for the laboratory (facility) including training of
occupants and maintenance staff

•

Evaluate administrative and engineering procedures to determine if they meet the needs of the
program.

•

Review hazardous (infectious) waste management procedures

•

Assess laboratory accident response protocols

•

Evaluate decontamination procedures for appropriateness with respect to the protocols being
conducted or anticipated

•

Review integrated pest management program

•

Review SOPs for document retention, maintenance and lab procedures

2. Inspect and Evaluate
•

Finishes, penetrations & caulking integrity for architectural elements such as doors, around the
ceilings, lighting fixtures, electrical devices, etc. within containment to meet requirements for:
o

Clean-ability of all surfaces including furniture

o

Smoothness of all surfaces

o

Sealed seams and penetrations

o

Monolithic, slip resistant floors

o

Surface impermeability to liquids

o

Resistance of surfaces to chemical (organic solvents, acids, alkalis), disinfectants and
moderate heat

o

Gas tightness for decontamination

o

Pest management requirements

o

Non-operable windows

o

Bioseals

3. Inspect room layout, placement of equipment and equipment condition
•

Evaluate autoclave verification testing procedures; inspect logs

•

Evaluate access control and exit procedures

•

Evaluate availability of:
o

Emergency equipment

o

Emergency two way communication system
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o

System provided for electronic transfer of information to outside of containment

o

Emergency lighting

o

Working fire extinguisher

o

Availability of chemical spill kit within containment

•

Evaluate redundancy requirements for particular facility such as air handling units, exhaust fans,
decontamination system components (e.g. pumps & HEPA filters)

•

Assess location of BSL-3 labs in relation to BSL-2 support labs, offices and break rooms, elevators,
loading docks, etc. for effects on laboratory pressurization and airflow. This includes operational
condition of doors.

•

Presence of an anteroom w/ or w/o a shower
o

Storage provided for donning clean protective clothing and safety equipment (e.g. Powered
Air Purifying Respirators)

•

Hands-free sink located near exit of laboratory

•

Office location outside of containment

•

Inspect signage for proper posting

•

Biohazard sign

•

Agents used

•

Names and telephone number for lab director

•

Special requirements such as required use of PPEs, personnel access

•

Review list of all mechanical controls and their locations

•

Review start up and shut down procedures in case of emergency

4. Evaluate maintenance frequency and review maintenance logs
•

Autoclaves

•

BSC filters

•

Centrifuges

•

Door/equipment locks

•

HVAC balancing

•

HVAC belts

•

HVAC Motors/Sheaves

•

Lights

•

Plumbing

II. Validation of Engineering Controls
1. Validate that extra capacity is present on both supply and exhaust systems and quantify the estimated
spare capacity (must document how extra capacity was calculated or estimated)
2. Ensure single pass air flow
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3. Measure directional air flow, pressure relationships, air changes and record data
4. Directional air flow must be established from clean areas into contaminated areas. In the event that
multiple containment zones exist within a laboratory or laboratory suite, sequentially more negative pressure
differentials must be established so that the more contaminated spaces are maintained at a negative pressure
with respect to less contaminated areas. Pressure differentials across doorways must be measured using a
device calibrated against a primary standard. Ideally, at least -0.05 in WG (-12.5 Pa) should be maintained
from clean areas to more contaminated areas. In no case should the differential be less than -0.03 in. WG
(-7.6 Pa) when the door is closed.
5. Develop HVAC system and electrical systems failure tests consistent with laboratory design parameters.
Perform tests and record data. To verify correct operations these tests should include at a minimum:
•

Normal operations

emergency power

•

Emergency power

normal operations

•

Loss of supply fans (individual and in combination)

•

Loss of exhaust fans (individual and in combination)

•

Building automation system (BAS) maintains operational set points during all scenarios and return
to normal operations.

•

Upon reboot BAS must retain operational set points.

•

If an uninterrupted power supply (UPS) is installed, verify operation of relays

•

Provide UPS for BAS

•

Assess if UPS is operational

Ensure that laboratories are maintained at negative pressure with respect to less contaminated areas.
6.

Assess HVAC equipment condition
•

Visually inspect
o

Belts

o

Belt guards

o

Wiring

o

Duct supports and connections

o

Guide wires (if applicable)

o

Dilution air dampers (if applicable)

o

Bearings (high pitched squealing)

o

Ductwork system workmanship, damage, etc.

•

Ensure that motor operating temperatures are maintained within equipment specifications

•

Ensure that interlock between supply and exhaust is operational

•

Verify correct placement of biological safety cabinets with respect to supply and exhaust diffusers,
doors and traffic patterns.

•

Use smoke at the face of the cabinet to ensure that the air curtain is not being disrupted by supply
or exhaust diffusers placed in proximity of the cabinet(s) or opening and closing doors and traffic
patterns.
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7. Perform smoke tests to demonstrate directional airflow
•

Doors

•

Vents

•

Windows

•

Autoclave

•

Other vented areas

8. Inspect and challenge door interlock systems and automatic door closers
•

Door closers are required
o

Ensure that doors automatically close and latch

o

Interlocks required

o

Check operability

•

Open and close doors in all possible sequences

•

Ensure that delay set points are tight enough to preclude inadvertent over ride of interlock

9. Test all alarms
•

HVAC Failure Alarm

•

Availability of air flow alarms showing if the room has gone positive under normal conditions or if
door is open for greater than 20 seconds.

•

Availability of a visual indication for personnel to be aware if the room is under positive or negative
pressure prior to entering into the lab

•

Review fire alarm annual documentation

•

Review security alarm annual documentation

10. Discharge exhaust assessment (as a measure of performance)
•

Inspect rooftop landscape for re-entrainment opportunities

Min. 25 ft. from intake, 40 ft from boiler stacks and 15 ft. from plumbing stacks
•

Laboratory exhaust stacks- minimum 3m height above highest point on roof

•

Check Exhaust stack locations and discharge velocities

•

Exhaust velocity = 15-20 m/s or 3000-4000 fpm

•

Is all aerosol-producing equipment exhausted by certified HEPA filtration devices?
o

Ensure that continuous flow centrifuges or other equipment that may produce aerosols are
contained in devices that exhaust air through HEPA filters before discharge into the
laboratory

•

Ensure that discharge of local exhaust ventilation (LEV) devices is removed from air intakes to
prevent re-entrainment

•

Consider local conditions (e.g., HEPA filters on exhaust, dilution air)

11. Verification of air change rates (ACR) in containment spaces
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•

ACR is determined during design based on sensible and latent heat loads contaminants and odors
that require containment space usage

•

Measure supply and exhaust air volumes using a device calibrated annually

•

Calculate ACR; monitor trends

•

In no case should the ACR be less than 6/hr for labs and 10/hr. for animal facilities

12. Review biological safety cabinet (BSC) certification data including serial number validation
•

BSCs must be on an annual certification schedule

•

Verify that BSCs are located away from doors and vents

•

Verify that installation of BSC is correct for cabinet type.

•

Inspect HEPA filter installations

•

Review certification documentation for all exhaust HVAC HEPA installations

•

Verify that HEPA filters are on portable air vacuum systems at point of use and at the barrier

•

Visually inspect
o

Isolation valves for decon

o

Decon and challenge ports

o

Scanning access

13. Validate MEP
•

Inspect for adequate illumination

•

Verify that circuit breakers are outside of containment

•

Backflow prevention for lab water system

•

Sinks and drains properly marked

•

Availability of emergency power for critical systems

•

Availability of hands-free emergency eyewash

•

Availability of emergency shower

•

Caulking and sealing requirements for electrical devices such as conduits, boxes, lights, etc.

•

Validate provision for dedicated vacuum pump, if present

•

Inspect effluent decontamination system, if present

14. Validate autoclave availability, operations and bioseal integrity
III. Review SOPs
1. Autoclave & Decontamination
•

To decontaminate materials before removing them from the biosafety cabinet

•

If an autoclave is available near but outside the BSL-3 facility, ensure adequate decontamination
procedures in place for wet and dry biohazardous materials that leave the facility

•

Assess the travel route to nearest autoclave avoid public corridors
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•

Assess procedures for use of and disposal of PPEs

•

Assess procedures for decon of equipment that leaves the facility for repair or discontinuation of
use

•

Review storage and transport of biohazardous materials

•

Assess type of disinfectant to be used and if it is of adequate strength and type for the biohazardous
materials in use in the facility

•

Validate schedule and frequency of changing HVAC filters on vacuum lines

2. Safety SOPs
•

Identification of responsible official for BSL-3 facility

•

Certification of all personnel working within containment and process used to certify them

•

Use, storage and disposal of Personal Protective Equipment

•

Documented limited personnel access to facility

•

Procedures for maintenance to enter facility

•

Hand washing procedures are in place

•

Use of mechanical pipetting devices; NO mouth pipetting

•

Use of sharps prohibited unless absolutely required and then use should be managed by protocol

•

Procedures in place to minimize production of aerosols

•

Decontamination procedures are in place

•

Training program is in place and documentation available for training and refresher courses of all
personnel allowed in the BSL-3 facility

•

Baseline serum samples are collected as appropriate and stored for all laboratory and other at-risk
personnel

•

A biosafety manual specific to the laboratory has been prepared and adopted

•

Biosafety precautions are incorporated into standard operating procedures

•

If animals are housed under ABSL-3 conditions, all animal specific regulations and biosafety
procedures are followed

3. Occupational Health Monitoring (Policy and records of implementation), if appropriate
•

Blood/ Serum Storage

•

Vaccinations

•

High-risk (immune suppressed, pregnant, etc.) individuals

•

Health screening

•

Annual updates of Exposure Control Plan to include documentation of all locations where BSL-3
agents or materials are used or stored

4. Biohazardous Materials Use Authorization (e.g., Human Pathogen Registration, Recombinant DNA
Registration, Select Agent, etc.)
•

Current BUA
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•

Symptomology page

•

Procedures for how samples are received

•

Validate that a current Animal Subjects Committee approval is on file (if animals are used in the
facility.

IV. Requirements for the

Independent Facility Certification Specialist:

•

PhD in Microbiology or Biotechnology

•

Completed at least3 BSL3 labs certification process

•

Minimum 5 years of experience as a biosecurity consultant

•

Minimum 10 years of experience as an ABSL-3 / BSL-3 / BSL-2 facility certification specialist

•

Regular participation in biosafety conferences

•

Experience in biorisk assessment

•

Experience in review and approval of ABSL-3 / BSL-3 / BSL-2 facility designs

•

Experience in supervising constructions of ABSL-3 / BSL-3 / BSL-2 facilities

•

Experience in commissioning Biosecurity facilities

•

Field training experience in biosecurity and animal biosecurity
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Annex 3: Biosafety Level 3-Laboratory Certification Checklist
Date:

____________________________________________________

Contact:
___________________________________________________

Building:

____________________________________________________

Telephone:
_________________________________________________

Room #:

____________________________________________________

Inspector:
__________________________________________________

Initial (I):

❑

Annual
(A):

❑

I.

* Determination must be made as to requirement for initial and / or annual validation

Administrative Controls
A/I

1

NOTES

Review and Assess Background Materials
A. SOPs for document retention, maintenance and lab
procedures

❑ Yes

❑ No

❑ N/A

B. Commissioning Report

❑ Yes

❑ No

❑ N/A

C. Architectural and mechanical drawings to ensure
design intent is being met

❑ Yes

❑ No

❑ N/A

D. Biosafety policies and procedures (SOPs) for the
laboratory (facility) including training of occupants
and maintenance staff

❑ Yes

❑ No

❑ N/A

E. Hazardous (infectious) waste management procedures

❑ Yes

❑ No

❑ N/A

F. Integrated pest management program

❑ Yes

❑ No

❑ N/A

❑ Yes

❑ No

❑ N/A

❑ Yes

❑ No

❑ N/A

G. Administrative and engineering procedures
determine if they meet the needs of the program
H. Laboratory accident response protocols

to
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I.
2

Decontamination procedures for appropriateness with
respect to the protocols being conducted or anticipated

❑ Yes

❑ No

❑ N/A

Inspect, & Evaluate Architectural Features for Maintenance, Operations (Finishes,
penetrations & caulking integrity such as doors, around the ceilings, lighting fixtures,
electrical devices, etc. within containment to meet requirements for:
A. Clean-ability of all surfaces including furniture

❑ Pass

❑ Fail

❑ N/A

B. Smoothness of all surfaces

❑ Pass

❑ Fail

❑ N/A

C. Sealed seams and penetrations

❑ Pass

❑ Fail

❑ N/A

D. Monolithic, slip resistant floors

❑ Pass

❑ Fail

❑ N/A

E. Surface impermeability to liquids

❑ Pass

❑ Fail

❑ N/A

F. Resistance of surfaces to chemicals (organic solvents,
acids, alkalis,), disinfectants and moderate heat

❑ Pass

❑ Fail

❑ N/A

G. Gas tightness for decontamination

❑ Pass

❑ Fail

❑ N/A

H. Pest management requirements

❑ Pass

❑ Fail

❑ N/A

I.

Non-operable windows

❑ Pass

❑ Fail

❑ N/A

J.

Bioseals

❑ Pass

❑ Fail

❑ N/A

3

Inspection of room layout, placement of equipment and ❑ Pass
equipment condition

❑ Fail

❑ N/A

4

Autoclave verification testing procedures; inspect logs

❑ Pass

❑ Fail

❑ N/A

5

Access control and exit procedures

❑ Pass

❑ Fail

❑ N/A

6

Evaluate availability of:
A. Emergency equipment

❑ Pass

❑ Fail

❑ N/A

B. Emergency two way communication system

❑ Pass

❑ Fail

❑ N/A

C. System provided for electronic transfer of information
to outside of containment

❑ Pass

❑ Fail

❑ N/A

148

D. Emergency lighting

❑ Pass

❑ Fail

❑ N/A

E. Working fire extinguisher

❑ Pass

❑ Fail

❑ N/A

F. Chemical spill kit within containment

❑ Pass

❑ Fail

❑ N/A

7

Evaluate redundancy requirements (e.g. air handling units ❑ Pass
exhaust fans, decontamination system components)

❑ Fail

❑ N/A

8

Assess location of BSL-3 labs in relation to BSL-2 support labs, ❑ Pass
offices, break rooms, elevators, loading docks, etc. for effects
on laboratory pressurization and airflow. This includes
operational condition of doors.

❑ Fail

❑ N/A

9

Presence of an anteroom w/ or w/o a shower

❑ Yes

❑ No

❑ N/A

A. Storage provided for donning clean protective clothing
and safety equipment (e.g. PAPR)

❑ Yes

❑ No

❑ N/A

B. Hands-free sink located near exit of laboratory

❑ Yes

❑ No

❑ N/A

10

Office location outside of containment

❑ Yes

❑ No

❑ N/A

11

Inspect signage and visual documentation for proper posting:

❑ Yes

❑ No

❑ N/A

A. Biohazard sign

❑ Yes

❑ No

❑ N/A

B. List of agents used

❑ Yes

❑ No

❑ N/A

C. Names and telephone number for lab director

❑ Yes

❑ No

❑ N/A

D. Special requirements such as required use of PPEs,
personnel immunizations, etc.

❑ Yes

❑ No

❑ N/A

E. Review list of all mechanical controls and their
locations

❑ Yes

❑ No

❑ N/A

F. Review start up and shut down procedures in case of
emergency

❑ Yes

❑ No

❑ N/A

Evaluate maintenance frequency and review maintenance logs

❑ Yes

❑ No

❑ N/A

12
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A. Autoclaves

❑ Pass

❑ Fail

❑ N/A

B. BSC filters

❑ Pass

❑ Fail

❑ N/A

C. Centrifuges

❑ Pass

❑ Fail

❑ N/A

D. Door / equipment looks

❑ Pass

❑ Fail

❑ N/A

E. HVAC balancing

❑ Pass

❑ Fail

❑ N/A

F. HVAC belts

❑ Pass

❑ Fail

❑ N/A

G. HVAC Motors / Sheaves

❑ Pass

❑ Fail

❑ N/A

H. Lights

❑ Pass

❑ Fail

❑ N/A

❑ Pass

❑ Fail

❑ N/A

13

Exhaust systems and quantify the estimated spare capacity ❑ Pass
(must document how extra capacity was calculated or
estimated)

❑ Fail

❑ N/A

14

Ensure single pass air flow

❑ Pass

❑ Fail

❑ N/A

15

Measure directional air flow, pressure relationships, air changes ❑ Pass
and record data

❑ Fail

❑ N/A

16

Ensure directional air flow is established from clean areas into contaminated areas

I.

II.

Plumbing

Validation of Engineering Costs

A. If multiple containment zones exist within a laboratory
or laboratory suite, ensure that sequentially more
negative pressure differentials are established so that
the more contaminated spaces are maintained at a
negative pressure with respect to less contaminated
areas

❑ Pass

❑ Fail

❑ N/A

B. Pressure differentials across doorways must be
measured using a device calibrated against a primary
standard. Ideally, at least -0.05 in WG (-12.5 Pa)
should be maintained from clean areas to more
contaminated areas. In no case should the differential

❑ Pass

❑ Fail

❑ N/A
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be less than -0.03 in. WG (-7.6 Pa) when the door is
closed.
17

Develop HVAC system and electrical systems failure tests consistent with laboratory design
parameters. Perform tests and record data. To verify correct operations these tests should include
at a minimum:
A. Normal operations

emergency power

❑ Pass

❑ Fail

❑ N/A

B. Emergency power

normal operations

❑ Pass

❑ Fail

❑ N/A

C. Loss of supply fans (individual and in combination)

❑ Pass

❑ Fail

❑ N/A

D. Loss of exhaust fans (individual and in combination)

❑ Pass

❑ Fail

❑ N/A

18

Building automation system maintains operational set points ❑ Pass
during all scenarios and return to normal operations

❑ Fail

❑ N/A

19

Upon reboot BAS must retain operational set points

❑ Pass

❑ Fail

❑ N/A

20

If an uninterrupted power supply (UPS) is installed, verify

❑ Pass

❑ Fail

❑ N/A

21

Assess if UPS is operational

❑ Pass

❑ Fail

❑ N/A

22

Provide UPS for BAS

❑ Pass

❑ Fail

❑ N/A

23

Assess HVAC equipment condition. Visually inspect the following:
A. Belts

❑ Pass

❑ Fail

❑ N/A

B. Belt Guards

❑ Pass

❑ Fail

❑ N/A

C. Wiring

❑ Pass

❑ Fail

❑ N/A

D. Duct supports and connections

❑ Pass

❑ Fail

❑ N/A

E. Guide wires (if applicable)

❑ Pass

❑ Fail

❑ N/A

F. Dilution air dampers (if applicable)

❑ Pass

❑ Fail

❑ N/A

G. Bearings (high pitched squealing)

❑ Pass

❑ Fail

❑ N/A

H. Ductwork system workmanship, damage, etc.

❑ Pass

❑ Fail

❑ N/A

151

24

Ensure that motor operating temperatures are maintained within ❑ Pass
equipment specifications

❑ Fail

❑ N/A

25

Ensure that interlock between supply and exhaust is operational ❑ Pass

❑ Fail

❑ N/A

26

Verify correct placement of biological safety cabinets with ❑ Pass
respect to supply and exhaust diffusers, doors and traffic
patterns

❑ Fail

❑ N/A

27

Use smoke at the face of the cabinet to ensure that the air curtain ❑ Pass
is not being disrupted by supply or exhaust diffusers placed in
proximity of the cabinet(s) or opening and closing

❑ Fail

❑ N/A

doors and traffic patterns
28

29

Perform smoke tests to demonstrate directional airflow
A. Doors

❑ Pass

❑ Fail

❑ N/A

B. Vents

❑ Pass

❑ Fail

❑ N/A

C. Windows

❑ Pass

❑ Fail

❑ N/A

D. Autoclave

❑ Pass

❑ Fail

❑ N/A

E. Other vented areas

❑ Pass

❑ Fail

❑ N/A

Inspect and challenge door interlock systems and automatic door closers
A. Door closers are required

❑ Pass

❑ Fail

❑ N/A

B. Ensure that doors automatically close and latch

❑ Pass

❑ Fail

❑ N/A

C. Interlocks required

❑ Pass

❑ Fail

❑ N/A

D. Check operability

❑ Pass

❑ Fail

❑ N/A

30

Open and close doors in all possible sequences

❑ Pass

❑ Fail

❑ N/A

31

Ensure that delay set points are tight enough to preclude ❑ Pass
inadvertent over ride of interlock

❑ Fail

❑ N/A

32

Test all alarms
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A. HVAC Failure Alarm

❑ Pass

❑ Fail

❑ N/A

B. Availability of air flow alarms showing if the room has
gone positive under normal conditions or if door is
open for greater than 20 seconds

❑ Pass

❑ Fail

❑ N/A

C. Availability of a visual indication for personnel to be
aware if the room is under positive or negative
pressure prior to entering into the lab

❑ Pass

❑ Fail

❑ N/A

D. Review fire alarm annual documentation

❑ Pass

❑ Fail

❑ N/A

E. Review security alarm annual documentation

❑ Pass

❑ Fail

❑ N/A

❑ Pass

❑ Fail

❑ N/A

A. Min. 25 ft. from intake, 40 ft from boiler stacks, 15 ft
from plumbing stacks

❑ Pass

❑ Fail

❑ N/A

35

Laboratory exhaust stacks - minimum 3m height above
highest point on roof

❑ Pass

❑ Fail

❑ N/A

36

Check exhaust stack locations and discharge velocities

❑ Pass

❑ Fail

❑ N/A

37

Exhaust velocity = 15-20 m/s or 3000-4000 fpm

❑ Pass

❑ Fail

❑ N/A

38

All aerosol-producing equipment exhausted by certified
HEPA filtration devices

❑ Pass

❑ Fail

❑ N/A

39

Ensure that continuous flow centrifuges or other equipment
that may produce aerosols are contained in devices that

❑ Pass

❑ Fail

❑ N/A

33

Discharge exhaust
performance)

assessment

(as

a

measure

of

34

Inspect rooftop landscape for re-entrainment opportunities

exhaust air through HEPA filters before discharge into the
laboratory
40

Ensure that discharge of local exhaust ventilation (LEV)
devices is removed from air intakes to prevent reentrainment

❑ Pass

❑ Fail

❑ N/A

41

Consider local conditions (e.g., HEPA filters on exhaust)

❑ Pass

❑ Fail

❑ N/A
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42

Verification of air change rates (ACR) in containment spaces
A. ACR is determined during design based on sensible
and latent heat loads contaminants and odors that
require containment space usage

❑ Pass

❑ Fail

❑ N/A

B. Measure supply and exhaust air volumes using a
device calibrated annually

❑ Pass

❑ Fail

❑ N/A

C. Calculate ACR; monitor trends

❑ Pass

❑ Fail

❑ N/A

D. In no case should the ACR be less than 6/hr. for labs
and

❑ Pass

❑ Fail

❑ N/A

10/hr. for animal facilities
43

44

45

Review biological safety cabinet (BSC) certification data including serial number validation
A. BSCs must be on an annual certification schedule

❑ Pass

❑ Fail

❑ N/A

B. Verify that BSCs are located away from doors and
vents

❑ Pass

❑ Fail

❑ N/A

C. Verify that installation of BSC is correct for cabinet
type

❑ Pass

❑ Fail

❑ N/A

D. Inspect HEPA filter installations

❑ Pass

❑ Fail

❑ N/A

E. Review certification documentation for all exhaust
HVAC HEPA installations

❑ Pass

❑ Fail

❑ N/A

F. Verify that HEPA filters are on portable vacuum
systems at point of use and at the barrier

❑ Pass

❑ Fail

❑ N/A

A. Isolation valves for decon

❑ Pass

❑ Fail

❑ N/A

B. Decon and challenge ports

❑ Pass

❑ Fail

❑ N/A

C. Scanning access

❑ Pass

❑ Fail

❑ N/A

❑ Pass

❑ Fail

❑ N/A

Visually inspect

Validate MEP
A. Inspect for adequate illumination
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46

B. Verify that circuit breakers are outside of containment

❑ Pass

❑ Fail

❑ N/A

C. Backflow prevention for lab water system

❑ Pass

❑ Fail

❑ N/A

D. Sinks and drains properly marked

❑ Pass

❑ Fail

❑ N/A

E. Availability of emergency power for critical systems

❑ Pass

❑ Fail

❑ N/A

F. Availability of hands free emergency eyewash

❑ Pass

❑ Fail

❑ N/A

G. Availability of emergency shower

❑ Pass

❑ Fail

❑ N/A

H. Caulking and sealing requirements for electrical
devices such as conduits, boxes, lights, etc.

❑ Pass

❑ Fail

❑ N/A

I.

Validate provision for dedicated vacuum pump

❑ Pass

❑ Fail

❑ N/A

J.

Inspect effluent decontamination system, if present

❑ Pass

❑ Fail

❑ N/A

A. Test interlocks

❑ Pass

❑ Fail

❑ N/A

B. Confirm cycle – test load

❑ Pass

❑ Fail

❑ N/A

C. Visually inspect bioseal

❑ Pass

❑ Fail

❑ N/A

D. Smoke test bioseal

❑ Pass

❑ Fail

❑ N/A

E. Validate maintenance of sterilization temp. of 121
degrees for 60 minutes

❑ Pass

❑ Fail

❑ N/A

F. Autoclave-out capability directly from the BSL-3
facility in new facilities

❑ Pass

❑ Fail

❑ N/A

G. In older facilities if autoclave-out is not available, an
autoclave must be available near the BSL-3 facility so
that containment of biohazardous waste is maintained.

❑ Pass

❑ Fail

❑ N/A

H. Additional environmental protection (e.g., personnel
showers, HEPA filtration of exhaust air, containment
of other piped services and the provision of effluent

❑ Pass

❑ Fail

❑ N/A

Validate autoclave availability, operations and bioseal integrity
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decontamination) is considered if recommended by the
agent summary

III.
47

Review SOPs
Autoclave & Decontamination
A. To decontaminate materials before removing them
from the biosafety cabinet

❑ Pass

❑ Fail

❑ N/A

B. If an autoclave is available near but outside the BSL-3
facility, ensure adequate decontamination procedures
in place for wet and dry biohazardous materials that
leave the

❑ Pass

❑ Fail

❑ N/A

C. Assess the travel route to nearest autoclave avoid
public corridors

❑ Pass

❑ Fail

❑ N/A

D. Assess procedures for use of and disposal of PPEs

❑ Pass

❑ Fail

❑ N/A

E. Assess procedures for decon of equipment that leaves
the facility for repair or discontinuation of use

❑ Pass

❑ Fail

❑ N/A

F. Review storage and transport of biohazardous
materials

❑ Pass

❑ Fail

❑ N/A

G. Assess type of disinfectant to be used and if it is of

❑ Pass

❑ Fail

❑ N/A

❑ Pass

❑ Fail

❑ N/A

A. Identification of responsible official for BSL-3 facility

❑ Pass

❑ Fail

❑ N/A

B. Certification of all personnel working within
containment and process used to certify them

❑ Pass

❑ Fail

❑ N/A

facility

adequate strength and type for the biohazardous
materials in use in the facility
H. Validate schedule and frequency of changing HVAC
filters on vacuum lines
48

Safety SOPs

156

49

C. Use, storage and disposal of Personal Protective
Equipment (PPE)

❑ Pass

❑ Fail

❑ N/A

D. Documented limited personnel access to facility

❑ Pass

❑ Fail

❑ N/A

E. Procedures for maintenance to enter facility

❑ Pass

❑ Fail

❑ N/A

F. Hand washing procedures

❑ Pass

❑ Fail

❑ N/A

G. Use of mechanical pipetting devices; NO mouth
pipetting

❑ Pass

❑ Fail

❑ N/A

H. Use of sharps prohibited unless absolutely required
and then use should be managed by protocol

❑ Pass

❑ Fail

❑ N/A

I.

Procedures to minimize production of aerosols

❑ Pass

❑ Fail

❑ N/A

J.

