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GOVERNMENT OF DUBAI DUBAI HEALTH AUTHORITY

INTRODUCTION

Health Regulation Sector (HRS) forms an integral part of Dubai Health Authority (DHA) and is

mandated by DHA Law No. (6) of 2018 to undertake several functions including but not limited to:

e Developing regulation, policy, standards, guidelines to improve quality and patient safety and
promote the growth and development of the health sector.

e Licensure and inspection of health facilities as well as healthcare professionals and ensuring
compliance to best practice.

e Managing patient complaints and assuring patient and physician rights are upheld.

e Governing the use of Narcotics, Controlled and Semi-Controlled Medications.

e Strengthening health tourism and assuring ongoing growth.

e Assuring management of health informatics, e-health and promoting innovation.
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EXECUTIVE SUMMARY

This is the Third edition of the Standards for COVID-19 Vaccination Centres in Dubai. This document
is based on current knowledge of the situation in the UAE and across the globe; it is aligned with current
international guidelines and circulars issued by DHA related to the subject. The document aims to
ensure public and patient health protection and to ensure efficiency and integrity of the vaccination
services provided for the public, in all DHA licensed health facilities providing COVID-19 vaccination
services. This document outlines the facility and professional requirements to provide the service, as
well outlines information on the currently available vaccines storage, preparation and administration.
DHA will update these Standards as new information becomes available.

Updates in Version 3.0:

e Abbreviation, page no 8.

e Health Facility Applicability and Requirements, page no 10-13.

e Managing Vaccine Stockpile, Storage, Transportation & Cold Chain Requirements page no 14-20.
e Documentation, page no 20-22.

e Pre-Screening And Protocol for Administering Vaccine, page no 22-24.

e Preparation Requirement for Vaccines, page no 24-34.

e Observation Post Vaccine, page no 35-37.

e \Waste management, page no 39.

e References and appendices, page no 41-58.
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DEFINITIONS

Adverse reaction: Any unintended and unwanted effect or presentation that appears on the user of
the medical product within the doses documented in the internal leaflet and the authorized uses within
the marketing approval that occurs as a result of separate effects from those essential effects of the
medical product.

Batch number: a distinctive combination of numbers, symbols and/or letters which specifically
identifies a batch.

Beyond-use-date: the date or date and time beyond which the compounded drug preparation should
not be used, stored, transported or administered, and determined based the date or time the
preparation is compounded, its chemical stability, and the sterility limits.

Health Facility: Any facility, owned and managed by natural or corporate body, provides medical
services for individuals, including preventive, therapeutic and convalescent care services.

Healthcare Professional: a natural person who is authorized and licensed by the DHA to practice any
of the healthcare professions in the Emirate.

Immediate allergic reaction: a reaction within 4 hours of being vaccinated, including symptoms such
as hives, swelling, or wheezing (respiratory distress).

Legal guardian: a person appointed by the law to consent in place of an incompetent patient based
on UAE federal laws and/ or local regulation, when the patient is unable to provide Informed Consent
due to an illness or incompetency.

Medical Director: is a DHA licensed healthcare professional who holds responsibility and oversight of

medical services and clinical operations within a DHA licensed health facility.
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Person In-charge: Is a qualified and trained DHA licensed healthcare professional as the person
designated site responsible in-charge to be responsible for the safe and secure handling, management
accountable, monitoring, tracking, reporting, and operational responsibility of the vaccines within the
site.

Serious adverse reaction: is one that requires inpatient hospitalization or prolongation of existing
hospitalization, causes congenital malformation, result in persistent or significant disability or
incapacity, is life threatening or result in death.

Temperature excursion: is any temperature reading outside of the recommended range for vaccine

storage as defined in the manufacturer’s package insert.
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ABBREVIATIONS

ACIP : Advisory Committee on Immunization Practices
ACOG : American College of Obstetrics & Gynaecology
ADRs : Adverse Drug Reactions

AEFI : Adverse Event Following Immunization

AFI : Acute febrile illness

covib : Corona Virus Disease

DHA : Dubai Health Authority

DOB : Date of Birth

HPSD : Health Policies and Standards Department

HRS : Health Regulation Sector

IM : Intramuscular

MOHAP : Ministry of Health and Prevention

Purplevialcap : Pfizer-BioNTech vaccine vial for 12 years of age and older
Orange vial cap : Pfizer-BioNTech vaccine vial for 5 - 11 years of age
PPE : Personal Protective Equipment

SOPs : Standard operating procedures

WHO : World Health Organization
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1. BACKGROUND

Coronavirus Disease (COVID-19) is a disease caused by new strain of coronavirus (SARS-CoV2) that
has not been previously identified. Cases were registered initially in the Republic of China, but COVID-
19 has spread to several countries around the world. It is very contagious and the infection can vary
from mild to severe symptoms.

Vaccines protect individuals from some infectious diseases and their serious complications, which can
lead to a healthier community free from these infectious diseases and epidemics. The COVID-19
vaccine will reduce the chance of being infected with COVID-19 virus and its spread. When many
individuals are vaccinated, COVID-19 virus is less likely to spread in the community. The current

available COVID-19 vaccines in the country are:

mRNA COVID-19 (BNT162b2) COVID-19 Vaccine (Pfizer-BioNTech).

e ChAdOx1 nCoV- 19 (Recombinant) COVID-19 Vaccine (AstraZeneca).

e Inactivated SARS-CoV-2 (BBIBP-CorV) COVID-19 Vaccine (Sinopharm).

e Gam-COVID-Vac Vaccine (Sputnik).

e SARS-COV-2 (Vero Cell), Inactivated Vaccine (Hayat-Vax).

Some of the available vaccines can be given to everyone starting from the age of 5 years. However, it
is recommended to give the priority for vaccination to those at highest risk of contracting the infection
and those who are at risk of serious complications of infection when being infected, including the
following priorities: Individuals aged 60 years and above, front liners, individuals of determination and
individuals with chronic condition/s such as:

e Heart diseases.
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Diabetes.

e Chronic lung diseases.

e Kidney diseases.

e Liver diseases.

e Immunocompromised conditions.

e Cancer.

. SCOPE

2.1. COVID-19 Vaccination services under DHA'’s jurisdiction.

PURPOSE

3.1. To standardise the requirements and eligibility for the establishment of COVID-19 vaccination
programs by DHA Licensed Health Facilities in the Emirate of Dubai.

. APPLICABILITY

4.1. DHA licensed health facilities providing COVID-19 Vaccination services.

4.2. DHA licensed health facilities approved to provide mRNA COVID-19 vaccine for children.

. STANDARD ONE: HEALTH FACILITY REQUIREMENTS

5.1. All DHA licensed health facilities should obtain approval from HRS before providing COVID-19
Vaccination services.

5.2. DHA licensed health facilities should obtain approval to provide mRNA COVID-19 vaccine for
children.

5.3. Health facilities should adhere to all the requirements outlined in these standards, updates and

circulars related to it thereafter.
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5.4. Health facilities should adhere to the DHA guidelines on eligibility for mRNA COVID-19
(BNT162b2) Vaccine updates and circulars related to it thereafter.
5.5. COVID-19 vaccination services can be provided in the below settings following approval from
DHA:
5.5.1. Hospitals.
5.5.2. Day Surgery Centres.
5.5.3. Outpatient health facilities.
5.5.4. Home Healthcare Providers — Standalone/service licensed under other health facilities.
5.5.5.  School clinic.
5.5.6. Mobile healthcare units.
5.6. All new Vaccination Centres should submit new applications to the Health Licensing
Department in the Health Regulation Sector (HRS) for the approval and licensing.
5.6.1. Apply for amendment of Facility license — “Add service of COVID-19 Vaccination” (via
Sheryan).
a. Refer to requirement checklist for covid-19 vaccination centers in (Appendix 1).
b. Refer to the checklist for Vaccination clinics held at satellite, temporary, or off-site
locations in (Appendix 2).
5.6.2. Existing Health Facilities undergoing changes and refurbishment, such as re-modelling,
changing the type of service (i.e. the use of space, converting Administration
Department into Vaccination Centre) should submit applications for the modification

of previous license approvals.
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5.7. Health facility should maintain availability of Person In-charge for each working shift in the
vaccination site.

5.7.1. A paediatric specialist should be available on each working shift in the vaccination site
for health facilities approved to provide COVID-19 vaccine for children.

