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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:

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 Managing health advertisement and marketing of healthcare products.

e Governing the use of narcotics, controlled and semi-controlled medications.

e Strengthening health tourism and assuring ongoing growth.

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

The Standards for COVID-19 Vaccination Centres aims to fulfil the following overarching DHA

Strategic Objectives and Program within the Dubai Health Strategy (2016-2021):

e Objective 1: Position Dubai as a global medical destination by introducing a value-based,
comprehensive, integrated and high-quality service delivery system.

e Objective 2: Direct resources to ensure happy, healthy and safe environment for Dubai
population.

e Strategic Program 10: Excellence & Quality, which promotes excellence in healthcare service

delivery in Dubai while enhancing patient happiness, experience, satisfaction and trust.
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EXECUTIVE SUMMARY

This is the second 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 2.1:

. mRNA COVID-19 (BNT162b2) Vaccine (Pfizer-BioNTech):
0 Updates for Eligibility and Exclusion criteria, p. 19-21
0 Addition of Third Dose Recommendations, p. 21-23
0 Updates for Special Considerations, p. 24-25
0 Updates for Switching of Vaccines:, p. 25
0 Updates for Co-administration With Other Vaccines, p. 25
0 Updates for Vaccination in pregnant/lactating women and women contemplating
pregnancy, p. 25-26-27

0 Updates for Postponing vaccination, p. 28
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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.
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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.

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

ACOG

ADRs

AEFI

AFI

coviD

DHA

DOB

HPSD

HRS

MOHAP

PPE

SOPs

WHO

Advisory Committee on Immunization Practices
American College of Obstetrics & Gynaecology
Adverse Drug Reactions

Adverse Event Following Immunization

Acute febrile illness

Corona Virus Disease

Dubai Health Authority

Date of Birth

Health Policies and Standards Department
Health Regulation Sector

Ministry of Health and Prevention

Personal Protective Equipment

Standard operating procedures

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).

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

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

Gam-COVID-Vac Vaccine (Sputnik).

Some of the available vaccines can be given to everyone starting from the age of 12 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.

e Diabetes.
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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.

. STANDARD ONE: HEALTH FACILITY REQUIREMENTS AND ELIGIBILITY FOR COVID-19

VACCINATION PROGRAMS

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

5.2. Health facilities should adhere to all the requirements outlined in these standards, updates and
circulars related to it thereafter.

5.3.  COVID-19 vaccination services can be provided in the below settings following approval from

DHA:

5.3.1. Hospitals.
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5.3.2. Day Surgery Centres.

5.3.3. Outpatient health facilities.

5.3.4. Home Healthcare Providers — Standalone/service licensed under other health facilities.

5.3.5. Licensed school clinic.

5.3.6. Mobile healthcare units.

5.4. All new Vaccination Centres should submit new applications to the Health Licensing

Department in the Health Regulation Sector (HRS) for the approval and licensing.

5.4.1. 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).

5.4.2. 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.

5.5. Preventive precautionary measures should be applied in the health facility, the facility should

comprise of:

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

5.5.2. Waiting areas; should accommodate a wide range of occupants including those less

mobile or in wheelchairs.
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5.5.3. Patient screening/vital signs room(s); will be used for measurement and recording of
patient vital signs prior to consultation.

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

5.5.5. 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).

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

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

Vaccination services.

5.6.1. 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.

5.6.2. 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.

5.6.3. 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.
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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 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.

6.7. All healthcare professionals who provide vaccine administration are required to:

6.7.1. DHA vaccination education module completion, though the following link:

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

6.8. The below categories of professionals can administer COVID-19 vaccine:
6.8.1. Health care professionals licensed by DHA.
6.8.2. Paramedics and advanced emergency medical technician (EMTs), Licensed or certified
as a Paramedic, Advanced EMT, or EMT by DCAS.
7. STANDARD THREE: APPROVED VACCINES, MANAGING VACCINE STOCKPILE, STORAGE,
TRANSPORTATION, AND COLD CHAIN REQUIREMENTS

7.1. Approved vaccines by DHA are:
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7.1.1. mRNA COVID-19 (BNT162b2) COVID-19 Vaccine (Pfizer-BioNTech).

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

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

7.1.4. Gam-COVID-Vac Vaccine (Sputnik).

7.2. Managing vaccine stockpile:

7.2.1. All types of COVID-19 vaccination will be provided by DHA/governmental entity in
coordination with DHA.

7.2.2. 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.