Decontamination procedures

❑ Pass

❑ Fail

❑ N/A

K. Training program and documentation available for
training and refresher courses of all personnel allowed
in the BSL-3 facility

❑ Pass

❑ Fail

❑ N/A

L. Baseline serum samples are collected as appropriate
and stored for all laboratory and other at-risk personnel

❑ Pass

❑ Fail

❑ N/A

M. A biosafety manual specific to the laboratory has been
prepared and adopted

❑ Pass

❑ Fail

❑ N/A

N. Biosafety precautions are incorporated into standard
operating procedures

❑ Pass

❑ Fail

❑ N/A

O. If animals are housed under ABSL-3 conditions, all
animal specific regulations and biosafety procedures
are followed

❑ Pass

❑ Fail

❑ N/A

Occupational Health Monitoring (Policy and records of implementation), if appropriate
A. Blood/ Serum Storage

❑ Pass

❑ Fail

❑ N/A

B. Vaccinations

❑ Pass

❑ Fail

❑ N/A

❑ Pass

❑ Fail

❑ N/A

C. High-risk (immune
individuals

suppressed,

pregnant,

etc.)
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D. Health screening

❑ Pass

❑ Fail

❑ N/A

E. Annual updates of Exposure Control Plan to include
documentation of all locations where BSL-3 agents or
materials are used or stored

❑ Pass

❑ Fail

❑ N/A

Biohazardous Materials Use Authorization (e.g., Human Pathogen Registration, Recombinant
DNA Registration, Select Agent, etc.)
A. Current BUA

❑ Pass

❑ Fail

❑ N/A

B. Symptomology page

❑ Pass

❑ Fail

❑ N/A

C. Procedures for how samples are received

❑ Pass

❑ Fail

❑ N/A
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Annex 4: OECD Good Laboratory Practices Compliance Certificate of IDEA
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Annex 5: Stakeholder Engagement Plan33
No

Topic
for
Participation Details
Participation

1

1. Public Institutions
PMSU will conduct online meetings,
a. Ministry of Health (Provincial
press briefings, and share information Health Directorate of Istanbul)
via
MoH’s website to provide
b. Ministry of Agriculture and
sufficient information about BSL 2 and Forestry (General Directorate of Food
BSL 3 laboratories.
and Control)
c. Ministry of Transportation and
Infrastructure
d. Ministry of Internal Affairs
e. Ministry of Labor and Social
It is aimed to give information to all
Establishment of stakeholders about the reason for need Security (General Directorate of
BSL 2 and BSL 3 of BSL2 and BSL3 level laboratories Occupational Health and Safety,
Laboratories
in accordance with international General Directorate of Labor)
(Design,
f. Ministry of Environment,
standards, kinds of researches to be
installation,
conducted, the kind of animals that will Urbanization and Climate Change
certification and be experimented on, and precautions to
g. Istanbul Governorate
operation)
h. Istanbul
Metropolitan
avoid any leakage from both labs.
Municipality
i. Küçükçekmece Municipality
The Project Management and Support
j. Bağcılar Municipality
Unit (PMSU) of the Ministry of Health 2. Non-Governmental
(MoH) is the management unit of the
Organizations
Project. All stakeholders will be
a. World Health Organization
informed regularly about the activities
b. Chamber and Union of
of BSL 2 and BSL 3 labs with the Veterinary Surgeons
defined tools in given frequency.
c. Food Producer and Consumer
Organizations

Targeted Stakeholders

Instruments-Channels
Participation

for Frequency
(recommended)

1. Internal Correspondence

When required

2. Sharing Project Reports

Annual

3. Press Bulletins

When required

4. Ministry of Health Website

When required

5. IDEA Website

Monthly

6. Information and Coordination When required
Meetings

1. Press Bulletins

When required

2. Ministry of Health Website

When required

3. IDEA Website

Monthly

33 Full SEP developed for the Health System Strengthening and Support Project (HSSSP) is presented in Annex VIII and will be disclosed as part of this ESMF before the selection of contractor
for BSL2 and 3 laboratories
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No

Topic
for
Participation Details
Participation

Targeted Stakeholders

Instruments-Channels
Participation

for Frequency
(recommended)

d. Societies for the Prevention of
Cruelty to Animals
4. Information and Coordination
e. Non-Governmental
Meetings
Organizations for Healthcare
Professionals
1. Press Bulletins
3. Beneficiaries
a. Pharmaceuticals Companies
2. Ministry of Health Website
b. Firms procuring test service
3. IDEA Website
(chain stores selling food items)
4. Information and Coordination
c. Researchers
Meetings
4. Local Community
a. Settlements within a dia of 500
meters
i. Apartments at Istasyon
Quarter Turgut Özal Boulevard
ii. Avrupa Konutları Atakent 3
Evleri and Fulya Evleri on the
border of Atakent Quarter
b. Settlements within a dia of 3
km
i. Mahmutbey Quarter
ii. Halkalı Quarter
iii. Yarımburgaz Quarter

161

When required
When required
Monthly
When required

1. Sharing Project Reports

Annual

2. Press Bulletins

When required

3. Ministry of Health Website

When required

4. IDEA Website

Monthly

5. Information and Coordination When required
Meetings

5. Mehmet Akif Ersoy Hospital 1. Hospital Website
Visitors and Staff
2. Hospital Notice Boards
6. Project Staff
a. IDEA Staff

When required

Monthly

1. Application Forms on IDEA Regularly
Website

No

2

Topic
for
Participation Details
Participation

Grievance
Mechanism

"Project Grievance Mechanism" has
been established under the Health
System Strengthening Project, which
also includes BSL2 and BSL3
laboratory
activities.
National
mechanisms in place across Turkey
were integrated into this mechanism,
which is available at PMSU web page.
In this way, a system open for access by
all stakeholders from all corners of
Turkey was developed.
System is not only based on grievances
but also suitable for submitting
information requests, opinions and
recommendations.
Information on the established
Grievance System will be provided
during the publicity and information
activities to be carried out within the
scope of BSL2 and BSL3.

Targeted Stakeholders

Instruments-Channels
Participation

for Frequency
(recommended)

b. BSL2-BSL3 Staff
c. Mehmet Akif Ersoy Hospital
Staff
1. Public Institutions
a. Ministry of Health (Provincial
Health Directorate of Istanbul)
1. Grievance Mechanism of the
b. Ministry of Agriculture and
Project
Forestry (General Directorate of Food
2. Other Mechanism Integrated
and Control)
into
the
Grievance
c. Ministry of Transportation and
Mechanism of the Project
Infrastructure
a. IDEA
Management
d. Ministry of Internal Affairs
Contact Information
e. Ministry of Labor and Social
b. SABIM "ALO 184"
Security (General Directorate of
c. SBN: Meeting Point in
Occupational Health and Safety,
Health
(Sağlıkta
General Directorate of Labor)
Buluşma Noktası) of the
f. Ministry of Environment,
Monthly
Ministry of Health
Urbanization and Climate Change
d. CIMER:
g. Istanbul Governorate
Communication Center
h. Istanbul
Metropolitan
of the Presidency of the
Municipality
Republic of Turkey
i. Küçükçekmece Municipality
e. RM
under
the
j. Bağcılar Municipality
Ministerial
Level:
2. Non-Governmental
Appeals Committee and
Organizations
Patient Rights Board of
a. Chamber and Union of
the Project
Veterinary Surgeons
f. Appeals Committee of
b. Food Producer and Consumer
the Project
Organizations
c. Societies for the Prevention of
Cruelty to Animals
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No

Topic
for
Participation Details
Participation

Targeted Stakeholders
d. Non-Governmental
Organizations
for
Healthcare
Professionals
3. Beneficiaries
a. Pharmaceuticals Companies
b. Firms procuring test service
(chain stores selling food items)
c. Researchers
4. Local Community
a. Settlements within a dia of 500
meters
i. Apartments at Istasyon
Quarter
Turgut
Özal
Boulevard
ii. Avrupa Konutları Atakent 3
Evleri and Fulya Evleri on
the border of Atakent
Quarter.
b. Settlements within a dia of 3
km
i. Mahmutbey Quarter
ii. Halkalı Quarter
iii. Yarımburgaz Quarter
5. Mehmet Akif Ersoy Hospital
Visitors and Staff
6. Project Staff
a. IDEA Staff
b. BSL2-BSL3 Staff
c. Mehmet Akif Ersoy Hospital
Staff
1. Public Institutions
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Instruments-Channels
Participation

for Frequency
(recommended)

No

Topic
for
Participation Details
Participation

Targeted Stakeholders

The following elements are included in
the monitoring and evaluation process
by the PMSU:
1. PMSU

3

Monitoring
Evaluation

and

performance,

2. Design, assembly, certification
and procurement processes of
the
BSL2
and
BSL3
laboratories,
3. Information
recommendations
complaints,

request,
and

4. Complaint notifications and
stakeholder
engagement
processes
regarding
the
project.

Instruments-Channels
Participation

a. Ministry of Health (Provincial
Health Directorate of Istanbul)
b. Ministry of Agriculture and
Forestry (General Directorate of Food
and Control)
c. Ministry of Transportation and
Infrastructure
d. Ministry of Internal Affairs
e. Ministry of Labor and Social
Security (General Directorate of
Occupational Health and Safety,
General Directorate of Labor)
f. Ministry of Environment,
Urbanization and Climate Change
g. Istanbul Governorate
h. Istanbul
Metropolitan
Sharing Project Reports
Municipality
i. Küçükçekmece Municipality
j. Bağcılar Municipality
2. Non-Governmental
Organizations
a. World Health Organization
b. Chamber and Union of
Veterinary Surgeons
c. Food Producer and Consumer
Organizations
d. Societies for the Prevention of
Cruelty to Animals
Non-Governmental Organizations for
Healthcare Professionals
3. Beneficiaries
a. Pharmaceuticals Companies
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for Frequency
(recommended)

Annual

No

Topic
for
Participation Details
Participation

Targeted Stakeholders
b. Firms procuring test service
(chain stores selling food items)
Researchers
4. Local Community
a. Settlements within a dia of 500
meters
i. Apartments at Istasyon
Quarter
Turgut
Özal
Boulevard
ii. Avrupa Konutları Atakent 3
Evleri and Fulya Evleri on
the border of Atakent
Quarter.
b. Settlements within a dia of 3
km
i. Mahmutbey Quarter
ii. Halkalı Quarter
iii. Yarımburgaz Quarter
5. Project Staff
a. IDEA Staff
b. BSL2-BSL3 Staff
c. Mehmet Akif Ersoy Hospital
Staff
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Instruments-Channels
Participation

for Frequency
(recommended)

5.1 Grievance Mechanism for BSL2 and BSL3 Laboratories
The main objective of a Grievance Mechanism (GM) is to assist to resolve complaints and grievances
in a timely, effective and efficient manner that satisfies all parties involved. Specifically, it provides a
transparent and credible process for fair, effective and lasting outcomes. It also builds trust and
cooperation as an integral component of broader community consultation that facilitates corrective
actions. Specifically, the GM:
§
§
§
§

Provides affected people with avenues for making a complaint or resolving any dispute that may
arise during the course of the implementation of projects;
Ensures that appropriate and mutually acceptable redress actions are identified and implemented
to the satisfaction of complainants;
Supports accessibility, anonymity, confidentiality and transparency in handling complaints and
grievances;
Avoids the need to resort to judicial proceedings (unless as a last resort).

A new grievance mechanism is established particularly for this project as it can also be seen from Figure
1 steps.

Figure 6: GM of the Project
Since the Project includes whole provinces in Turkey, national mechanisms generated that are already
in use (mentioned below) will be integrated to newly established Grievance Mechanism (GM). By
providing necessary software integrations to new system, only Project related complaints are planned to
be filtered from national systems and conveyed to Project specific grievance mechanism system.
National systems to be integrated are SABIM (MoH Communication Center) and SBN (Meeting Point
at Health).
A. SABIM: Communication Centre of Ministry of Health “ALO 184”
The Ministry of Health founded a Communication Center (SABIM) in 2004 to receive patient
complaints, problems and suggestions either in person or anonymously. These can be reported to
SABIM by:
Hotline by phone via the “Alo 184” line 24/7 (established by Türk Telecom),
Online via https://sabim.saglik.gov.tr/login.aspx,
WhatsApp Number via 0541 888 0184, or
In person at a Patient Communication Unit.
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SABIM which serves also as a ministerial level grievance mechanism for its employees, health workers,
patients and citizens at large. Inquiries, demands, complaints about all health services provided by MoH
are responded by a professionally managed call center with 260 operator, 187 analyst and 69 other staff.
This call center has been also resolving issues related to COVID19 pandemic extensively.
The hotline also provides translation support in 6 languages English, German, French, Arabic and
Russian, and also includes specialized services for disabled under the “Unimpeded Health
Communication Center (ESIM)”. The ESIM provides services 7/24 in sign language in order to ensure
access of the disabled citizens to the health services. Available free of charge on the mobile phones,
ESIM offers live interpreting services for the persons with hearing disorder while calling 112 ambulance
centre, getting appointment from the Central Appointment System and during medical examinations.
Applications to the 184 SABİM Call Centre are replied to and recorded by operators using special
software. The recorded applications are assessed by SABİM officials and transferred to related
administrators. Firstly, analyst examines the application. In cases that need urgent solutions, analyst
conducts necessary research and coordination works by intervening immediately. For cases that do not
need urgent solutions, analyst manages the resolution process by making an importance list among cases
and then analyse.
Analysts working at the headquarter and/or field units of the Ministry have access to the system on
Internet, view duties assigned to them, take required actions, and report the results through the system.
Administrators are able to monitor transactions of analysts, which were taken against applications
concurrently through the system.
SABİM Operators take the calls of respondents calling the ALO 184 Line, create their applications
during the call, and send the applications to the SABİM Analyst after registering them in the system as
a petition. The Analyst examines the applications that are directed, conducts the necessary search and
coordination works by intervening immediately in urgent situations, and manages the analysis process
according to the order of importance of the applications in cases of urgency. It informs citizens in line
with the legislation. If the applications require further investigation, they send the applications to the
dispatch team. The dispatch team examines the applications, finalizes the applications when necessary,
or sends them to the analyst of the Central or Provincial Health Directorates at the relevant unit
depending on the content of the applications.
The Central or Provincial Analyst examines all the details of the submitted application and takes the
necessary actions. After these processes are completed, the citizen is informed as soon as any feedback
is obtained in defined time frames. Transactions made and results entered into the system are evaluated
by SABİM Unit Officers. The application whose review has been completed is closed by the Unit
Responsible.
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Figure 7: Flowchart of SABIM
Until the establishment of SBN website in 2011, MoH and health workers also used this system to raise
their voices and submit grievances. However, the establishment of SBN generated a new platform for
MoH and health service personnel to raise their voices.
Responsibilities and services given by SABIM are listed below:
1. To conduct engagement and communication processes between complainant and MoH via
phone, e-mail, online, WhatsApp and social media,
2. To process any data and grievance that is directed from Turkish Presidential Communication
Centre (CIMER) which is the national level of information and grievance mechanism in Turkey,
and
3. To carry out process related to the wishes and complaints from other public institutions and
organizations related with Health service area in Turkey for Turkish and Non-Turkish citizens.
Grievances received by SABIM, ALO 184, are resolved no later than fourteen business days that is
dictated under the Law of Right to Information No 4982. Institutions and organizations provide access
to information or document requested upon application within fifteen business days. However, number
of days will raise to 30 business days in cases the application concerns more than one institution and
organization such as:
•
•

The requested information or document is provided from another unit within the institution and
organization applied for;
The opinion of another institution and organization is demanded.

Anonymity: With the "Hide My Personal Information" button on the application registration screen in
SABİM, the information of the citizens can be hidden in accordance with the demands of the individuals
and depending on the sensitive content of the application. However, in applications involving
harassment allegations, it is informed that the information of the person will be exposed due to the fact
that the subject is being moved to the judicial authorities, and it is communicated that the application
cannot be examined if the personal information is hidden. If the citizen gives consent to create
applications without hiding their personal information, applications are directed to the relevant
institutions. If the person has any statement of violence / threat against the healthcare worker, there is
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also no confidentiality of personal information in these applications. Because the person's statements
and information are notified to the institution's superiors by searching the relevant institution and by
sending the application. However, if there is a grievance of the citizen in the meantime, the grievances
are written in the application content in detail and the application is sent to the relevant institutions in
order to evaluate the application.
Accessibility: Disabled people, asylum seekers, refugees and those with temporary protection (Syrians)
registered in Turkey can also reach SABIM. For those who are not native in Turkish, an Interpreter Line
is available communication can be held simultaneously. Communication is provided by conducting
teleconferences.
Handling Sexual Exploitation and Abuse/Sexual Harassment (SEA/SH) issues: First responders will
be trained on how to handle disclosures of SEA/SH. Health workers who are part of the outbreak
response will be trained with the basic skills to respond to disclosures of SEA/SH that could be
associated with or exacerbated by the epidemic, in a compassionate and non-judgmental manner and
know to whom they can make referrals for further care or bring in to treatment centers to provide care
on the spot. Turkey has already a national referral system for GBV, not only domestic violence but also
work place related harassment, bullying, violence as well as SEA/SH at work place, which all
institutions and health care facilities are following. These are under the auspices of Ministry of Labor
and Social Security and already detailed in both the Turkish Labor code and Turkish Penal code, where
unacceptable behaviors are explained and relevant penalties are detailed. Psychosocial support is already
provided and available for women and girls who may be affected by the outbreak and are also GBV
survivors. The Grievance Mechanism (GM) that will be in place for the project will also be used for
addressing SEA/SH issues at work place and will have in place mechanisms for confidential reporting
with safe and ethical documenting of SEA/SH issues. Further, the GM will also have in place processes
to immediately notify both the MoH and the World Bank of any SEA/SH complaints, with the consent
of the survivor. Thus, the existing GM will also be strengthened with procedures to handle allegations
of GBV/SEA/SH violations.
The grievances related to exploitation of female workers, including sexual harassment and abuse at the
workplace and unfair treatment will be prioritized to take actions. The Project Director, Deputy Project
Director and Social Expert shall be responsible for taking appropriate action in cases in which there is
reason to believe that any right has been violated. The appropriate designated authorities will be
informed about investigations into cases of Gender-based Violence/SEA/SH, and of the action taken as
a result of such investigations.
•
All grievances and feedbacks will be handled with a fair and objective approach. Transparency
and accessibility are also two main concerns of this redress mechanism.
•
In addition, the number, frequency, topics of grievances and feedbacks will be analyzed and
reported periodically to the related units and administrative level.
•
Based on these detailed reports, the most frequently addressed issues are identified and
improvement activities are initiated.
B. SBN: Health Meeting Point of Ministry of Health
SBN (Saglikta Bulusma Noktasi-Health Meeting Point) is established for health service workers or
graduates of any departments providing health education and all personnel of MoH to gather up-to-date
information about appointment rules, compassionate leave, permutation requests and promotion exams;
besides to submit grievances and any suggestions. To benefit from SBN services, members of mentioned
worker groups should register to the system. As of July 2020, there are over 58.000 members registered
to SBN.
After registration, they can convey their inquiries, demands and complaints via;
Hotline by phone via the “Alo 182” line 24/7,
Online via https://sbn.saglik.gov.tr/,
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There are five sections in SBN portal that are:
1.
2.
3.
4.
5.

Ask Us
I have an Idea
Billboard
Looking for Solution
Permutation

Inquiries, demands, complaints about all health services provided by SBN are responded by a team
composed of 133 personnel.

Figure 8: SBN Team at National Level
C. CIMER: Turkish Presidential Communication Center
Third national GM is “CIMER” which is “Cumhurbaşkanlığı İletişim Merkezi - Turkish Presidential
Communication Center”. Grievances can be conveyed by:
Hotline “Alo 150” (established by Türk Telecom),
Written - Online via Online via www.cimer.com.tr, and
Written – Post via T.C Cumhurbaşkanlığı Külliyesi 06560 Beştepe, Ankara, TURKEY
CIMER conveys 99% of received complaints to related governmental institutions. Each grievance
received for health sector via CIMER is already being conveyed to SABIM therefore CIMER and
SABIM systems work integrated.
D. GRM under the Ministerial Level: Appeal Committee and Patient Rights Board of the
Project
In 2003, the Ministry of Health issued the directive entitled “Practice of Patient Rights in Healthcare
Facilities”, aiming to increase the recognition of patient rights and their implementation into services.
This directive describes the mechanisms of the complaint procedure in the event of a violation of rights.
The document also defines the structure and duties of the newly created Patient Rights Unit and Patient
Rights Board. The Patient Rights Unit (PRU) and the Patient Rights Board (PRB) have a particular
importance in the complaint mechanism. They are the foundations of the application system and the
organs for the evaluation of any alleged incident. Patient’s Rights Units have to be present in hospitals
having 100 or more beds, and Patient’s Rights Communication Units in hospitals having 100 or less
beds. The Ministry of Health has also enabled the establishment of patient’s rights units and
commissions within private hospitals by changing the private hospitals directive.
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Process:
The Unit Officer, the first officer who meets the patient, is a healthcare worker (social worker,
psychologist, nurse, etc.), and starts to work after receiving compliance training on public relations. If
the problem cannot be resolved by oral communication at PRU, then the patient files a written complaint
and the case is referred to the PRB. (This is also the case if the patient has filled out the application form
directly on the website). The PRB is chaired by the Vice-Chief of the hospital, who is in charge of
hospital quality services. The PRB consists of a PRU Officer, the chief of the accused department, a
representative of a non-governmental organisation working in the field of patient rights (if needed), the
patient’s attorney, a union representative authorised by the institution, a citizen, and a member of the
city council appointed by the city Governor. The PRBs do not have any power of sanctions; the file is
referred to the administration of the hospital for disciplinary interrogation if necessary.
A decision is given within a month at the latest if the medical staff or the medical institution is at fault.
The applicant or patient is informed of the decision as is the medical staff concerned and the top
executive of the medical institution. If the commission finds the medical staff or institution guilty, the
top executive has the authority to make inquiries about the staff and to impose punishment.
The results of a retrospective study performed using the complaint database of written and oral
applications made to PRUs in 54 public hospitals operating under the authority of the Istanbul Health
Directorate from 2005 to 2011 indicate that a total of 218,186 complaints were filed. Each year, the
number of complaints increased compared to the previous year, and nearly half of the applications were
made in 2010 and 2011 (48.9%). The three most frequent complaints were “not benefiting from services
in general” (35.4%), “not being treated in a respectable manner and in comfortable conditions” (17.8%),
and “not being properly informed” (13.5%). Two-thirds of the overall applications were found in favour
of the patients (63.3%), but this rate has decreased over the years. The study found that 90.7% of the
applications were resolved “on-site” in PRUs, and the percentage of complaints resolved in favour of
healthcare workers has been steadily increasing over the years in PRBs. A simple explanation and a
verbal apology resolved a significant proportion of the complaints.
E. Appeals Committee (AC) for the Project
In order to strengthen the existing GM and raise reliability of GM process, MoH established “Appeals
Committee (AC)” comprising of 11 consultants having knowledge about Turkish health system and its
practice on site. These consultants are the field coordinators of “Health System Strengthening and
Support Project” of World Bank Loan No. 8531 which is already being implemented by UNDP.
AC will consider complaints on which MoH and the complainant could not reach an agreement on:
Constraints on reaching procured equipment,
Operational issues of procured equipment and materials
The complainant is free to convey his/her demand for transferring his/her complaint to the “Appeals
Committee” so that any complaints that is already been considered by MoH but could not be resolved
can be re-considered by the Committee.
5.1.1 Structure of Project GM
The operational flow of Grievance Mechanism for the stakeholders is as follows.
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Receiving the Complaint

Classification

Information and Follow Up

Research, Verification and Taking Action

Monitoring and Evaluation

Providing Feedback

Based on the article "d) to carry out the press and public relations and information acquisition services
of the Ministry in Article 357 (d) of the Presidential Decree No. 1; SABİM serves citizens with its central
and provincial units. SABİM, established in 01.01.2004 within the framework of the "Health
Transformation Program", which was launched in 2003 with long-term and important goals, is a meeting
point where citizens can convey all their demands, ideas and opinions by acting as a bridge between the
Ministry of Health. SABİM is an institution that maintains its services with the principle of "public
interest" and is in constant communication with the citizens.
80% of the applications created in SABİM are resolved in the communication center within the first 24
hours. Most of the applications requiring further examination are examined and answered within the
legal period. The applications, whose process is not completed, are checked through the system and
necessary warnings are made to complete the process through official channels and the process is
followed.
There are standards based on quality and performance data for the evaluation of the contact center
processes and they are evaluated regularly on a monthly basis.
Ministry Of Health Service Standards of Press And Public Relations Consultancy
Item
NAME OF SERVICE
Number

SERVICE
DOCUMENTS REQUIRED IN THE COMPLETION
APPLICATION
DURATION
(MAXIMUM)

1

Responding to Requests from
Citizens by Call (Question,
Request,
Opinions,
T. C. identification number
Suggestions, Implementation
Support and Administrative
Issues)

2

Petition (Applicant's name and surname,
signature, home or work address, if the
Responding to Inquiries from applicant is a legal person, the name and
15 Days
Citizens
address of the legal person and the petition
containing the signature and authorization
document of the authorized person)

3

Responding
to
Citizens'
Petition (Name, surname and signature of
Applications within the Scope
30 Days
the petitioner, work or residence address)
of the Right of Petition
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3 Days

Target groups have also used CIMER (Presidential Communication Center) as grievance mechanism in
addition to the SABIM service. Nearly 30.000 CIMER applications were also directed to MoH and
responded in the stipulated time frame by MoH personnel. CIMER is staffed with around 30 people.
Both SABIM and CIMER issue fines to institutions in cases where complaints are not resolved in a
timely manner.
Within the scope of the project, the existing Grievance Mechanism (GM) of SABIM Call Center will be
utilized as Project GM and MoH will adjust the SABIM to track project-specific grievances from
citizens including workers’ grievances.
The GM will be accessible to a broad range of Project stakeholders who are likely to be affected directly
or indirectly by the project. These will include beneficiaries-teachers and parents-, community members,
project implementers/contractors/service providers etc—all of who will be encouraged to refer their
grievances and feedback to the GM. The GM will also allow anonymous applications through its online
and phone feedback channels.
The GM can be used to submit complaints, feedback, queries, suggestions or compliments related to the
overall management and implementation of the project, as well as issues pertaining to services that are
being financed and supported by the project, including:
•
•
•

Mismanagement, misuse of Project Funds or corrupt practices.
Violation of Project policies, guidelines, or procedures, abuse or any misbehavior/ misconduct
Disputes relating to resource use restrictions that may arise between or among affected
communities.
• Grievances that may arise from members of communities who are dissatisfied with the project
activities, or actual implementation of the project
• General feedback, questions, suggestions, compliments.
The timeframe for acknowledging the receipt of the grievance is 3 days. Addressing and responding to
feedback is 15 business days from the time that it was originally received, and this period is subject to
extension upon the written consent of the MoH PMSU Director.
5.1.2 World Bank Grievance Redress Service
The requests/inquiries/grievances related to the Project will be tracked under a separate IT module which
will be developed as part of this Project under this existing GRM and reported every quarter to the World
Bank during implementation. The project will have a webpage under the MoH website and will share
information regularly on the activities and results. It will also have an online complaint box inserted into
the webpage in addition to the national GRM. The SEP will be updated once the project specific webpage and a project specific hotline will be assigned under the PMSU.
In updated version of the SEP, a fuller description of the GRM will focus on typology of complaints and
complainants to provide more efficient management. Possible examples: the highly vulnerable, persons
with disabilities, people facing language barriers, disruptions in areas neighboring facilities, etc. The
contact information for the GRM will be provided in the updated SEP which will be finalized 30 days
after the project effectiveness date.
Communities and individuals who believe that they are adversely affected by a World Bank supported
project may submit complaints to existing project-level grievance redress mechanisms or the Bank’s
Grievance Redress Service (GRS). The GRS ensures that complaints received are promptly reviewed in
order to address project-related concerns. Project affected communities and individuals may submit their
complaint to the Bank’s independent Inspection Panel which determines whether harm occurred, or
could occur, as a result of Bank non-compliance with its policies and procedures. Complaints may be
submitted at any time after concerns have been brought directly to the World Bank's attention, and Bank
Management has been given an opportunity to respond. For information on how to submit complaints
to
the
Bank’s
corporate
Grievance
Redress
Service
(GRS),
please
visit:
http://www.worldbank.org/en/projects-operations/products-and-services/grievance-redress-service. For
information on how to submit complaints to the World Bank Inspection Panel, please visit
www.inspectionpanel.org.
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5.2. Stakeholder Engagement Activities Realized
Information activities on BSL2 and BSL3 laboratories were carried out at 4 different levels.
One of these is the press statement by Fahrettin Koca, Minister of Health, at the pre-meeting of "National
Vaccine Joint Working Group". During the statement dated 14 October 2020 before the press, it was
stated that two candidate vaccines developed by Kayseri Erciyes University and Ankara University
would continue with experiments on humans and that accreditation process of the second laboratory in
Turkey with GLP features, where experiments on large animals would be performed, was completed.
The Minister of Health also stated that this laboratory within Istanbul Mehmet Akif Ersoy Hospital make
all vaccine, drug and medical device efforts stronger34.
"Environmental and Social Management Plan for BSL2 and BSL3 Laboratories at Istanbul Experimental
Research and Development Center" was shared on 29 October 2020 under the "Announcements" section
at the address of "www.saglik.gov.tr", which is the official page of the Ministry of Health.

An online meeting was held on 2 November 2020 with the participation of Institutions, Agencies and
NGOs. Detailed information on the meeting is provided in Section 5.2.2.
ESMP for the Project is shared by visiting the headmen in the Project area and hanged on the notice
boards. Information on the visits is given in Section 5.2.1.
5.2.1 Local Community
The headmen of İstasyon and Halkalı Quarters, which are the closest settlements to IDEA, have been
visited, informed about the activities to be carried out at BSL2 and BSL3, and the ESMP has been
printed and shared with the headmen. The photos of the visits made on November 5, 2020 are included
below, while the delivery records for the documents delivered to the headmen are shared in Annex 1.

34 https://www.milliyet.com.tr/galeri/son-dakika-yerli-asi-icin-kritik-toplanti-turkiyenin-umudu-bu-odada-6329248/5
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Headman of Halkalı Quarter

Headman of İstasyon Quarter

5.2.2 Non-governmental Organizations, Institutions and Organizations
"Invitation Letter" in Annex 2 was sent for the online meeting organized to be held at the
institution/organization/NGO levels.
With the presentation made by IDEA Center Manager Öznur İnan and Istanbul University Faculty of
Veterinary Medicine Virology Department Faculty Member and Member of the Coronavirus Scientific
Committee Mustafa Hasöksüz, detailed information was provided about both IDEA and the new
laboratories to be built. The presentation has been shared on the PMSU website. The presentation
basically provided information about the following topics:
1. The Position and Activities of IDEA
2. The Purpose of the Project (Current Status - Targeted Status)
3. What are BSL 2 and BSL 3 Labs?
4. Project Activities (Procurement, Certification, Installation and Assembly)
5. Benefits and Importance of the Project
6. Environmental and Social Risks of the Project and Measures to be Taken
7. Stakeholder Relations
8. Grievance and Feedback Mechanism
9. Operation of the Grievance Mechanism
10. Q&A
IDEA Archive and Test Materials Officer, Biosafety Officer, Quality Assurance Officer, Veterinary
Technician, Experimental Animal Caretaker, Chief Physician of Mehmet Akif Ersoy Hospital, Ethics
Committee Member and Quality Officer attended the online interview. Alongside the employees of
IDEA and Mehmet Akif Ersoy Hospital, Istanbul University Cerrahpaşa Faculty of Veterinary Medicine
Department of Pharmacology Faculty Member, Pendik Veterinary Control Institute Manager and
Mechanical Engineer, Kocaeli University Equine Vocational School BSL3 Expert were among the
employees of the participating institutions. Non-Governmental Organizations included the Istanbul
Chamber of Veterinarians and the Food Safety Association. A total of 18 participants, including a
company which is one of the IDEA beneficiaries, and freelance veterinarians, were informed in the
presentation.
All participants were given the right to speak and their questions were answered in the Q&A session
carried out after the presentation. The opinions, suggestions and questions received are summarized in
the table below, and relevant additions have been made to both the SEP and the ESMP:
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Table 1: Online Meeting
Institution/Organization Opinion/Suggestion/Question
Received

Answer Provided

Istanbul Chamber of Opinion: It was emphasized that the Although it is not a project which
Veterinarians
project is important.
IDEA and the Faculty of
Veterinary Medicine carry out
Question:
together, there are separate studies
Is it an advantage that the new labs to conducted with many professors at
be established are close to the the faculty. It was stated that
Istanbul Uni. Cerrahpaşa Faculty of internship
opportunities
are
Veterinary Medicine?
offered to the students of
Will there be any cooperation with Cerrahpaşa Faculty of Veterinary
Medicine, and that there are
the faculty of veterinary medicine?
currently faculty students working
as interns.
It was expressed that IDEA is open
to all kinds of cooperation as per
its operating procedure.
Food
Association

Safety Opinion: Project’s importance in
terms of increasing the research
capacity of Turkey and its utilization
in education was emphasized.
It was indicated that the project is
very strategic regarding the impact of
viral agents on public health. ABSL3
requirement of Turkey will have been
fulfilled with this project.
Question: Will there be studies on
microorganisms with anti-microbial
resistance in these labs?