5.8. Preventive precautionary measures should be applied in the health facility, the facility should
comprise of:

5.8.1. Reception area; which includes patient registration and patient queuing system.

5.8.2. Waiting areas; should accommodate a wide range of occupants including those less
mobile or in wheelchairs.

5.8.3. Patient screening/vital signs room(s); will be used for measurement and recording of
patient vital signs prior to consultation.

5.8.4. Vaccination room (s)/cubicle(s)/bay(s); where patients will receive the vaccine by a
licensed trained healthcare professional ensuring privacy.

5.8.5. Designated room(s)/cubicle(s) at the site for management of Adverse Drug Reactions
(ADRs) and management of patients with urgent medical problems (e.g., fainting, high
blood pressure, etc.) and for referral to other entities (if applicable).

5.8.6. Observation area; where patients will be monitored closely after being vaccinated for
any adverse reaction or immediate allergic reaction.

5.9. Health facilities and healthcare providers may apply for mobile vaccination unit for COVID-19

Vaccination services.
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5.9.1. A Mobile Healthcare Unit is a specially designed mobile, transportable or re-locatable
structure, which serves to provide dynamic healthcare options and services in response
to community’s immediate or longer-term healthcare demands.

5.9.2. Proper consideration needs to be given with respect to turning radius, manoeuvrability
of the unit, parking, delivery and service access to the mobile healthcare unit.

5.9.3. For further details, refer to the checklist for Mobile Vaccination Units in (Appendix 3).

6. STANDARD TWO: PROFESSIONAL REQUIREMENTS

6.1. All healthcare professionals in the health facility should hold an active DHA professional license
and work within their scope of practice.

6.2. The Medical Director of the health facility should privilege the health professional based on
his/her education, training, experience and competencies.

6.3. Healthcare professional(s) should have experience with Intramuscular (IM) injection and up-to-
date skills training.

6.4. Healthcare professional(s) administering vaccines should review vaccine manufacturer
instructions for administration before the vaccination.

6.5. Healthcare professionals should ensure reporting and record keeping compliance for all
vaccinations administered.

6.6. Healthcare professionals should understands the procedures, indications, contraindications,
and all other pertinent administration information including side effects, reactions, and life-

saving measures.
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6.7. Vaccination Centres should ensure the training and education of the staff involved in the
vaccination service.

6.8. All healthcare professionals who provide vaccine administration are required to:
6.8.1. DHA vaccination education module completion, though the following link:

https://learn.mbru.ac.ae/courses/covid-19-pfizer-vaccine-training

6.9. The below categories of professionals can administer COVID-19 vaccine:
6.9.1. Health care professionals licensed by DHA.
6.9.2. Paramedics and advanced emergency medical technician (EMTs), Licensed or certified

as a Paramedic, Advanced EMT, or EMT by DCAS.

7. STANDARD THREE: MANAGING VACCINE STOCKPILE, STORAGE, TRANSPORTATION, AND
COLD CHAIN REQUIREMENTS
7.1. Managing vaccine stockpile:
7.1.1. All types of COVID-19 vaccination will be provided by DHA/governmental entity in
coordination with DHA.
7.1.2. Health facilities should have a policy and a clear official pathway in place to manage the
stockpile of the available vaccine in a way that no dose is wasted.
7.1.3. Health facilities should have a contingency plan for extra doses at the end of each shift
to avoid wastage of open vials.
7.1.4. COVID-19 vaccines require two doses to be administered 3-12 weeks apart (depending
on vaccine product type). Health facilities must carefully manage vaccine inventory to

ensure completion of the vaccine series.
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7.1.5. Predictable amount of vaccine should be provided to the vaccination centre. This allows
efficient management of patient scheduling and second dose administration plans.

7.1.6. Once first doses of the vaccine are administered, the health facilities should be able to
estimate the number of patients that will require a second dose each week.

7.1.7. Health facilities should make sure that every first dose-vaccinated client has an
appointment for second dose and the appointment is communicated to client.

7.1.8. Patients requiring second doses should be prioritized.

7.1.9. On a daily basis, providers should review missed appointments or other reasons for
scheduled second doses not being used, and remaining doses should be repurposed for
use as first doses.

7.1.10. Vaccines should be delivered to the patients free of charge and health facilities should
refrain from billing the patients for any cost.

7.2. Operational Considerations:

7.2.1. Health facilities should ensure vaccine with matching number of syringes and needles
as per each vaccine type should be shipped directly to the facility/vaccination site,
where appropriate and adequate storage is available.

7.2.2. Upon arrival at the facility/clinic, vaccines should remain protected from light (per
manufacturer’s package insert/guide) until ready for use at the vaccination clinic.

a. Expiration dates of vaccines and any medical equipment (syringes, needles, alcohol

wipes) used should be checked for validity.
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7.2.3. A contingency plan is in place in case vaccines need to be replaced. The plan addresses
scenarios for vaccine compromised before arrival at the clinic and for vaccine
compromised during clinic hours.

7.2.4. Health facility should maintain clearly written, detailed, and up-to-date receiving,
storage, handling, and transporting SOPs.

7.2.5. Anemergency medical kit should be available at the site of the clinic/vaccination centre.
(Kit may include; epinephrine, Hydrocortisone, Chlorpheniramine Inj. and equipment for
maintaining an airway).

7.3.  Vaccine Storage:

7.3.1. Proper storage, handling, and transportation of COVID-19 vaccines are critical
activities in their integrated supply chain.

7.3.2. Failure to store and handle vaccines properly can potentially reduce potency, leading to
inadequate immune response in patients and poor protection against COVID-19.

7.3.3. Proper storage, handling, and transportation of the COVID-19 vaccines begins with an
effective cold chain process, which is temperature-controlled, using related equipment
and procedures.

7.3.4. Storage units are required to maintain the product temperature between the limits
defined on the product label and manufacture’s product Packaging and Storage
Requirements.

7.3.5. Pharmaceutical-grade refrigerators and freezers are preferred because they are

designed specifically for storing biopharmaceuticals, including vaccines.
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7.3.6. Food and drinks and/or biological specimens should not be stored in the same unit as
the vaccine.

7.3.7. SOPs should be in place to ensure power supply or alternative options when power
outage occurs.

7.3.8. Temperature excursions or inappropriate storage conditions require immediate action.

a. A temperature excursion is any temperature reading outside of the recommended
range for vaccine storage as defined in the manufacturer’s package insert.

7.3.9. When the vaccine’s storage condition is changed, it is critical to utilize appropriate
labelling to indicate the beyond-use date, per the manufacturer.
7.3.10. Beyond-Use Dating Considerations for Pre-drawn Syringes of Purple vial cap:

a. For the purple vial cap, the vaccine maintains all its measured quality attributes when
diluted vaccine is stored in polycarbonate and polypropylene syringes with stainless
steel needles for 6 hours at 2°C to 25°C (35°F to 77°F) after the source vial is diluted.

b. Microbiological growth has a greater potential to occur after 6 hours.

c. 0.9% sodium chloride injection, preservative-free, diluent should not be drawn up in
advance as it is preservative-free.

d. Keep out of direct sunlight and ultraviolet light.

7.3.11. Beyond-Use Dating Considerations for Pre-drawn Syringes of Orange vial cap:
a. For the orange vial cap ,the vaccine maintains all of its measured quality attributes

when the diluted vaccine is stored in polycarbonate or polypropylene syringes for a

Standards For Covid-19 Vaccination Centres Ref. No. DHA/HRS/HPSD/ST-18 Issue Nu: 3.0 Issue Date: 22/02/2022 Effective Date: 22/02/2022 Revision Date: 22/02/2026
Page 17 of 58



.

A
“L &>\/\" (— PR || a_i.__b
GOVERNMENT OF DUBAI DUBAI HEALTH AUTHORITY

cumulative time up to 24 hours post-dilution with no more than 12 hours at room
temperature (up to 30°C or 86F).
b. Microbial growth has a greater potential to occur after 12 hours.
c. 0.9% sodium chloride injection, preservative-free, diluent should not be drawn up in
advance as it is preservative-free.
d. Keep out of direct sunlight and ultraviolet light.
7.4. Vaccine Transport:

7.41. Vaccine transport off-site or to vaccination facilities involves the process of
transporting vaccines over short distances and periods in accordance with practice
setting SOPs.