7.2.3. Health facilities should have a contingency plan for extra doses at the end of each shift
to avoid wastage of open vials.

7.2.4. 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.

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

7.2.6. 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.

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

7.2.8. Patients requiring second doses should be prioritized.
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7.29. 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.

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

7.3. Operational Considerations:

7.3.1. 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.

7.3.2. 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.

7.3.3. 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.

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

7.3.5. Health facility should maintain clearly written, detailed, and up-to-date receiving,

storage, handling, and transporting SOPs.
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7.3.6. Health facility should maintain availability of Person In-charge for each working shift in
the vaccination site.

7.3.7. 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).

7.4. Vaccine Storage:

7.4.1. 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.

7.4.2. Pharmaceutical-grade refrigerators and freezers are preferred because they are
designed specifically for storing biopharmaceuticals, including vaccines.

7.4.3. Food and drinks and/or biological specimens should not be stored in the same unit as
the vaccine.

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

7.4.5. 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.

7.5. Vaccine Transport:
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7.5.1. 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.

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

7.5.3. 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.

7.6. Transport of frozen solid mMRNA (BNT162b2) COVID-19 Vaccine vials:

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

7.6.2. Frozen mRNA (BNT162b2) COVID-19 Vaccine is maintained at a temperature of
-80°C to -60°C (-112°F to -76°F).

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

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

7.7. Transport of thawed, multi-dose mRNA (BNT162b2) COVID-19 Vaccine vials:

7.7.1. Health facilities should Use a continuous temperature-monitoring device to ensure
consistent temperature monitoring during transport.

7.7.2. Undiluted vials can be maintained at refrigeration temperatures at 2°C to 8°C (35°F to

469°F) for 120 hours.
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7.7.3. Undiluted vials can be maintained at room temperature for up to 25°C (77°F) for 30
minutes.

7.7.4. 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.

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

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

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

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

8. STANDARD FOUR: PATIENT ELIGIBILITY AND EXCLUSIONS
8.1. mRNA COVID-19 (BNT162b2) Vaccine (Pfizer-BioNTech):
8.1.1. Inclusion Criteria:

a. Adults and adolescent = 12 years.

b. People with chronic illnesses: asthma, COPD, chronic lung diseases, heart failure,
chronic renal diseases, chronic liver diseases, diabetes mellitus, thyroid diseases,
hypertension and ischemic heart disease.

c. Immunocompromised individuals are recommended to receive COVID-19
vaccination and are eligible for a third dose if they have no absolute contraindications

to vaccination.
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d. Persons with autoimmune conditions who have no contraindications to vaccination
may receive an mRNA COVID-19 vaccine.

e. Uncontrolled diabetes is not a contraindication to the vaccine. In fact, because these
patients are at risk of severe COVID-19, they should be encouraged to be vaccinated.

f. Individuals with HIV regardless of CD4 count or viral load, these include people on
anti-retroviral therapy.

g. Vaccination of persons with known current SARS-CoV-2 infection should be
deferred until the person has recovered from the acute illness, Recovery means that
the person has completed 10 days from the first positive COVID-19 test with no
symptoms for the last 3 days without anti-pyretic.

h. If a person contracts COVID-19 after the first vaccine dose, the second dose should
be deferred until recovery of the acute infection, even if the dose is delayed.
Therefore, prior COVID-19 infection is not a contraindication to the vaccine.

i. Pregnant women beyond the first trimester of pregnancy, following an explanation
of the benefits and possible risks of vaccination in pregnancy.

j. Other individuals eligible to or willing to take the vaccine if there is no absolute
contraindication.

k. Allergy to food, drugs, pets, insect bites etc. is not a contraindication to mRNA
vaccine.

I. No contraindications for patients with psychiatric disorders and those on psychiatric

medications.
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m. Other people eligible to or willing to take the vaccine if there is no absolute

contraindication.
8.1.2. Exclusion Criteria:

a. Individuals with active COVID-19 infection.

b. Adolescents in COVID-19 vaccine or medication trials.

c. Severe or immediate allergic reaction of any severity to a previous mRNA vaccine
dose for e.g. anaphylaxis.

d. Previous immediate allergic reaction of any severity to a component of the vaccine
[polyethylene glycol (PEG) or polysorbate].