Istanbul
University Question: What types of toxicity
Carapace Faculty of tests will be conducted?
Veterinary Medicine,
Will cell culture tests be conducted?
Department
of
Pharmacology

Kocaeli
Equine
School

Experimental animals are needed
for this. It was stated that working
with resistant microbial organisms
in BSL2 labs can be problematic,
therefore BSL3 labs are required
to work with resistant microbials,
such as tuberculosis. It was also
indicated that it will be possible to
work
with
resistant
microorganisms in the ABSL3
laboratory to be built within the
scope of the project.
It was stated that all toxicity tests
on cell culture and live animals
within the scope of the
publications in the OECD are
carried out in the current BSL2
laboratory. It was indicated that
more toxicity tests can be
performed with the increase in the
number of large experimental
animals and the diversity of animal
species with the establishment of a
new BSL3 laboratory, and thus it
will become a lab at the level and
standards of those in the European
countries.

University, Opinion:
Vocational
1. It was emphasized that having
BSL2 and BSL3 labs at the same time
will be very beneficial in terms of
biorisk, and the labs being built to an
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already GLP certified center is of
great importance in terms of the
international recognition of the works
to be carried out.
2. The importance of "training"
support by IDEA in training qualified
personnel across the country was
emphasized.
3. The
importance
of
decontamination
and
disposal
processes was indicated.
4. It was stated that sharing
information with stakeholders and
receiving feedback will make an
extremely important contribution to
the progress of the process.
Pendik
Veterinary Opinion: Pendik Vet. A new system,
Control Institute
which is used in Turkey for the first
time, to avoid air leaks in the BSL3
lab where COVID19 vaccine studies
are currently carried out was
developed under Pendik Veterinary
Control Institute.
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The same system will be used in
the labs to be built within the scope
of the Project, and it is a system
where the risk of pathogen escape
is eliminated with the air passing
through
HEPA
filters
encountering 90 degrees before
mixing into the clean air.

APPENDIX 1: Delivery Records for the Documents Delivered to the Headmen
Headman of Halkalı Quarter – Delivery Record

Headman of İstasyon Quarter – Delivery Record
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APPENDIX 2: Invitation Letter for the Online Meeting
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APPENDIX 3: Presentation Prepared for the Online Meeting
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HEALTH SYSTEM STRENGTHENING AND SUPPORT PROJECT

Annex VIII: Stakeholder Engagement Plan for the Project
1. Introduction
The overall objective of this Stakeholder Engagement Plan (SEP) is to define a program for stakeholder
engagement about the Project, including public information disclosure and consultation, throughout the
entire project cycle. The SEP outlines the ways in which the project team will communicate with
stakeholders and includes a mechanism by which people can raise concerns, provide feedback, or make
complaints about project and any activities related to the project. The involvement of the local
population is essential to the success of the project in order to ensure smooth collaboration between
project staff and local communities and to minimize and mitigate environmental and social risks related
to the proposed project activities. In the context of infectious diseases, broad, culturally appropriate and
adapted awareness raising activities are particularly important to properly sensitize the communities to
the risks related to infectious diseases.
2. Project Description
An outbreak of Coronavirus Disease 2019 (COVID-19) caused by the 2019 novel coronavirus (SARSCoV-2) has been spreading rapidly across the world since December 2019, when the first cases were
diagnosed in Wuhan, Hubei Province, China. COVID-19 has been detected (as reported) in 216
countries to date.35 On March 11, 2020, the World Health Organization (WHO) declared the rapidly
spreading Coronavirus outbreak a pandemic, acknowledging what has seemed clear for some time-the
virus will likely spread to all corners of the globe. As of August 18, the total number of COVID-19
cases detected was 21,549,706, out of which there have been 767,158 deaths.36 The first case in Turkey
was reported on March 11, 2020. As of August 18, the number of cases reported has reached 250,542,
out of which there have been 5,996 deaths.37
COVID-19 is one of several emerging infectious diseases outbreaks in recent decades have begun with
animals in contact with humans, resulting in major outbreaks with significant public health and
economic impacts. The last moderately severe influenza pandemics were in 1957 and 1968; each killed
more than a million people around the world. With COVID-19, scientists are still trying to understand
the full picture of the disease symptoms and severity. Reported symptoms in patients have varied from
mild to severe, and can include fever, cough and shortness of breath. In general, studies of hospitalized
patients have found that about 83 percent to 98 percent of patients develop a fever, 76 percent to 82
percent develop a dry cough and 11 percent to 44 percent develop fatigue or muscle aches.38 Other
symptoms, including headache, sore throat, abdominal pain, and diarrhea, have been reported, but are
less common. While 3.7 percent of the people worldwide confirmed as having been infected have died,
the WHO has been careful not to describe that as a mortality rate or death rate, because in an unfolding
epidemic it can be misleading to look simply at the estimate of deaths divided by cases so far. Hence,
given that the actual prevalence of COVID-19 infection remains unknown in most countries, it poses
unparalleled challenges with respect to global containment and mitigation. These issues reinforce the
need to strengthen the response to COVID-19 across all IDA/IBRD countries to minimize the global
risk and impact of this disease.
The World Bank is providing support to Governments for preparedness planning to provide optimal
medical care, maintain essential health services and to minimize risks for patients and health personnel
(including training health facilities staff and front-line workers on risk mitigation measures and
providing them with the appropriate protective equipment and hygiene materials). As COVID-19 places
a substantial burden on inpatient and outpatient health care services, support will be provided for a
number of different activities, all aimed at strengthening national health care systems.

35 https://www.who.int/emergencies/diseases/novel-coronavirus-2019 accessed on August 18, 2020
36 https://www.who.int/emergencies/diseases/novel-coronavirus-2019 accessed on August 18, 2020
37 Ministry of Health, Republic of Turkey, https://covid19.saglik.gov.tr/ accessed on August 18, 2020
38 Del Rio, C. and Malani, PN. 2020. “COVID-19—New Insights on a Rapidly Changing Epidemic.”
JAMA,doi:10.1001/jama.2020.3072
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The Health System Strengthening and Support Project (HSSSP – The Project) was approved on
September 21, 2015 and became effective on November 26, 2015. The Project Development Objective
(PDO) of the HSSSP is to improve primary and secondary prevention of selected non-communicable
diseases (NCDs), increase the efficiency of hospital management, and enhance the capacity of the
Ministry of Health (MoH) for evidence-based policy making.
The HSSSP was restructured for the first time in May 2019 to revise: (i) a number of project activities;
(ii) the Results Framework (RF) (including formulation, definition, baseline, target values); and (iii)
allocations across project components. It also served to extend the loan closing date from May 31, 2020
to June 30, 2021.
Preparation for second restructuring coincided with an outbreak of COVID-19, which is threatening to
pose significant challenges to Turkey’s health system.
The need for second restructuring was explicitly stated in the first project restructuring paper. At the
time of the first restructuring, the Government had indicated interest in using projects savings to expand
the scope of the project to support research and development in the health sector through the Presidency
of Turkish Health Institutes (TUSEB). While this proposition was supported by the Bank, it was not
possible to do this at that time as the legal arrangements related to supporting TUSEB were not in place
yet. Since other aspects of the first restructuring was needed urgently at that time, it was decided to
create an unallocated category, with the expectation that there would be a second restructuring where
this new component would be added once these legal arrangements were put in place. Though the
Government has completed the legal requirements for TUSEB to be an implementing body under the
project on December 7, 2019, given the coronavirus disease (COVID-19) pandemic, the Government
requested to use the funds under the unallocated category, to expand the scope of the project to prevent,
detect and respond to the threat posed by COVID-19 and strengthen national systems for public health
preparedness. The second restructuring also includes some changes in the original components.
This second restructuring has been made to: (i) revise the PDO; (ii) include a new component for
COVID-19 response and research and development; (iii) reallocate loan proceeds to the new component
from the unallocated category introduced in the first restructuring; (iv) revise the results framework;
and (v) extension of the Closing Date.
Since its first COVID-19 case was detected on March 11, 2020, the Government of Turkey has
gradually introduced a range of public health measures in line with WHO guidance.39 Measures have
included moving from hygiene guidance to the closure of major events, social venues, schools and all
major commercial outlets, and recommending physical distancing to curb transmission. Most residents
appear to have followed Government guidance, with major metropolitan areas shut down. The
Government has also announced an economic package totaling approximately 100 billion Turkish Lira
(US$15 billion) to stem the impact on firms and targeted households, including deferral of social
security and payroll tax on the part of firms, increasing the minimum pension, increased allocation for
social assistance beneficiaries, and unspecified provisions for strengthening social services for older
persons.
Responding to COVID-19 requires both short-term and long-term actions. In the short term, this Project
(HSSSP restructuring) will procure the necessary drugs to treat COVID-19 patients. With such
medication, the treatment period of the COVID-19 patients will be shortened, and the use of intensive
care units (ICUs) will increase. Activities under this Project will be complemented by those planned
under a new World Bank Project (Turkey Emergency COVID-19 Health Project, P173988), namely
procurement of mechanical ventilators for the ICUs. In the long term, and in order to be prepared for
the likely recurrence of the virus, this Project will also support therapeutic study research and
vaccination treatment alternatives by supporting the equipping and training of staff for a new Biosafety
Level 3 (BSL-3) VPC. With this facility, the MoH will have the capacity to produce COVID-19
vaccines and related products (i.e. immunoserum, antibody products).

39 World Bank unpublished preliminary note “Republic of Turkey’s Health System Response to COVID-19”, March 2020.
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The restructuring will allow the Project to remain aligned with MoH’s newly approved Strategic Plan
(2019-2023) as well respond to the new realities due to COVID-19. Moreover, this restructuring enables
activities related to the support of vaccine development and production to be introduced into this Project,
drawing strong parallels with MoH Communicable Diseases Surveillance and Control Action Plan.
The HSSSP was prepared under the World Bank’s safeguard policies. As the original Project does not
finance any infrastructure investments, during project implementation, Terms of Reference for
consulting services were developed, which ensure that services provided are in accordance with the
Bank's safeguards policies. Therefore, the Project was categorized as category “C” according to
Operational Manuel of WB for Environmental Assessment which is called OP 4.0140.
The new component under the second restructuring envisages procurement of equipment for the vaccine
production center (at BSL 3 level) to be constructed in Akyurt Ankara, is considered the associated
facility for the Project as well as goods and supply for vaccine production center (with two different
laboratories at BSL 2 and BSL 3) in Istanbul. The new component will also finance procurement of
COVID-19 treatment medicines for the treatment of patients at ICUs of the healthcare facilities across
the country. The specific locations and types of the relevant healthcare facilities to be benefitting from
the Project are not identified at this stage and will be known during implementation. Thus, the
environmental aspects are associated with the following: (i) safe operation of the vaccine production
center; (ii) proper management of medical/laboratory wastes; (iii) animal testing procedures and safety;
(iv) OHS of medical personnel. Due to these, the environmental category has been elevated from “C”
to “B”. Accordingly, the Environmental and Social Management Framework (ESMF) is developed to
address the above aspects and also include a separate Stakeholder Engagement Plan (SEP).
The HSSSP consists of three components as follows:
COMPONENT 1: Primary and Secondary Prevention
Component 1 of the Project aims to raise awareness (among both the population and health care
providers) about the risk factors associated with NCDs and to promote healthy lifestyles and behavior
change. A four-pronged approach is pursued: (i) Take reliable (and internationally comparable) stock
of NCD-related health data to assess the current status (and disease burden) of NCDs in the country and
provide robust evidence for future policy making; (ii) Increase population and health human resource
awareness about NCDs, with a focus on hypertension, healthy diet, excessive salt consumption, physical
activity (exercise), weight control, and diabetes mellitus; (iii) Implement a concrete population-based
intervention strategy by strengthening the Healthy Living Centers, which are led by a multi-disciplinary
team (in eight provinces) that will promote healthy lifestyles; and (iv) Develop clinical guidelines and
training modules on renal disease, cardiovascular disease, diabetes mellitus, and obesity control as part
of the preliminary efforts toward standardized primary health care service for NCDs and conduct
training.
The component will finance consulting services (such as for national campaigns), medical and other
equipment (such as information technology (IT) and distance-learning equipment), technical assistance,
and training. Minor refurbishing or rehabilitation of existing Healthy Living Center facilities is foreseen,
though these will include only small paint jobs and/or space reconfiguration to allow for physical
activities. All component 1 activities will be accompanied by studies and evaluations supported under
component 3.
Subcomponent 1: Increase national awareness and behavior change with regard to the risk factors of
chronic disease and addiction: unhealthy dietary habits and excessive salt consumption, physical
inactivity, active and passive smoking, alcohol consumption, aging in general, and substance addiction.
The key activities supported under this subcomponent include (i) the promotion of physical activity by
piloting such activities in Healthy Living Centers, including some minor rehabilitation of community
health centers to reconfigure space for physical activities and exercise equipment, where needed; (ii)
the development and application of public outreach materials; methodologies and training materials for
health workers and citizens; and targeting to raise popular awareness about healthy living through
40 https://ppfdocuments.azureedge.net/1565.pdf
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campaigns, public events, training programs, and health care visits and at Healthy Living Centers; and
(iii) implementation of a nationwide campaign to deal with substance addiction and strengthened
infrastructure to provide services in the Treatment Centers for People Suffering from Alcoholism and
Substance Addiction and the Treatment Centers for Children and Adolescents Suffering from Substance
Addiction.
Subcomponent 2: Ensure effective screening for the early detection of cancer through improving
access to quality primary care services and monitoring efforts at all levels. The key activities supported
under this subcomponent include: (i) operate and improve capacity in post-screening diagnosis centers
(second-level diagnostics); (ii) introduce the national cancer registry software by improving physical
and technical infrastructure and training health workers in its use; and (iii) develop guidelines, standards,
and training modules for palliative care.
Subcomponent 3: Strengthen the capacity of primary health care workers to consolidate the results
achieved under the health technology assessment (HTP) and introduce better services related to NCDs.
The key activities to be supported under this subcomponent include: (i) support to strengthen the Family
Physician Training Program, including expanding the infrastructure and hardware of the current
distance-learning system to nationwide coverage and adapting the current face-to-face training modules
for family physicians to a distance-learning approach to increase efficiency and coverage; and (ii)
conduct a thorough workload analysis and standardize work procedures to allow for more effective
service delivery and better quality of care by family physicians.
COMPONENT 2: Increasing the Efficiency of Public Hospital Management and Operations
This component will support two major initiatives: (i) a program to strengthen hospital management
and operations through technical assistance and implementation support; and (ii) support to the Health
Investments Program through capacity building of the MoH’s General Directorate of Health
Investments (GDHI) and the Public Hospitals Institution (PHoI) in contract and facility management.
The component will finance large technical assistance contracts and consulting services to assist the
PHoI in developing and applying the micro-level reforms. It will also finance the relevant equipment,
especially IT, and a significant amount off training at the central and facility levels.
Subcomponent 1: Strengthening public hospital management and clinical operations This
subcomponent aims to strengthen public hospital efficiency through interventions in four different areas:
(i) clinical engineering,41 (ii) drug and medical supplies management, (iii) clinical care processes, and
(iv) administrative and financial information systems. In each of these four areas, the MoH is planning
to (i) provide training to public hospital staff, (ii) develop national guidelines and classifications, (ii)
support public hospital teams to implement guidelines and standards, and (iv) strengthen information
systems.
Subcomponent 2: Introducing architectural and technical standards for health facilities
The key activities supported under this subcomponent include: (i) developing architectural and technical
standards for health facilities of various profiles (public hospitals, oral and dental health centers, family
health centers, etc.); and (ii) supporting the implementation of developed standards for health facilities.
Subcomponent 3: Providing technical support to the public private partnership (PPP) program
implementation unit under the MoH by strengthening the capacity of the GDHI in managing and
administering PPP projects in engagement with the relevant stakeholders, including the Treasury and
the Ministry of Development and in developing in-house capacity in the legal, financial, operational,
and structural aspects of contract management.
COMPONENT 3: Improving the Effectiveness of Overall Health Sector Administration
This component facilitates the first two components and will build on earlier World Bank support
provided through the adaptable program loans. One key prerequisite for greater efficiency and
41 Clinical engineering refers to providing management, maintenance, repair, and calibration of medical equipment.
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effectiveness in the health sector is to institutionalize a better system of collecting, processing,
validating, and using information for policy decisions. This component therefore supports the
development of the evidence-based policy-making capacity of the MoH, as well improvements in its
monitoring and evaluation (M&E) capacity aimed at more efficient, effective, and high-quality health
service provision and more reliable and consolidated data available at all levels. The component also
includes support for sharing Turkey’s reform experience worldwide.
Subcomponent 1: A well-functioning Health Management Information System (HMIS). This involves
enhancing the evidence-based policy and decision-making capacity of the MoH. The key activities that
will be supported under this component include: (i) institutionalizing health sector performance
assessments and harmonizing health sector data in line with international standards; (ii) developing and
adopting national e-health standards and legislation to improve the quality of health data and ensure the
interoperability of HMIS’s nationwide and internationally; (iii) developing and implementing a
computerized decision support system (HMIS) for decision makers on various levels, based on the
integration of reliable and consolidated data from existing systems; and (iv) enhancing the technical
audit capacity and widening the use of evidence-based medical practice (at the primary and secondary
levels) to improve the quality of health service provision.
Subcomponent 2: Sharing Turkey’s Experience. The key activities that will be supported under this
subcomponent include developing a model for sharing experiences in the health sector (including
country-specific analysis and training) and disseminating HTP products.
Subcomponent 3: Building Capacity in Health Technology Assessment (HTA). The key activities that
will be supported under this subcomponent include the preparation of the HTA strategy and related
legislative documents.
Subcomponent 4: Project Management. A PMSU will mainly be responsible for coordinating the
project with several different units of the Ministry as well as implementing its own part under the Project
with, procurement, disbursement and fiduciary arrangements.
2.1. Description of Changes in the Project Components with the First Phase Restructuring
Below are the revisions by component. They include activities added or dropped, and budget
adjustments:
Component 1 - Primary and Secondary Prevention
Develop guidelines, standards, and training modules for palliative care: The responsibility for
palliative care activities has been transferred to the Public Hospitals General Directorate. Consequently,
these activities will now be financed under the national budget and are, therefore, dropped under the
Project.
Improve service delivery and quality of care by family physicians through the analysis of current
workload practices and procedures: the MoH has decided not to conduct a workload analysis until the
development of performance-based payment models for family physicians is finalized. This activity is
therefore dropped under this component.
Component 2 - Increasing Efficiency of Public Hospital Management
Develop architectural and technical standards for health facilities of various profiles: the MoH will
build on the experiences gained from the implementation of the broader PPP program to improve the
architectural and technical standards of health facilities. Therefore, these activities are dropped under
the Project.
Simulation assisted trainings and implementations: under this component, establishment of simulation
assisted training centers is replacing the investments for training centers on clinical engineering to
increase the specialized health workforce supply, as well as to enhance the provision of specialized
healthcare services in public hospitals.
Establishment of a PPP monitoring and evaluation system: the MoH will procure consultancy services
for a new monitoring and evaluation system that would facilitate the tracking of PPP processes and
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contracts from planning to tendering, investment and management. This activity is therefore added to
component 2 of the Project.
Component 3 – Improving the Effectiveness of Overall Health Sector Administration
Process mapping of all MoH units: As the MoH has been subject to major organizational restructurings,
SPD has initiated a new activity to prepare process flow diagrams of the MoH implementing units. This
activity is added to component 3 to institutionalize a better system of collecting, processing, validating,
and using information for policy decisions.
2.2. Description of Changes in the Second Phase Restructuring
Revision of the PDO. The PDO revised as follows: “The objective of this Project is to improve primary
and secondary prevention of selected NCDs, increase the efficiency of hospital management, enhance
the capacity of the MoH for evidence-based policy making, and strengthen MoH capacity to control
and fight the threat posed by COVID-19”.
Creation of a new Project component (Component 4). Strengthening capacity of MoH to respond to
COVID-19 included as a new component to the Project. This component will finance procurement
activities for: (i) pharmaceuticals and equipment necessary for COVID-19 treatment; (ii) specific
equipment for the vaccine production center of MoH (General Directorate Public Health, or GDPH);
(iii) recruitment of individual consultants; and (iv) Bio Safety Level 4 training activities of the vaccine
production personnel. Specific procurement practices have been designed for Component 4 to both
support timely implementation of this component in response to the COVID-19 outbreak, and to ensure
alignment with the new World Bank Procurement Regulations for IPF Borrowers (dated July 2016,
revised November 2017 and August 2018). Procurement arrangements for the new component will be
carried out through a Framework Agreement between the MoH and the International Health Services
Corporation (USHAŞ), which is an affiliated institution of MoH and through individual contract.
Reallocation of funds to finance Component 4. A reallocation of the loan proceeds (in Euro) and the
previously unallocated category will be allocated to the new COVID-19 component.
Extension of the closing date. The closing date extended from June 30, 2021 to December 31, 2021.
This is the second extension of the closing date, for a total of 18 months beyond the original closing
date.
Revision of the Project RF. Some of the Project’s PDO indicators and IR indicators revised in order
to: (i) align them with the targets of MoH’s 2019-2023 Strategic Plan; (ii) measure them better and
reflect the progress of certain Project components more clearly; and (iii) include the additional PDO
and IR indicators of the new component.
The HSSSP was prepared under the World Bank’s safeguard policies. As the original Project does not
finance any infrastructure investments, during project implementation, Terms of Reference for
consulting services were developed, which ensure that services provided are in accordance with the
Bank's safeguards policies. Therefore, the Project was categorized as category “C” according to OP
4.01. However, with the second restructuring the new component triggers OP 4.01 and raises the project
category from “C” to “B”.
2.3. Description of Changes in the Third Phase Restructuring
Revision of the PDO. The PDO and project components will remain the same. The MoH will continue
to be the implementing agency. The PDO and Intermediate Results Indicators will remain the same, but
targets will be revised to reflect the change in the closing date.
Extension of the closing date: The closing date will be extended by 24 months, from December 2021
to December 31, 2023. This is the third extension of the closing date, for cumulative total of 43 months
beyond the original closing date. Changes to the implementation schedule and disbursement estimates
have been made accordingly.
Project Components: No changes will be made to the project’s components under this restructuring.
Objectives, budget allocations, and activities financed in each component will remain the same. Several
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activities have already been completed in each component, while others delayed by the COVID-19
crisis remain to be completed under this restructuring.
2.4. Description of Subprojects Under Component 4
The key activities in scope of the new component of the Parent Project are (i) the procurement and
installation of equipment for the Ankara VPC and (ii) the procurement and installation of equipment
for IDEA.
Istanbul IDEA: Two separate laboratories, one at Animal Biosafety Level 2 (ABSL2) and one at
Animal Biosafety Level 3 (ABSL3); will be established in order to conduct vaccine and serum tests
during COVID-19 pandemic in IDEA located in the boarders of "Mehmet Akif Ersoy Thoracic and
Cardiovascular Surgery Training and Research State Hospital (MAESH)". The labs in Istanbul will be
under IDEA responsibility and IDEA will be managed by Turkish MoH directly. Details about the labs
in IDEA are given in Annex VII-Environmental and Social Management Plan for BSL2 and BSL 3
Labs of IDEA.
Ankara VPC: A complex will be constructed by MoH including (i) a vaccine production center, (ii) an
experimental animal production center and (iii) an ABSL 3 level laboratory.
Ankara VPC is proposed to be composed of 12 main buildings which are:
1. Experimental Animals Production/Test Building (Scorpion, Fish, Rat, Snake, Rabbit and
Guinea Pig)
2. Immunoserum Purification/Filling Building (Vaccine Labeling Storage and Shipment,
Ampoule Filling, Ampoule Sterilization, Lyophilization and Vial Hood, Sterilization,
Purification, Process Control Laboratory)
3. Antigen-Antiserum Diagnostic Product/Quality Control Laboratory Production Building (Live
Virus and Bacteria Vaccine Quality Control Laboratories, Rabies Vaccine Quality Control
Laboratory, Sterilization, Research and Biological Control Laboratories and other units)
4. Vaccine - Antigen Production Building (Sampling, Sample Storage/Rejection, Distilled Water,
Tetanus-Hepatitis A- Diphtheria and Rabies Vaccine Production)
5. Administrative Building (Storages, Security, Cafeteria, Administrative Office)
6. Researcher Building
7. Transformer Heating Central Building
8. Security Building
9. Horse Experimental Animal Production Building
10. Sheep and Goats - Poultry Experimental Animal Production Building
11. Non-Human Primate-Pig Experimental Animal Building
12. Feed Storage Building
Construction of Ankara VPC will not be financed under WB loan, instead will be allocated from MoH
budget. While the Project runs under Bank’s safeguards policies, there are important elements
incorporated from the Bank’s new ESF such as Stakeholder Engagement Plan in line with the COVID
19 template. Therefore, the TOR for ESIA of Ankara VPC was developed in accordance with the World
Bank Environmental and Social Framework (ESF). The environmental and social risks of the
construction and operation of the Ankara VPC are proposed to be rated as “Substantial”, in accordance
with the WB ESF. Therefore, it is necessary to conduct a detailed Environmental and Social Impact
Assessment (ESIA) as per the provisions of the Bank ESF and Turkey legislation, including
Environmental and Social Management Plan (ESMP), Resettlement Action Plan (RAP) (to be
determined during ESIA studies), and Stakeholder Engagement Plan (SEP) as well as sub-management
plans.
During second restructuring only OP 4.01 was triggered. However due to the investment impacts on the
existing land use and potential land acquisition of the VPC’s associated facilities, the Bank’s operation
policy on Involuntary Resettlement (OP 4.12) and operational policy on Natural Habitats (OP 4.04) are
also triggered. The vaccine production center (VCP) will be built in Ankara will not be financed by the
project but it will be equipped under the restructuring and from the dedicated national budget funds
administered by MoH. Therefore, it is considered as associated facility.
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A second vaccine center will be financed by the Project for Mehmet Akif Ersoy State Hospital located
in Istanbul. No construction activities will be conducted; instead renovation and installation activities
will be carried out.
3. Stakeholder identification and analysis
Project stakeholders are defined as individuals, groups or other entities who:
(i)
(ii)

are impacted or likely to be impacted directly or indirectly, positively or adversely, by the
Project (also known as ‘affected parties’); and
may have an interest in the Project (‘interested parties’). They include individuals or groups
whose interests may be affected by the Project and who have the potential to influence the
Project outcomes in any way.

Cooperation and negotiation with the stakeholders throughout the Project development often also
require the identification of persons within the groups who act as legitimate representatives of their
respective stakeholder group, i.e. the individuals who have been entrusted by their fellow group
members with advocating the groups’ interests in the process of engagement with the Project.
Community representatives may provide helpful insight into the local settings and act as main conduits
for dissemination of the Project-related information and as a primary communication/liaison link
between the Project and targeted communities and their established networks. Verification of
stakeholder representatives (i.e. the process of confirming that they are legitimate and genuine
advocates of the community they represent) remains an important task in establishing contact with the
community stakeholders. Depending on the different needs of the identified stakeholders, the legitimacy
of the community representatives can be verified by checking with a random sample of community
members using techniques that would be appropriate and effective considering the need to also prevent
coronavirus (COVID19) transmission.
In order to meet best practice approaches, the Project will apply the following principles for stakeholder
engagement:
•
•
•

Openness and life-cycle approach: public consultations for the project(s) will be arranged
during the whole life-cycle, carried out in an open manner, free of external manipulation,
interference, coercion or intimidation;
Informed participation and feedback: information will be provided to and widely distributed
among all stakeholders in an appropriate format; opportunities are provided for communicating
stakeholders’ feedback, for analyzing and addressing comments and concerns;
Inclusiveness and sensitivity: stakeholder identification is undertaken to support better
communications and build effective relationships. The participation process for the projects is
inclusive. All stakeholders are encouraged to be involved in the consultation process, to the
extent the current circumstances permit. Equal access to information is provided to all
stakeholders. Sensitivity to stakeholders’ needs is the key principle underlying the selection of
engagement methods.

3.1. Defining parties
For the purposes of effective and tailored engagement, stakeholders of the proposed project can be
divided into the following core categories:
1. Affected Parties – persons, groups and other entities within the Project Area of Influence (PAI)
that are directly influenced (actually or potentially) by the project and/or have been identified
as most susceptible to change associated with the project, and who need to be closely engaged
in identifying impacts and their significance, as well as in decision-making on mitigation and
management measures;
2. Other Interested Parties – individuals/groups/entities that may not experience direct impacts
from the Project but who consider or perceive their interests as being affected by the project
and/or who could affect the project and the process of its implementation in some way; and
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3. Vulnerable Groups – persons who may be disproportionately impacted or further
disadvantaged by the project(s) as compared with any other groups due to their vulnerable status,
and that may require special engagement efforts to ensure their equal representation in the
consultation and decision-making process associated with the project.
Table 8: Stakeholder Identification and Analysis
Affected Parties
- COVID-19 infected people in
hospitals and their families &
relatives
- People in quarantine/isolation
centers and their families &
relatives
- Workers
in
quarantine/isolation facilities,
hospitals,
diagnostic
laboratories
- Communities in the vicinity
of the project’s planned
quarantine/isolation facilities,
hospitals, laboratories
- Public/private health care
workers (Doctors, Nurses,
Public Health Inspectors,
Midwives,
laboratory
technicians/staff)
and
emergency personnel
- Staff at medical and testing
facilities, and public health
agencies engaged in the
response
- Staff of prisons/detention
facilities & security services
- People at risk of contracting
COVID-19 (e.g. returning
pilgrims,
refugees
and
migrants, staff at temporary
accommodation
centers
(refugee camps), medical and
other tourists, tour guides,
hotels and & their staff,
associates of those infected,
inhabitants of areas where
cases have been identified)

Other Interested Parties

Vulnerable Groups

- Community
based
organizations, national civil
society groups and NGOs, etc.
- Goods and service providers
involved in the project’s wider
supply chain
- Regulatory agencies (e.g.
President’s Office, Ministry of
Internal Affairs, Directorate of
Religious Affairs, Ministry of
Agriculture
and
Forestry,
Ministry of Transport and
Infrastructure, Ministry of
Youth and Sports, Ministry of
Environment, Urbanization and
Climate Change, Ministry of
Labor and Social Security,
Social Services Directorates,
Provincial Councils, District
and Municipal Councils etc.
- Media and other interest
groups, including social media
& the Government Information
Department
- National and international
health
organizations/associations (e.g.
the Turkish
Medical
Association, TTB Specialist
Associations, Public Health
Experts Association, Turkish
Clinical Microbiology and
Infectious
Diseases
Association, Turkish Thoracic
Society, and Turkish Intensive
Care Association, Red Crescent
Society, WHO, Global Fund

- the elderly and people with
chronic diseases and preexisting conditions
- People with disabilities
- Pregnant women, infants and
children
- Refugees, migrants, citizens
with limited Turkish language
abilities
- People living below poverty
line
- The
unemployed
homeless

and

- Women-headed households
and/or single mothers with
underage children;
- Extended
families;

low-income

- Staff and residents of
orphanages, elderly, children
and other care institutions and
private service providers;
- People under
violence risk.

domestic

- Other donor organizations
(ADB, EBRD, IsDB, KfW,
USAID, and GIZ);
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- Ministry of Health; Turkey
Institutes
of
Health
Administration
(TÜSEB);
Turkey Pharmaceuticals and
Medical Devices Agency
(TİTCK);
- Provincial, District, and
Municipal
government
administrations
- Municipal
Councils,
Municipal waste collection and
disposal workers
- Ministry of Health, Ministry
of Health/Emergency Health
Services General Directorate
(GD),
Health
Calamity
Coordination
Center
(SAKOM) officials,

- Interested
international
NGOs, Diplomatic mission and
UN
agencies
(especially
UNICEF, WHO), EU, bilateral
agencies and others
- Academics
- Private Sector
- Schools, universities and
other education institutions
closed down due to the virus
- Mosques, churches and other
religious institutions
- Transport
workers
cab/taxi drivers)

(e.g.