7.4.2. Transport of the vaccines should be done using a portable refrigerator and/ or freezer
unit with a temperature-monitoring device.

7.4.3. Health facilities should use a continuous temperature-monitoring device to ensure
consistent temperature monitoring during transport.

7.4.4.  The total time for transport should be minimized to reduce potential risk for a
temperature excursion due to a storage unit or thermal packaging system failure.

7.5. Transport of frozen solid mRNA (BNT162b2) COVID-19 Vaccine vials prior to use:

7.5.1. Frozen mRNA (BNT162b2) COVID-19 Vaccine can be transported at ultra-low-
temperature of -90°C to -60°C (-130°F to -76°F).

7.5.2. Frozen Pfizer-BioNTech COVID-19 Vaccine purple vial cap can be transported and

stored at conventional pharmaceutical freezers for a period of up to two weeks at the
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freezer temperature of -25°C to -15°C (-13°F to 5°F). The frozen vaccine may be
returned one time to the recommended storage condition of -90°C to -60°C (-130°F
to -76°F). Total cumulative time the purple vial cap and label formulation are stored at
-25°C to -15°C (-13°F to 5°F) should be tracked and should not exceed 2 weeks.

7.5.3. Health facilities should use the only allowable containers and cold freezers as per
product manufacturer labelling.

7.5.4. Appropriate measures should be taken to ensure the vaccine is cushioned and
protected from agitation during transport.

7.6. Transport of multi-dose mRNA (BNT162b2) COVID-19 Vaccine vials outside of frozen state or

those that do not require freezing:

7.6.1. Undiluted vials can be maintained at refrigeration temperatures at 2°C to 8°C (35°F to
46°F) for 1 month for purple vial cap and 10 weeks for orange vial cap.

7.6.2. Undiluted vials can be maintained at room temperature for up to 25°C (77°F) for 2
hours for purple vial cap and 12 hours for orange vial cap (prior to first puncture).

7.6.3. Diluted vials can be maintained at room temperature for up to 25°C (77°F) for 6 hours
and must be discarded after 6 hours for the purple vial cap and for up to 12 hours for
orange vial cap.

7.6.4. A portable refrigerator unit can be utilized to transport thawed vaccine product.

7.6.5. Appropriate measures should be taken to ensure the vaccine is cushioned and

protected from agitation.
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7.6.6. Expanded polystyrene foam containers can be used for maintaining cold
chain/temperature consistency across transport to administration site.

7.6.7. When the product is thawed, do not refreeze.

8. STANDARD FOUR: DOCUMENTATION
8.1. Health facilities should maintain proper and complete documentation of patient details on
HASANA platform in addition to their EMR systems.
8.2. The below details should be documented in the patient file:
8.2.1. Complete patient demographics:
a. Emirates ID number or Passport Number.
b. First name, last name, gender, date of birth and nationality.
c¢. Home address: District, Area.
8.2.2. Occupational details:
a. Main Occupation: Labourer/Non-Labourer.
b. Name the company/authority.
c. Emirate.
8.2.3. Vaccine details (date and time, site and route, brand, batch number, dose, etc.).
8.2.4. Pre-vaccination assessment and counselling.
8.2.5. Vaccination consent form (Appendix 4).
8.2.6. Post-vaccine assessment and any ADRs.

8.2.7. Issuance of “COVID-19 Vaccination Card” post vaccination
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8.2.8. Documentation of the “COVID-19 Vaccination Exception Certificate” when necessary
(Appendix 5).

a. Exemption certificate is issued only by DHA government hospitals and primary
healthcare centres.

b. Physicians at private health facilities should issue a medical report to the patient
stating the condition that entitles the exemption and in accordance with the approved
regulations.

c. Patients should be directed to the concerned DHA government health facilities to
apply for the exemption certificate along with the related medical report.

d. For further information refer to DHA circular no. DHA/OUT/2022/0000242
regarding Process for issuing COVID-19 Vaccine Exemption Certificate (linked)

8.3. Patient information confidentiality should be maintained as per UAE laws and regulations.

8.4. Health facilities should have access to HASANA platform once approved to provide the service.

8.5. Training to use the vaccination module will be delivered by the HASANA Helpdesk team.

8.6. Health facilities are responsible to enter all the required details in HASANA on timely manner.

8.7. Patient vaccine consent form (Appendix 4) should be signed and uploaded to the health
facility’s electronic health records.

8.8. Health facilities should ensure that each client receives vaccination certificate per each dose.

8.9. Record patient refusals in the individual medical record.
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9. STANDARD FIVE: PRE-SCREENING AND PROTOCOL FOR ADMINISTERING VACCINE
9.1. Health facilities should provide adequate information to patients or their legal guardians
regarding the risk weighing benefit of the vaccine and document that information in compliance
with service-specific guidelines.
9.2. Health facilities should ensure that pre-screening is done for each patient prior to vaccine
administration.
9.3. Pre-screening:

9.3.1. Prior to vaccination, the healthcare professional/vaccine injector should:

[\

. Confirm the recipient’s identity from the EID or passport.

b. Check ALHOSN application for previous vaccine doses.

c. Assess the vaccine recipient's current state of health.

d. Check the patient Age.

e. Stability of current medical condition before vaccination.

f. Active covid-19 infection, close contact or in the event of quarantine period.

g. Former receiving of any COVID-19 vaccine before (one or two doses).

h. Provide information regarding the benefits and risks of receiving or not receiving the
vaccine using content and language appropriate to the vaccine recipient or guardian.

i. Provide Education for patient about pain management for vaccine injection on the

day of immunization.
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j. Assess contraindications and precautions to receiving the vaccine, including any
history of potential immediate or anaphylactic hypersensitivity to a previous dose of
the vaccine or to any of the vaccine components.

k. Evaluate reactions to previous vaccinations.

l. Discuss frequently occurring minor adverse events and potential rare severe adverse
events.

m. Provide ways of communicating adverse events to facility for purpose of providing
help and documentation of Adverse Event Following Immunization (AEFI) reports.

i. DHA Call centre.
ii. Visitany GP/ER.

n. Take full history on chronic diseases, medication used (if applicable).

o. Provide an opportunity for the vaccine recipient or guardian to ask questions.

p. Provide full explanation and obtain patient consent, (Appendix 4).

9.4. Vaccine administration:

9.4.1. Vaccines should be administered to the right person using the correct indication,
correct vaccine, correct dose, correct route of administration, correct injection site (if
applicable) and correct time to optimize vaccine effectiveness and to reduce the risk of
local reactions or other adverse events.

9.4.2. Healthcare professionals administering vaccinations should follow appropriate

precautions to minimize risk for disease exposure and spread.
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9.4.3. Hands should be cleansed with an alcohol-based waterless antiseptic hand-rub or
washed with soap and water before preparing vaccines for administration and between
each patient contact.

9.4.4. Vaccines should be drawn up in a designated clean medication area that is not adjacent
to areas where potentially contaminated items are placed.

9.4.5. Multi-dose vials to be used for more than one patient should not be kept or accessed
in the immediate patient treatment area.

a. This is to prevent inadvertent contamination of the vial through direct or indirect
contact with potentially contaminated surfaces or equipment that could lead to
infections in subsequent patients.

9.4.6. To prevent contamination of the vial, the patient area should be clean and free of
potentially contaminated equipment.

9.4.7. Injectable Route-SARS-CoV-2 vaccines are administered via IM injection.

9.4.8. The manufacturer for each vaccine recommends routes of administration. Deviation
from the recommended route of administration might reduce vaccine efficacy or
increase the risk for local adverse reactions.

9.4.9. The health facility should have in place a protocol for incident reporting related to

vaccine administration and ensure risks are controlled effectively.

10. STANDARD SIX: PREPARATION REQUIREMENT FOR VACCINES

10.1. Environmental Considerations for Vaccine Preparation:
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10.1.1. Health facilities should follow vaccine manufacturer requirements supplied information
on the steps for vaccine preparation.

10.1.2. The following considerations should be made when selecting an environment for
preparation of vaccines:

a. The dedicated area or room should be a clean, uncluttered, and a functionally
separate workspace.

b. The dedicated area or room should be away from windows, doors, air vents, etc. to
minimize airflow disruptions.

c. Items that are not necessary for vaccine preparation should be removed from the
vaccine preparation area (i.e., food, drinks, and other materials).

d. Alcohol-based hand sanitizer should be available. For alcohol-based hand sanitizers,
the Centers for Disease Control & Prevention (CDC) recommends a concentration
of 60% to 95% ethanol or isopropanol (i.e., isopropyl6) alcohol.

e. Whenever possible, the area dedicated for vaccine preparation should not be located
in or close to where environmental control challenges could negatively affect the air
quality (e.g., restrooms, warehouses, or food preparation areas).