8.1.3. Third Dose Recommendations:

a. An additional dose of an mRNA vaccine can be offered to patients after an initial 2-

dose primary series in immunocompromised people:
I.  Pfizer-BioNTech COVID-19 vaccine (=12 years).
Il. Moderna COVID-19 vaccine (=18 years).

b. An attempt should be made to match the additional dose type to the mRNA primary
series; however if that is not feasible, a heterogeneous additional dose is permitted
(e.g. individuals who have received Pfizer-BioNTech should receive Pfizer-BioNTech,
if not feasible can receive Moderna and vice versa).

c. The additional dose of mMRNA COVID-19 vaccine should be administered at least 28
days after the completion of the primary mRNA COVID-19 vaccine series.

d. Moderately and severely immunocompromised people are eligibility for a third dose:
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I.  Active treatment for solid tumor and hematologic malignancies.
Il.  Receipt of solid-organ transplant and taking immunosuppressive therapy.
lll.  Receipt of CAR-T-Cell or hematopoietic stem cell transplant (within 2 years
of transplant or taking immunosuppression therapy).

IV.  Moderate or severe primary immunodeficiency (e.g. DiGeorge, Wiskott-

Aldrich syndrome).
V.  Advanced or untreated HIV infection.

VI.  Asplenia.

VII.  Active treatment with: High dose corticosteroids (i.e. 220 mg prednisone, or
equivalent, per day), Alkylating agents, antimetabolites ,Transplant-related
immunosuppressive drugs, Cancer chemotherapeutic agents classified as
severely immunosuppressive ,TNF blockers and Other biologic agents that
are immunosuppressive or immunomodulatory (this includes Rituximab and
other related agents).

e. Solid Organ Transplant Recipients:

I.  All solid organ transplant recipients, their eligible household and close
contacts are recommended to get vaccinated against SARS-CoV-2.
Il.  If possible, vaccination should be done prior to transplantation, ideally with

completion of vaccine series a minimum of 2 weeks prior to transplant.
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[ll. Based on current evidence, a third dose of mMRNA vaccine for solid organ
transplant recipients that have previously completed a 2-dose mRNA vaccine
series is recommended, based on individual patients’ unique situation.

f. Serious Adverse Events, though rare, can still occur after a 3—dose series
8.1.4. Precautions:
a. An immediate allergic reaction to any other vaccine or injectable medication is
considered a precaution and not a contraindication.
b. People with acute febrile illness (AFI) at the time of vaccination.
c. Patients treated with rituximab clearly have diminished humoral responses to

vaccinations.

I.  Patients treated with rituximab and naturally infected with SARS-Cov-2
appear to be one of the highest risk group for COVID-19 morbidity and
mortality. It is recommended that patients are vaccinated prior to initiation
of therapy (e.g. both doses completed = 4 weeks prior to initiation of B-cell
directed therapy), when feasible. If it is not feasible to delay rituximab based
therapy, it is still reasonable to consider vaccination during times of high
community transmission given that vaccination can generate T-cell memory
responses even in the absence of humoral immunity. (Therefore, these
patients are considered for 3 doses of MRNA COVID-19 vaccine).

d. Patients on high dose steroids should be cautioned on the inadequate response to

the vaccine.
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I.  There is debate on what constitutes ‘high dose’ but generally patients on
prednisone 20mg or more per day for >2 weeks, or equivalent, may have
diminished responses to vaccinations. These groups are among the high-risk
group and therefore are considered for 3 doses of mMRNA COVID19 vaccine.

e. People with bleeding disorders or on anti-coagulation with documented uncontrolled
INR.

8.1.5. Special Considerations:

a. Individuals with a reaction to the first dose of vaccine should not be given an
antihistamine or other anti-allergic medications prior to the second dose as this may
delay the early warning signs of anaphylaxis.

b. Serology testing to determine level of immunity in vaccine decision-making is not
recommended. Hence, testing of neutralising antibody levels should be reserved for
the setting of clinical trials.

c. The second dose of the vaccine should be administered as close to the second dose
schedule as possible. If for any reason there is a delay, the second dose can be given
up to 42 days (6 weeks) after the first dose.

d. If for any reason the person presents beyond 42 days for the second dose, this dose
should be given as a second dose; the vaccination schedule should not be repeated.

e. In a patient with lymphedema of the arm of any cause e.g. after axillary node
dissection for breast cancer, the vaccine should be given in the opposite arm. If both

arms are affected, then it should be given in the thigh or buttock.
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f. Screening for breast cancer should be done before women receive their first dose of
vaccine, or 4-6 weeks after the second dose, if possible. This would avoid confusion
of any axillary lymph node enlargement due to the vaccine.