- Businesses with international
links.

- Staff and students of
educational institutions (from
pre-school to higher education)
- Staff and inhabitants at
orphanages, elderly, children
and other care institutions and
private service providers;
- Airline and border control
staff,
law
enforcement
authorities and their staff (e.g.
Police, Army, Navy, Air Force
etc.) especially those deployed
to search suspected cases and
quarantine them.
- Other public authorities (e.g.
Turkey’s
Civil
Aviation
Authority, Department of
Immigration and Emigration,
Ministry of Defense etc.)
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4. Stakeholder Engagement Program
4.1. Summary of stakeholder engagement done during project preparation
Given the emergency nature of this operation and the transmission dynamics of COVID-19,
consultations during the project preparation phase were limited to relevant government officials, health
experts, hospital administrators and others from institutions working in health sector. This Stakeholder
Engagement Plan that is prepared under the Project was subject to disclosure and consultation before
their finalization. The Project includes considerable resources to implement the actions included in the
SEP. A more detailed account of these actions are prepared as part of the update of this SEP, which is
expected to take place within 30 days after the project effectiveness date. The SEP will be continuously
updated throughout the project implementation period, as required.
For the new activities included in line with the addition of Component IV into the Project, the need for
preparing a Project-specific "Environmental and Social Management Framework (ESMF)" arose in line
with the WB's Environmental and Social Safeguards Policies (OPs). This document, which is currently
available, was prepared by the PMSU experts and disclosed on the website of the PMSU.
Again, in line with the WB requirements, an online consultation meeting was conducted on December
20th, 2021 between 2 p.m. and 3 p.m. in order to reach all related stakeholders and to inform them about
the for the ESMF and activities included in the Project in line with the new component. In line with the
feedback received during the meeting, the ESMF was revised and finalized, then disclosed once again
on the website of the PMSU. The list of stakeholders prepared for the meeting and the means of
communication used have been presented in Section 4.2.
The institutions and organizations participating in the meeting have been presented below:
•

The Ministry of Health: General Directorate of Health Promotion, General Directorate of
Public Health, Office of Press Counsellor, Project Management and Support Unit
• Ministry of Energy and Natural Resources
• Ministry of Industry and Technology: General Directorate of Strategic Research and
Efficiency
• Ministry of Industry and Technology: Ministry of Industry and Technology, General
Directorate of Industry, General Directorate of National Technology
• Ministry of Treasury and Finance: Department of Support Services
• The World Bank
• Ankara Provincial Directorate of Health
• İstanbul Mehmet Akif Ersoy Thoracic and Cardiovascular Surgery
• Akyurt Municipality
• Akyurt District Governorate
• Akyurt District Directorate of Health
• ESIA Consultancy Company and Its Experts
• Turkish Society of Microbiology
• Infectious Diseases and Clinical Microbiology Specialty Society of Turkey (EKMUD)
• University of Health Sciences, Institute of Defensive Health Sciences, Department of
Chemical, Biological, Radiological and Nuclear Defense (CBRN Defense)
• University of Health Sciences Hamidiye Faculty of Medicine, Department of Medical
Microbiology
• Ankara Yıldırım Beyazıt University Faculty of Health Sciences
• Ankara University Faculty of Veterinary Medicine
During the meeting, a presentation which involves information about the Project and the PMSU was
made. The presentation also included information on the establishment and organizational structure of
the PMSU. Thereafter, Health System Strengthening and Support Project, its components, budget,
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duration and implementing units followed in the presentation. Detailed information was given about
IDEA and Ankara Vaccine Production Center, which are within the scope of Component 4. After the
purpose of the activity and the sub-activities to be implemented, information was given about the
environmental and social risk assessment carried out separately for both activities and the mitigation
measures to be taken against the identified risks. Finally, information about stakeholder relations,
grievance mechanism and the steps of the mechanism was given in the presentation, and then the
question-answer session started. The presentation is given below:
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FIGURE 9: HSSSP BRIEFING PRESENTATION
All participants were given the right to speak, and their questions were answered in the Q&A session
carried out after the presentation. The opinions, suggestions and questions received are summarized in
the table below:
Table 6: HSSSP Online Meeting – Questions Received and Answers Given
Institution/Organization

Turkish
Society
of
Microbiology (TSM)

Turkish
Society
of
Microbiology (TSM)

Opinion/Suggestion/Question Received
Opinion: They stated that the meeting was
very productive and that as TSM, they were
ready to provide all kinds of support to the
MoH in all processes related to vaccine
production.
Question: It was asked what vaccine types
would be included in the center to be
established. It was asked whether a
distinction was made between bacterial
vaccine and virus vaccine, and whether
new technology vaccines such as mRNA
would be produced.
Opinion: They stated that the meeting was
very productive and that as TSM, they were
ready to provide all kinds of support to the
MoH in all processes related to vaccine
production.
It was emphasized that the existing land in
Akyurt might be insufficient for the
investment to be made due to the necessity
of establishing a separate vaccination line
for each vaccine to be produced.
Emphasizing that it was of great
importance to have an R&D center that
could be used by TUSEB and university
researchers for the production of antigen in
R&D studies, it was conveyed that there

Answer Provided
It was reported that both technical
and environmental and social
impact assessment processes were
continuing for the Vaccine
Production Center to be built in
Ankara, and that similar meetings
would be held for the Vaccine
Production Center and clear
information would be given about
the questions posed.
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Akyurt Municipality

Infectious Diseases and
Clinical Microbiology
Specialty Society of
Turkey (EKMUD)

Ankara
Yıldırım
University Faculty of

was no negative pressure laboratory area
for microbiological studies in the current
Project.
It was emphasized that the core staff should
be trained for the Vaccine Production
Facility.
Question: How would human resources be
provided in the center to be established?
Opinion: They stated that the meeting held
was very productive, that the MoH was
pleased to contact them one-on-one, and
that they were ready to contribute in any
way related to the process.
They expressed their concerns that the
chosen area would not be sufficient,
especially if the facility was to be
expanded.
It was emphasized that there was
OTONOMİ (Akyurt Car Dealers Site) on
one side of the selected area and a shopping
mall construction on the other side, and that
the facility did not have the opportunity to
expand. Emphasizing that there is a 140decare land belonging to the Housing
Development Administration of Turkey
(TOKİ) within the borders of Akyurt
Municipality, it was stated that they could
contact TOKİ if requested by the Ministry
of Health.
Also, the Mayor reminded the decision
taken by the President for odor safety years
ago, and stated that if there was animal
production in the existing facility, it was
possible to experience an odor problem.
Question: It was asked whether there was a
possibility of changing the land.
Opinion: It was stated that the construction
of the facility in Ankara was positive.
It was emphasized that the existing land
was not suitable for a possible expansion.
Emphasizing the significance of the "Lab
scale"
stage
beyond
commercial
production, it was stated that the facility to
be established should be focused on
flexibility, not capacity.
It was stated that a solution could be found
to the odor problem based on previous
experiences. Considering that the facility
will operate 24/7, it was mentioned that
there should be accommodation for the
personnel. In addition to accommodation,
it was emphasized that easy access to the
facility was also of importance. Finally, it
was emphasized that qualified personnel
should be trained to be employed in the
facility.
Question: Opinion: It was stated that the closed area
would be sufficient in the current
conditions, but in the long run, the parcel

It was stated that an evaluation
study was carried out for the
existing land, taking into account
the situation of expansion, and that
alternative lands would definitely
be evaluated in case of any adverse
opinion during the environmental
and social impact assessment
studies. It was reported that the
Senior Management of the Ministry
of Health would be informed about
the land proposed by the Akyurt
Municipality.
(It was reported that, after the
meeting, the aforementioned land
was transferred to third parties by
TOKİ as a result of the interviews
made with Akyurt Municipality both
face to face and by phone.
Therefore, the land proposed by
Akyurt Municipality is not included
in the evaluation of land
alternatives).

It was stated that İDEA was a
functioning laboratory and the
levels of laboratories working
within the Project would be
increased, and that Ankara Vaccine
Center was aimed to be put into
operation in 2023 with the
construction of a new facility from
scratch. It was stated that within the
scope of the works to be carried out
following the procurement of
equipment to be carried out at
İDEA, it was aimed to train
personnel to be employed at the
Ankara Vaccine Center.

It has been stated that the Senior
Management will be informed of
the issue.
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Medicine Department of
Medical Biology

Kocaeli University

would not meet the needs because it was
not suitable for expansion.
Question: Opinion: It was stated that they were very
pleased that the grievance mechanism and
communication strategy developed for the
project was established at such an early
stage. It was stated that it is very important
to be in constant communication with
stakeholders in the adaptation processes
against changing risks, and that the
establishment of this communication
strategy was also emphasized in the
"Laboratory Biosafety Manual (4th
Edition)" published by the World Health
Organization.
Question:

-

4.2. Summary of project stakeholder needs and methods, tools and techniques for
stakeholder engagement
Strong citizen and community engagement is a precondition for the effectiveness of the Project.
Stakeholder engagement under the Project will be carried out on two fronts: (i) consultations with
stakeholders throughout the entire project cycle to inform them about the project, including their
concerns, feedback and complaints about the project and any activities related to the project; and to
improve the design and implementation of the project, which will happen through the SEP, and (ii)
awareness-raising activities to sensitize communities on risks of COVID-19 which is happening as part
of project design.
In terms of consultations with stakeholders on the project design, activities and implementation
arrangements, etc., the revised SEP, expected to be updated within 30 days after the project
effectiveness date as mentioned above, and continuously updated throughout the project
implementation period when required, will clearly lay out:
-

Type of Stakeholder to be consulted
Anticipated Issues and Interests
Stages of Involvement
Methods of Involvement
Proposed Communications Methods
Information Disclosure
Responsible authority/institution

With the evolving situation, as the Turkish Government has taken measures to impose strict restrictions
on public gatherings, meetings and people’s movement, the general public has also become increasingly
concerned about the risks of transmission, particularly through social interactions. Hence alternative
ways will be adopted to manage consultations and stakeholder engagement in accordance with the local
laws, policies and new social norms in effect to mitigate prevention of the virus transmission.
These alternate approaches that will be practiced for stakeholder engagement will include: having
consultations in small groups if smaller meetings are permitted, else making reasonable efforts to
conduct meetings through online channels (e.g. webex, skype etc.); diversifying means of
communication and relying more on social media, chat groups, dedicated online platforms & mobile
Apps (e.g. Facebook, Twitter, WhatsApp groups, project weblinks/websites etc.), public
announcements when stakeholders do not have access to online channels or do not use them frequently.
Stakeholder engagement will be held during the entire project period and special attention accorded to
poor and vulnerable groups such as women, refugees, youth, elderly, female headed households etc.
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Given the linguistic diversity, language preferences have also been considered. All efforts will be made
to evince a feedback, record the same, and address as appropriate.
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Table 9: Stakeholder Consultation Plan
Project
stage

Topic of consultation / Method used
message

Preparation •

•

•

Planned activities

•

E&S
principles, •
Environment
and
social
risk
and
impact management,

•

Implement
ation

Need of the project

E&S plans prepared
for this project:
Waste Management
Plan for Hospitals
(WMPH)
and
Stakeholder
Engagement
Plan
(SEP) to address
working conditions,
health and safety of
workers in health
sector as well as their
grievance
arrangements

•

Grievance
mechanisms (GM)

•

Health and Safety
impacts

•

ESMF and Project
related
OHS
arrangements

•

National Emergency
Plan

•

Project scope and •
ongoing activities
•
SEP and project
related
grievance
arrangements

•

•

Health and safety of
public and health
workers addressed in •
ESMF

Telephone
emails
meetings

Target stakeholders

calls, SMS,
One-on-one

Appropriate adjustments
to be made to take into
account the need for social
distancing (use of audiovisual
materials,
technologies such as
telephone calls, SMS,
emails, etc.)

• Government
officials
from
relevant
line
agencies at local
level

Responsibiliti
es
• PMSU
• Environme
nt
and
Social
Specialist

• Health institutions
• Health workers
and experts
• Affected
individuals and
their families
• Vulnerable
groups

Trainings and workshops
Disclosure of information
through Brochures, flyers,
website, etc. in Turkish
and
other
languages
(Arabic,
Persian
if
needed)
Information desks at
municipalities’
offices
and health facilities

• Government
officials
from
relevant
line
agencies at local
level
• Health institutions

• Environme
nt
and
Social
Specialist
• PMSU

• Health workers
and experts
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•

Worker’s grievance •
arrangements

•

Environmental
concerns
under
WMPH

•

•

ESMF and Project
related
OHS •
arrangements
National Emergency
Plan

Information desks in local
government offices and
health facilities with
translation
facilities
available
for
refugees/migrants
as
needed
Appropriate adjustments
to be made to take into
account the need for social
distancing (use of audiovisual
materials,
technologies such as
telephone calls, SMS,
emails,
etc.)
Public
meetings in affected
municipalities/localities

• Affected
individuals and
their families
• Local
communities
• Vulnerable
groups

In accordance with these defined methods, a stakeholder list was first created by the PMSU ES Team
for the online meeting held on December 20, 2021.
Table 10: Stakeholder List Created for the HSSSP Briefing Meeting
Key Stakeholder Groups

Public Institutions at National
Level

Public Institutions at Provincial
Level

Stakeholders in the Group
Ministry of Health
- General Directorate of Public Hospitals
- Turkish Medicines and Medical Devices Agency
- General Directorate of Public Health
- General Directorate of Health Services
- General Directorate of Emergency Health Services
- General Directorate of Health Promotion
- General Directorate of Health Investments
- General Directorate of Health Information Systems
- General Directorate of Administrative Services
- General Directorate of Press and Public Relations
Ministry of Environment, Urbanization and Climate Change
- Directorate General of Environmental Impact
Assessment, Permit and Inspection
- Directorate General of Environmental Management
Ministry of Energy and Natural Resources
Ministry of Treasury and Finance
Ministry of Industry and Technology
Ministry of Agriculture and Forestry
- General Directorate of Nature Conservation and
National Parks
Health Institutes of Turkey (TÜSEB) (Vaccination Institute,
Health Policies, Health Services Quality and Accreditation,
Biotechnology institutes)
TÜBİTAK Marmara Research Center (MAM) - Genetic
Engineering and Biotechnology Institute
Governorates
- Ankara Governorate
- İstanbul Governorate
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Public Institutions at District Level

Groups Representing Professional
and Commercial Stakeholders

Non-Governmental Organizations

Universities

Provincial Directorate of Agriculture and Forestry
- Ankara
- İstanbul
Provincial Directorate of Environment and Urbanization
- Ankara
- İstanbul
Ankara Regional Directorate of Highways
Provincial Health Directorate
- Ankara
- İstanbul
District Municipalities
- Küçükçekmece Municipality
- Akyurt Municipality
District Governorates
- Küçükçekmece District Governorate
- Akyurt District Governorate
Project Beneficiary Hospitals and their related units
- Mehmet Akif Ersoy Thoracic and Cardiovascular
Surgery Training and Research Hospital (MAESH)
- İstanbul Experimental Research Center (İDEA)
Headman's Offices
- İstasyon Quarter Headman's Office (İst)
- Atakent Quarter Headman's Office (İst)
- Balıkhisar Quarter Headman's Office (Ank)
Chambers of Industry
- İstanbul Chamber of Industry
- Ankara Chamber of Industry
Chambers of Commerce
- İstanbul Chamber of Commerce
- Ankara Chamber of Commerce
Infectious Diseases and Clinical Microbiology Specialty
Society of Turkey (EKMUD)
Pediatric Infectious Diseases and Immunization Association
Turkish Society of Microbiology (TSM)
Infectious Diseases Association (EHD)
Turkish Society of Hospital Infection and Control (HİDER)
Infectious Diseases Prevention Association (BUHASDER)
Association of Research-Based Pharmaceutical Companies
(AİFD)
Ankara University Faculty of Veterinary Medicine
İstanbul University Faculty of Veterinary Medic

The text in Figure was sent to all stakeholders in Table by PMSU through official channels. NGOs and
universities were also contacted by phone.
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FIGURE 10: OFFICIAL INVITATION TEXT OF THE MEETING
Online meeting link was sent to the representatives of the institutions/organizations who shared their
information to participate after conveying the information letters and phone calls.
The "Meeting Agenda" which is given in FIGURE was also sent to the participants via the same e-mail
which the meeting link was sent.

FIGURE 11: MEETING AGENDA
In the meeting agenda, it was stated that opinions and suggestions could be provided regarding the
Project's ESMF document until 29 December 2021.
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4.3. Stakeholder Engagement Plan
As mentioned above, stakeholder engagement will be carried out for (i) consultations with stakeholders
throughout the entire project cycle to inform them about the project, including their concerns, feedback
and complaints, (ii) information and communication activities to increase the attention and commitment
of above stakeholders to undertake awareness raising activities to sensitize the at-risk population and
the general public on risks of COVID-19.
Table 11: Summary of Stakeholder Needs and Suggested Notification Means

Stakeholder
group

Key
characteristics

Expectations

Specific
communication
Engagement
needs
Language method
(accessibility,
needs
(email, phone,
large print, child
radio, letter)
care,
daytime
meetings)

Affected Parties
COVID-19
infected
people;

Wide range of Medical
examination Daytime
people affected by and
treatment
in calls,
COVID-19.
hospitals
messages
emails
High Risk as they
can
spread
infections

phone Turkish,
text and also
and other
languages
as
relevant
i.e.
Arabic,

SMS
and
messaging,
TV,
radio,
phone

Persian,
and
English
People under Diverse range of Favorable conditions to
COVID-19
people
isolated stay
in
quarantine
from
the facilities
quarantine;
community,
different
nationalities.

Daytime
consultations on
transmission, selfcare,
risks/
complications

High
Risk
requiring psychosocial support

Relatives of Frustrated family Large print outs and
COVID-19
members
and disseminations, special
infected
unaware
care- instructions from health
people;
givers.
workers, hand hygiene
and PPEs
Moderate
Risk
requiring
full
information.

Turkish,
SMS
and
and also messaging,
other
phone
languages
as
relevant
i.e.
Arabic,
Persian,
and
English

Special
instructions from
health workers to
prevent
transmission

Turkish,
Phone
and also
other
languages
as
relevant
i.e.
Arabic,
Persian,
and
English
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Specific
communication
Engagement
needs
Language method
(accessibility,
(email, phone,
needs
large print, child
radio, letter)
care,
daytime
meetings)

Stakeholder
group

Key
characteristics

Expectations

Relatives of
people under
COVID-19
quarantine

Frightened family
members
and
concerned
surrounding
people.

Reliable
information Information
and
educational educational
materials regarding self- materials
care
and
social
distancing

Low
Risk.
Anxious and plan
next steps

and Turkish,
and also
other
languages
as
relevant
i.e.
Arabic,

Social media
group
postings,
phone calls, emails

Persian,
and
English
Neighboring
communities
to
laboratories,
quarantine
centers, and
screening
posts

Concerned
residents of local
communities and
employees
of
local enterprises/
line organizations.
Moderate
Requiring
information.

Daytime
phone
calls to local
community
leaderships,
distribution
of
Special sessions for
leaflets
parents with young
Risk. children
to
avoid
full outbreaks

People
at Discouraged
COVID-19
elderly
65+;
risks
suspecting people
leaving
with
AIDS/HIV;
people
with
chronic medical
conditions, such
as diabetes and
heart
disease;
travelers,
inhabitants
of
border
communities.

Awareness
raising,
waste
management
precautions,
hand
hygiene and PPEs;

Turkish,
Information
and also boards
other
languages
as
relevant
i.e.
Arabic,
Persian,
and
English

Behavior instructions
for people with chronic
diseases,
ad-hoc
supportive treatment for
HIV/AIDS
positive
people, instructions on
extra personal health
safety,
awareness
raising campaigns, hand
hygiene and PPEs

Daytime
phone
calls to their
relatives,
text
messaging of the
emergency hotline
contact numbers,
accessibility
problems

Turkish,
and also
other
languages
as
relevant
i.e.
Arabic,

Health worker
consultations
and emergency
contacts
available,
phones and ads

Persian,
and
English

Low Risk. Full
awareness.
Public health Unprepared
managers,
workers
doctors, nurses,
lab
assistants,
cleaners

Occupational health and Daytime hands-on Turkish
biosafety
measures, simulations, burnPPEs, hands-on training out syndromes
programs,
infection
control
and
risk
management planning

Trainings
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Stakeholder
group

Key
characteristics

Expectations

Specific
communication
Engagement
needs
Language method
(accessibility,
(email, phone,
needs
large print, child
radio, letter)
care,
daytime
meetings)

High Risks.

Medical
waste
collection and
disposal
workers;

Medical nurses,
cleaners, hospital
incinerators’
workers,
waste
removal
&
transfer workers
in community or
rural
health
houses

Occupational health and Daytime trainings Turkish
safety (OHS) measures, and guidance
training, PPEs, waste
management plans, safe
waste transfer vehicles
for rural health facilities

Written
instructions,
trainings

Written
instructions
from
SSES,
OHS trainings,
social media
platforms

High Risk.
Employees of
large public
places, like
public
markets,
supermarkets

Managers,
salesmen,
marketing
specialists,
workers, cashiers,
security officers

OHS measures, hand
hygiene and PPEs, extra
safety measures, like
social distancing

Distribution
of
leaflets on extra
safety measures in
their workplaces

Turkish,
and also
other
languages
as
relevant
i.e.
Arabic,

Point of entry
staff
at
airports and
border control
staff

At risk employees
working at the
front lines with
large amount of
people

Emergency
risk
management
skills,
improved
working
conditions,
hand
hygiene and PPEs

Emergency risk
management
skills, information
on
referral
mechanisms and
algorithm of their
actions

Turkish,
Extra
OHS
and also trainings,
other
letters
languages
as
relevant
i.e.
Arabic,

High Risk.

Persian,
and
English
Airlines and Large and diverse
other
staff
international
High Risk.
transport
businesses

Timely notices on travel
bans and relevant timely
safety actions to be
taken from their side;
increased
safety
measures, extra OHS
and first medical aid
trainings for their staff

Timely notices on Turkish,
travel bans and English
relevant
timely
safety actions to
be taken from
their
side;
increased safety
measures, extra
OHS and first
medical
aid

Letters,
emails,
alert
notices at the
Ministry
of
Transportation
and
Infrastructure,
airline, train
and
bus
company
websites
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Stakeholder
group

Key
characteristics

Expectations

Specific
communication
Engagement
needs
Language method
(accessibility,
(email, phone,
needs
large print, child
radio, letter)
care,
daytime
meetings)
trainings for their
staff

Other interested parties (Risks are Low to Moderate)
MoH and its Implementing
provincial & agency
and
local
coordinating unit
branches
for the Project

Requires financing for
immediate emergency
response needs (medical
supplies,
equipment,
staff
preparedness
capacity
building,
quality
laboratories,
improved
quarantine
centers and screening
posts, enough PPEs;
effective
community
engagement
and
outreach)

SEP to be updated Turkish
and implemented
in
line
with
national pandemic
plan,
effective
coordination
of
the
diverse
stakeholder
engagement
activities

Letters,
meetings, emails, VCs

Mass media National, regional
and
and
local
journalists
newspapers,
online
news
agencies,
local
and national TVs
channels

Training to improve
knowledge
and
techniques to arrange
for media coverage of
COVID-19
related
emergency
response
procedures

Training
to Turkish
improve
knowledge
and
techniques
to
arrange for media
coverage
of
COVID-19 related
emergency
response
procedures

e-mails, social
media
platforms,
websites

Civil society Non-for-profit
Donor
funding
to
organizations organizations on contribute to emergency
regional, national response procedures
and local levels
that
pursue
environmental
and
socioeconomic
interests and may
become partners
of the project

Donor funding to Turkish
contribute
to
community
outreach
and
emergency
response
procedures

e-mails, social
media
platforms,
websites

Social media Users
of
platforms
Facebook,
users;
Instagram,
Twitter
etc.,
active
internet
users

24/7
communications,
timely and reliable
source
information

social media
platforms and
groups, special
COVID-19
website to be

Reliable
information
sources, timely updates
on real current situation
with COVID-19 in the
country,
online
information on how to

Turkish,
and also
other
languages
as
relevant
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Stakeholder
group

Key
characteristics

Expectations

Specific
communication
Engagement
needs
Language method
(accessibility,
(email, phone,
needs
large print, child
radio, letter)
care,
daytime
meetings)

filter false information
and fake news

i.e.
Arabic,

created
and
maintained

Persian,
English
Other
national,
international
health
organizations,

Red
Crescent
Society, WHO,
GIZ, Global Fund,
UNICEF, UNDP,
USAID,
ADB,
EBRD, IsDB , EU

Frequent
donor
coordination meetings
to avoid duplication,
mapping
of
donor
activities,
synergies
between donor-funded
investments

Frequent
donor English
coordination
meetings to avoid
duplication,
mapping of donor
activities,
synergies between
donor-funded
investments

Letters, DCC
meetings, emails, VCs, list
serves

at Urban, rural, periurban residents,
expats and their
family members
residing in the
country

Updated and reliable
information on the
current situation to
reduce dissemination of
false rumors and panic

Daytime
communications,
diverse
communication
channels, easy to
understand tips,
large print-outs

Mass media,
SMS
messaging,
information
boards, social
media, MoH
website
&
hotlines

development
donors
&
partners
Public
large

Turkish,
and also
other
languages
as
relevant
i.e.
Arabic,
Persian,
English

Vulnerable and disadvantage groups (Risks are Substantial)
Retired
elderly and
people with
disabilities

Aged people of
65+, unable to
work, physically
and
mentally
disables people
staying

Economic and social
support from social
workers and ad-hoc
payments, home-based
family
doctor
consultations

Daytime
Turkish
communications,
accessibility
problems, social
worker assistance

Frequent social
workers home
visits, mahalla
committee

Pregnant
Reproductive age
women,
women, babies of
infants and 0-18-month age,
children
with
children;
weak
immune
system

Frequent
medical
check-ups by family
doctors, access to free
hospital services and
free testing at labs

Daytime
communications,
child care support
during meetings

Community
leaders,
mahalla
committee,
family doctors,
women’s
associations

Turkish,
and also
other
languages
as
relevant
i.e.
Arabic,
Persian,
English
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Stakeholder
group

Key
characteristics

WomenSingle mothers,
headed
divorced, widows,
households
abandoned wives
and/or single
mothers with
underage
children;

Expectations

Specific
communication
Engagement
needs
Language method
(accessibility,
(email, phone,
needs
large print, child
radio, letter)
care,
daytime
meetings)

Economic support to Daytime
afford the prevention communications,
and treatment costs, child care support
access to free hospital
services and free testing
at labs

Turkish,
and also
other
languages
as
relevant
i.e.
Arabic,

Community
leaders,
mahalla
committee,
family doctors,
women’s
associations

Persian,
English
Extended
low-income
families;

The families have
6
or
more
members, many
of them are under
aged to work

Economic support to Daytime
afford the prevention communications
and treatment costs,
access to free hospital
services and no cost lab
testing services

Turkish,
and also
other
languages
as
relevant
i.e.
Arabic,

Community
leaders,
mahalla
committee,
family doctors

Persian,
English
Unemployed

Laborers
with Economic support to Large print-outs,
professional skills afford the prevention limited access to
or
unskilled and treatment costs.
online resources
workers

Turkish,
Employment
and also agency
other
leaflets, sms
languages
as
relevant
i.e.
Arabic,
Persian,
English

4.4. Proposed strategy for information disclosure
The project will ensure that the different activities for stakeholder engagement, including information
disclosure, are inclusive and culturally sensitive. Measures will also be taken to ensure that the
vulnerable groups outlined above will have the chance to participate and benefit from project activities.
This will include among others, household-outreach through SMS, telephone calls, etc., depending on
the social distancing requirements, in Turkish and in other languages such as Arabic and Persian as
relevant, the use of verbal communication, audiovisuals or pictures instead of text, etc. Further, while
country-wide awareness campaigns will be established, specific communications in at local &
international airports, hotels, for schools, at hospitals, quarantine centers and laboratories will be timed
according to the need, and also adjusted to the specific local circumstances.
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Table 12: A preliminary strategy for information disclosure
Project stage

Target stakeholders

List of

Methods and timing proposed

information to be
disclosed
Preparation of
social
distancing and
risk
communication
strategy

Government
entities;
local
communities;
vulnerable
groups;
NGOs and academics;
health workers; media
representatives; health
agencies; others

Project
concept,
E&S principles and
obligations,
documents,
Consultation
process/SEP,
Project documentsSEP, WMPH, GM
procedure, update
on
project
development

Dissemination of information via
dedicated project website 42 , MoH
Twitter account, sms broadcasting (for
those who do not have smart phones)
including Information leaflets and
posters;, including with vulnerable
groups while making appropriate
adjustments to formats in order to take
into account the need for social
distancing.

Implementation
of
public
awareness
campaigns

Affected parties, public
at large, vulnerable
groups, public health
workers,
government
entities, other public
authorities

Update on project
development; the
social distancing
and
risk
communication
strategy

Public notices; Electronic publications
via online/social media and press
releases; Dissemination of hard copies at
designated public locations; Press
releases in the local media; Information
leaflets and brochures; audio-visual
materials, while making appropriate
adjustments to consultation formats in
order to take into account the need for
social distancing (e.g., use of mobile
technology such as telephone calls,
SMS, etc.).