10.1.3. Equipment to include in the dedicated area or room may comprise of sharps container,
alcohol swabs, sink and/or hand sanitizer, and materials for personnel hygiene and
garbing.

10.1.4. Adhere to aseptic technique to ensure the quality and safety of the preparation of these

vaccine products.
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a. Clean and disinfect the surface where the vaccine preparation will take place using a
solution of at least 70% isopropyl alcohol.

10.1.5. Personnel should avoid preparing different vaccine type in the same vaccine
preparation area.

10.2. Personnel Hygiene and Garbing:

10.2.1. All staff members who are exposed to the vaccines, or who administer the vaccines
should be trained on all relevant practices and procedures.

10.2.2. Healthcare professionals who supervise the preparation of the vaccines should ensure
that personnel are adequately skilled, educated, and trained to correctly perform
preparation of the COVID-19 vaccines.

10.2.3. Before beginning preparation of COVID-19 vaccines, personnel should consider the
following aspects of hygiene and garbing:

a. Personnel should remove hand, wrist, and other exposed jewellery that could
interfere with the effectiveness of garbing or otherwise increase the risk of
contamination of the vaccines.

b. Fingernails should be clean and neatly trimmed to minimize particle shedding and
avoid glove punctures.

c. Personnel should perform hand hygiene by washing hands with soap and water for
at least 30 seconds or by using hand sanitizer rubbed between hands and fingers

and allowed to dry.
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d. Personnel should don powder-free gloves before preparing vaccines for
administration. Powder-free gloves should be inspected regularly for holes,
punctures, or tears and must be replaced immediately if such defects are detected.

e. Personnel should don and replace garb (e.g., masks, freshly laundered lab coat,
powder-free gloves, and clean scrubs) immediately if it becomes visibly soiled or if
its integrity is compromised.

10.3. Basic Aseptic Considerations for Vaccine Preparation:

10.3.1. Aseptic technique should be utilized to prepare vaccines for administration in order to
prevent the vaccines from being contaminated with microorganisms from the
environment or from the persons preparing them.

10.3.2. Aseptic technique considerations for vaccine preparation should include the following:
a. Follow internal facility standard operating procedures (SOPs) and regulatory

requirements related to competency, training, or certification of vaccine preparation
and administration, as appropriate.

b. Inspect vials for cracks or leaks prior to proceeding further.

c. Disinfect entry points on the diluent and vaccine vials (e.g., vial stoppers) by wiping
the vials with single-use alcohol swabs. Allow the alcohol to dry before piercing
stoppers with sterile needles.

d. During preparation of the vaccine, personnel should avoid touching critical parts of
the components being used for preparation of the vaccines (e.g., needles, disinfected

vial stoppers) in order to minimize microbial contamination.
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e. Place all used syringes, needles, and vials into sharps container and dispose the
containers according to DHA regulatory requirements.
10.4. Withdrawing Doses:
10.4.1. The following considerations should be done to ensure complete doses are withdrawn
and safe practices:

a. Ensure needle and syringe are tightly Luer Locked together.

b. Consider using the smallest syringe appropriate for the dose to improve dose
accuracy.

c. Consider using a syringe with appropriate measuring lines on the barrel of the
syringe to further improve dose accuracy.

d. The same needle should be used for withdrawal and administration. This eliminates
the need to change needles and therefore reduces the risk of touch contamination
to the vaccine and potential loss of volume.

e. Exercise care to avoid contaminating or bending the needle if being used for both
withdrawal and administration.

f. Refrain from using transfer devices, mini spikes, or one needle to prepare multiple
syringes due to potential loss of medicine in dead space.

g. Refrain from using dispensing pins or needleless devices due to risk of vaccine loss
or incompatibility with materials.

h. Utilize safe practices when recapping the needle after withdrawing and before

administration.
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i. In the case of excess air bubbles in the syringe, small bubbles can be ignored.
Personnel should avoid tapping the syringe due to theoretical risk of inactivating the
vaccine or degraded quality.

10.5. mRNA COVID-19 (BNT162b2) Vaccine Considerations:

10.5.1. Health facilities should follow manufacturer-supplied information on the steps for
dilution is available on the Vaccine.

10.5.2. The manufacturer recommends preferentially using a low dead-volume syringe or
needle to maximize the number of doses per vial.

a. Utilizing low dead-volume syringes and needles whenever possible, to maximize
doses withdrawn from vials (at least 6 doses for the purple vial cap, and 10 doses
for the orange vial cap).

10.5.3. A low dead-volume syringe is designed to limit dead space that exists between the
syringe hub and needle. A low dead-volume needle is designed with less space between
the needle and the plunger.

10.5.4. For the purple vial cap, regardless of diluent vial size, only a single needle entry can be
used to withdraw a single 1.8 mL volume of 0.9% sodium chloride injection,
preservative-free, diluent to prepare one vial of the Pfizer-BioNTech COVID-19
vaccine. Any excess diluent must be discarded.

10.5.5. For the orange vial cap, regardless of diluent vial size, only a single needle entry can be

used to withdraw a single 1.3 mL volume of 0.9% sodium chloride injection,

Standards For Covid-19 Vaccination Centres Ref. No. DHA/HRS/HPSD/ST-18 Issue Nu: 3.0 Issue Date: 22/02/2022 Effective Date: 22/02/2022 Revision Date: 22/02/2026
Page 29 of 58



.

)” ﬁ T P, | N

GOVERNMENT OF DUBAI DUBAI HEALTH AUTHORITY

preservative-free, diluent to prepare one vial of the Pfizer-BioNTech COVID-19
vaccine. Any excess diluent must be discarded.

10.5.6. 0.9% sodium chloride injection, preservative-free, diluent should not be drawn up in
advance as it is preservative-free.

10.5.7. The manufacturer provides that for dose preparation, a 21-gauge or narrower needle
helps prevent leaking from the stopper when doses are withdrawn.

10.5.8. Health facility may carefully consider the number of pre-drawn syringes to prepare to
minimize vaccine waste.

10.5.9. Purple Vial Cap and Label Border (must dilute) for 12 years and older (final diluted
conc: 30 mcg/ 0.3 mL).

10.5.10.0range Vial Cap and Label Border (must dilute) for 5 through 11 years (final diluted
conc: 10 mcg/ 0.2 mL).

10.5.11.The Pfizer-BioNTech COVID-19 Vaccine that is supplied in vials with purple vial cap
should not be used for individuals 5 through 11 years of age because of the potential
for vaccine administration errors, including dosing errors.

10.6. mRNA COVID-19 (BNT162b2) Purple vial cap Vaccine Dilution:

10.6.1. Prepare for Dilution:

a. A Pfizer-BioNTech COVID-19 vaccine vial must reach room temperature before
dilution and be diluted within 2 hours of removal from frozen or refrigerated storage.

b. Inspect liquid to ensure it is a white to off-white suspension which may contain white

to off-white opaque amorphous particles.
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c. Invert vaccine vial gently 10 times. Do not shake.
10.6.2. Dilute the vaccine:

a. Visually inspect vial for cracks and leaks.

b. Wipe diluent vial stopper using sterile 70% isopropyl alcohol swab and allow to dry.

c. If applicable, ensure needle and syringe are tightly luer locked together.

d. Withdraw 1.8 mL 0.9% sodium chloride injection, preservative free, diluent into
syringe. Discard vial after diluent withdrawal.

e. To prevent excess foaming or bubbling, slowly inject 1.8 mL of 0.9% sodium chloride
injection, preservative free, diluent onto the wall of the vaccine vial.

f. Before removing the needle from the vaccine vial, move needle tip to the air
headspace of the vial and draw out 2.1 mL of air to optimize vial pressure.

g. The vial pressure must at least be equalized by withdrawing 1.8 mL of air into the
empty diluent syringe per the labeling.

h. Gently invert the diluted vial 10 times to mix. Do not shake.

i. Record dilution date and time on vaccine vial and store diluted vaccine for up to 6
hours at 2°C to 25°C (35°F to 77°F).