8.1.6. Switching of vaccines:

a. If a person develops severe allergic reaction to the first dose of mRNA vaccine,
he/she should not receive the second dose of the same mRNA vaccine. These
individuals will be candidates for switching to another type of vaccine.

b. For persons who have had two doses of an inactivated vaccine e.g. Sinopharm, it is
permissible to administer Pfizer as a two-dose regimen. The first dose of Pfizer
should be given beyond 3 months of the second dose of Sinopharm, with the usual
interval of 3 weeks between the Pfizer doses. Antibody level estimation is not
required as a determinant of vaccination.

8.1.7. Co-administration with other vaccines:

a. COVID-19 vaccines were previously recommended to be administered alone, with a
minimum interval of 14 days before or after administration of any other vaccines.
This was out of abundance of caution and not due to any known safety or
immunogenicity concerns.

b. COVID-19 vaccines and other vaccines may now be administered without regard to
timing. This includes administration of COVID-19 vaccines and other vaccines on the

same day, as well as co-administration within 14 days.
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c. It is unknown whether reactogenicity is increased with co-administration, including
with other vaccines known to be more reactogenic, such as adjuvant vaccines
(protein subunit) or live vaccines.

8.1.8. Vaccination in pregnant/lactating women and women contemplating pregnancy:

a. Pregnant women are at increased risk of severe illness from COVID-19 when
compared to non-pregnant women. They are also at increased risk for poor birth
outcomes including pre-term birth. Therefore, they should be encouraged to receive
mRNA COVID-19 vaccine.

b. American College of Obstetrics & Gynecology (ACOG) recommendation for mRNA
COVID-19 vaccine for pregnant women.

c. ACOG recommends that in the interest of patient autonomy, pregnant women
should be free to make their own decision regarding COVID-19 vaccination.

d. While pregnant women are encouraged to discuss vaccination consideration with
their clinical care team when feasible, documentation of such a discussion should not
be required prior to receiving a COVID-19 vaccine.

8.1.9. Additional considerations for pregnant women:

a. Pregnant women who experience fever following vaccination should be counselled to
take paracetamol.

b. Women should complete their 2-dose series with the same vaccine product if
receiving a mRNA vaccine unless there is severe allergic reaction to first dose, in that

case; the vaccine can be switched.
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c. Anti-D immunoglobulin (i.e. Rhogam) should not be withheld from woman who is
planning or has recently received a COVID-19 vaccine, as it will not interfere with
the immune response to the vaccine.

d. For any concerns, women should consult with their obstetricians.

8.1.10. Lactating women:

a. American College of Obstetrics & Gynaecology (ACOG) recommends COVID-19
vaccines be offered to lactating women same as non-lactating women when they
meet criteria for receipt of the vaccine based on prioritization groups outlined by the
ACIP.

b. Theoretical concerns regarding the safety of vaccinating lactating women do not
outweigh the potential benefits of receiving the vaccine.

c. There is no need to avoid initiation or to discontinue breastfeeding in patients who
receive a COVID-19 vaccine.

8.1.11. Women Contemplating Pregnancy:

a. ACOG recommends vaccination of women who are actively trying to become
pregnant/contemplating pregnancy and meet the criteria for vaccination based on
ACIP prioritization recommendations.

b. Given the mechanism of action and the safety profile of the vaccine in non-pregnant
women, COVID-19 mRNA vaccines are not thought to cause an increased risk of
infertility. It is not necessary to delay pregnancy after completing both doses of the

COVID-19 vaccine.

Standards For Covid-19 Vaccination Centres Page 27 of 86 Ref. No. HRS/HPSD/SCVC/2.1/08-2021



~3 ;t :’q AT \
: "\f\,d ‘ﬁ@w‘m

GOVERNMENT OF DUBAI DUBAI HEALTH AUTHOIiITY

c. If a woman becomes pregnant after the first dose of the COVID-19 vaccine series,
the second dose should be administered as indicated.

d. Pregnancy testing should not be a requirement prior to receiving any COVID-19
vaccine.