During
People under COVIDpreparation of 19 quarantine, including
workers in the facilities;
WMPH,
Relatives
of
patients/affected people;
neighboring
communities;
public
health workers; other
public
authorities;
Municipal & Provincial
councils;
District/Divisional
Secretaries; civil society
organizations, Religious
Institutions/bodies.

Project documents,
technical designs
of the isolation
units
and
quarantine
facilities,
SEP,
relevant
E&S
documents,
GM
procedure, regular
updates on Project
development

Public notices; Electronic publications
and press releases on the Project web-site
& via social media; Dissemination of
hard or online copies at designated
public locations or their website; Press
releases in the local media; online
consultation meetings while making
appropriate adjustments to consultation
formats in order to take into account the
need for social distancing (e.g., use of
mobile technology such as telephone
calls, SMS, etc.).

During project COVID-affected
SEP, relevant E&S
implementation persons
and
their documents;
GM
families,
neighboring procedure; regular
communities
to
laboratories, quarantine

Public notices; Electronic publications
and press releases on the Project web-site
& via social media; Dissemination of
hard copies at designated public
locations; Press releases in the local

42 https://pydb.saglik.gov.tr/TR-76671/8531-saglik-sisteminin-guclendirilmesi-ve-desteklenmesi-projesi.html
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Project stage

Target stakeholders

List of

Methods and timing proposed

information to be
disclosed
centers, hotels and updates on Project
workers, workers at development
construction sites of
quarantine
centers,
public health workers,
MoH, airline and border
control staff, police,
military,
government
entities,
Municipal
councils;

media; online consultation meetings
while making appropriate adjustments to
consultation formats in order to take into
account the need for social distancing
(e.g., use of mobile technology such as
telephone calls, SMS, etc.).
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4.5. Future of the project
Stakeholders will be kept informed as the project develops, including reporting on project
environmental and social performance and implementation of the Stakeholder Engagement Plan and
the grievance mechanism.
5. Grievance Mechanism
The main objective of a Grievance Mechanism (GM) is to assist to resolve complaints and grievances
in a timely, effective and efficient manner that satisfies all parties involved. Specifically, it provides a
transparent and credible process for fair, effective and lasting outcomes. It also builds trust and
cooperation as an integral component of broader community consultation that facilitates corrective
actions. Specifically, the GM:
§
§
§
§

Provides affected people with avenues for making a complaint or resolving any dispute that
may arise during the course of the implementation of projects;
Ensures that appropriate and mutually acceptable redress actions are identified and
implemented to the satisfaction of complainants;
Supports accessibility, anonymity, confidentiality and transparency in handling complaints and
grievances;
Avoids the need to resort to judicial proceedings (unless as a last resort).

A new grievance mechanism is established particularly for this Project. As it can be seen from Figure
6, steps of the mechanism are given:

Figure 12: GM of the Project
Since the Project includes whole provinces in Turkey, national mechanisms generated that are already
in use (mentioned below) will be integrated to newly established GM. By providing necessary software
integrations to new system, only Project related complaints are planned to be filtered from national
systems and conveyed to Project specific grievance mechanism system.
National systems to be integrated are SABIM (MoH Communication Center) and SBN (Meeting Point
at Health).
A. SABIM: Communication Centre of Ministry of Health “ALO 184”
The Ministry of Health founded a Communication Center (SABIM) in 2004 to receive patient
complaints, problems and suggestions either in person or anonymously. These can be reported to
SABIM by:
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Hotline by phone via the “Alo 184” line 24/7 (established by Türk Telecom),
Online via https://sabim.saglik.gov.tr/login.aspx,
WhatsApp Number via 0541 888 0184, or
In person at a Patient Communication Unit.
SABIM serves as a ministerial level grievance mechanism for its employees, health workers, patients
and citizens at large. Inquiries, demands, complaints about all health services provided by MoH are
responded by a professionally managed call center with 260 operators, 187 analyst and 69 other staff.
This call center has been also resolving issues related to COVID19 pandemic extensively.
The hotline also provides translation support in 6 languages English, German, French, Arabic and
Russian, and also includes specialized services for disabled under the “Unimpeded Health
Communication Center (ESIM)”. The ESIM provides services 7/24 in sign language in order to ensure
access of the disabled citizens to the health services. Available free of charge on the mobile phones,
ESIM offers live interpreting services for the persons with hearing disorder while calling 112 ambulance
center, getting appointment from the Central Appointment System and during medical examinations.
Applications to the 184 SABİM Call Centre are replied to and recorded by operators using special
software. The recorded applications are assessed by SABİM officials and transferred to related
administrators. Firstly, analyst examines the application. In cases that need urgent solutions, analyst
conducts necessary research and coordination works by intervening immediately. For cases that do not
need urgent solutions, analyst manages the resolution process by making an importance list among cases
and then analyze.
Analysts working at the headquarter and/or field units of the Ministry have access to the system on
Internet, view duties assigned to them, take required actions, and report the results through the system.
Administrators are able to monitor transactions of analysts, which were taken against applications
concurrently through the system.
SABİM Operators take the calls of respondents calling the ALO 184 Line, create their applications
during the call, and send the applications to the SABİM Analyst after registering them in the system as
a petition. The Analyst examines the applications that are directed, conducts the necessary search and
coordination works by intervening immediately in urgent situations, and manages the analysis process
according to the order of importance of the applications in cases of urgency. It informs citizens in line
with the legislation. If the applications require further investigation, they send the applications to the
dispatch team. The dispatch team examines the applications, finalizes the applications when necessary,
or sends them to the analyst of the Central or Provincial Health Directorates at the relevant unit
depending on the content of the applications.
The Central or Provincial Analyst examines all the details of the submitted application and takes the
necessary actions. After these processes are completed, the citizen is informed as soon as any feedback
is obtained in defined time frames. Transactions made and results entered into the system are evaluated
by SABİM Unit Officers. The application whose review has been completed is closed by the Unit
Responsible.
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Figure 13: Flowchart of SABIM
Until the establishment of “Health Meeting Point of Ministry of Health (SBN)” website in 2011, MoH
and health workers used this system to raise their voices and submit grievances. However, the
establishment of SBN generated a new platform for MoH and health service personnel to raise their
voices, other than SABIM.
Responsibilities and services given by SABIM are listed below:
•

To conduct engagement and communication processes between complainant and MoH
via phone, e-mail, online, WhatsApp and social media,
• To process any data and grievance that is directed from Turkish Presidential
Communication Centre (CIMER) which is the national level of information and
grievance mechanism in Turkey, and
• To carry out process related to the wishes and complaints from other public institutions
and organizations related with Health service area in Turkey for Turkish and NonTurkish citizens.
Grievances received by SABIM, ALO 184, are resolved no later than fifteen business days that is
dictated under the Law of Right to Information No 4982. Institutions and organizations provide access
to information or document requested upon application within fifteen business days. However, number
of days will raise to 30 business days in cases the application concerns more than one institution and
organization such as:
•
•

The requested information or document is provided from another unit within the institution and
organization applied for;
The opinion of another institution and organization is demanded.

According to statistics, 80% of the calls are resolved within 24 hours. Number of grievances received
per month was close to 40.000 for year 2019 and with the COVID 19 pandemic, this number has
surpassed 40.000. The MoH has increased its capacity by establishing “Covit-19 Team” consisting of
analysts, psychologists, attending physicians, general practitioners and other health care staff such as
nurse, healthcare officer, etc. in the communication center due to the rise in calls and demand to get
online medical counselling.
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Anonymity: With the "Hide My Personal Information" button on the application registration screen in
SABİM, the information of the citizens can be hidden in accordance with the demands of the individuals
and depending on the sensitive content of the application. However, in applications involving
harassment allegations, it is informed that the information of the person will be exposed due to the fact
that the subject is being moved to the judicial authorities, and it is communicated that the application
cannot be examined if the personal information is hidden. If the citizen gives consent to create
applications without hiding their personal information, applications are directed to the relevant
institutions. If the person has any statement of violence / threat against the healthcare worker, there is
also no confidentiality of personal information in these applications. Because the person's statements
and information are notified to the institution's superiors by searching the relevant institution and by
sending the application. However, if there is a grievance of the citizen in the meantime, the grievances
are written in the application content in detail and the application is sent to the relevant institutions in
order to evaluate the application.
Accessibility: Disabled people, asylum seekers, refugees and those with temporary protection (Syrians)
registered in Turkey can also reach SABIM. For those who are not native in Turkish, an Interpreter Line
is available communication can be held simultaneously. Communication is provided by conducting
teleconferences.
Handling Sexual Exploitation and Abuse/Sexual Harassment (SEA/SH) issues: First responders
will be trained on how to handle disclosures of SEA/SH. Health workers who are part of the outbreak
response will be trained with the basic skills to respond to disclosures of SEA/SH that could be
associated with or exacerbated by the epidemic, in a compassionate and non-judgmental manner and
know to whom they can make referrals for further care or bring in to treatment centers to provide care
on the spot. Turkey has already a national referral system for GBV, not only domestic violence but also
work place related harassment, bullying, violence as well as SEA/SH at work place, which all
institutions and health care facilities are following. These are under the auspices of Ministry of Labor
and Social Security and already detailed in both the Turkish Labor code and Turkish Penal code, where
unacceptable behaviors are explained and relevant penalties are detailed. Psychosocial support is
already provided and available for women and girls who may be affected by the outbreak and are also
GBV survivors. The GRM that will be in place for the project will also be used for addressing SEA/SH
issues at work place and will have in place mechanisms for confidential reporting with safe and ethical
documenting of SEA/SH issues. Further, the GRM will also have in place processes to immediately
notify both the MoH and the World Bank of any SEA/SH complaints, with the consent of the survivor.
Thus, the existing GRM will also be strengthened with procedures to handle allegations of
GBV/SEA/SH violations.
The grievances related to exploitation of female workers, including sexual harassment and abuse at the
workplace and unfair treatment will be prioritized to take actions. The Project Director, Deputy Project
Director and Social Expert shall be responsible for taking appropriate action in cases in which there is
reason to believe that any right has been violated. The appropriate designated authorities will be
informed about investigations into cases of Gender-based Violence/SEA/SH, and of the action taken as
a result of such investigations.
All grievances and feedbacks will be handled with a fair and objective approach. Transparency and
accessibility are also two main concerns of this redress mechanism.
•
In addition, the number, frequency, topics of grievances and feedbacks will be analyzed and
reported periodically to the related units and administrative level.
•
Based on these detailed reports, the most frequently addressed issues are identified and
improvement activities are initiated.
B. SBN: Health Meeting Point of Ministry of Health
SBN (Saglikta Bulusma Noktasi-Health Meeting Point) is established for health service workers or
graduates of any departments providing health education and all personnel of MoH to gather up-to-date
information about appointment rules, compassionate leave, permutation requests and promotion exams;
besides to submit grievances and any suggestions. To benefit from SBN services, members of
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mentioned worker groups should register to the system. As of July 2020, there are over 58.000 members
registered to SBN.
After registration, they can convey their inquiries, demands and complaints via;
Hotline by phone via the “Alo 182” line 24/7,
Online via https://sbn.saglik.gov.tr/
There are five sections in SBN portal that are:
1.
2.
3.
4.
5.

Ask Us
I have an Idea
Billboard
Looking for Solution
Permutation

Inquiries, demands, complaints about all health services provided by SBN are responded by a team
composed of 133 personnel.

Figure 14: SBN Team at National Level
C. Below Ministry Level GM: Patient Rights Units and Patient Rights Boards
In 2003, MoH issued the directive entitled “Practice of Patient Rights in Healthcare Facilities”, aiming
to increase the recognition of patient rights and their implementation into services. This directive
describes the mechanisms of the complaint procedure in the event of a violation of rights. The document
also defines the structure and duties of the newly created Patient Rights Unit and Patient Rights Board.
The Patient Rights Unit (PRU) and the Patient Rights Board (PRB) have a particular importance in the
complaint mechanism. They are the foundations of the application system and the organs for the
evaluation of any alleged incident. PRU have to be present in hospitals having 100 or more beds, and
Patient’s Rights Communication Units in hospitals having 100 or less beds. MoH has also enabled the
establishment of patient’s rights units and commissions within private hospitals by changing the private
hospitals directive.
Process:
The Unit Officer, the first officer who meets the patient, is a healthcare worker (social worker,
psychologist, nurse, etc.), and starts to work after receiving compliance training on public relations. If
the problem cannot be resolved by oral communication at PRU, then the patient files a written complaint
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and the case is referred to the PRB. (This is also the case if the patient has filled out the application
form directly on the website). The PRB is chaired by the Vice-Chief of the hospital, who is in charge
of hospital quality services. The PRB consists of a PRU Officer, the chief of the accused department, a
representative of a non-governmental organization working in the field of patient rights (if needed), the
patient’s attorney, a union representative authorized by the institution, a citizen, and a member of the
city council appointed by the city Governor. The PRBs do not have any power of sanctions; the file is
referred to the administration of the hospital for disciplinary interrogation if necessary.
A decision is given within a month at the latest if the medical staff or the medical institution is at fault.
The applicant or patient is informed of the decision as is the medical staff concerned and the top
executive of the medical institution. If the commission finds the medical staff or institution guilty, the
top executive has the authority to make inquiries about the staff and to impose punishment.
The results of a retrospective study performed using the complaint database of written and oral
applications made to PRUs in 54 public hospitals operating under the authority of the Istanbul Health
Directorate from 2005 to 2011 indicate that a total of 218,186 complaints were filed. Each year, the
number of complaints increased compared to the previous year, and nearly half of the applications were
made in 2010 and 2011 (48.9%). The three most frequent complaints were “not benefiting from services
in general” (35.4%), “not being treated in a respectable manner and in comfortable conditions” (17.8%),
and “not being properly informed” (13.5%). Two-thirds of the overall applications were found in favor
of the patients (63.3%), but this rate has decreased over the years. The study found that 90.7% of the
applications were resolved “on-site” in PRUs, and the percentage of complaints resolved in favor of
healthcare workers has been steadily increasing over the years in PRBs. A simple explanation and a
verbal apology resolved a significant proportion of the complaints.
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6. Information Disclosure
Stakeholder engagement during project preparation and implementation phases will be carried out in
accordance with WB Environmental and Social Standard 1 – Assessment and Management of
Environmental and Social Risks and Impacts (2012).
MoH will make sure that all affected parties, including internal and external stakeholders such as health
care workers, organizations, NGOs, local governmental agencies ant etc. will be informed about the
Project and will be involved in the process of identifying the important issues of the Project.
Stakeholder engagement will continue throughout preparation and operation phases. Key stakeholders
will be kept informed about the Project progress, have the opportunity to feedback on the effectiveness
of mitigation and enhancement measures and to raise any concerns or grievances (but not limited to)
the following:
1. The impacts that have been identified as a result of the Project
2. The impacts and mitigation or enhancement measures that are being implemented;
3. The implementation schedule;
4. Roles and responsibilities;
5. Monitoring and management measures; and
6. Information on the grievance mechanism for the Project.
Environmental and Social Management Framework, Labor Management Plan and Stakeholder
Engagement Plan will be disclosed as soft copies in PMSU website which is
https://pydb.saglik.gov.tr/TR-76671/8531-saglik-sisteminin-guclendirilmesi-ve-desteklenmesiprojesi.html.
To ensure effective stakeholder engagement, the SEP will be reviewed monthly by the authorized
person working in PMSU during the life of the Project.

218

7. Monitoring and Reporting
The SEP will be periodically revised and updated as necessary in the course of project implementation
in order to ensure that the information presented herein is consistent and is the most recent, and that the
identified methods of engagement remain appropriate and effective in relation to the project context
and specific phases of the development. Any major changes to the project related activities and to its
schedule will be duly reflected in the SEP. Quarterly summaries and internal reports on public
grievances, enquiries and related incidents, together with the status of implementation of associated
corrective/preventative actions, will be collated by the designated GM officer, and referred to the senior
management of the project. The quarterly summaries will provide a mechanism for assessing both the
number and the nature of complaints and requests for information, along with the Project’s ability to
address those in a timely and effective manner. Information on public engagement activities undertaken
by the Project during the year may be conveyed to the stakeholders in two possible ways:
A standalone report on Project’s interaction with the stakeholders as part of MoH’s communication
campaign will be published annually. A number of Key Performance Indicators (KPIs) will also be
monitored by the project on a regular basis, including the following parameters:
i.
ii.
iii.

Number of health workers obtaining information and sharing feedback about the Project;
Number, consultation meetings and other public discussions/forums conducted within a
reporting period (i.e. quarterly); and
Number of project grievances received within a reporting period (i.e. quarterly/six monthly)
and number of those resolved within the prescribed timeline.
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HEALTH SYSTEM STRENGTHENING AND SUPPORT PROJECT

Annex 1: Grievance Log
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Annex 2: Application Form
Application Form
Grievance
Type of Application

Suggestion
Information

Province of Application
Institution/Organization
Application

of

the

Subject of the Application

Name-Surname
(For Anonymous applications, leave
this section empty)
Phone:
Preferred Tools to Contact and
Contact
Information
(Please choose at least one tool)

E-Mail
Mail:
Fax:

Date of Application

Day/Month/Year
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Annex IX: ESIA Terms of Reference for Ankara VPC
REPUBLIC OF TURKEY
MINISTRY OF HEALTH
HEALTH SYSTEM STRENGTHENING AND SUPPORT PROJECT (HSSSP)
Consultancy Service Procurement for Environmental and Social Impact Assessment and Its SubManagement Plans, Environmental and Social Management Plan, Resettlement Plan and Stakeholder
Engagement Plan of Ankara Akyurt Vaccine Production Center, Experimental Animal Production Center
and ABSL3 Level Laboratory Project
TERMS OF REFERENCE
Project Component/Part:

Part III: Improving the Effectiveness of Overall Health Sector
Administration

Project Sub-Component/Part:

(D) (i) Supporting the Project Management and Support Unit in
project implementation, including in the areas of financial
management, procurement, disbursement, and monitoring and
evaluation

Procurement Plan No:

PYDB/2021/CS/P.4/CQS/1

Job/Assignment Title:

Environmental and Social Impact Assessment and its submanagement plans for Ankara Akyurt Vaccine Production Center,
Experimental Animal Production Center and ABSL3 Level
Laboratory Project (Activity 1)

Job/Assignment Objectives:

In accordance with the Environmental and Social Framework
(ESF) of the World Bank, environmental and social risk
classification for "Vaccine Production Center (VPC),
Experimental Animal Production Center and ABSL-3 level
laboratory” (together “Activity 1”) under Component 4 to be built
in Ankara, is proposed to be "Substantial". Within this frame, it is
obligatory to conduct a detailed Environmental and Social Impact
Assessment (ESIA) as per the provisions of the World Bank ESF
and Turkey legislation, including Environmental and Social
Management Plan (ESMP).

Job/Assignment Duration:

8 (eight) months

Procurement/Consultancy Type:

Consultancy Services – Consultancy Company

Procurement/Selection Method:

Selection Based on Consultants' Qualifications (CQS)

Prior Review:

No

Reporting
Agency):

to

(Implementing Project Management and Support Unit (PMSU)
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BACKGROUND
The Republic of Turkey has received a loan from International Bank for Reconstruction and Development
(IBRD) in the amount of 134.3 million US Dollars equivalent (EUR 120 million) to finance the Health
System Strengthening and Support Project – Parent Project (HSSSP). Part of the proceeds will be applied
to payments for goods, works, related services and consultancy services to be procured under this project.
The Parent Project consists of the following parts:
Ø
Ø
Ø
Ø

Part I
Part I
Part III
Part IV

: Primary and Secondary Prevention
: Increasing Efficiency of Public Hospital Management
: Improving the Effectiveness of Overall Health Sector Administration
: Strengthening Capacity to Respond to COVID-19

Part I: Primary and Secondary Prevention
Raising awareness (both of the population in general and among health care providers) on risk factors related
to Non-Communicable Diseases (NCDs) and promoting healthy lifestyles and behavior changes, through
the following activities:
(A)

(B)
(C)

(i) Developing public outreach materials, methodologies and targeting to raise population
awareness about NCDs and the importance of healthy living; (ii) promoting healthy living
activities, including staffing and provision of equipment of Healthy Living Centers; and (iii)
implementing a nationwide campaign on substance addiction and strengthening the
infrastructure of the treatment and research centers for adults and children suffering from
alcoholism and substance addiction.
(i) Improving the capacity of post-screening diagnosis centers; and (ii) introducing and
maintaining national cancer registry software and provision of training to health workers
on said software.
Strengthening the Family Physician Training Program, including through expanding the
infrastructure and hardware of the distance learning system to nationwide coverage.

Part II:Increasing Efficiency of Public Hospital Management
(A)
(B)

Strengthening public hospital management and clinical operations in: (i) hospital pharmacy;
and (ii) clinical care processes (e.g. cardiovascular surgery, microsurgery, laparoscopy) by
providing training to public hospital staff.
Strengthening the capacity of the General Directorate of Health Investments in managing
public-private partnership (“PPP”) contracts; and in developing in-house capacity in legal,
financial, operational, and structural aspects of contract management.

Part III: Improving the Effectiveness of Overall Health Sector Administration
(A) (i) Institutionalizing health sector performance assessments and harmonizing health sector data; (ii)
developing and adopting national e-health standards and reviewing applicable legislation to
improve quality of health data; (iii) developing and implementing a health management information
system; and (iv) enhancing the technical audit capacity of MoH and widening the use of evidencebased medical practice to improve the quality of health services.
(B) (i) Developing a model for raising awareness about the Borrower's health sector.
(C) Strengthening capacity for the health technology assessment.
(D) Supporting (i) Project Management and Support Unit in project implementation, including in the
areas of financial management, procurement, disbursement, and monitoring and evaluation; and (ii)
the establishment of a data collection and processing system to strengthen MoH’s strategic and
management capacity for making key policy decisions in the health sector.
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Part IV: Strengthening Capacity to Respond to COVID-19
Provision of drugs for the treatment of COVID-19 patients, and procurement of equipment for the SubProjects within MoH which are:
•
•

Ankara - Ankara Akyurt Vaccine Production Center, Experimental Animal Production Center and
ABSL3 Level Laboratory (Activity 1)
Istanbul - Istanbul Experimental Research Center (IDEA) (Activity 2)43

Relevant World Bank Environmental and Social Safeguards Policies applied to the Parent Project
The Parent Project runs under the World Bank’s Safeguards policies. However, the Environmental and
Social instruments required under this TOR will also benefit and incorporate a number of important and
relevant principles and elements of the Bank’s new Environmental and Social Framework (ESF), as good
practice (ie. SEP to be prepared in line with the COVID-19 SEP template).
The Parent Project has triggered mainly the following safeguards policies:
• OP 4.01 Environmental Assessment (EA)
• OP 4.04 Natural Habitats
• OP 4.12 Involuntary Resettlement
As per OP 4.01, the Parent Project’s EA category is set as Category B and has updated its draft ESMF and
SEP to cover Activity 1 and Activity 2.
For sake of easiness, the remaining of the TOR will refer to World Bank Environmental and Social
Standards of its new ESF. The expected deliverables of this TOR will be based on the WB ESF.
The Activity 1 is categorized as Cat B (Substantial risk in ESF). The EA category of the Project will be
reconsidered based on the results of the ESIA studies, as needed.
Location of Activity 1
Activity 1 is planned to be established in the Balıkhisar Neighborhood of the Akyurt District in the Ankara
Province (Figure 1).

43 Activity 2 is not subject of this Terms of Reference. ESMP of IDEA (Activity 2) can be reached from
https://pydb.saglik.gov.tr/TR-77176/8531-kapsaminda-yapilan-absl2-ve-absl-3-laboratuvarlari.html
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Figure 15: Map of Ankara and Akyurt
The Project area is owned by Ministry of Treasury and Finance and allocated to the Ministry of Health
(MoH). There are two parcels adjacent to each other allocated for MoH are currently being used by General
Directorate of Public Health (GDPH). There is a warehouse constructed on the parcel and being used
currently to store equipment related to vaccines. This is the parcel where Activity 1 will be constructed. The
adjacent parcel (1555/5) is also allocated for GDPH and currently being used as a vaccine warehouse
including cold storages for -80 and -20 degrees where COVID-19 vaccines are currently being stored. Since
the parcel is currently being used, infrastructure of energy, water, waste water and road systems in the
Project area will be used. Satellite view of the Project area and its surroundings is provided in Figure 2.
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Figure 16: General View of Activity 1 Parcel in Ankara
Distance of the Ankara Province center to the Project area are approximately 20 km. Esenboğa Airport is
located approximately 3 km away from the Project area. The nearest settlement to the Project area is the
Balikhisar Neighborhood which is located approximately 3 km south east of the Project area. In 1 km
diameter, the closest places are OTONOMI (Land vehicle sales point), YDS (well-known shoe manufacturer
particularly for people working in Health and Safety sector), ISBIR Bedding, OSYM (national exam center),
BORUSAN Automotive and MAN Turkey. The closest housing area is located 500 meters away across
Özal Boulevard – the highway with bird’s eye view (Figure 3). In addition, for the last years pharmaceutical
and medical device companies started to be operated in the area which are Vilsan Veterinary and
Pharmaceutical Industry, Turkish Pharmaceutical and Serum Industry, TTS Turktıpsan A.Ş, Turkish Plast
Medical Products A.Ş. The area started to become bio-technology investment zone. According to Akyurt
Municipality Zoning Plan, the area was approved as “Serum Area”.
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Figure 17: Structures in 1 km Diameter for Ankara Vaccine Center
Description of Activity 1
In the scope of Activity 1, which is subject to ESIA of this ToR, a complex will be constructed by MoH
including (i) a vaccine production center, (ii) an experimental animal production center and (iii) an ABSL
3 level laboratory. The level of the laboratory is designated after the internal assessment of MoH.
Activity 1 will compose of 12 main buildings (Figure ) which are:
1.
2.
3.

4.
5.
6.
7.
8.
9.
10.
11.
12.

Experimental Animals Production/Test Building (Scorpion, Fish, Rat, Snake, Rabbit and
Guinea Pig)
Immunoserum Purification/Filling Building (Vaccine Labeling Storage and Shipment,
Ampoule Filling, Ampoule Sterilization, Lyophilization and Vial Hood, Sterilization,
Purification, Process Control Laboratory)
Antigen-Antiserum Diagnostic Product/Quality Control Laboratory Production Building
(Live Virus and Bacteria Vaccine Quality Control Laboratories, Rabies Vaccine Quality
Control Laboratory, Sterilization, Research and Biological Control Laboratories and other
units)
Vaccine - Antigen Production Building (Sampling, Sample Storage/Rejection, Distilled
Water, Tetanus-Hepatitis A- Diphtheria and Rabies Vaccine Production)
Administrative Building (Storages, Security, Cafeteria, Administrative Office)
Researcher Building
Transformer Heating Central Building
Security Building
Horse Experimental Animal Production Building
Sheep and Goats - Poultry Experimental Animal Production Building
Non-Human Primate-Pig Experimental Animal Building
Feed Storage Building
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Figure 18: Draft Plan of Activity 1
Electricity, water, wastewater, natural gas, transportation infrastructure of the project area already exists,
therefore construction of any associated facility is not foreseen.
Since the Project site is close to the Ankara city center, construction of a worker accommodation camp is
not expected. Although the proposed site is a state treasury land with no issues of involuntary resettlement
and has been utilized by MoH for vaccine storage purposes. As per the World Bank’s environmental and
social standards, a Resettlement Action Plan (RAP) is added for precautionary measures in case additional
associated facilities lead to such involuntary land take. This will be determined once the Consultant is on
board and does the initial scoping for the ESIA studies.
Since the procurement of equipment for Activity 1 will be financed under the 4th Component of Parent
Project HSSSP, documents prepared for the Parent Project will guide the Consultant for conducting all
related works defined in this ToR that is prepared in line with the requirements of the World Bank safeguards
policies and environmental and social framework. An Environmental and Social Framework (ESMF) and a
Stakeholder Engagement Plan (SEP) have been prepared for Component 4 describing processes and
procedures for the preparation of site-specific environmental and social studies and documents. ESIA
including ESMP, sub-management plans, Resettlement Action Plan (RAP) (TBD) and SEP to be prepared
for Activity 1 by the Consultant should include the construction and operation phases of Activity 1; therefore,
this document will need to cover detailed information about specific conditions of Activity 1 including
Project specific environmental and social mitigation measures, detailed analysis of stakeholders, stakeholder
mapping, grievance mechanism and etc.
DEFINITIONS
Activity 1: Ankara Akyurt Vaccine Production Center, Experimental Animal Production Center and ABSL3
Level Laboratory
Activity 2: Istanbul Experimental Research Center
ESS: Environmental and Social Standards
ESIA: Environmental and Social Impact Assessment
EHS: Environmental, Health and Safety
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EHS Guidelines: Environmental, Health and Safety Guidelines
ESF: Environmental and Social Framework
ESMF: Environmental and Social Management Framework
ESMP: Environmental and Social Management Plan
GIIP: Good International Industry Practices
HSSSP: Health System Strengthening and Support Project – The Parent Project
IDEA: Istanbul Experimental Research Center
MoH: Ministry of Health
OHS: Occupational Health and Safety
Parent Project: Health System Strengthening and Support Project
RAP: Resettlement Action Plan
SEP: Stakeholder Engagement Plan
ToR: Terms of Reference
VPC: Vaccine Production Center
WB: World Bank
OBJECTIVE
The Government of Turkey intends to build a new “Vaccine Production Center (VPC), Experimental Animal
Production Center and an ABSL3 level laboratory” (together “Activity 1”) in Ankara. Procurement of
equipment for Activity 1 will be financed under the 4th component of HSSSP given in detail in Section A of
this ToR.
Activity 1 will be constructed in Balıkhisar Neighborhood of the Akyurt District in Ankara on the parcel
number 1555/4 with a 47,589 m2 area composing 12 main buildings mentioned in Section A-II.
MoH would like to use the proceeds of the World Bank (IBRD) loan to undertake environmental and social
impact assessment studies required to assess potential risks and propose appropriate mitigation measures.
In accordance with the World Bank Environmental and Social Framework (ESF), the environmental and
social risks of the construction and operation of the Activity 1 are proposed to be rated as “Substantial”, in
accordance with the WB ESF and project revised ESMF, as mentioned above. Therefore, it is necessary to
conduct a detailed Environmental and Social Impact Assessment (ESIA) as per the provisions of the
Bank ESF and Turkey legislation, including Environmental and Social Management Plan (ESMP),
Resettlement Action Plan (RAP) (to be determined during ESIA studies), and Stakeholder Engagement
Plan (SEP) as well as sub-management plans which are expected to include but not necessarily limited to:
1.
2.
3.
4.
5.
6.
7.
8.
9.
10.
11.