10.6.3. Draw up each dose of the vaccine:

a. Wipe vaccine vial stopper using sterile 70% isopropyl alcohol swab and allow to dry.

b. If applicable, ensure needle and syringe are tightly luer locked together.

c. Inject 0.2 mL of air into the vial of reconstituted vaccine to optimize vial pressure.

d. Slowly withdraw 0.3 mL of vaccine into the administration syringe.
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e. While small air bubbles can be ignored, large air bubbles can lead to underdosing and
should be addressed. Minimize tapping of the syringe due to theoretical risk of
inactivating the vaccine or degrading quality.

f. Utilize safe practices when recapping the needle after withdrawing and before
administrating.

g. Rotate the insertion point of the needle across various locations of the vial septum
for each withdrawal to reduce leakage of vaccine.

10.7. mRNA COVID-19 (BNT162b2) Orange vial cap Vaccine Dilution:
10.7.1. Prepare for Dilution:

a. A Pfizer-BioNTech COVID-19 vaccine orange cap vial must reach room temperature
before dilution and be diluted within 12 hours of removal from frozen or refrigerated
storage.

b. Inspect liquid to ensure it is a white to off-white suspension which may contain
white to off-white opaque amorphous particles.

c. Invert vaccine vial gently 10 times. Do not shake.

10.7.2. Dilute the vaccine:

a. Visually inspect vial for cracks and leaks.

b. Wipe diluent vial stopper using sterile 70% isopropyl alcohol swab and allow to dry.

c. If applicable, ensure needle and syringe are tightly luer locked together.

d. Withdraw 1.3 mL 0.9% sodium chloride injection, preservative free, diluent into

syringe. Discard vial after diluent withdrawal.
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e. To prevent excess foaming or bubbling, slowly inject 1.3 mL of 0.9% sodium chloride
injection, preservative free, diluent onto the wall of the vaccine vial.

f. Gently invert the diluted vial 10 times to mix. Do not shake.

g. Record dilution date and time on vaccine vial and store diluted vaccine for up to 12
hours at 2°C to 25°C (35°F to 77°F).

10.7.3. Draw up each dose of the vaccine:

a. Wipe vaccine vial stopper using sterile 70% isopropyl alcohol swab and allow to dry.

b. If applicable, ensure needle and syringe are tightly luerlocked together.

c. Inject 0.2 mL of air into the vial of reconstituted vaccine to optimize vial pressure.

d. Slowly withdraw 0.2 mL of vaccine into the administration syringe.

e. While small air bubbles can be ignored, large air bubbles can lead to underdosing and
should be addressed. Minimize tapping of the syringe due to theoretical risk of
inactivating the vaccine or degrading quality.

f. Utilize safe practices when recapping the needle after withdrawing and before
administrating.

g. Rotate the insertion point of the needle across various locations of the vial septum
for each withdrawal to reduce leakage of vaccine.

10.8. Labelling Considerations:
10.8.1. When the COVID-19 Vaccines are not being prepared for immediate administration,

appropriate labelling considerations for each vaccine type should be undertaken.
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10.8.2. If the vaccines are sent outside the facility in which they were prepared for
administration, a designated person must ensure that contact information of the
preparation facility is conveyed and available at the site where they will be administered.

10.8.3. Labels should be adhered to the container(s) (e.g., light protected zip-lock bag in which
pre-drawn syringes are stored and transported).

10.8.4. Pre-drawn syringes prepared for administration must be labelled with legible
identifying information to prevent errors during storage, dispensing, transport, and use.

10.8.5. Personnel should consider adding the following labelling components to the containers
in which the pre-drawn vaccine syringes are stored as well as the pre-drawn vaccine
syringe:

a. Facility name and license no.

b. Quantity of syringes.

c. Name and amount of vaccine.

d. Primary or Booster dose (if applicable).
e. Age range (if applicable).

f. The exact beyond-use date and time.
g. Batch number.

h. Initials of preparer.
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11. STANDARD SEVEN: OBSERVATION POST VACCINE

11.1. Patient monitoring following Immunization for COVID-19 vaccines may include a collaborative
approach between patient care providers, physicians, pharmacists, the patient and the family or
caregivers.

11.2. Monitoring and assessing the potential side effect of the vaccine includes direct observation of
the patient’s physiological response to the vaccine administered and any problems or adverse
effects associated with the vaccine.

11.3. Adult vaccine recipients should be kept under observation as listed below:

11.3.1. No observation time for individuals aged below 60 years with:
a. No significant past medical history
b. No comorbidity
c. No adverse event after the first or second dose
11.3.2. A 5 minutes observation time for individuals aged 60 years and above with:
a. Significant past medical history
b. Comorbidities
c. History of an adverse drug reaction after receiving the first and/or second dose
11.3.3. Observation for 30 minutes for individuals with history of allergies
11.3.4. Observation for 20 minutes for children 5-11 years
11.3.5. Observation for 30 minutes for children aged 5-11 years with a history of allergy
11.4. All healthcare professionals should monitor for adverse reactions (e.g. anaphylaxis), in the

designated post vaccine observation area and initiate immediate treatment as follow:
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11.4.1. If mild injection site reaction or allergic reaction consult on-call physician.

11.4.2. If signs of severe allergic reaction/anaphylaxis (dyspnoea, stridor, severe urticaria,
tachycardia, hypotension, or Altered Mental Status) activate emergency response
system and initiate treatment if available:

a. Inj. Epinephrine (EpiPen) Auto-Injector 0.3 mg.

b. Hydrocortisone or Diphenhydramine Injection.

c. Perform Airway Management as required.

d. Initiate cardiac monitoring (or AED).

e. Albuterol 2.5 mg nebulized if wheezing/dyspnoea.

f. Initiate or request transport per local EMS protocols.

g. Report any adverse reactions.

h. Additional ALS management may be provided as available.

11.4.3. Vaccination providers should have appropriate medications and equipment such as
epinephrine, antihistamines, stethoscopes, blood pressure cuffs, and timing devices to
check pulse at all COVID-19 vaccination centres.

11.4.4. Documentation:

a. Prompt documentation should be done to avoid the possibility of accidentally
repeating the administration of the drug.
b. Use provided forms to document vaccine manufacturer, injection site, batch number

and expiration date.
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c. Reporting of suspected adverse reactions should be followed by the healthcare
providers and professionals, and reported to the DHA (See policy on reporting

COVID-19 Adverse Event Following Immunization (AEFI) protocol).

12. STANDARD EIGHT: INFECTION CONTROL MEASURES

12.1. Health facilities should ensure patient protection and infection control measures are
implemented at all times to bring the risk of COVID-19 infection to the least minimum.

12.2. Adequate infection control supplies are provided, including biohazard containers and supplies
for hand hygiene. If administering injectable vaccines, adhesive bandages, individually packaged
sterile alcohol wipes, and a sufficient number of sterile needles and syringes and a sharps
container are provided.

12.3. Health Facilities should follow several precautions, including but not limited to:

12.3.1. Universal masking policy for all healthcare workers and patients.

12.3.2. Activate daily monitoring for all facility staff before starting their work and it should be
documented. (Measuring temperature, reporting symptoms and history of contact with
COVID-19 patient).

12.3.3. Any symptomatic or suspected patient should be isolated as soon as possible.

12.3.4. Promote adherence to respiratory hygiene, cough etiquette and hand hygiene among
everyone in the facility.

12.3.5. Maintain physical distance between patients at the waiting area.

12.3.6. Utilize electronic communications as much as possible.
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12.3.7. For specific, detailed storage and handling protocols for individual vaccine products,
always refer to the manufacturers’ product information or contact the manufacturer
directly.

12.4. Hand hygiene:

12.4.1. Health care personnel should practice proper hand hygiene using an alcohol-based
waterless antiseptic hand rub or washed with soap and water before vaccine
preparation, between patients, when changing gloves, and at any time the hand become
soiled. Hand washing with soap and water is recommended if there is visible
contamination with blood or body fluids.

12.5. Personal Protective Equipment:

12.5.1. Facemasks are recommended for all healthcare workers.

12.5.2. Face shield is recommended only in area of substantial community transmission,
otherwise it is optional.

12.5.3. Gloves are not required unless the person administering the vaccine is likely to
encounter potentially infectious body fluids or has open lesions on his hands. If worn,
perform hand hygiene and change gloves between patients. Gloves is optional for
subcutaneous or intramuscular vaccines, but they are recommended for intranasal or
oral vaccines.