8.1.12. Postponing vaccination:

a. Consider postponing vaccination for people with acute moderate to severe illness
such as the following conditions, until the clinical condition returns to baseline or is
controlled with treatment:

i. Acute kidney injury.
ii. Acute urinary tract infection, except maybe mild cystitis.
iii. Acute rejection of renal transplant.
iv. Recent renal transplant recipients.
v. Acute and significant electrolyte imbalances.
vi. Hypertensive crisis/accelerated hypertension — resting systolic >160 mmHg
and/or resting diastolic >100 mmHg — provided that they are asymptomatic.
vii. The patients on hemodialysis with tendency to easy bleeding/bruising would
need to check with their nephrologist regarding the timing of the vaccine with

regards to the hemodialysis session.
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8.2. ChAdOx1 nCoV- 19 Corona Virus Vaccine Recombinant (AstraZeneca):
8.2.1. Inclusion Criteria:

a. Adults’ > 18 years.

b. Individuals with medically stable chronic diseases.

c. Individuals with increased-risk for exposure to SARS-CoV-2 and COVID-19.

d. People with the following risk factors: Obesity , Cardiovascular disease , Chronic
Respiratory disease , Diabetes Mellitus , On immunosuppression, Chronic neurologic
disease , Asplenia/dysfunction of spleen ,Severe mental illness and Adult caregivers.

8.2.2. Exclusion Criteria:

a. Individuals with active COVID-19 infection.

b. Persons younger than 18 years of age.

c. People who have an anaphylactic reaction following the first dose of this vaccine
should not receive a second dose of the same vaccine.

d. Vaccination should be postponed in individuals suffering from an acute moderate to
severe febrile illness (temperature >38°C) or acute infection from any aetiology,
infectious or non-infectious.

e. Persistently elevated blood pressure levels during pre-assessment - resting systolic
>160 mmHg and/or resting diastolic >100 mmHg.

f. Systolic blood pressure >140 mmHg with symptoms of hypertension.

g. Pregnancy and breastfeeding.

h. Hypersensitivity to the active substance or to any of the following excipients:
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i. L-Histidine.
ii. L-Histidine hydrochloride monohydrate.
iii. Magnesium chloride hexahydrate.
iv. Polysorbate 80 (E 433).
v. Ethanol.

vi. Sucrose.

vii.  Sodium chloride.

viii. Disodium edetate (dihydrate).
ix. Water for injection.

8.2.3. Special Considerations:

a. Rare thrombotic events have been associated with the first dose of AstraZeneca
vaccine in younger individuals, particularly females.

b. Individuals who have had the first dose without serious/severe adverse event,
particularly thrombosis, can be given the second dose.

c. Screening for breast cancer should be done before women receive their first dose of
vaccine, or 4-6 weeks after the second dose, if possible. This would avoid confusion
of any axillary lymph node enlargement due to the vaccine.

d. The efficacy, safety and immunogenicity of the vaccine have not been assessed in
immunocompromised individuals, including those receiving immunosuppressant

therapies.
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e. The efficacy of COVID-19 Vaccine AstraZeneca may be lower in immunosuppressed
individuals.

f. Available data are currently insufficient to assess vaccine efficacy or vaccine-
associated risks in severely immunocompromised persons, including those receiving
immunosuppressant therapies.

g. Individuals who received first dose AstraZeneca and developed adverse drug
reactions can receive second dose Pfizer-BioNTech vaccine.

8.2.4. Vaccination in pregnant/lactating women:

a. There is limited experience with use of COVID-19 Vaccine AstraZeneca in pregnant
women. Taking into consideration that pregnant women are prone to thrombosis,
which is a rare adverse event of the AstraZeneca vaccine; it is advisable that pregnant
women should not be given the vaccine.

b. WHO does not recommend pregnancy testing prior to vaccination.

c. WHO does not recommend delaying pregnancy because of vaccination.

d. Itis unknown whether COVID-19 Vaccine AstraZeneca is excreted in human milk.

e. There is insufficient data on the use of the vaccine in breastfeeding.

f. The WHO does not recommend discontinuation of breastfeeding after vaccination.