Chemical and Hazardous Materials Management Plan
Air Quality and Noise Management Plan
Waste and Wastewater Management Plan (including Hospital/Medical Waste Management Plan)
Pollution Prevention Plan
Traffic Management Plan
Human Resources Management Plan
Community Health and Safety Plan
Occupational Health and Safety Plan
Resource Efficiency Management Plan
Labor Management Plan
Biodiversity Management Plan
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12. Emergency Response and Action Plan
13. Animal Welfare Management Plan
14. Security Management Plan
Risk level of the Activity will be assessed by the Consultant during Scoping Stage and this information
should be indicated in the ESIA.
Above mentioned plans will be separately prepared for construction and operation phases, as relevant.
Related plans should specify mitigation measures addressing to COVID-19 risks particularly for workers
and communities.
The Consultant will conduct two Public Participation Meetings, one for the disclosure of this Terms of
Reference before ESIA preparation process, and another after preparation of draft ESIA. The engagement
and consultations with stakeholders will not be limited by the disclosure and consultations on this ToR and
draft ESIA, ESMP, RAP and SEP, but will also be held by MoH throughout the entire stages of construction
and operation, as per the procedures specified in SEP. The consultations will adhere with the COVID 19
measures introduced by the MoH a that time. The Consultant will also conduct required environmental
baseline measurements, analysis and surveys which include but are not limited to biodiversity survey, air
quality, noise measurements, soil, surface water and ground water analysis.
SCOPE OF THE WORK
The Consultant will carry out the Environmental and Social studies through primary surveys and in depth
consultations with affected communities and for disclosure purposes conduct at least 2 public meetings to
discuss the terms of reference of the ESIA and after the preparation of the ESIA to share the findings with
stakeholders. In preparing the above listed environmental and social studies and documents, the consultant
is required to follow the related laws and regulations of Turkey (not limited thereto) as well as below
documents of the World Bank and WHO:
-

World Bank Environmental and Social Framework (ESF) and Guidance Notes for Loan
Beneficiaries;
World Bank Group General Principles of Environmental, Health and Safety Guidelines (EHS);
World Bank Group EHS Guidelines for Health Care Facilities;
World Bank Group EHS Guidelines applicable to Water and Sanitation;
World Bank Group EHS Guidelines applicable to Electric Power Transmission and Distribution;
World Bank Group EHS Guidelines applicable to Gas Distribution Systems;
World Bank Group EHS Guidelines applicable to Pharmaceuticals and Biotechnology
Manufacturing;
WHO Laboratory Bio-Safety Manuel (LBM), fourth edition, 2020;
WHO Biorisk Management: Laboratory Biosecurity Guidance, 2006, WHO/CDS/EPR/2006.6;
UN Model Regulations for the Transport of Dangerous Goods;
DIRECTIVE 2010/63/EU OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL of 22
September 2010, on the protection of animals used for scientific purpose ( Directive 2010/63/EU of
the European Parliament and of the Council of 22 September 2010 on the protection of animals
used for scientific purposes Text with EEA relevance (europa.eu) ).

Related requirements of the EHS Guidelines will be applied to the tasks. In cases where the level of
requirements and required measures in Turkey differ from those required in the EHS Guidelines, more
stringent requirements shall apply in accordance with project specifications (such as the strict discharge and
emission standards) as per the ESSs of the World Bank ESF.
In preparing the above-mentioned environmental and social studies and documents, the Consultant will fully
comply with the ESS requirements. ESSs, which are expected to be relevant for the Activity 1 and to be
considered within the scope of the ESIA, are summarized below.
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The legislation and institutional structures for the establishment and management of facilities dealing with
pathogens, are currently under development by the Government of Turkey. In order to ensure that the VPC
in Ankara meets the internationally accepted standards for design, construction, operation and oversight
system for ABSL-3 facility, the MoH will put in place and will follow procedures and measures which are
in line with international good practices. The ESIA will assess the applicability of relevant national
legislation, relevant guidelines and GIIP concerning the siting of the A-BSL in its current location. The
proposed system for accreditation and oversight as specified in Annex-5 to this TORs also envisages an
engagement with an independent biosafety expert to verify the design and construction and carry out annual
audit during operation.
In order to manage significant risks to workers and communities, the Consultant will undertake a detailed
review of this proposed system for accreditation and oversight of the Ankara ABSL-3 facility. The findings
of such review should be reflected in ESIA which should address, inter alia: the standard(s) to which the lab
will be certified (e.g. WHO, CDC); organizations accredited to carry out the certification process (or in the
case of independent experts, qualifications these specialist are required to meet); detailed steps and
elements of the certification process , such as period of validity of the initial certification, requirements for
annual renewal and interim inspections, etc.
ESS-1 Assessment and Management of Environmental and Social Risks and Impacts:
Potential environmental and social risks are expected to be environmental disturbances associated with
construction and operation activities, habitat degradation, generation and disposal of various streams of
wastes, including medical and hazardous, air pollution due to dust, noise and vibration, storage and use of
laboratory reagents and infectious samples, use of laboratory equipment, land acquisition and resettlement,
OHS/personal protection of health workers, and contextual risks related to contractor safety and community
safety. In addition, during the operation of the facilities under Activity 1, there will be risks associated with
the need to handle infectious materials and ensure infection containment as well as risks associated with
animal testing/welfare. Associated facilities (electric power transmission lines, connecting/access roads,
water/wastewater networks etc.) and cumulative impacts will be fully addressed within the scope of the
assessments.
Social risks and impacts will also be considered in environmental and social assessments, including but not
limited to land acquisition requirements. For example, the impacts on disadvantaged and vulnerable groups,
community health and safety risks during construction and operation works, labor flow toward communities,
(especially women and young girls), discrimination risk among groups in the provision of projects benefits,
impacts on workers' health, safety and well-being, and risks on the cultural heritage sites.
Indicative outlines of ESIA and ESMP have been provided respectively in Annex-1 and Annex-2.
ESS-2 Labor and Working Conditions:
Project workers include people employed directly, contracted workers and primary supply workers. Turkey
is a party to many ILO conventions, and these conventions comply with ESS-2 requirements. The Labor
Act of the country includes provisions on non-discrimination, freedom of association, minimum working
age and minimum wage, child labor and forced labor, worker health and occupational safety and dispute
resolution. The risks associated with child labor and forced labor are not envisaged in this project. ESIA
will aim at identifying the risks such as sexual harassment in the workplace and violation of the principle of
the equal opportunities in the workplace and at proposing a number of preventive measures. Within the
scope of the ESIA, measures will be determined in accordance with this risk category and with the World
Bank gender-based harassment and abuse guidelines44:

44 http://documents.worldbank.org/curated/en/399881538336159607/Environment-and-Social-Framework-ESF-Good-PracticeNote-on-Gender-based-Violence-English.pdf
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Labor Management Plan and Occupational Health and Safety Plan (separately for construction and
operational works) will be prepared in line with the World Bank Group EHS Guidelines, national
legislation/standards and more specific internationally recognized standards, (to be proposed by the
Consultant and agreed with PMSU), and incorporated into the ESMP including a Code of Conduct.
The Consultant will consider the risks related to labor and working conditions and worker health and
occupational health and safety within the scope of environmental and social assessments and carry out a
Preliminary Supply Chain Risk Assessment.
ESS 3 - Source Efficiency and Prevention and Management of Pollution:
The Activity 1 is considered as a complex that will require the use of water and other resources such as
electricity, natural gas and construction materials. Significant pollution-related risks of the activity are
related to improper waste and land management, negative impacts of construction activities on any possible
nearby water bodies, air quality impacts of construction and operation phases. In addition, management of
hazardous wastes including medical wastes and other pollution risks related to experimental animal use and
vaccine production are important issues during the operation phase. These anticipated impacts will be
analyzed and evaluated in detail within the scope of the ESIA and related management plans. Pollution
Prevention Plan, Chemical and Hazardous Materials Management Plan, Air Quality and Noise Management
Plan, and Waste and Wastewater Management Plan (including Hospital/Medical Waste Management Plan)
will be prepared which will include management and monitoring requirements for any water, air, noise and
soil pollution and resource efficiency requirements.
ESS-4 Public Health and Safety:
It is anticipated that the Activity 1 will bear different risks during the planning, construction and operation
periods.
The basic environmental aspects to be considered in relation with the activity are, including but not limited
to, those associated with (i) the operation of ABSL3 and other labs, including storage and use of laboratory
reagents and infectious samples and use of laboratory equipment, management of medical/laboratory wastes,
OHS/personal protection of health workers and community safety, (ii) animal testing, and (iii)
environmental and social risks associated with construction and installation of the equipment in the Activity
1.
The Consultant will identify potential impacts of the stakeholders on public health and safety of the
construction and operation phases, mitigation measures, monitoring and reporting requirements through the
ESIA studies and prepare Community Health and Safety Plan and other relevant plans in accordance with
the World Bank Group EHS Guidelines, national legislation/standards and more specific internationally
recognized standards. In these studies, site-specific risks arising from natural hazards such as flood,
earthquake and landslide and their scales for both construction and operation phases will be addressed in
Emergency Response and Action Plan. One of the potential emergencies is a release of highly infectious
disease organisms, accidentally or through deliberate malfeasance. Emergency Response and Action Plan
for operation phase will address these risks as well. The need of a security presence associated with such
risks will be assessed and addressed in the Security Management Plan, particularly for the operation phase,
as appropriate.
In addition, the Consultant will identify appropriate risk management measures related to labor influx in the
ESIA. When constructing large facilities, workforce requirements can be significant and if not managed
properly there could be opportunistic migration to the area hoping for work in these construction sites.
The relevant plans in relation with ESS 4 should describe a Community Liaison Board, that is enforced by
MOH with relevant scientists and experts on board in order to help the local communities in the vicinity to
comprehend what this facility entails and ensure accuracy in the information shared with public, as such
facilities could lead to misinformation and reactive communications if the community engagement part is
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not managed well. The Community Liaison Board should not only be considered for pre-construction but
should cover all 3 phases: planning, construction and operation phase.
ESS-5 Land Acquisition, Land Use Restrictions and Involuntary Resettlement:
None of the facility and its auxiliary components (ETL, roads, camps etc.) are expected to cause any
involuntary land acquisition. The site in Akyurt is a State Treasury Land and currently being utilized by
MoH and is not located within residential area, it is mainly surrounded by buildings of businesses in
automotive and pharmaceuticals However, the Consultant will assess the impacts that might arise due to
land acquisition and land use of Activity 1 in accordance with ESS 5 and inform PMSU for the need to
prepare a RAP. This information should be included in ESIA studies and related mitigation measures should
be given in ESIA and also related plans. If required the stand-alone RAP will be prepared for Activity 1 to
include all involuntary land acquisition and/or restrictions arising from the planned activity and related
associated facilities (Energy transmission line, water-wastewater transmission line, etc.) The RAP will
clearly identify land-based impacts, the groups impacted by the projects land take requirements, define the
entitlements for each impact group, prepare an Entitlement Matrix that includes additional measures to
bridge gaps between national law and ESS5, outline the process and institutional arrangements for land
acquisition, provide a budget and time line for the implementation of RAP. The preliminary E&S screening
conducted by the MoH PMSU’s E&S specialists does not indicate presence of any informal users on the
impacted land. During the preparation of RAP, should any formal or informal users/landowners who might
be affected from Activity 1 and its Associated Facilities be identified, the facilities will also be determined
and included in RAP. The RAP will also include measures related to livelihood support, transitional
allowances and assistance as required, in addition to identifying vulnerable and providing measures for them.
Terms of Reference and indicative outline of RAP have been provided in Annex-3.
ESS-6 Conservation of Biodiversity and Sustainable Management of Living Natural Resources:
Activity 1 will be screened for potential impacts on biodiversity and natural resources in accordance with
the project ESMF. A biodiversity survey will be conducted by the Consultant within the scope of ESIA
studies. The site-specific environmental and social assessments will include a detailed analysis of the
significance of flora and fauna species, habitats, identify potential adverse impacts and suggest site-specific
mitigation and monitoring. If required based on the baseline data regarding biodiversity, ecosystems,
ecosystem services and habitats, as well as respective findings of the ESIA, the Consultant will prepare a
Biodiversity Management Plan including additional and targeted measures to avoid, minimize and manage
risks to biodiversity and ecosystems and ecosystem services. The existence of critical habitats, natural
habitats and modified habitats will be determined or confirmed (in accordance with ESS-6 definitions)
within the scope of ESIA. The baseline and impact assessment studies and management mitigation measures
will include possible impacts on biodiversity features in Çubuk stream wetland habitat. The ESIA should
also provide some information on the stream, including why it is or might be an ecologically (or socially)
sensitive site, whether it has any legal protections or relevant regulations, and whether there are specific
potential impacts that the ESIA should focus on.
ESS-8 Cultural Heritage:
Potential culturally important assets (tangible and/or intangible cultural heritage) that might be found at the
Activity 1 site during the ESIA, will be evaluated in consultation with the Provincial Directorate of Culture
and Tourism. During the stakeholder consultation process, the existence of any intangible cultural heritage
that may be affected by the Activity 1 will also be determined and evaluated.
Since the Activity 1 includes construction works, it is possible to encounter chance findings during the
excavation works. Therefore, a Chance Find Procedure will be, as per the provisions envisaged by the
national laws and regulations.
ESS-10 Stakeholder Engagement and Disclosure of Information:
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The purpose of the Stakeholder Engagement Plan (SEP) is to establish a systematic stakeholder engagement
approach that will help the implementing institution identify key stakeholders (project affected parties and
other interested parties) and establish and maintain a constructive relationship with them, particularly with
the project affected groups. SEP will also assess the level of stakeholder interest and support for the Activity
1, ensure that stakeholder opinions are taken into account in design, environmental and social performance
and will encourage an inclusive participation throughout the activity life and provide the necessary tools for
this, provide the necessary activity information to stakeholders in a timely, understandable, accessible and
appropriate manner, provide citizens with accessible and inclusive means to convey their problems and
complaints, and ensure that the implementing institution of the activity respond to and manage these
complaints.
The Consultant will prepare a project specific SEP in accordance with Parent Project’s SEP and hold the
necessary (2) public consultation meetings described in the Purpose section. SEP will include the following
key elements (see detailed master plan in Annex-4):
• Introduction/Project Description
• Regulations and Requirements
• Brief Summary of Past Stakeholder Engagement Activities
• Stakeholder Identification and Analysis
• Stakeholder Engagement Program
• Roles, Responsibilities and Resources of the Stakeholder Engagement Process
• Grievance Mechanism
• Monitoring and Reporting
• References
Annexes will include sample minutes of interviews and stakeholder engagement meetings held; Complaint
Application Form; Stakeholder Map or Chart; correspondence or minutes of other consultation meetings,
workshops, round tables, regional events, etc.
Apart from the ESS requirements described above, the ESIA and ESMP to be prepared for the Activity 1
will also address gender issues, which are more general. As mentioned in the ESS-2, risks of gender-based
violence in the workplace will be evaluated under the heading of labor and working conditions. Other gender
issues such as the vulnerability of women's social status or the risks of labor flow during construction works
will be evaluated in the context of the issues addressed in the ESS-1, ESS-4, ESS-5 and ESS-10.
RESPONSIBILITIES AND QUALIFICATIONS OF KEY PERSONNEL
E.1 Project Manager
General Responsibilities
S/he will be responsible for the coordination of the entire project.
Qualifications and Responsibilities
• Minimum 20 years of professional experience,
• To have managed the ESIA process in compliance with the relevant Turkish Legislation and
international standards in the last 10 years,
• To have managed the environmental and social assessment, environmental and social due diligences
and monitoring processes in health facility projects in the last 5 years,
• Environmental or Social Specialist, preferably with a master's degree.
E.2 Senior Social Impact Assessment Specialist
General Responsibilities
S/he will identify all social risks of the project at local, regional and national levels and provide
recommendations for the elimination and/or mitigation of risks, facilitate implementation of ESIA and
relevant ESMPs.
Qualifications and Responsibilities
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•

Minimum 10 years of experience in Social Impact Assessment analysis in line with the relevant
Turkish Legislation and international standards,
• Social Scientist, preferably with a master's degree.
• Knowledge and experience in involuntary land take, resettlement issues in country is highly
preferable
E.3 Land Acquisition and Resettlement Specialist
General Responsibilities
S/he will prepare the RAP; in doing so s/he will identify issues that may result in physical or economic loss
of land based assets and livelihoods prior to and during the construction and operation process of the project
and its associated facilities, provide actions to avoid, and/or mitigate risks in accordance with ESS5.
Qualifications and Responsibilities
• Social Expert with minimum 5 years of experience in involuntary resettlement, especially in
international social safeguard policies related to economic resettlement (restoration of land-based
income sources).
• Minimum of 5 years of relevant experience in preparing RAPs in line with international standards
(IFC/WB/EBRD etc.)
• Knowledge and experience on Turkish expropriation legislation is preferable
E.4 Senior Environmental Specialist
General Responsibilities
S/he will identify the environmental risks of the project at local, regional and national levels and provide
recommendations for the elimination and/or mitigation of risks.
Qualifications and Responsibilities
• Minimum 10 years of experience in Environmental Impact Assessment in line with the relevant
Turkish Legislation and international IFI standards,
• Environmental Specialist to have worked in minimum 1 health facility project in services provided
on Environment and Social issues in accordance with national and international requirements.
E.5 Bio Safety Expert
General Responsibilities
S/he will identify the bio-safety risks of the project at local, regional and national levels and provide
recommendations for the elimination and/or mitigation of risks.
Qualifications and Responsibilities
• PhD in Microbiology or Biotechnology
• Minimum 5 years of experience as a biosecurity consultant
• Minimum 10 years of experience at least in 3 labs as an ABSL-3 / BSL-3 / BSL-2 biosafety expert
• Regular participation in biosafety conferences
• Experience in review and approval of ABSL-3 / BSL-3 / BSL-2 facility designs
• Experience in supervising constructions of ABSL-3 / BSL-3 / BSL-2 facilities
• Experience in commissioning Biosecurity facilities
• Field training experience in biosecurity and animal biosecurity
E.6 Biodiversity Expert
General Responsibilities
S/he will identify the biodiversity related risks of the project at local, regional and national levels and
provide recommendations for the elimination and/or mitigation of risks.
Qualifications and Responsibilities
• Minimum 10 years of professional experience,
• A Biologist familiar with WB ESF requirements and preferably with the relevant Turkish
Legislation,
• Have worked in at least 10 projects funded by international donors including WB/IFC.
E.7 Cultural Heritage Expert
General Responsibilities
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S/he will identify the archeological risks of the project at local, regional and national levels and provide
recommendations for the elimination and/or mitigation of risks.
Qualifications and Responsibilities
• Minimum 10 years of professional experience,
• An Archeologist familiar with the relevant Turkish Legislation and preferably with WB ESF
requirements.
E.8 OHS Specialist
General Responsibilities
S/he will identify the Occupational Health and Safety risks of the project and provide recommendations for
the elimination and/or mitigation of risks.
Qualifications and Responsibilities
• Minimum 10 years of professional experience,
• Having a BSc degree from relevant departments and familiar with the relevant Turkish Legislation
and preferably with the WB ESF requirements.
• HS experience in health sector facilities with biosafety levels is preferable
E.9 Biomedical Waste Management Specialist
General Responsibilities
S/he will identify the risks related to biomedical waste management of the project and provide
recommendations for the elimination and/or mitigation of risks.
Qualifications and Responsibilities
• Minimum 10 years of relevant experience,
• Having a BSc degree from relevant departments and familiar with the relevant Turkish Legislation
and preferably with the WB ESF requirements.
E.10 Stakeholder Engagement Specialist
General Responsibilities
S/he will prepare the site specific Stakeholder Engagement Plan to include stakeholder analysis, stakeholder
engagement program, any specific needs of the potential impacted vulnerable groups, grievance mechanism
and a communication strategy to inform public on community health risks related to the project.
Qualifications and Responsibilities
• Minimum 5 years of relevant experience,
• Having a BSc degree from relevant departments and familiar with the relevant Turkish Legislation
and preferably with the WB ESF requirements.
E.11 Animal Welfare Specialist
General Responsibilities
S/he will prepare the Animal Welfare Management Plan and provide recommendations for the elimination
and/or mitigation of risks related to animal welfare.
Qualifications and Responsibilities
• Minimum 10 years of relevant experience,
• Having a BSc degree from relevant departments and familiar with the relevant Turkish Legislation
and preferably with the WB ESF requirements.
E.12 Environmental Engineer
General Responsibilities
S/he will provide specific contribution to the design, specifically to the ventilation system with increased
air change rates and additional HEPA filtration systems.
Qualifications and Responsibilities
•
Minimum 5 years of relevant experience
•
Having a BSc Degree from relevant environmental engineering departments
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REPORTING LIABILITIES OF THE CONSULTANT
The Consultant will prepare all reports in both English and Turkish. The reports will be reviewed by the
relevant consultants within the MoH PMSU in 15 calendar days after the submission of each deliverable
and the World Bank will be supporting the MoH on review of these outputs. The reports expected as
deliverables from the consultant will be delivered according to the following schedule:
1) Scoping Report: This report, which will be submitted within 1 month from the beginning of the
work and will be prepared in both English and Turkish languages, will include scope and table of
content of the ESIA, problems that have arisen as of that date, significant incompatibilities regarding
the Terms of Reference. In this report, important issues that may affect the progress of the work
will be brought to the attention of PMSU.
As the Scoping Report will also serve as an “Inception Report, it will include a work plan, description of
methodologies to be used, and will also identify aspects of the TOR which the Consultant feels need to be
clarified or modified, if any (e.g., if certain types of data are more difficult to obtain than anticipated,
additional time and/or resources may be required or agreed that a different approach should be used).
Draft ESIA Report, ESMP, SEP, RAP and sub-management plans: Draft reports (including RAP which
will be prepared if required) to be prepared in English and Turkish languages in accordance with the
requirements/outline presented in Annex-1, Annex-2, Annex-3, Annex-4 and Annex-5 of this ToR will be
submitted to PMSU within 5 months at the latest as of the delivery of the Scoping Report. PMSU will review
the drafts and notify the Consultant of their opinions and change requests, if any.
2) Final ESIA Report, ESMP, SEP, RAP and sub-management plans: Draft reports prepared in English
and Turkish languages and submitted for PMSU's opinion will be finalized in line with the PMSU's
opinions and change requests, if any. Final ESIA, ESMP, SEP, RAP, and sub-management plans
will be completed and submitted to the PMSU within 2 weeks at the latest after the PMSU’s
opinions and change requests, if any, are notified to the Consultant. The results of the public
participation meeting held after the submission of the draft reports will be reflected in the final
documents. Final reports will be approved by the PMSU.
SERVICES AND FACILITIES TO BE PROVIDED BY THE ADMINISTRATION
PMSU will provide the Consultant with all the information and documents requested by the Consultant for
the proper execution and completion of the work.
SUPERVISION OF THE WORK BY THE ADMINISTRATION
The reports prepared by the Consultant will be examined by the Social Specialist and Environmental
Specialist working within the PMSU and corrective action can be requested when necessary.
TIME, DURATION AND WORKPLACE
The work is expected to last 8 months. The site study will be carried out in the area of influence (to be
determined during the scoping study) around the Project area where the Activity 1 will be established in
Akyurt district in Ankara province.
Public Participation Meetings will be conducted in Ankara (at least 2 meetings, but continuous engagement
is also expected in line with the development of SEP that would cover for all 3 phases-planning/preparation,
construction and operation) and the relevant impacted settlement, if pandemic circumstances allow. In case
physical meetings are not possible due to COVID-19 public health restrictions, then the SEP will formulate
alternative channels to ensure feedback of the local communities and stakeholders in a timely manner. The
SEP will include stakeholder engagement and public participation meetings that will cover the
planning/preparation, construction and operation phases of the center.
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QUALIFICATION CRITERIA SOUGHT IN THE COMPANY
The qualification criteria sought in the Consultant Company that will provide consultancy services to
perform the work requested within the scope of this Terms of Reference are as follows:
1. The Consultant will be a company that operates in environmental and social assessments for
minimum 10 years in accordance with international standards (IFC/WB/EBRD etc.).
2. The Consultant will be a company that has previously performed minimum 5 approved
environmental and social assessments/due diligences or related works in accordance with
international standards in the health sector and preferably has experience working with facilities
including biosafety level 3.
3. The Consultant Company shall demonstrate an acceptable level of qualifications and include the
right national and/or international expertise on board as needed to support the operation.
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Annex 1: Indicative Outline of Environmental and Social Impact Assessment (ESIA):
(a) Executive Summary
- A brief description of key findings and recommended actions.
(b) Legal and Institutional Framework45
-

The legal and institutional framework, which is applicable to the project and taken as a basis in
the realization of the environmental and social assessment including the issues referred to in
paragraph 26 of ESS-1, is analyzed.
The current environmental and social framework of the Borrower is compared with ESAS and
the gaps between them are identified.
The environmental and social requirements of the co-financiers are determined and evaluated.

-

The ESIA will assess the applicability of relevant national legislation, relevant guidelines and
GIIP concerning the siting of the A-BSL in its current location.

-

A detailed review of the proposed system for accreditation and oversight of the Ankara ABSL-3
facility (Annex 5) is undertaken. Adequacy of existing systems and capacity is assessed as part
of this task and specific recommendation for strengthening are proposed. Such review should
address, inter alia: the standard(s) to which the lab will be certified (e.g., WHO, CDC);
organizations accredited to carry out the certification process (or in the case of independent
experts, additional qualifications requirements for these specialists); additional elements or
details of the certification process involve (e.g., duration of validity of the initial certification,
requirements and process for annual renewal and interim audits).

(c) Project Description
-

The geographical, environmental, social and temporal context (e.g. project-specific pipelines,
access roads, electricity supply, water supply, accommodation, raw material and product storage
facilities), including the off-site investments that may be required by the proposed Project, and
the main suppliers of the project are briefly described.
- Taking into account the project details, it is determined whether a plan is needed to meet the
requirements of ESS 1 - 10.
- A map presenting sufficient detail about the project site, area of influence and other areas that
may be affected by the direct, indirect and cumulative impacts of the project.
(d) Baseline Data
-

Baseline data relevant to the project location, design, operation or mitigation measures are
presented in detail. They should contain information on project identification, planning and
implementation dates, as well as a discussion about the accuracy, reliability and sources of these
data.
- Measures and quality of existing data, key data gaps and uncertainties related to projections are
identified and predicted.
- Based on the available information, the scope of the subject area is evaluated and the relevant
physical, biological, demographic and socioeconomic conditions are disclosed, including the
changes envisaged to be made before the project begins.
- Existing and proposed zoning activities included in the project area that are not directly related
to the project are taken into consideration.
(e) Environmental and Social Risks and Impacts
-

All relevant environmental and social risks and impacts of the project are taken into account.
Environmental and social risks and impacts specifically specified in ESS 2-8, as well as other
environmental and social risks and impacts that may arise as a result of the specific feature and

45 This analysis also includes labor, health and safety legislation.
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context of the project, are determined together with the risks and impacts specified in paragraph
28 of ESS-1.
(f) Mitigation Measures
-

Mitigation measures and significant negative residual impacts that cannot be mitigated are
identified and the acceptability of these negative residual impacts is evaluated to the extent
possible.
- Differentiated measures are established so that adverse impacts do not disproportionately affect
disadvantaged or vulnerable groups.
- The applicability of environmental and social mitigation measures, the capital and current
expenditures of the proposed mitigation measures, their compliance with local conditions, as
well as institutional, training and monitoring requirements for the proposed mitigation measures,
are evaluated.
- Considerations that do not need further attention are determined and the justifications for this
determination are presented.
(g) Analysis of Alternatives
-

Applicable alternatives to the proposed project regarding location, technology, design and
operation, not only limited to including the no-project situation, are systematically compared but
also discussing the pros and cons of potential locations in terms of their potential environmental
and social impacts.
- The applicability of environmental and social mitigation measures of alternatives, the capital and
current expenditures of the alternative mitigation measures, their compliance with local
conditions, as well as institutional, training and monitoring requirements for the alternative
mitigation measures, are evaluated.
- For each alternative, environmental and social impacts are quantified and, where possible,
assessed economically.
(h) Design Measures
-

The justification for the selection of a particular proposed project design is provided and the
relevant EHS Guidelines are specified, or if the EHS Guidelines are found to be not applicable
for the project, pollution prevention and reduction approaches are justified in line with
recommended emission levels and good international industry practices.
(i) Environmental and Social Management Plan (ESMP) (see Annex 2)
(j) Appendices
-

List of the individuals or organizations that prepared or contributed to the environmental and
social assessment.
References—setting out the written materials both published and unpublished, that have been
used.
Record of meetings, consultations and surveys with stakeholders, including those with affected
people and other interested parties. The record specifies the means of such stakeholder
engagement that were used to obtain the views of affected people and other interested parties.
Tables presenting the relevant data referred to or summarized in the main text.
List of associated reports or plans.
Official letters received from relevant ministries, provincial directorates and other public
institutions.
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Annex 2: Indicative Outline of Environmental and Social Management Plan (ESMP):
An ESMP consists of the set of mitigation, monitoring, and institutional measures to be taken during
implementation and operation of a project to eliminate adverse environmental and social risks and impacts,
offset them, or reduce them to acceptable levels. The ESMP also includes the measures and actions needed
to implement these measures. General Directorate of Infrastructure Investments (a) identifies the set of
responses to potentially adverse impacts; (b) determines requirements for ensuring that those responses are
made effectively and in a timely manner; and (c) describes the means for meeting those requirements.
ESMPs are prepared as stand-alone documents. The content of the ESMP includes the following:
(a) Mitigation
-

The ESMP identifies measures and actions in accordance with the mitigation hierarchy that
reduce potentially adverse environmental and social impacts to acceptable levels. The plan will
include compensatory measures, if applicable. Specifically, ESMP;
(i)

identifies and summarizes all anticipated adverse environmental and social impacts
(including those involving but not limited to land acquisition, involuntary resettlement
worker and public health and safety, vulnerable groups and cultural heritage), or;

(ii)

summarizes—with technical details—each mitigation measure, including the type of
impact to which it relates and the conditions under which it is required (e.g.,
continuously or in the event of contingencies), together with designs, equipment
descriptions, and operating procedures, as appropriate;

(iii)

estimates any potential environmental and social impacts of these measures; and takes
into account, and is consistent with, other mitigation plans required for the project (e.g.,
for involuntary resettlement, workforce, stakeholder engagement, or cultural heritage).