12.6. Health facilities should ensure their clinic has the supplies needed to administer vaccines
including sterile single use needles and syringes, alcohol swab, cotton balls, hand hygiene

supplies, personal protective equipment, sharp and medical waste containers.
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13. STANDARD NINE: WASTE MANAGEMENT AND DISPOSAL

13.1. Facilities should follow the internal facility SOPs and regulatory requirements about appropriate
disposal requirements for medical waste.

13.2. The disposal of COVID-19 vaccine vials should be secured in a way to mitigate potential
tampering.

13.3. Empty vaccine vials are usually not considered hazardous or medical waste and do not require
disposal in a biomedical waste container.

13.4. Needles must be discarded in biohazard containers that are closable, puncture-resistant, leak-
proof on sides and bottom, labelled, and color-coded (e.g., sharps container). Then dispose of
the biohazard containers according to facility and regulatory requirements.

13.5. The following Items to be discarded immediately after use or when the vaccine exceeds beyond-
use-date and time:

13.5.1. Empty vials.

13.5.2. Vials with unused vaccine.
13.5.3. Vials with unused diluent.
13.5.4. Pre-drawn syringes and needles.

13.5.5. Used syringes and needles (e.g., post patient injection, used in dilution process, etc.).

14. STANDARD TEN: REPORTING DATA AND ADVERSE EVENTS
14.1. All health facilities administering COVID-19 vaccines or managing any AEFI should develop and
implement internal policy and procedure for reporting process for any side effect, unpredicted

adverse effect or serious adverse event related to COVID-19 vaccines based on DHA rules and
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regulation, Ministry of Health and Prevention (MOHAP) ministerial decrees and UAE federal
laws.

14.2. The health facility should ensure the awareness of all healthcare staff on the ADRs monitoring
and reporting program.

14.3. The health facility should implement an ongoing and concurrent surveillance system to identify
potential AEFI.

14.4. Healthcare professionals should counsel the patient for any ADRs.

14.5. The DHA licensed treating physician must take full responsibility for any AEFI.

14.6. Physicians/nurses/paramedics are responsible to report to the pharmacist/deputy in charge
the identified AEFI.

14.7. The responsible healthcare professionals should ensure confidentiality of the ADR records.

14.8. All reported AEFI should be evaluated and any required medical action should be taken by the
health facility.

14.9. The health facility Medical Director will evaluate all data related to AEFI.

14.10.The health facility should follow the steps for reporting AEFI as per the DHA Policy for Adverse

Drug Reaction Reporting for COVID-19 Vaccine.
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APPENDICES

APPENDIX 1. REQUIREMENT CHECKLIST FOR COVID-19 ON-SITE VACCINATION CENTERS

Facility Name:

SNo Criteria Yes | No Documents Required

Accreditation/License

1 Holds a valid DHA License Provide a copy of DHA facility
license.
2 | Previous HRS approval obtained for another location Provide copy of approval

Qualified personnel

Physician* must have a valid DHA license, completed Provide a copy of DHA
3 | infection control training, and COVID-19 vaccination License & training log

training.

Registered nurse and any healthcare professional Provide training log

4 | involved in the vaccination must have completed infection

control training, and COVID-19 vaccination training.

5 | PPE and Infection Control Policy is in place. Provide copy of policy

6 | Adverse Drug Reactions reporting Policy is in place. Provide copy of policy

Health facility design standards

; If new facility or adding a new service apply via facility
Sheryan account.

Accessibility: Wheelchair access is required in all patient
8 | areas including Consult, Treatment, Procedure and

Waiting rooms.

Main Reception used for appointment registration and

Enquiries.

10 | Waiting areas with amenities for visitors.

Examination room used for patient screening prior to
11
vaccination.

12 Preparation and storage room for general consumables,
sterile stock and equipment.

13 | Vaccination/treatment room(s).

Observation area should include crash cart and
14

emergency medication.
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15 Fully equipped room with bed for resuscitation, advanced
life support management, with crash cart (if applicable).
16 | Data entry policy is in place. Provide copy of policy

Note: DHA will review the above and might request further information from your facility. Physical inspection

will be conducted to ensure the accuracy of the provided details.

For DHA Official Use Only

Evaluation Report
(Facility Name) has .......ueerverreenne (met/not met/partially met) all the

required criteria set by Dubai Health Authority, for performing Covid-19

Vaccination at their facility.

Additional Comments if

Any:

*Pediatrician in case the facility is providing vaccine for children.
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APPENDIX 2. CHECKLIST FOR VACCINATION CLINICS HELD AT TEMPORARY OR OFF-SITE

LOCATIONS
Facility/Location:
SNNo: | Criteria Yes | No | Comments
Vaccine Transport and Arrival at Temporary/Off-site Clinic
Vaccines are transported using a portable vaccine refrigerator within If NO DO NOT move
! the temperature range recommended by the manufacturers. forward with the clinic.
Vaccines are immediately unpacked and placed in proper storage If NO DO NOT move
2 equipment. forward with the clinic.
Vaccines remain protected from light (per manufacturer’s package
3 insert) until ready for use at the vaccination clinic.
Expiration dates of vaccines and any medical equipment (syringes, If NO DO NOT move
4 needles, alcohol wipes) being used were checked, and they had not forward with the clinic.
expired.
Clinic preparation and supplies
Contingency plan is in place in case vaccines need to be replaced. Provide a copy of
> contingency plan.
An emergency medical kit (including epinephrine and equipment for If NO DO NOT move
6 maintaining an airway) is at the site for the duration of the clinic. forward with the clinic.
All vaccination providers at the site are certified in cardiopulmonary If NO DO NOT move
7 resuscitation (CPR), are familiar with the signs and symptoms of forward with the clinic.
anaphylaxis, know their role in an emergency.
There is a designated area at the site for management of patients with
8 ADRs and urgent medical problems (e.g., fainting).
Adequate infection control supplies are provided, including biohazard
i containers and supplies for hand hygiene.
Staff members administering vaccines have reviewed vaccine
10 | manufacturer instructions for administration before the vaccination
clinic and DHA protocols for each vaccine.
A designated clean area (aseptic) for vaccine preparation has been
1 identified and set up prior to the clinic.
12 A qualified individual has been designated to oversee infection

control at the clinic.
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13 Sufficient supply of PPE for staff is available, including face masks,
gloves.

14 Sufficient hand sanitizer is available so that staff and patients can
repeatedly practice hand hygiene.

Signs, barriers, and floor markers to instruct patients to social
15 | distance from other patients and clinic staff have been set up before

the clinic

Sufficient supply of thermometers and vital sign monitoring devices
16 | to check patient temperatures prior to entering the vaccination clinic

and COVID symptom checklists.

Vaccine Preparation and Administration

Expiration dates of vaccines (and diluents, if applicable) are being If NO DO NOT move
17 | checked again during preparation, and only vaccines that have not forward with the clinic.

expired are being administered.

Vaccines are being prepared in a clean, designated medication area,
18 | away from any potentially contaminated items. (Each type of vaccine

to be prepared in a separate vaccination preparation area).

19 | Vaccines are prepared at the time of administration.

If using single-dose or multi-dose vials, syringes are labelled with the

20

name of the vaccine.

All patients are screened for contraindications and precautions for If NO DO NOT move
2 the specific vaccine(s) in use before receiving that vaccine(s). forward with the clinic.
- Staff is using proper hygiene techniques to clean hands before vaccine

administration, between patients, and anytime hands become soiled.

If more than one vaccine type is being administered, separate
23 | preparation stations are set up for each vaccine type to prevent

medication errors.

24 | Vaccines are being administered using aseptic technique.

Staff is administering vaccines using the correct route per If NO DO NOT move
23 manufacturer instructions. forward with the clinic.
Staff is administering the correct dosage (volume) of vaccine. (Using If NO DO NOT move
26 | a proprietorially designated syringes and needles per each type of forward with the clinic.
vaccine).

Vaccine Documentation
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- Patients are receiving documentation for their personal records and
to share with their medical providers
)8 All patient medical information was placed in a secured storage If NO DO NOT move
location for privacy protection. forward with the clinic

Note:DHA will review the above and might request further information from your facility. Physical inspection will be

conducted to ensure the accuracy of the provided details.