8.2.5. Co-administration with other vaccines:
a. There should be a minimum interval of (14) days between administration of this

vaccine and any other vaccine against other conditions.
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8.2.6. Precautions:

a. Vaccine should be given with caution to individuals with thrombocytopenia, or to
persons on anticoagulation therapy or any coagulation disorder (such as
haemophilia), since bleeding/bruising may occur following an intramuscular
administration in these individuals.

b. Immunocompromised individuals, it is not known whether individuals with impaired
immune responsiveness, including individuals receiving immunosuppressant therapy,
will elicit the same response as immunocompetent individuals to the vaccine regimen.
Immunocompromised individuals may have relatively weaker immune response to the
vaccine regimen, duration and level of protection.

c. No data are currently available on the safety and efficacy of AZD1222 in persons
with autoimmune conditions.

d. Data on administration of the vaccine are currently insufficient to allow assessment
of vaccine efficacy or safety for persons living with HIV.

e. Persons with PCR-confirmed SARS-CoV-2 infection in the preceding 6 months may
delay vaccination until near the end of this period.

f. Should be postponed in individuals suffering from an acute severe febrile illness.

8.3. Inactivated SARS-CoV-2 (BBIBP-CorV) COVID-19 Vaccine (Sinopharm):
8.3.1. Inclusion Criteria:
a. Adults’ 216 years.

b. Healthy or have medically stable chronic diseases.
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c. Individuals with increased-risk for exposure to SARS-CoV-2 and COVID-19.
8.3.2. Exclusion Criteria:

a. SARS-CoV-2 Infection confirmed cases, suspected cases or asymptomatic infection.

b. Fever (axillary temperature > 37.0 °C), dry cough, fatigue, nasal obstruction, runny
nose, pharyngeal pain, myalgia, diarrhea, shortness of breath and dyspnoea occurred
within 14 days before vaccination.

c. Axillary body temperature > 37.0 °C before vaccination.

8.3.3. Precautions:

a. Previous severe allergic reactions to vaccination (such as acute allergic reactions,
urticaria, dyspnoea, angioneurotic edema or abdominal pain) or allergy to known
ingredients of inactivated SARS CoV 2 vaccine have occurred.

b. Have a history of convulsion, epilepsy, encephalopathy, mental illness or family
history.

c. Congenital malformations or developmental disorders, genetic defects, severe
malnutrition, etc.

d. Severe liver and kidney diseases, uncontrollable hypertension (systolic blood pressure
> 140 mmHg, diastolic blood pressure = 90 mmHg), diabetic complications, malignant
tumors, various acute diseases or acute attack period of chronic diseases.

e. Congenital or acquired immune deficiency, HIV infection, lymphoma, leukemia or

other autoimmune diseases.
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f. Severe respiratory diseases, severe cardiovascular diseases, liver and kidney diseases,
and malignant tumors.
g. History of coagulation dysfunction (e.g. Coagulation factor deficiency, coagulation
disease).
h. Receiving anti TB therapy.
i. Patients receiving immunotherapy or inhibitor therapy within 3 months.
j. Patients receiving blood products within 3 months before this vaccination.
k. Pregnancy.
8.4. Gam-COVID-Vac Vaccine (Sputnik):
8.4.1. Inclusion Criteria:
a. Adults’ = 18 years.
b. Healthcare providers.
c. Negative HIV, hepatitis B, hepatitis C, and syphilis test results.
d. No evidence of vaccine-induced reactions or complications after receiving
immunobiological products in medical history.
e. No acute infectious and/or respiratory diseases within at least (14) days before the
enrolment.
8.4.2. Exclusion Criteria:
a. persons younger than 18 years
b. Hypersensitivity to any of the vaccine components, or a vaccine containing similar

components.
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c. Severe allergic reactions in the past.

d. Acute infectious and non-infectious illnesses (e.g. pneumonia, fever >37°C,
infectious diarrhoea, etc.)

e. Temperature >37°C.

f. Flares of chronic diseases (e.g. asthma, COPD, ulcerative colitis, etc.).

i. Vaccine can be administered 2-4 weeks after recovery or remission. In non-
severe Acute Respiratory Viral Infection (ARVI) or acute gastrointestinal
infections - vaccination is administered after resolution of fever.

g. Pregnancy, as there is limited available data for use of the vaccine in pregnancy.

i. Women who are planning a pregnancy within three months of the scheduled first
dose.