(b) Monitoring
-

The ESMP identifies monitoring objectives and specifies the type of monitoring, with linkages
to the impacts assessed in the environmental and social assessment and the mitigation measures
described in the ESMP. Specifically, the monitoring section of the ESMP provides (a) a specific
description, and technical details, of monitoring measures, including the parameters to be
measured, methods to be used, sampling locations, frequency of measurements, detection limits
(where appropriate), and definition of thresholds that will signal the need for corrective actions;
and (b) monitoring and reporting procedures to (i) ensure early detection of conditions that
necessitate particular mitigation measures, and (ii) furnish information on the progress and
results of mitigation.

(c) Capacity development and training
-

-

To support timely and effective implementation of environmental and social project components
and mitigation measures, the ESMP draws on the environmental and social assessment of the
existence, role, and capability of responsible parties on site or at the agency and ministry level.
Specifically, the ESMP provides a specific description of institutional arrangements, identifying
which party is responsible for carrying out the mitigation and monitoring measures (e.g., for
operation, supervision, enforcement, monitoring of implementation, remedial action, financing,
reporting, and staff training).
To strengthen environmental and social management capability in the agencies responsible for
implementation, the ESMP recommends the establishment or expansion of the parties
responsible, the training of staff and any additional measures that may be necessary to support
implementation of mitigation measures and any other recommendations of the environmental
and social assessment.
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(d) Implementation schedule and cost estimates
-

For all three aspects (mitigation, monitoring, and capacity development), the ESMP provides (a)
an implementation schedule for measures that must be carried out as part of the project, showing
phasing and coordination with overall project implementation plans; and (b) the capital and
recurrent cost estimates and sources of funds for implementing the ESMP. These figures are also
integrated into the total project cost tables.
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Annex 3: Terms of Reference and Indicative Outline of Resettlement Plan (RAP):
The objective of this assignment is to prepare a Resettlement Plan (RAP)46 for Activity 1 described above
by following relevant national laws and the World Bank ESF and its relevant ESSs (in particular ESS 5) to
ensure adverse land-based impacts (resulting in economic and/or physical displacement) induced by project
activities resulted by are mitigated, livelihoods livelihood of Project Affected Peoples (PAPs) are restored
in a manner acceptable to the Bank. The RAP will include detailed information on PAPs who whose
livelihoods are likely to be adversely affected by the project activities, during pre-construction, construction
and operation. The key principles for RAP preparation and implementation are the following:
• When possible, resettlement plans should be conceived as development opportunities, so that those
affected may also benefit from project activities.
• Setting Cut-off date—Date of completion of the census and assets inventory of persons affected by the
project. Persons occupying the project area after the cut-off date are not eligible for compensation and/or
resettlement assistance. Similarly, fixed assets (such as built structures, crops, fruit trees, and woodlots)
established after the date of completion of the assets inventory, or an alternative mutually agreed on date,
will not be compensated.
• Lack of legal rights does not bar displaced persons in peaceful possession from compensation or alternative
forms of assistance.
• Compensation rates refer to amounts to be paid in full at replacement cost to the individual or collective
owner of the lost asset, without deduction (i.e. depreciation costs) for any purpose.
• When cultivated land is acquired, as best practice suggests; civils works should be commenced after
harvest. Where not possible standing crops should be paid at full replacement cost. In cases where landbased income is not the primary source and proportionately less compared to other sources of income,
alternative measures such as payment of cash or provision of employment are acceptable if preferred by the
persons losing agricultural land.
• In cases where physical displacement is unavoidable, replacement house plots, sites for relocating
businesses, or redistributed agricultural land should be of equivalent use value to the land that was lost.
• Transition periods should be minimized. Compensation should be paid prior to the time of impact, so that
new houses can be constructed, fixed assets can be removed or replaced, livelihoods restored and other
necessary measures can be undertaken before displacement begins.
• Displaced persons are consulted during the planning and implementation of the RAP, and pre-construction,
construction and operation processes of the project, so their preferences regarding resettlement
arrangements are considered and applied into project design and implementation. RAP is disclosed in a
publicly accessible manner also taking into consideration needs of vulnerable and any prevailing
government restrictions related to the Covid19 pandemic.
• The previous level of community infrastructure and services and access to resources will be maintained or
improved after resettlement.
• The borrower is responsible for meeting costs associated with land acquisition and resettlement, including
contingencies.
• RAP includes include adequate institutional arrangements to ensure effective implementation of
resettlement measures.

46 This is a sample TOR driven from IFC Handbook for Preparing a Resettlement Action Plan and
https://www.ifc.org/wps/wcm/connect/ee19f150-f505-41db-891f6ef5557195b6/ResettlementHandbook.PDF?MOD=AJPERES&CACHEID=ROOTWORKSPACE-ee19f150-f505-41db-891f6ef5557195b6-jkD0CRL
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• Resettlement plans include arrangements for internal and external monitoring of resettlement
implementation.
• Resettlement plans include procedures by which displaced persons can freely and when preferred
anonymously log grievances.
Tasks of the RAP Assignment
The assignment will involve the following tasks:
• Review relevant project documents. The documents to be reviewed would include but not limited to
draft project feasibility study, the preliminary project design, and relevant socioeconomic and legal
documents, any plans and studies carried out on the land impacts of the project, lists of ownership status,
maps, cadastral documents and inventories etc. produced up to date;
• Carry out census and various socioeconomic surveys and studies. The international standards on
Involuntary resettlement (WB ESS5) require that where land acquisition or restrictions on land use are
unavoidable, the Borrower will, as part of the environmental and social assessment, conduct a census to
identify the persons who will be affected by the project, to establish an inventory of land and assets to be
affected, to determine who will be eligible for compensation and assistance, and to discourage ineligible
persons, such as opportunistic settlers, from claiming benefits.
Various studies need to be carried out for preparation of the resettlement plan, including socioeconomic
survey and inventory survey. The socioeconomic studies will gather data on livelihoods and income in order
to establish a baseline for developing the measures of rehabilitating the livelihood and income pre-land
acquisition. The studies will be carried out in gender sensitive approach and should also pay special attention
to vulnerable households to be affected. The RAP should include the results of a census survey on all
individuals, households, infrastructure, businesses (large or small, licensed or non-licensed), farms and
agricultural concerns, herding pastures impacted by the project activities. The RAP should also contain
photographs and GIS coordinate information on each of the potentially adversely affected entities or PAPs,
together the with names of individuals and/or household heads, owners of each entity, names of regular
employees, descriptions of the size and composition of all structures; a description of the function of the
structure/entity (e.g., gas station, restaurant, market, dwelling, etc.); and information on the value of the
structure and average monthly income from the concerns;
Turkish Law requires preparation of inventory of assets. Land acquisition through expropriation requires
the preparation of a census (full count) of affected immovable assets, and a full list of their owners. However,
national requirement is limited to census of immovable assets and legal titleholders. Census and baseline
information on Project affected populations as defined by ESS5, including tenants, users of communal land,
land holders/occupants without legal or customary title is not required. As a remedy to bridge this gap,
census baseline information would need to be complied by the Consultant for all categories of affected PAPs,
titleholder and other land users (non-title holders).
• Carry out socioeconomic studies in a gender sensitive approach. The socioeconomic studies and
consultations should be carried out in a gender sensitive manner. The different needs and demands of men
and women will need to be taken into account in the survey, studies, consultations and designed mitigation
measures. To extent possible, gender disaggregated data would be collected. If needed, consultation with
women should be organized separately.
• Pay special attentions to vulnerable groups. The studies should help identify and gather information on
vulnerable households/people and households/people who will be severely impacted, in order to be able to
design specific assistance measures for these groups.
• Develop the methods for valuing the affected assets. The consultant shall develop and describe in detail
the methods used in valuing those assets that will be eligible for compensation as per World Bank ESS5 on
involuntary resettlement. This process should capture the methodology for taking of inventory of assets,
values assigned and agreement reached with each identified PAP and consider inflationary realities in the
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final determination of values. Compensation value should reflect fully the replacement cost of acquired
assets;
• Carry out consultations with various project stakeholders, including project affected people, on
resettlement options, compensation standards, livelihood and income restoration measures; institutional
arrangements, and grievance mechanisms. It needs to summarize the outcomes from public consultations
held with communities and PAPs along the road and include in an Annex summary minutes of each
consultation meeting, signed lists of attendance, photographs of the consultations; and the Agenda for the
meeting. The consultant should note that following the preparation of the Draft RAP, further Public
Consultations should be held with the PAPs to inform them of the findings and conclusions, and confirm
there is general acceptance by the PAPs of the proposed mitigation measures. PAPs who are determined to
be eligible for mitigation should (if they agree with the mitigation) sign;
• Develop the resettlement measures. In addition to the compensation, the consultant will need to design
a package of resettlement measures for income restoration, livelihood rehabilitation, and relocation for each
category of eligible displaced persons to achieve the resettlement policy. The RAP should also include the
feasibility analysis of the proposed resettlement measures;
• Enhance/Improve and Ensure Project Grievance Mechanism incorporates local social context
(particularly resettlement). The consultant shall describe the options available to PAPs for grievance
redress they may have about the process, the identification of eligible people for compensation, the valuing
and compensation and any other complaints they may have with the entire process. The RAP shall indicate
how these would be disseminated and accessible to them in a way that is clear and comprehensible to the
PAPs. The grievance mechanism should also have an in-built monitoring mechanism to check on
responsiveness to complaints or grievances lodged. The different forms of receiving the complaints should
be clearly described together with the different stages of going through the process. In addition, the
mechanism shall indicate alternatives, in case the proposed mechanism, for any reason, does not respond to
all grievances and complaints;
• Prepare resettlement plan (RAP). The consultant will prepare the RAP based on the findings and results
of documentation reviews, socioeconomic studies, and consultation with project stakeholders and project
affected persons. The RAP will clearly present detailed information on the proposed mitigation measures
for each affected entity/PAP with reasoning for the type and level of mitigation being offered. The contents
of the RAP would include but not limited the following:
1. Introduction
•

Project location (province, district, neighborhood)

•

Amount and type of land required for the project (private/public ownership), etc.

•

The reasons for the selection of the land

•

Project description: description of the project impact area, project components and land acquisition
needs by project phases

•

Information on other assets (physical structures, businesses, facilities, trees, etc.), if any, and their
current status (used/unused/active, etc.).

•

Information on the land acquisition approach to be applied (changes that can be made in the project
design to prevent or minimize the need for land acquisition, use public lands, and take a negotiation
approach instead of direct expropriation are indicated.)

2. Potential Impacts and Affected Persons
•

Description of the project impacts (temporary/permanent land acquisition)
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•

The method to be applied for land acquisition (depending on whether the land owner is a public or
a private person; establishment of permanent right to property, establishment of right of easement,
allocation, transfer, permit, etc.)

•

If the selected land belongs to private individuals, information on the number of legal right holders
and how they use the land

•

If there are existing structures on the selected land, information on who uses these structures and
how and for how long they will be affected by the project.

•

If there is a non-agricultural use on the selected land (residential, agricultural industry, other
businesses, etc.), information on who the affected people are and how and for how long they will
be affected by the project

•

Identification of impacts on land-based livelihoods, depending on the type of land use, i.e.
identification of specific groups or vulnerable persons affected by project activities.

•

Eligibility criteria for compensation in accordance with national legislation or ESS-5.

3. Legislative Framework
•

Brief information on national legislation (only laws and regulations applicable to the project)

•

Summary of the Bank's ESS5 standard

•

Gaps between the Legal Framework and the Bank's ESS5 standard and measures to be taken to
eliminate these gaps

4. Implementation, Compensation and Other Assistance
Detailed description of the land acquisition process; legal obligations of the Borrower; methods and duration
of land acquisition; entitlements to the project impacts, including the types of persons and losses to be
compensated; other assistance/support to be provided during the project implementation process (if
livelihoods are affected, whether additional measures will be implemented for the recovery of income). This
section will include an Entitlement Matrix for any land-based impacts caused by the construction works of
each component.
5. Consultation and Participation
The summary of the consultation process with the owners and users of the land subject to the acquisition,
the parties responsible for the consultation, the channels and tools to be used to inform the people affected
by the project, the actions to be taken to ensure or increase the participation of the vulnerable groups, if any.
6. Project Grievance Mechanism (GM)
Information about complaint or demand collection system of Ministry of Health. Detailed information on
the tools and methods to be used to receive grievances throughout the life of the project; registration and
resolution of complaints, how long complaints will be resolved, monitoring of open and closed complaints,
methods used by Ministry of Health to introduce the project grievance mechanism to stakeholders, parties
responsible for the management of the Grievance Mechanism, etc.
7. Monitoring and Reporting
Disclosure of the approach adopted by Ministry of Health to monitor implementation of RAP, and frequency
of monitoring, evaluation and reporting
8. RAP Budget and Implementation Schedule
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Tables showing categorized cost estimates for all resettlement activities, including allowances for inflation,
population growth, and other contingencies; timetables for expenditures; sources of funds; and arrangements
for timely flow of funds, and funding for resettlement, if any, in areas outside the jurisdiction of the
implementing agencies. A budget breakdown for all items that are available during RAP preparation.
An implementation schedule providing anticipated dates for displacement, and estimated initiation and
completion dates for all resettlement plan activities. The schedule should indicate how the resettlement
activities are linked to the implementation of the overall project.
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Annex 4: Indicative Outline of Stakeholder Engagement Plan (SEP)47:
Acronyms and Abbreviations
1. Introduction / Project Description
a. Introduction
b. Project Overview
c. Objectives of SEP
d. Summary of Analysis of Alternatives
2. Regulations and Requirements
a. Local requirements in Turkey
b. World Bank requirements
3. Brief Summary of Previous Stakeholder Engagement Activities
a. E.g. Consultations prior to the SEP
b. E.g. Consultations carried out within the scope of a past project that could be meaningful
for the SEP activities of the current project
c. E.g. Communication with NGOs, etc.
d. E.g. lessons learned from past projects
e. E.g. Other documented stakeholder engagement activities - interviews, workshops, etc.
where feedback from relevant stakeholders is collected.
4. Stakeholder Identification and Analysis
a. Project affected parties
b. Other interested parties
c. Disadvantaged/vulnerable individuals or groups
d. Brief information on the interest and impact of the stakeholders on the project
5. Stakeholder Engagement Program
a. The purpose and timing of the stakeholder engagement program (the main objectives of the
stakeholder engagement program and the program envisaged for various stakeholder
engagement activities)
b. Suggested strategy for disclosure of information (what information will be disclosed, in
what format, and which methods will be used to communicate this information to each of
the relevant stakeholder groups)
c. Suggested strategy for consultation (methods to be used for consultations with each
stakeholder group)
d. Suggested strategy for receiving opinions of vulnerable groups
e. Deadlines (information is provided regarding deadlines for project phases and key decisions.
Deadlines for the submission of opinions are specified)
f. Review of opinions
g. Project phases in the future (explaining that people will be informed as the project
progresses, including reporting on the project's environmental and social performance,
implementation of the stakeholder engagement plan, and the grievance mechanism)
6. Resources and Responsibilities for Implementing Stakeholder Engagement Activities
a. Implementation Arrangements
b. Deadlines
c. Roles and Responsibilities
d. Estimated Budget
7. Grievance Mechanism
a. Grievance process (receiving, processing and directing complaints to the relevant units,
resolving complaints and intervening as required, monitoring and reporting)

47 See also ESS-10 Template: Disclosure of Stakeholder Engagement and Information, Stakeholder Engagement Plan and
Stakeholder Engagement Framework, June 2018 and an update for the COVID 19 Stakeholder Engagement Template
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b. Contact information for Grievance Mechanism
8. Monitoring and Reporting
a. Monitoring reports to be prepared during the project (by components, if applicable)
b. Ensuring the participation of stakeholders in monitoring activities
c. Reporting back to stakeholder groups
9. References
Attachments: records of meetings or consultations, stakeholder map analysis or charts, detailed budget,
grievance application form, etc.
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Annex 5: Laws and Regulations about BSL facilities and Certification Process of the Labs
1. Certification Process
The labs will be certified in accordance with WHO requirements as specified in the Laboratory Biosafety
Manual (4th edition) of WHO. Accordingly, there are specific requirements with respect to ventilation
standards, hygiene standards, clean room standards in the manual. The design, construction and operation
of the labs will be following these requirements.
According to the WHO Manual Chapter 8, laboratory certification is the systematic examination of all safety
features and processes within the laboratory (engineering controls, personal protective equipment and
administrative controls). Biosafety practices and procedures are also examined. Laboratory certification is
an on-going quality and safety assurance activity that should take place on a regular basis. Adequately
trained safety and health or biosafety professionals may conduct laboratory certification activities.
Institutions may consider engaging or be required to engage a third party to provide inspections. Biomedical
research and clinical laboratory facilities may develop audit, survey or inspection tools to help ensure
consistency in the certification process.
The ABSL2 and ABSL3 labs will be certified by a third party.
Accreditation and certification process will be conducted in line with “the survey” defined in the WHO
Laboratory Biosafety Manual. The survey is given in Annex 3 that will be used for the accreditation audit.
Findings of the audit, survey or inspection should be discussed with laboratory personnel and management.
Within the laboratory, an individual should be identified and made responsible for ensuring that corrective
actions are taken for all deficiencies identified during the audit process. Certification of the laboratory
should not be completed, and the laboratory should not be declared functional, until deficiencies have been
adequately addressed.
Main Steps of Accreditation Process are:
•

•

Architectural and engineering plans, commissioning testing documents and equipment
validations and verifications for BSL-2 and 3 facilities will be reviewed and approved in
advance by Contractor’s EHS Environmental Health & Safety Expert and Bio Safety Expert to
ensure that they in compliance with the CDC/NIH’s Biosafety in Microbiological and
Biomedical Laboratories (BMBL) 5th edition requirements. (See Annex 3 for Key Personnel
Requirements)
Completion of the accreditation process by the Facility Certification Specialist in line with
WHO Laboratory Biosecurity Guidance and CEN/CWA 15793 Laboratory Bio Risk
Management Standard and CWA 16393:2012 which is the “Guidelines for the implementation
of CWA 15793:2008”.

After completion of installation and refurbishment activities, validation tests will be conducted by an
independent third-party. Validation test will include seal test for HEPA filters, determination of clean room
classification, air alterations, pressures of rooms, temperature and moisture of rooms and sound pressure
level of rooms.
Main Steps of the Certification process are:
I. Evaluation of Administrative Controls and ability to facilitate Maintenance Operations to ensure
occupant safety and facility integrity
a. Review background materials that affect maintenance operations:
b. Inspect and Evaluate
c. Inspect room layout, placement of equipment and equipment condition
d. Evaluate maintenance frequency and review maintenance logs
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II. Validation of Engineering Controls
a. Validate that extra capacity is present on both supply and exhaust systems and quantify the estimated
spare capacity (must document how extra capacity was calculated or estimated)
b. Ensure single pass air flow
c. Measure directional air flow, pressure relationships, air changes and record data
d. Directional air flow must be established from clean areas into contaminated areas.
e. Develop heating, ventilation, and air conditioning (HVAC) system and electrical systems failure tests
consistent with laboratory design parameters.
f.

Assess HVAC equipment condition

g. Perform smoke tests to demonstrate directional airflow
h. Inspect and challenge door interlock systems and automatic door closers
i.

Test all alarms

j.

Discharge exhaust assessment (as a measure of performance)

k. Verification of air change rates (ACR) in containment spaces
l.

Review biological safety cabinet (BSC) certification data including serial number validation

m. Building Services Validation (also known as MEP Validation)
n. Validate autoclave availability, operations and bioseal integrity
III. Review Standard Operation Procedures (SOPs)
a. Autoclave & Decontamination
b. Safety SOPs
c. Occupational Health Monitoring (Policy and records of implementation), if appropriate
d. Biohazardous Materials Use Authorization (e.g., Human Pathogen Registration, Recombinant DNA
Registration, Select Agent, etc.)
“Biosafety Level 3-Laboratory Certification Requirements” are given in detail in Annex 1. During the
certification process, a compliance checklist to be filled in by the independent Facility Certification
Specialist during the certification process is given in Annex 2.
The independent Facility Certification Specialist to work as an advisor for MoH and the biosafety expert of
the CC should be experienced with the certification of at least 3 labs and should have 10 years of experience
in certification and operation of a BSL3 level laboratory. Both the independent Facility Certification
Specialist and CC’s biosafety expert must have an experience on review and approval of ABSL-3 / BSL-3
/ BSL-2 facility designs, supervising constructions of ABSL-3 / BSL-3 / BSL-2 facilities, experience in
commissioning Biosecurity facilities.
The Biosafety Expert will be responsible for conducting risk assessment in accordance with the WHO
Laboratory Biosafety Manual and CEN/CWA 15793 Laboratory Bio Risk Management Standard, and will
provide recommendations to minimize the risks. In this respect, the design documents will be evaluated, the
execution phase will be supervised, and interim audit reports will be prepared. The Biosafety Expert will
also be responsible for training the users and maintenance staff of the facility with respect to principles and
safe working practices within ABSL-3/BSL-3/BSL-2 facilities. The standards required for establishment of
the labs are described in Chapter 3: Regulatory Framework. The Biosafety expert will work for CC and will
make all preparations for the independent facility certification. The independent Facility Certification
Specialist will assess the BSL2 and BSL3 labs and will work for Ministry of Health as a consultant.
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If the Lab management could not achieve closing all non-conform items and the certification fails, the
independent facility certifier issues an official letter to the lab management indicating that the labs are not
certified (certification process failed) and all risks for operating the labs under these conditions shall be the
sole responsibility of the Lab management. BSL2 and BSL3 labs shall not be operated without certification.
There are different certification procedures in each country. Certification is mandatory in the US and Canada
for work with select agents and exotic animal pathogens, respectively. Singapore and Australian
governments maintain an official certification scheme for BSL-3 labs, or quarantine facilities, respectively.
In the US any person with experience and expertise can certify labs. In Canada certifications are done by
government experts. In Singapore and Australia, certifiers are approved or accredited by the competent
authority. In all other countries, the certifier is a recognized biosafety professional or biocontainment
engineer with extensive experience and expertise in certification of biosafety facilities, including facilityrelated and organizational risk controls (e.g., biorisk management systems according to CWA 15793 or ISO
31000). World Health Organization (WHO) and World Animal Health Organization (OIE) do not accredit
or certify certifiers.
The V-Model for Biosafety Labs
Certification of biosafety laboratories should follow the qualification process as described by the V-model
(Figure 3).

Figure 1: V-model for Biosafety Laboratories
Often high biocontainment facilities are designed and built without precise user requirement specifications
(URS) or qualification requirements (IQ, OQ) agreed at the start of a project. Accordingly, at handover, the
facility may (i) not conform to the chosen biosafety standard, guideline or national regulations, (ii) not be
efficient to work in it, and (iii) be expensive to build, operate and maintain. The V-model as shown in Figure
1 illustrates how biosafety labs should be designed, built, and tested. The left side of the V-model represents
when the requirements get defined (“are you building the right lab?”), and the right side shows the
construction and installation of systems and parts and when to verify them against the requirements (IQ,
OQ, or “are you building it right?”). It is important to note that the verification process starts with reviewing
the URS. Subsequently, all design specifications, equipment, and materials of construction should get
thoroughly reviewed and pre-qualified by the certifier to the chosen biosafety standard, guideline or the
applicable regulations as well as to the URS to ensure certification worthiness. Because, most requirements
set by biosafety standards and guidelines are vague, descriptive, or goal-oriented, or all of the beforementioned, without detailed and precise specification of methods of construction and performance
parameters required to pass the certification inspection and tests. The independent third-party certifier’s role
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is to steer the user and the design team towards a certification-worthy facility. Without pre-qualification,
design failures could emerge only during construction, commissioning or testing, or – worst case – at the
certification inspection and tests.
Once initial certification is provided, according to the WHO Manual all biological research and clinical
laboratories should be regularly certified. Laboratory certification is an on-going quality and safety
assurance activity that should take place on a regular basis.
Audit and Certification Process
The audit and certification process includes five steps as shown in Figure 2.

Figure 2: 5-step audit and certification process flowchart
Certification audit initiation and preparation/pre-work is performed by the independent assigned
certifier in their office. The submittals to the certifier include all drawings, schematics, and certificates of
equipment items, materials, and parts. Commissioning and testing results performed by the builder, his subcontractors and equipment specifications are to be submitted too. The users or lab operator submit biosafety
policies and SOPs.
Certification audit
The on-site certification audit is normally carried out by an independent biosafety expert and includes the
facility-related risk control measures as well as the biorisk management system. The audit includes visual
inspections and testing of mechanical, electrical, sanitary and plumbing systems as well as primary and
secondary containment equipment. Primary containment equipment includes biosafety cabinets and
centrifuges, for example. Secondary containment equipment includes mechanical systems, autoclaves and
effluent decontamination equipment, for example. Performance testing the mechanical ventilation is the
toughest test. It includes controlled shut-down and restoration of normal operation and single point of failure
tests (loss of power, failures of ventilation equipment and systems).
After completion of the audit, the certifier summarizes and presents non-conformities and quality issues in
a Findings Observation Report (FOR). Necessary actions are followed up in a Corrective Action Report
(CAR). The CAR serves to keep track of non-conform findings and corrective solutions until close-out.
After closing all non-conform items the certificate of compliance is issued. For facility related certifications,
the current practice is to re-certify annually.
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2. Legal Framework
There are several national and international requirements that BSL2 and BSL3 laboratories need to follow
during preparation, design, installation and refurbishment; and operation.
2.1. National Laws and Regulations
National laws and regulations are evaluated within two sub-headings: “General Laws and Regulations” refer
to all laws, regulations, legislations and etc. that the Activity is affiliated from a wider perspective. “Specific
Laws and Regulations” heading gives more specific regulations and legislations which are about laboratory
safety and biosafety issues.
2.1.1. General Laws and Regulations
a)

Constitution of the Republic of Turkey

b)

Decree Law on Certain Regulations in the Field of Health 48

c)

National Pandemic Plan

d)

COVID-19 Risk Assessment and COVID-19 Guideline

e)

The Turkish Environmental Law (Law No: 2872; Date of Ratification: 1983)

f)

Regulation on the Control of Medical Wastes (No: 29959, Date: Jan 25th, 2017)

g)

Regulation on Improvement and Assessment of Healthcare Services (lastly amended in 2017)

h)

Regulation of Waste Management (No: 29314, Date: April 2nd, 2015)

i)

Law on the Right to Information (No. 4982), published in the Official Gazette no. 25269 dated
24 October 2003

j)

Labor Law (No. 4857), published in the Official Gazette no. 25134 dated 10 June 2003

k)

Law on Occupational Health and Safety (No. 6331), published in the Official Gazette no. 28339
dated 30 June 2012

l)

Regulation on Contractors and Sub-contractors, published in the Official Gazette no. 27010
dated 27 September 2008

m)

Occupational Health and Safety No. 6331, put into force on 20 June 2012

n)

Turkish Labor Law No.4857

o)

Regulation on the Principles and Procedures for the Employment of Children and Young
Persons 2004 (RPEC)

p)

Regulations on Overtime and Extra Hours in Relation to the Labor Law (No: 25425, Date: April
6th, 2004)

q)

Regulations on Working Conditions at Night for Women Workers (No: 28717, Date: July 24th,
2013)

r)

Law on the Work Permit for Foreigners (No: 4817, Date: Feb 27th, 2013)

s)

Law on Protection of Animals (Law No: 5199, Date: June 24th, 2004)

t)

Welfare and Protection of Animals Used for Experimental and Other Scientific Purposes
Regulation (No: 28141, Date: Dec 13th, 2011)

48 With Article 25 of the Decree Law No. 703 dated 09.07.2018, the name of the Decree Law No. 663 has been changed into
"Decree Law on Certain Regulations in the Field of Health"
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u)

Practice Directive of Regulation on the Working Procedures and Principles of Animal Testing
Ethical Committees (Basis approval No: E.3679106; Date: Dec 12th, 2018)

v)

Regulation for Protection of Workers Against Biological Exposure” (No: 28678, Date: June
15th, 2013)
2.1.2. Specific Laws and Regulations

a)

Good Laboratory Practice (No: 27516; Date: March 9, 2010) (in compliance with OECD
standards)

b)

Standards of Accreditation in Health – Laboratory Kit

c)

TS EN 12128 - Laboratories for research, development and analysis - Containment levels of
micro biology laboratories, areas of risk, localities and physical safety requirements (February,
2020). This standard is structured on ISO 3864 (Safety colors and signs), ISO 7000 (Graphical
symbols for use on equipment), ISO 8995 (Principles of visual ergonomics-The lightning of
indoor work systems)

d)

TS 12124 EN ISO 14644 Clean Rooms and Related Controlled Environments

e)

EN 12237:2003

f)

TS EN 12128: 2002: Biotechnology - Laboratories for research, development and analysis

g)

TS EN 12469 Biotechnology – Performance Criteria regarding Microbiological Safety Cabinets

h)

TS EN 12347 Biotechnology – Performance Criteria for Steam Sterilizators and Autoclaves

i)

Prevention of Biologic Factors Exposures Regulation (In compliance with European Union:
Directive 2000/54/EC on the protection of workers from risks related to exposure to biological
agents at work)

The scope of activity at BSL 2 and BSL 3 are defined as “installation” according to Turkish laws and
regulations; and excludes any construction activities. Therefore, the Activity is not obliged to follow
construction related laws and regulations.
2.2. International Requirements
International requirements for the activities to be conducted in the scope of BSL2 and BSL 3 laboratories
are as follows:
a) World Bank Safeguard Policy (OP) (BP 4.01)
b) WHO Laboratory Bio-Safety Manuel (LBM), fourth edition, 2020;
c) WHO Biorisk Management: Laboratory Biosecurity Guidance, 2006, WHO/CDS/EPR/2006.6
d) ISO 35001: 2009 Bio-risk Management for Laboratories
e) CEN/CWA 15793 Laboratory Bio Risk Management Standard
f) CDC/NIH’s Biosafety in Microbiological and Biomedical Laboratories (BMBL) 5th edition
g) DIN 1946 Ventilation and Air Conditioning (for the healthcare sector)
h) DIN EN 1886 Ventilation for Buildings – Air Handling Units – Mechanical Performance
i)

EUROVENT Certification (third party product performance certification for Heat Ventilation Air
Conditioning and Refrigeration products)

j)

TS 12124 EN ISO 14644 Clean Rooms and Related Controlled Environments

k) EN 12237:2003 Ventilation for Buildings. Ductwork. Strength and Leakage of Circular Sheet Metal
Ducts
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l)