For DHA Official Use Only

Evaluation Report
(Facility Name) has .............ccueeune.. (met/not met/partially me?) all the required criteria
set by Dubai Health Authority, for performing COVID-19 vaccination in their facility.
Additional Comments
ifAny:
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APPENDIX 3. CHECKLIST FOR MOBILE VACCINATION UNIT

Mobile clinic/Location:

S.No | Criteria* Yes | No Comments

Approvals/policies

Approval obtained from DHA to set up mobile healthcare unit. If NO DO NOT move
! forward with the clinic.
Operational policy is in place that is adapted by the related If NO DO NOT move
2 | departments or the main facility/clinic that the mobile healthcare forward with the clinic.
unit is affiliated to.
3 The location of the unit should preferably be in close proximity to

its related department or its patient base.

Mobile Healthcare Unit Location

4 The unit has is located on a solid and levelled surface to prevent If NO DO NOT move
instability of the structure when in use. forward with the clinic.

Access to the unit is located where it does not interfere with
5 | emergency exits of an adjacent building unless the exits are

specifically permitted to serve both buildings.

The location of the Mobile Healthcare Unit complies with relevant If NO DO NOT move

local environmental laws and regulations. forward with the clinic.

7 Wheelchair and stretcher access is provided.

Functional Areas

Entrance/reception area of the mobile healthcare unit is well-lit

8 and clear sign-posted.

The facility should provide waiting space for patient privacy as
? close to the unit docking area as possible.
10 The facility should provide or be in close proximity of patient/staff

toilets as close to the unit docking area as possible.

The clinical areas should have easy access to the relevant

11 | departments and other critical resources required to provide the

services.

The internal planning of the unit should provide patient and staff
12 direct access to services located in the mobile healthcare unit.
13 Adequate hand wash basins should be provided according to

infection control guidelines.
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Mobile Healthcare Unit preparation

14 | Schedule date, time and location for mobile healthcare unit.

Pre-registration for patients with appointment times when
15 | possible, include pre-screening questions for both COVID

symptoms and exposure, and contraindications for vaccine.

Ensure enough staff are available to promote patient flow with If NO DO NOT move
16 proper distancing. forward with the clinic.

Ensure proper PPE for all staff working at event. At minimum, If NO DO NOT move
o wear surgical masks. forward with the clinic.
18 Set up physical space with hand hygiene station, screening for

COVID symptoms or exposure.

19 | Designate a staff monitored waiting area (outdoor or indoor)

Vaccine Transport between Provider Clinic and Mobile Healthcare Unit

Transport vaccine in the passenger compartment of the vehicle
20 | (not the trunk) and limit vaccine quantities to amount needed in

the unit.

, Store vaccine in a qualified container that has kept the vaccine
1
within the recommended range by manufacturers.

22 | Protect vaccines from light until ready to use.

23 Check expiration dates for vaccines, diluents, needles, syringes,
and alcohol wipes

” Develop a contingency plan in case vaccine needs to be replaced —
stored too warm or too cold.

Preparing vaccine

25 | Anaphylaxis protocol and emergency medical kit readily available.

26 | Adequate infection control measures are present.

- Vaccines and diluents are prepared in a clean, designated area at
the time of administration.

*Follow Checklist for vaccination clinics held at temporary or off-site locations for more details on vaccine

preparation, administration, and storage.

Note:DHA will review the above and might request further information from your facility. Physical inspection will

be conducted to ensure the accuracy of the provided details.

For DHA Official Use Only
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Evaluation Report
(Facility Name) has .........coeeeueune (met/not met/partially met) all the required
criteria set by Dubai Health Authority, for performing COVID-19 Vaccination at
their facility.

Additional Comments if

Any:

APPENDIX 4. PATIENT CONSENT FORM FOR COVID-19 VACCINE

A. Pfizer COVID-19 vaccination patient consent form

PFIZER COVID-19 Vaccination Consent form
19-1489S 55318 Zl&) e ddslge 51i5]9 sg=s
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Name

MRN:

DOB:

Sex:
Emirates ID:

Nationality:

Please indicate your understanding and agreement

to the statements below:

031 8595 30)l 39l e dadlgally syl eyl

Consent to take COVID-19 vaccine Emergency Use
in the UAE. Food and Drug
Administration (FDA) of the authorized product,
Pfizer-BioNTech COVID-19 Vaccine BNT162b2, for

Authorization

active immunization to prevent COVID-19 in
individuals aged 5 years and older.
(Copy of this form will be kept in the participant’s

medical record file)

Zll &sslall plasiwdl xu50a5 Gle Joal Gle dasdlgoll
Pfizer-gpiiall 8axiall dg )l Slslodl dgs ‘.3 19-1.94S
oo deize BioNTech COVID-19 Vaccine BNT162b2
19-3485S (p0 &3l8gllg pasbill (FDA) clgsllg clisl 3,15
i) 395 Led Lole 5 paslaci gl il 3133l o
ol Calal Jorew Q T3oadl 13n (o divwiy Blaisyl

()livadl pazid)

By signing this consent | hereby acknowledge that:

e Lolill daslgally 531 daslgall o3n e @edsill J> cra
331 yslg el il 58l LS phadly sg=l lia § 39 Lo

Statement of Participant

| have fully read the COVID-19 vaccine information
available in this consent. As a result, | am aware of the
risks and benefits of the COVID-19 vaccine. | am aware
that the vaccine is COVID-19 mRNA Vaccine
BNT162b2 that is used for active immunization to
prevent COVID-19 disease caused by SARS-CoV-2
virus. The wvaccine triggers the body’s natural
production of antibodies and stimulates immune cells
to protect against COVID-19 disease. | am aware that
this vaccine is authorized to Emergency use in the UAE
and in some countries around the world. The Food and
Drug Administration (FDA) has authorized the vaccine

for emergency use for active immunization to prevent

COVID-19 in individuals aged 5 and older.

&yLieall 41,81

P 8385 all 19-3 89S #La) laslze Jooalslly o, 8 14
shlia @b dsls Bl welJs o de Ll d adlgall s3n
ziiall o ZLall ol @ysly 19-3 4853 =L a) 5 Slsds
Pfizer-BioNTech COVID-19 Vaccine BNT162b2
SARS- (ugy48 ¢ 2Ll 19-3485S (o3 0 Ho L85l
sl =gl @l z Ll Ll 5_éys .CoV-2
00 s dland) drcliall Lol 5_amg 83Liall
& plasiwdll 4 zyan FLaUINe ol @lysls 19-3 4868
w2y S99 Baiall dgsell ShLoedl 9 t5)lg )l 3>
u_:L_)39J| 8 cloalg clill 31s] ol pJLng Jo> olaldl
lem ZLall e o zdly (FDA) &Sy508l 3 iall
3 19-3 4855 40 Aol il puannill £5,Lall
B8 Lo plocl 5 amylach @l il 31,8l

| understand that my participation Or give it to whoever

is under my guardian is voluntary by taking two doses

sn O selhacl of ZlalI 351§ LiSHL e ol S8l il LaS
‘CLQ'UI lia OR Ole 3> il J>L> Y d..u:gb uuL_;ag Gl
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from this vaccine, given 21 days apart to complete the
vaccination series. Protection against COVID-19
diseases may not be effective until at least 7 days after
the second dose, and it’s given after dilution as an
injection of 0.3 mL for adult and 0.2 mL for children,

into a muscle of upper arm.