ii. Women with high-risk pregnancies and those with previous pregnancy
complications should be considered for vaccination, based on recommendation
by the treating physician.

h. Women who are currently breastfeeding.
i. Immunosuppressive drugs:

i. Administered within at least 1 month before and after vaccination).

j. Administration of steroids (except hormonal contraceptives) and/or
immunoglobulins or other blood products therapy within (30) days before the
enrolment.

k. Tuberculosis, chronic systemic infections in medical history.
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I. Contraindications for component Il

i. Severe post-vaccination complications (anaphylactic shock, severe generalized
allergic reactions, convulsive disorder, temperature above 40°C etc.) after
administering the vaccine Component .

m. People diagnosed with HIV/AIDS due to lack of data on safety and efficacy in clinical

trial population.
8.4.3. Special Considerations:

a. Patients receiving immunosuppressive therapy and patients with immunodeficiency
may not develop sufficient immune response. Therefore, any drugs that suppress the
immune system’s function are contraindicated within at least 1 month before and
after vaccination due to the risk of immunogenicity reduction.

b. Should be given with caution to individuals with thrombocytopenia, any coagulation
disorder, or persons on anticoagulation therapy because bleeding/bruising may
occur following an intramuscular administration in these individuals.

c. The drug is contraindicated during pregnancy and breastfeeding, since its efficacy
and safety for those persons have not been studied.

d. In a patient with lymphedema of the arm of any cause e.g. after axillary node
dissection for breast cancer, the vaccine should be given in the opposite arm. If both

arms are affected, then it should be given in the thigh or buttock.
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9. STANDARD FIVE: MEDICAL INDICATIONS FOR EXEMPTION FROM COVID-19 VACCINATION
9.1. The following list of medical indications is to be considered for individuals who are unable to
take one of the Covid-19 vaccines available in Dubai:

9.1.1. Severe allergic reaction to first dose of a vaccine e.g. anaphylaxis.

9.1.2. Immediate severe allergic reaction to first dose of a COVID-19 vaccine, defined as any
hypersensitivity-related signs or symptoms such as urticaria, angioedema, respiratory
distress such as wheezing, or anaphylaxis that occur within four hours following
exposure.

a. Most reactions occur 15-30 minutes following vaccination and should be
distinguished from other symptoms, such as vasovagal attack or vaccine side effects.
The majority of people with anaphylaxis also present with skin findings.

9.1.3. Persons with mild immediate allergic reaction can be given the second dose under
medical supervision.

9.1.4. Person’s choice not to have a second dose following a documented allergic reaction to
the first dose.

9.1.5. Known proven and documented allergy to any of the vaccine components, polysorbate
or polyethylene glycol. The (Appendix 7) provides a list of medications that contain
these products.

9.1.6. Patients on long-term steroids- prednisone 20mg/day for more than a month, or

equivalent.
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9.1.7. Serious Adverse Event Following Immunization (AEFI) after a first dose of Covid-19
vaccine that:

a. Required in-patient hospitalization.

b. Resulted in permanent or significant disability.

9.1.8. Persons who have had a confirmed permanent neurological complication after the first
dose, for which there was not a similar history prior to vaccination.

9.1.9. Patients on immunosuppression, exempted on request, due to unknown vaccine safety
profile and effectiveness and the potential for reduced immune response.

9.1.10. Persons who temporarily cannot take the vaccine:

a. Patients with active cancer and/or on therapy and supported by a report from the
treating physician.

b. Pregnant women not willing to take the vaccine, if the exemption is given for a
specific reason e.g. work or travel. (Pregnant women with a high-risk pregnancy
should be encouraged to be vaccinated).

c. Patients with active COVID-19. In patients with mild and asymptomatic disease, the
vaccine can be given after the de-isolation period of (10) days provided that they
were asymptomatic for the last (3) days. In patients who have had moderate to
severe disease, it is preferable to wait for a period of (90) days before vaccination.

9.1.11. Patients with chronic disease deemed as contraindication for vaccine by their treating
physician and supported by a medical report.