2010/63/EU numbered EU Directive on Protection of Animals Used for Scientific Purposes, and

m) EU Commission Recommendation on guidelines for the Accommodation and Care of Animals Used
for Experimental and other Scientific Purposes
n) Council Directive 2000/54/EC. On the protection of workers from risks related to exposure to
biological agents at work (seventh individual directive within the meaning of Article 16(1) of
Directive 89/391/EEC) Official Journal L262, 43, 21-45
o) FAO, 2018. Biosafety Primer 2018. Bangkok. 120 pp.
p) OIE, 2012. Biosafety and biosecurity in the veterinary microbiology laboratory and animal
facilities.Terrestrial Manual Chapter 1.1.3.
q) OIE, 2018. Standart for managing biological risk in the veterinary laboratory and animal facilities
Terrestrial Manual 2018 Chapter 1.1.4.
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ANNEX 1: Biosafety Level 3-Laboratory Certification Requirements
I. Evaluation of Administrative Controls and ability to facilitate Maintenance Operations to ensure
occupant safety and facility integrity
1. Review background materials that affect maintenance operations:
•
•
•
•
•
•
•
•
•

Obtain and review Commissioning Report
Review architectural and mechanical drawings to ensure design intent is being met
Review biosafety policies and procedures (SOPs) for the laboratory (facility) including training of
occupants and maintenance staff
Evaluate administrative and engineering procedures to determine if they meet the needs of the
program.
Review hazardous (infectious) waste management procedures
Assess laboratory accident response protocols
Evaluate decontamination procedures for appropriateness with respect to the protocols being
conducted or anticipated
Review integrated pest management program
Review SOPs for document retention, maintenance and lab procedures

2. Inspect and Evaluate
•

Finishes, penetrations & caulking integrity for architectural elements such as doors, around the
ceilings, lighting fixtures, electrical devices, etc. within containment to meet requirements for:
o Clean-ability of all surfaces including furniture
o Smoothness of all surfaces
o Sealed seams and penetrations
o Monolithic, slip resistant floors
o Surface impermeability to liquids
o Resistance of surfaces to chemical (organic solvents, acids, alkalis), disinfectants and
moderate heat
o Gas tightness for decontamination
o Pest management requirements
o Non-operable windows
o Bioseals

3. Inspect room layout, placement of equipment and equipment condition
•
•
•

•
•
•

Evaluate autoclave verification testing procedures; inspect logs
Evaluate access control and exit procedures
Evaluate availability of:
o Emergency equipment
o Emergency two-way communication system
o System provided for electronic transfer of information to outside of containment
o Emergency lighting
o Working fire extinguisher
o Availability of chemical spill kit within containment
Evaluate redundancy requirements for particular facility such as air handling units, exhaust fans,
decontamination system components (e.g. pumps & HEPA filters)
Assess location of BSL-3 labs in relation to BSL-2 support labs, offices and break rooms, elevators,
loading docks, etc. for effects on laboratory pressurization and airflow. This includes operational
condition of doors.
Presence of an anteroom w/ or w/o a shower
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Storage provided for donning clean protective clothing and safety equipment (e.g. Powered
Air Purifying Respirators)
Hands-free sink located near exit of laboratory
Office location outside of containment
Inspect signage for proper posting
Biohazard sign
Agents used
Names and telephone number for lab director
Special requirements such as required use of PPEs, personnel access
Review list of all mechanical controls and their locations
Review start up and shut down procedures in case of emergency
o

•
•
•
•
•
•
•
•
•

4. Evaluate maintenance frequency and review maintenance logs
•
•
•
•
•
•
•
•
•

Autoclaves
BSC filters
Centrifuges
Door/equipment locks
HVAC balancing
HVAC belts
HVAC Motors/Sheaves
Lights
Plumbing

II. Validation of Engineering Controls
1. Validate that extra capacity is present on both supply and exhaust systems and quantify the estimated
spare capacity (must document how extra capacity was calculated or estimated)
2. Ensure single pass air flow
3. Measure directional air flow, pressure relationships, air changes and record data
4. Directional air flow must be established from clean areas into contaminated areas. In the event that
multiple containment zones exist within a laboratory or laboratory suite, sequentially more negative pressure
differentials must be established so that the more contaminated spaces are maintained at a negative pressure
with respect to less contaminated areas. Pressure differentials across doorways must be measured using a
device calibrated against a primary standard. Ideally, at least -0.05 in WG (-12.5 Pa) should be maintained
from clean areas to more contaminated areas. In no case should the differential be less than -0.03 in. WG
(-7.6 Pa) when the door is closed.
5. Develop HVAC system and electrical systems failure tests consistent with laboratory design parameters.
Perform tests and record data. To verify correct operations these tests should include at a minimum:
•
•
•
•
•
•
•
•
•

Normal operations emergency power
Emergency power normal operations
Loss of supply fans (individual and in combination)
Loss of exhaust fans (individual and in combination)
Building automation system (BAS) maintains operational set points during all scenarios and return
to normal operations.
Upon reboot BAS must retain operational set points.
If an uninterrupted power supply (UPS) is installed, verify operation of relays
Provide UPS for BAS
Assess if UPS is operational
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Ensure that laboratories are maintained at negative pressure with respect to less contaminated areas.
6.

Assess HVAC equipment condition
•

•
•
•
•

Visually inspect
o Belts
o Belt guards
o Wiring
o Duct supports and connections
o Guide wires (if applicable)
o Dilution air dampers (if applicable)
o Bearings (high pitched squealing)
o Ductwork system workmanship, damage, etc.
Ensure that motor operating temperatures are maintained within equipment specifications
Ensure that interlock between supply and exhaust is operational
Verify correct placement of biological safety cabinets with respect to supply and exhaust diffusers,
doors and traffic patterns.
Use smoke at the face of the cabinet to ensure that the air curtain is not being disrupted by supply
or exhaust diffusers placed in proximity of the cabinet(s) or opening and closing doors and traffic
patterns.

7. Perform smoke tests to demonstrate directional airflow
•
•
•
•
•

Doors
Vents
Windows
Autoclave
Other vented areas

8. Inspect and challenge door interlock systems and automatic door closers
•

•
•

Door closers are required
o Ensure that doors automatically close and latch
o Interlocks required
o Check operability
Open and close doors in all possible sequences
Ensure that delay set points are tight enough to preclude inadvertent over ride of interlock

9. Test all alarms
•
•
•
•
•

HVAC Failure Alarm
Availability of air flow alarms showing if the room has gone positive under normal conditions or if
door is open for greater than 20 seconds.
Availability of a visual indication for personnel to be aware if the room is under positive or negative
pressure prior to entering into the lab
Review fire alarm annual documentation
Review security alarm annual documentation

10. Discharge exhaust assessment (as a measure of performance)
•

Inspect rooftop landscape for re-entrainment opportunities

Min. 25 ft. from intake, 40 ft from boiler stacks and 15 ft. from plumbing stacks
•
•

Laboratory exhaust stacks- minimum 3m height above highest point on roof
Check Exhaust stack locations and discharge velocities
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•
•

•
•

Exhaust velocity = 15-20 m/s or 3000-4000 fpm
Is all aerosol-producing equipment exhausted by certified HEPA filtration devices?
o Ensure that continuous flow centrifuges or other equipment that may produce aerosols are
contained in devices that exhaust air through HEPA filters before discharge into the
laboratory
Ensure that discharge of local exhaust ventilation (LEV) devices is removed from air intakes to
prevent re-entrainment
Consider local conditions (e.g., HEPA filters on exhaust, dilution air)

11. Verification of air change rates (ACR) in containment spaces
•
•
•
•

ACR is determined during design based on sensible and latent heat loads contaminants and odors
that require containment space usage
Measure supply and exhaust air volumes using a device calibrated annually
Calculate ACR; monitor trends
In no case should the ACR be less than 6/hr for labs and 10/hr. for animal facilities

12. Review biological safety cabinet (BSC) certification data including serial number validation
•
•
•
•
•
•
•

BSCs must be on an annual certification schedule
Verify that BSCs are located away from doors and vents
Verify that installation of BSC is correct for cabinet type.
Inspect HEPA filter installations
Review certification documentation for all exhaust HVAC HEPA installations
Verify that HEPA filters are on portable air vacuum systems at point of use and at the barrier
Visually inspect
o Isolation valves for decon
o Decon and challenge ports
o Scanning access

13. Validate MEP
•
•
•
•
•
•
•
•
•
•

Inspect for adequate illumination
Verify that circuit breakers are outside of containment
Backflow prevention for lab water system
Sinks and drains properly marked
Availability of emergency power for critical systems
Availability of hands free emergency eyewash
Availability of emergency shower
Caulking and sealing requirements for electrical devices such as conduits, boxes, lights, etc.
Validate provision for dedicated vacuum pump, if present
Inspect effluent decontamination system, if present

14. Validate autoclave availability, operations and bioseal integrity
III. Review SOPs
1. Autoclave & Decontamination
•
•
•
•

To decontaminate materials before removing them from the biosafety cabinet
If an autoclave is available near but outside the BSL-3 facility, ensure adequate decontamination
procedures in place for wet and dry biohazardous materials that leave the facility
Assess the travel route to nearest autoclave avoid public corridors
Assess procedures for use of and disposal of PPEs
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•
•
•
•

Assess procedures for decon of equipment that leaves the facility for repair or discontinuation of
use
Review storage and transport of biohazardous materials
Assess type of disinfectant to be used and if it is of adequate strength and type for the biohazardous
materials in use in the facility
Validate schedule and frequency of changing HVAC filters on vacuum lines

2. Safety SOPs
•
•
•
•
•
•
•
•
•
•
•
•
•
•
•

Identification of responsible official for BSL-3 facility
Certification of all personnel working within containment and process used to certify them
Use, storage and disposal of Personal Protective Equipment
Documented limited personnel access to facility
Procedures for maintenance to enter facility
Hand washing procedures are in place
Use of mechanical pipetting devices; NO mouth pipetting
Use of sharps prohibited unless absolutely required and then use should be managed by protocol
Procedures in place to minimize production of aerosols
Decontamination procedures are in place
Training program is in place and documentation available for training and refresher courses of all
personnel allowed in the BSL-3 facility
Baseline serum samples are collected as appropriate and stored for all laboratory and other at-risk
personnel
A biosafety manual specific to the laboratory has been prepared and adopted
Biosafety precautions are incorporated into standard operating procedures
If animals are housed under ABSL-3 conditions, all animal specific regulations and biosafety
procedures are followed

3. Occupational Health Monitoring (Policy and records of implementation), if appropriate
•
•
•
•
•

Blood/ Serum Storage
Vaccinations
High-risk (immune suppressed, pregnant, etc.) individuals
Health screening
Annual updates of Exposure Control Plan to include documentation of all locations where BSL-3
agents or materials are used or stored

4. Biohazardous Materials Use Authorization (e.g., Human Pathogen Registration, Recombinant DNA
Registration, Select Agent, etc.)
•
•
•
•

Current BUA
Symptomology page
Procedures for how samples are received
Validate that a current Animal Subjects Committee approval is on file (if animals are used in the
facility.

IV. Requirements for the Independent Facility Certification Specialist:
•
•
•
•
•

PhD in Microbiology or Biotechnology
Completed at least3 BSL3 labs certification process
Minimum 5 years of experience as a biosecurity consultant
Minimum 10 years of experience as an ABSL-3 / BSL-3 / BSL-2 facility certification specialist
Regular participation in biosafety conferences
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•
•
•
•
•

Experience in biorisk assessment
Experience in review and approval of ABSL-3 / BSL-3 / BSL-2 facility designs
Experience in supervising constructions of ABSL-3 / BSL-3 / BSL-2 facilities
Experience in commissioning Biosecurity facilities
Field training experience in biosecurity and animal biosecurity
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ANNEX 2: Biosafety Level 3-Laboratory Certification Checklist
Date:

____________________________________________________ Contact:
___________________________________________________

Building:

____________________________________________________ Telephone:
_________________________________________________

Room #:

____________________________________________________ Inspector:
__________________________________________________

Initial (I):

❑

Annual
(A):

❑

* Determination must be made as to requirement for initial and / or annual validation

I. Administrative Controls
A/I
1

NOTES

Review and Assess Background Materials
A. SOPs for document retention, maintenance and lab
procedures

❑ Yes

❑ No

❑ N/A

B. Commissioning Report

❑ Yes

❑ No

❑ N/A

C. Architectural and mechanical drawings to ensure design
intent is being met

❑ Yes

❑ No

❑ N/A

D. Biosafety policies and procedures (SOPs) for the
laboratory (facility) including training of occupants and
maintenance staff

❑ Yes

❑ No

❑ N/A

E. Hazardous (infectious) waste management procedures

❑ Yes

❑ No

❑ N/A

F.

❑ Yes

❑ No

❑ N/A

❑ Yes

❑ No

❑ N/A

❑ Yes

❑ No

❑ N/A

Integrated pest management program

G. Administrative and engineering procedures
determine if they meet the needs of the program
H. Laboratory accident response protocols

to
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I.
2

Decontamination procedures for appropriateness with
respect to the protocols being conducted or anticipated

❑ Yes

❑ No

❑ N/A

Inspect, & Evaluate Architectural Features for Maintenance, Operations (Finishes,
penetrations & caulking integrity such as doors, around the ceilings, lighting fixtures,
electrical devices, etc. within containment to meet requirements for:
A. Clean-ability of all surfaces including furniture

❑ Pass

❑ Fail

❑ N/A

B. Smoothness of all surfaces

❑ Pass

❑ Fail

❑ N/A

C. Sealed seams and penetrations

❑ Pass

❑ Fail

❑ N/A

D. Monolithic, slip resistant floors

❑ Pass

❑ Fail

❑ N/A

E. Surface impermeability to liquids

❑ Pass

❑ Fail

❑ N/A

❑ Pass

❑ Fail

❑ N/A

G. Gas tightness for decontamination

❑ Pass

❑ Fail

❑ N/A

H. Pest management requirements

❑ Pass

❑ Fail

❑ N/A

I.

Non-operable windows

❑ Pass

❑ Fail

❑ N/A

J.

Bioseals

❑ Pass

❑ Fail

❑ N/A

3

Inspection of room layout, placement of equipment and ❑ Pass
equipment condition

❑ Fail

❑ N/A

4

Autoclave verification testing procedures; inspect logs

❑ Pass

❑ Fail

❑ N/A

5

Access control and exit procedures

❑ Pass

❑ Fail

❑ N/A

6

Evaluate availability of:
A. Emergency equipment

❑ Pass

❑ Fail

❑ N/A

B. Emergency two way communication system

❑ Pass

❑ Fail

❑ N/A

F.

Resistance of surfaces to chemicals (organic solvents,
acids, alkalis,), disinfectants and moderate heat
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C. System provided for electronic transfer of information
to outside of containment

❑ Pass

❑ Fail

❑ N/A

D. Emergency lighting

❑ Pass

❑ Fail

❑ N/A

E. Working fire extinguisher

❑ Pass

❑ Fail

❑ N/A

F.

❑ Pass

❑ Fail

❑ N/A

7

Evaluate redundancy requirements (e.g. air handling units ❑ Pass
exhaust fans, decontamination system components)

❑ Fail

❑ N/A

8

Assess location of BSL-3 labs in relation to BSL-2 support labs, ❑ Pass
offices, break rooms, elevators, loading docks, etc. for effects on
laboratory pressurization and airflow. This includes operational
condition of doors.

❑ Fail

❑ N/A

9

Presence of an anteroom w/ or w/o a shower

❑ Yes

❑ No

❑ N/A

A. Storage provided for donning clean protective clothing
and safety equipment (e.g. PAPR)

❑ Yes

❑ No

❑ N/A

B. Hands-free sink located near exit of laboratory

❑ Yes

❑ No

❑ N/A

10

Office location outside of containment

❑ Yes

❑ No

❑ N/A

11

Inspect signage and visual documentation for proper posting:

❑ Yes

❑ No

❑ N/A

A. Biohazard sign

❑ Yes

❑ No

❑ N/A

B. List of agents used

❑ Yes

❑ No

❑ N/A

C. Names and telephone number for lab director

❑ Yes

❑ No

❑ N/A

D. Special requirements such as required use of PPEs,
personnel immunizations, etc.

❑ Yes

❑ No

❑ N/A

E. Review list of all mechanical controls and their
locations

❑ Yes

❑ No

❑ N/A

Chemical spill kit within containment
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❑ Yes

❑ No

❑ N/A

Evaluate maintenance frequency and review maintenance logs

❑ Yes

❑ No

❑ N/A

A. Autoclaves

❑ Pass

❑ Fail

❑ N/A

B. BSC filters

❑ Pass

❑ Fail

❑ N/A

C. Centrifuges

❑ Pass

❑ Fail

❑ N/A

D. Door / equipment looks

❑ Pass

❑ Fail

❑ N/A

E. HVAC balancing

❑ Pass

❑ Fail

❑ N/A

F.

❑ Pass

❑ Fail

❑ N/A

G. HVAC Motors / Sheaves

❑ Pass

❑ Fail

❑ N/A

H. Lights

❑ Pass

❑ Fail

❑ N/A

I.

❑ Pass

❑ Fail

❑ N/A

13

Exhaust systems and quantify the estimated spare capacity (must ❑ Pass
document how extra capacity was calculated or estimated)

❑ Fail

❑ N/A

14

Ensure single pass air flow

❑ Pass

❑ Fail

❑ N/A

15

Measure directional air flow, pressure relationships, air changes ❑ Pass
and record data

❑ Fail

❑ N/A

16

Ensure directional air flow is established from clean areas into contaminated areas

F.
12

Review start up and shut down procedures in case of
emergency

HVAC belts

Plumbing

II.Validation of Engineering Costs

A. If multiple containment zones exist within a laboratory
or laboratory suite, ensure that sequentially more
negative pressure differentials are established so that
the more contaminated spaces are maintained at a
negative pressure with respect to less contaminated
areas

❑ Pass

❑ Fail

❑ N/A
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B. Pressure differentials across doorways must be
measured using a device calibrated against a primary
standard. Ideally, at least -0.05 in WG (-12.5 Pa) should
be maintained from clean areas to more contaminated
areas. In no case should the differential be less than 0.03 in. WG (-7.6 Pa) when the door is closed.
17

❑ Pass

❑ Fail

❑ N/A

Develop HVAC system and electrical systems failure tests consistent with laboratory design
parameters. Perform tests and record data. To verify correct operations these tests should include
at a minimum:
A. Normal operations

emergency power

❑ Pass

❑ Fail

❑ N/A

B. Emergency power

normal operations

❑ Pass

❑ Fail

❑ N/A

C. Loss of supply fans (individual and in combination)

❑ Pass

❑ Fail

❑ N/A

D. Loss of exhaust fans (individual and in combination)

❑ Pass

❑ Fail

❑ N/A

18

Building automation system maintains operational set points ❑ Pass
during all scenarios and return to normal operations

❑ Fail

❑ N/A

19

Upon reboot BAS must retain operational set points

❑ Pass

❑ Fail

❑ N/A

20

If an uninterrupted power supply (UPS) is installed, verify

❑ Pass

❑ Fail

❑ N/A

21

Assess if UPS is operational

❑ Pass

❑ Fail

❑ N/A

22

Provide UPS for BAS

❑ Pass

❑ Fail

❑ N/A

23

Assess HVAC equipment condition. Visually inspect the following:
A. Belts

❑ Pass

❑ Fail

❑ N/A

B. Belt Guards

❑ Pass

❑ Fail

❑ N/A

C. Wiring

❑ Pass

❑ Fail

❑ N/A

D. Duct supports and connections

❑ Pass

❑ Fail

❑ N/A
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E. Guide wires (if applicable)

❑ Pass

❑ Fail

❑ N/A

F.

❑ Pass

❑ Fail

❑ N/A

G. Bearings (high pitched squealing)

❑ Pass

❑ Fail

❑ N/A

H. Ductwork system workmanship, damage, etc.

❑ Pass

❑ Fail

❑ N/A

24

Ensure that motor operating temperatures are maintained within ❑ Pass
equipment specifications

❑ Fail

❑ N/A

25

Ensure that interlock between supply and exhaust is operational

❑ Pass

❑ Fail

❑ N/A

26

Verify correct placement of biological safety cabinets with ❑ Pass
respect to supply and exhaust diffusers, doors and traffic patterns

❑ Fail

❑ N/A

27

Use smoke at the face of the cabinet to ensure that the air curtain ❑ Pass
is not being disrupted by supply or exhaust diffusers placed in
proximity of the cabinet(s) or opening and closing

❑ Fail

❑ N/A

Dilution air dampers (if applicable)

doors and traffic patterns
28

29

Perform smoke tests to demonstrate directional airflow
A. Doors

❑ Pass

❑ Fail

❑ N/A

B. Vents

❑ Pass

❑ Fail

❑ N/A

C. Windows

❑ Pass

❑ Fail

❑ N/A

D. Autoclave

❑ Pass

❑ Fail

❑ N/A

E. Other vented areas

❑ Pass

❑ Fail

❑ N/A

Inspect and challenge door interlock systems and automatic door closers
A. Door closers are required

❑ Pass

❑ Fail

❑ N/A

B. Ensure that doors automatically close and latch

❑ Pass

❑ Fail

❑ N/A

C. Interlocks required

❑ Pass

❑ Fail

❑ N/A
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D. Check operability

❑ Pass

❑ Fail

❑ N/A

30

Open and close doors in all possible sequences

❑ Pass

❑ Fail

❑ N/A

31

Ensure that delay set points are tight enough to preclude ❑ Pass
inadvertent over ride of interlock

❑ Fail

❑ N/A

32

Test all alarms
A. HVAC Failure Alarm

❑ Pass

❑ Fail

❑ N/A

B. Availability of air flow alarms showing if the room has
gone positive under normal conditions or if door is open
for greater than 20 seconds

❑ Pass

❑ Fail

❑ N/A

C. Availability of a visual indication for personnel to be
aware if the room is under positive or negative pressure
prior to entering into the lab

❑ Pass

❑ Fail

❑ N/A

D. Review fire alarm annual documentation

❑ Pass

❑ Fail

❑ N/A

E. Review security alarm annual documentation

❑ Pass

❑ Fail

❑ N/A

❑ Pass

❑ Fail

❑ N/A

A. Min. 25 ft. from intake, 40 ft from boiler stacks, 15 ft
from plumbing stacks

❑ Pass

❑ Fail

❑ N/A

35

Laboratory exhaust stacks - minimum 3m height above
highest point on roof

❑ Pass

❑ Fail

❑ N/A

36

Check exhaust stack locations and discharge velocities

❑ Pass

❑ Fail

❑ N/A

37

Exhaust velocity = 15-20 m/s or 3000-4000 fpm

❑ Pass

❑ Fail

❑ N/A

38

All aerosol-producing equipment exhausted by certified
HEPA filtration devices

❑ Pass

❑ Fail

❑ N/A

33

Discharge exhaust
performance)

assessment

(as

a

measure

of

34

Inspect rooftop landscape for re-entrainment opportunities
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39

Ensure that continuous flow centrifuges or other equipment
that may produce aerosols are contained in devices that

❑ Pass

❑ Fail

❑ N/A

exhaust air through HEPA filters before discharge into the
laboratory
40

Ensure that discharge of local exhaust ventilation (LEV)
devices is removed from air intakes to prevent reentrainment

❑ Pass

❑ Fail

❑ N/A

41

Consider local conditions (e.g., HEPA filters on exhaust)

❑ Pass

❑ Fail

❑ N/A

42

Verification of air change rates (ACR) in containment spaces
A. ACR is determined during design based on sensible and
latent heat loads contaminants and odors that require
containment space usage

❑ Pass

❑ Fail

❑ N/A

B. Measure supply and exhaust air volumes using a device
calibrated annually

❑ Pass

❑ Fail

❑ N/A

C. Calculate ACR; monitor trends

❑ Pass

❑ Fail

❑ N/A

D. In no case should the ACR be less than 6/hr. for labs
and

❑ Pass

❑ Fail

❑ N/A

10/hr. for animal facilities
43

Review biological safety cabinet (BSC) certification data including serial number validation
A. BSCs must be on an annual certification schedule

❑ Pass

❑ Fail

❑ N/A

B. Verify that BSCs are located away from doors and vents

❑ Pass

❑ Fail

❑ N/A

C. Verify that installation of BSC is correct for cabinet
type

❑ Pass

❑ Fail

❑ N/A

D. Inspect HEPA filter installations

❑ Pass

❑ Fail

❑ N/A

E. Review certification documentation for all exhaust
HVAC HEPA installations

❑ Pass

❑ Fail

❑ N/A
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❑ Pass

❑ Fail

❑ N/A

A. Isolation valves for decon

❑ Pass

❑ Fail

❑ N/A

B. Decon and challenge ports

❑ Pass

❑ Fail

❑ N/A

C. Scanning access

❑ Pass

❑ Fail

❑ N/A

A. Inspect for adequate illumination

❑ Pass

❑ Fail

❑ N/A

B. Verify that circuit breakers are outside of containment

❑ Pass

❑ Fail

❑ N/A

C. Backflow prevention for lab water system

❑ Pass

❑ Fail

❑ N/A

D. Sinks and drains properly marked

❑ Pass

❑ Fail

❑ N/A

E. Availability of emergency power for critical systems

❑ Pass

❑ Fail

❑ N/A

F.

❑ Pass

❑ Fail

❑ N/A

G. Availability of emergency shower

❑ Pass

❑ Fail

❑ N/A

H. Caulking and sealing requirements for electrical
devices such as conduits, boxes, lights, etc.

❑ Pass

❑ Fail

❑ N/A

I.

Validate provision for dedicated vacuum pump

❑ Pass

❑ Fail

❑ N/A

J.

Inspect effluent decontamination system, if present

❑ Pass

❑ Fail

❑ N/A

A. Test interlocks

❑ Pass

❑ Fail

❑ N/A

B. Confirm cycle – test load

❑ Pass

❑ Fail

❑ N/A

C. Visually inspect bioseal

❑ Pass

❑ Fail

❑ N/A

F.
44

45

46

Verify that HEPA filters are on portable vacuum
systems at point of use and at the barrier

Visually inspect

Validate MEP

Availability of hands free emergency eyewash

Validate autoclave availability, operations and bioseal integrity
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D. Smoke test bioseal

❑ Pass

❑ Fail

❑ N/A

E. Validate maintenance of sterilization temp. of 121
degrees for 60 minutes

❑ Pass

❑ Fail

❑ N/A

F.

Autoclave-out capability directly from the BSL-3
facility in new facilities

❑ Pass

❑ Fail

❑ N/A

G. In older facilities if autoclave-out is not available, an
autoclave must be available near the BSL-3 facility so
that containment of biohazardous waste is maintained.

❑ Pass

❑ Fail

❑ N/A

H. Additional environmental protection (e.g., personnel
showers, HEPA filtration of exhaust air, containment of
other piped services and the provision of effluent
decontamination) is considered if recommended by the
agent summary

❑ Pass

❑ Fail

❑ N/A

A. To decontaminate materials before removing them from
the biosafety cabinet

❑ Pass

❑ Fail

❑ N/A

B. If an autoclave is available near but outside the BSL-3
facility, ensure adequate decontamination procedures in
place for wet and dry biohazardous materials that leave
the

❑ Pass

❑ Fail

❑ N/A

C. Assess the travel route to nearest autoclave avoid public
corridors

❑ Pass

❑ Fail

❑ N/A

D. Assess procedures for use of and disposal of PPEs

❑ Pass

❑ Fail

❑ N/A

E. Assess procedures for decon of equipment that leaves
the facility for repair or discontinuation of use

❑ Pass

❑ Fail

❑ N/A

III.Review SOPs
47

Autoclave & Decontamination

facility
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❑ Pass

❑ Fail

❑ N/A

❑ Pass

❑ Fail

❑ N/A

❑ Pass

❑ Fail

❑ N/A

A. Identification of responsible official for BSL-3 facility

❑ Pass

❑ Fail

❑ N/A

B. Certification of all personnel working
containment and process used to certify them

within

❑ Pass

❑ Fail

❑ N/A

C. Use, storage and disposal of Personal Protective
Equipment (PPE)

❑ Pass

❑ Fail

❑ N/A

D. Documented limited personnel access to facility

❑ Pass

❑ Fail

❑ N/A

E.

Procedures for maintenance to enter facility

❑ Pass

❑ Fail

❑ N/A

F.

Hand washing procedures

❑ Pass

❑ Fail

❑ N/A

G. Use of mechanical pipetting devices; NO mouth
pipetting

❑ Pass

❑ Fail

❑ N/A

H. Use of sharps prohibited unless absolutely required and
then use should be managed by protocol

❑ Pass

❑ Fail

❑ N/A

I.

Procedures to minimize production of aerosols

❑ Pass

❑ Fail

❑ N/A

J.

Decontamination procedures

❑ Pass

❑ Fail

❑ N/A

❑ Pass

❑ Fail

❑ N/A

F.

Review storage and transport of biohazardous materials

G. Assess type of disinfectant to be used and if it is of
adequate strength and type for the biohazardous
materials in use in the facility
H. Validate schedule and frequency of changing HVAC
filters on vacuum lines
48

Safety SOPs

K. Training program and documentation available for
training and refresher courses of all personnel allowed
in the BSL-3 facility
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Baseline serum samples are collected as appropriate
and stored for all laboratory and other at-risk personnel

❑ Pass

❑ Fail

❑ N/A

M. A biosafety manual specific to the laboratory has been
prepared and adopted

❑ Pass

❑ Fail

❑ N/A

N. Biosafety precautions are incorporated into standard
operating procedures

❑ Pass

❑ Fail

❑ N/A

O. If animals are housed under ABSL-3 conditions, all
animal specific regulations and biosafety procedures
are followed

❑ Pass

❑ Fail

❑ N/A

L.

49

Occupational Health Monitoring (Policy and records of implementation), if appropriate
A. Blood/ Serum Storage

❑ Pass

❑ Fail

❑ N/A

B. Vaccinations

❑ Pass

❑ Fail

❑ N/A

❑ Pass

❑ Fail

❑ N/A

❑ Pass

❑ Fail

❑ N/A

❑ Pass

❑ Fail

❑ N/A

C. High-risk (immune
individuals

suppressed,

pregnant,

etc.)

D. Health screening
E.

50

Annual updates of Exposure Control Plan to include
documentation of all locations where BSL-3 agents or
materials are used or stored

Biohazardous Materials Use Authorization (e.g., Human Pathogen Registration, Recombinant DNA
Registration, Select Agent, etc.)
A. Current BUA

❑ Pass

❑ Fail

❑ N/A

B.

Symptomology page

❑ Pass

❑ Fail

❑ N/A

C.

Procedures for how samples are received

❑ Pass

❑ Fail

❑ N/A
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