Al o JlaSP 83> e Logy 21 810l dpin dlge cllac] go
030 oo dlandl 5985 3 18 L sl il LeS aubal
AU Aoyl o JBY Ll ALT 7 sy 31 @led 19-3486S
JBb Jo 0.2 5 (el Jo 0.3 58S lgaudsd a2y plug

bl el dlace 4,

Possible side effects

| understand that Like all vaccines, COVID-19 mRNA
Vaccine BNT 162b2 can cause side effects, although
not everybody gets them. Most side effects are mild or
moderate and go away within a few days of appearing.
If side effects such as pain and/or fever are
troublesome, they are being treated by medicines for
pain and fever such as paracetamol. If still troublesome,
can seek medical advice from your doctor, or call
800342 and they will advise you on best next step.
Side effects may occur with the following
frequencies:

Very common: may affect more than 1 in 10 people

e Pain at injection site

e Tiredness

e Headache

e  Muscle pain

e Chills

e Joint pain

e Fever

Common: may affect up to 1 in 10 people

o Injection site swelling

e Redness at injection site

e Nausea

Uncommon: may affect up to 1 in 100 people

e Enlarged lymph nodes

o Feeling unwell

However, some people might develop other side effects;

this includes any possible side effects not listed in this

alaizoll dcildl G

ey Ol 0Sag LSl ggar Jto dylys Lle U
S MRNA  Vaccine BNT  162b2 19-1 oS ~Lal
S lggr > ax e oo péxl e d il LU S >
iy A sise ol Ligad el U5l o bize .2 sanl
Ll U oS 13] Layoghs o aleld alul oié
I3 dgsls Lezdle 5%asd dncio o ol/s @ I3 Ut
xcio Ji5 3 e S 13 Joolwbll J—to ol
e JLaidl ol el (o diball 8y9-diiall b Sy
A Bohs Jua8l claeais dgws 800342

AU szl go dgslal 5631 5ok 53

10 JS oo 1 o0 ST (s 5 g5 a8 ils> dsslis

ool
oiall s Sl e
ool gl o
e ol
Brypmi8 @
Juolsall oJi @
e o
ool 10 JS (o 1 Lin s 4alss 28 a=ils
oil gige Flasl e

oal gise §olsasl o
olde o
0o 100 JS o 1 Lix s sglas 28 =il yuc
Goliag)l sasll qsuas o
clegiy yomldl @
igilz S5k pola bl pa = laay 35 el )3 @ o
st A Laine & pile 5L gl Ja iy 13 ng i 5p 5]
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consent, or more serious medical condition or have
signs of severe allergic reaction such as itchy skin rash,
shortness of breath and swelling of the face or tongue.
Contact your doctor or healthcare professional
immediately or go to the nearest hospital emergency
room right away, if you have an allergic reaction. It can
be life threatening.

Reporting of side effects

| understand if | get any non-self-limiting troublesome
side effects to report by calling 800342

| understand by reporting side effects, | help provide

more information on the safety of this vaccine.

8ro—a> 5 ST duub &> ol A88lgall 0in 9 & >ys0
o a o aand 8 3y Sl oMl pgua ol
o9 pr9—9 puisi Il 59 Bu b9 dS>g s3> b
ledl Gloasl ol el dny Jail .oy Lcalll gl 2l
tolob &858 o3 81 ] ol ol soall e dn
Je=é 55 eloa J oL S 3] g all (e i il -8
Bl 833g0 eSS QT OS2 atauaS

sl Galedl o gl

2ol &6 et &iils 5Bl ST eeb Al § &l &l e bl
800342 <8,y JLaidll Bosb e laie g3l i

& el &bl S8 oe gladl P o &l &b e Ul

2l L Gl Jo> Sloglzall o 3350 @355

Warnings and precautions

| understand that | should declare my condition to the

nurse, or doctors at vaccination facility before given the

vaccine if | have:

e Had any problems following  previous
administration of other vaccines suck as allergic
reaction or breathing problems.

o A severe illness with high fever. However, a mild
fever or upper airway infection, like a cold, are not
reasons to delay vaccination.

o A weakened immune system, such as due to HIV
infection, or are on a medicine that affects your
immune system e.g. cancer chemotherapy.

o A bleeding problem, bruise easily or use a medicine
to inhibit blood clotting.

o Any chronic disease or illness.

e | understand that, as with any vaccine, this vaccine
may not fully protect all those who receive it. No
data are currently available in individuals with a
weakened immune system or who are taking chronic
treatment that suppresses or prevents immune

responses.

Slblasdly ssilxall
b3l gl Lbpanll Sls olel sy Gl dnls (e Ul
s Ol 13 el 351 B pusbadll 3330 3
J—te Bl w8 li_5la = JSL tia sl o
oudiill JSLine of dpcolesl
w3 2og Bl dzs B gla)l go 3ad pdre
clo o)l 3o Soac ol dduanl o andl oLd
bl 3 blewl o (U831 Jio ssloll
oot ol o clinll jLgall con s @
sle> Ae 535 clos JoLis ol &piadl dcliall ass
lsasSIl el JUzall Jasos e wclyad dcliall
Oyl
ol Olas S &L_odl Aog o wap3ill JSL_ia @
2l 5255 gial elgs plaiiol

&ioje ooyl (s @

sl go JLsdl o n LaS ZLalll lim ol dyls Ae Ul o
3 igiliy el L alSIl A ylanl 85 4 ¥ 4 8 LG
oo ooly Gl b dW L dslio GUly a>gs
Lasle polslity il ol dcliall sLg> 5 Cam i
Ageliall Ollazwdl giag ol linje

ol &dyaall of o gl & Ll Gld by Ae LSl e
ol 5350 Cuosiiwl ol paiiwl S 13] Jauall
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e | understand to declare to the nurse, doctor or
pharmacist if | am using, have recently used or
might use any other medicines or have recently
received any other vaccine, or have had any serious
reaction to any other vaccine in the past.

e | understand to declare to the nurse, doctor or
pharmacist any other significant health or drug

history not covered above.

oSl 5350 e dls of 331 & yool ol paniwl s 8
sl ol s g Jo28 3 (sl sad oLS ol s 3T L)
olall § 55l L)

oe Jsall of gl 301 Go 2oy @ylys e Ul o
0353 iy o) 531 pga SSles ol Lo gl Sl
ol

| understand that is vaccine will be administered by a
healthcare professional in accordance with emergency
use authorization made in accordance with the United

Arab Emirates laws and regulations

Glas] dlolgy 13l g oo LAl Lim ol apls e Ul
Saniall dgs2ll Shlodl gy ol lad

| declare that | have a copy of this consent.

ablgall 630 pe dinas (53 Sl 5l

| understand that signing this form does not waive any

of my medical and legal rights.

doi> 0o sl o Joli ¥ gisedll 13a e zadsil ol podl
Agoilall g dgdal

Vaccination, related health services, and treatment of
side effects will be covered by government and

insurance coverage

@l;g dall Ol3 desall Sloaxldlg Hglgﬂl dun 2y (igen
ualilly dogSal B oo dsladl B3I

Name (pw3l):
Date & Time (c.8gJlg ég;llll):

Patient signature (&59.2”):

If the patient is unable to sign or if patient is a minor, a

legal representative or guardian should sign below:

dlion die @hoy ol g @il e 1316 st Laysall OIS 13)
ol oIS 13] (obisl 595 3all) duung of gilill

Relation of person signing on behalf of patient:

odnsally g8gall Gasidl dls

The patient approves that his demographics
information will be shared with the 3™ party provider to
administer the vaccination and in case of adverse
events, the patient authorizes the 3™ party health care
provider to access the patient clinical information to be

able to handle the situation.

Lol L8lyé gossll Sloglall d45,Lim e Gasall 38lgs
Sl Als G eambidl 153 CIL bl 3950 20 4
dga) ol Lnall dley)l prial Gdosell ooy (Ll
i wdpall Lyl Sloslaall J| Jo—aosll Limls

wabgall go Jolaill po Sas

Admission Officer/Clerk Name (J331/ Jusewdl e Jodunall cabgoll):

Staff No. (‘:,.6{:59" e3,J1):
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APPENDIX 5. COVID-19 VACCINATION EXCEPTION CERTIFICATE*

A W
gtiedmaalid_ty s 4 —

HEALTH

Healthcare Facility / Healthcare Center: AL BARSHA CLINIC

License Number: 3620756

Date (dd/mm/yy): 09/05/2021

Healthcare Facility / Healthcare Center AL BARSHA CLINIC

Emirate ID Number 784-1990-4516744-6

is not eligible for taking COVID-19 vaccine due to medical reasons.

Special Note:
This certificate is valid for:

One Month [X] Three Months [ ] Six Months [ ] Permanent [ ]

Physician Name: TEST2

License Number: 00029384

‘_ﬂ/ ‘:«

| | '
Lo\ ;3
This certificate is issued by Dubai Health Authority {ao ‘\o'“‘ o ouall s (£ 8 plo il s
b nited Arab Enr N Mes g < a0 b _adl o p
In case of any queries, please call 800342 (DHA) 800342 (DHA) olc Jlasldl oo Ll d Sl sy Jo o8
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*The exemption from covid-19 vaccination Certificate are only issued by DHA Government hospitals and primary health centers
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