9.1.12. Patients with HIV/AIDS and CD4 <200 cells/ul (immunological failure).

Standards For Covid-19 Vaccination Centres Page 38 of 86 Ref. No. HRS/HPSD/SCVC/2.1/08-2021



/)l /q/\:" v A L
\--—-3:‘ ;>C}\'°( ;; A alld L

GOVERNMENT OF DUBAI DUBAI HEALTH AUTHOIiITY

9.1.13. Patients with uncontrolled HIV viremia (virological failure, a temporary
contraindication).
9.1.14. Patients with uncontrolled HCV or HBV viremia (pending initiation of antiviral therapy
and achieving control).
9.2. The exemption from covid-19 vaccination Certificate are only issued by DHA Government
hospitals and primary health centers (Appendix 6).

9.3. Weekly Audit will be conducted by taskforce team in DHA to review the exemption conditions.

10. STANDARD SIX: DOCUMENTATION
10.1. Health facilities should maintain proper and complete documentation of patient details on
HASANA platform in addition to their EMR systems.
10.2. The below details should be documented in the patient file:
10.2.1. 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.
10.2.2. Occupational details:
a. Main Occupation: Labourer/Non-Labourer.
b. Name the company/authority.
c. Emirate.
10.2.3. Vaccine details (date and time, site and route, brand, batch number, dose, etc.).

10.2.4. Pre-vaccination assessment and counselling.
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10.3.

10.4.

10.5.

10.6.

10.7.

10.8.

10.9.

10.2.5. Vaccination consent form (Appendix 5).

10.2.6. Post-vaccine assessment and any ADRs.

10.2.7. Issuance of “COVID-19 Vaccination Card” post vaccination

10.2.8. Documentation of the “COVID-19 Vaccination Exception Certificate” when necessary
(Appendix 6).

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

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

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

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

Patient vaccine consent form (Appendix 5) should be signed and uploaded to the health

facility’s electronic health records.

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

Record patient refusals in the individual medical record.

11. STANDARD SEVEN: PRE-SCREENING AND PROTOCOL FOR ADMINISTERING VACCINE

11.1.

11.2.

11.3.

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.

Health facilities should ensure that pre-screening is done for each patient prior to vaccine
administration (Appendix 4&).

Pre-screening:

11.3.1. Prior to vaccination, the healthcare professional/vaccine injector should:
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a. Assess the vaccine recipient's current state of health.

b. Stability of current medical condition before vaccination.

c. 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.

d. Provide Education for patient about pain management for vaccine injection on the
day of immunization.

e. 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.

f. Evaluate reactions to previous vaccinations.

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

h. Provide ways of communicating adverse events to facility for purpose of providing
help and documentation of AEFI reports.

i. DHA Call centre.
ii. Visitany GP/ER.
i. Take full history on chronic diseases, medication used (if applicable).
j. Provide an opportunity for the vaccine recipient or guardian to ask questions.

k. Provide full explanation and obtain patient consent, (Appendix 5).
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11.4. Vaccine administration:

11.4.1. 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.

11.4.2. Healthcare professionals administering vaccinations should follow appropriate
precautions to minimize risk for disease exposure and spread.

11.4.3. 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.

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

11.4.5. 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.

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

11.4.7. Injectable Route-SARS-CoV-2 vaccines are administered via Intramuscular (IM)

injection.
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11.4.8. 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.

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

vaccine administration and ensure risks are controlled effectively.

12. STANDARD EIGHT: PREPARATION REQUIREMENT FOR VACCINES
12.1. Environmental Considerations for Vaccine Preparation:
12.1.1. Health facilities should follow vaccine manufacturer requirements supplied information
on the steps for vaccine preparation.
12.1.2. 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.
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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).

12.1.3. 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.

12.1.4. Adhere to aseptic technique to ensure the quality and safety of the preparation of these
vaccine products.

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

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

12.2. Personnel Hygiene and Garbing:

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

12.2.2. 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.

12.2.3. Before beginning preparation of COVID-19 vaccines, personnel should consider the

following aspects of hygiene and garbing:
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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.

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.

12.3. Basic Aseptic Considerations for Vaccine Preparation:
12.3.1. 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.

12.3.2. Aseptic technique considerations for vaccine preparation should include the following:
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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.

e. Place all used syringes, needles, and vials into sharps container and dispose the
containers according to DHA regulatory requirements.

12.4. Withdrawing Doses:

12.4.1. 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.

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

12.4.3. Refrain from using transfer devices, mini spikes, or one needle to prepare multiple

syringes due to potential loss of medicine in dead space.
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12.4.4. Refrain from using dispensing pins or needleless devices due to risk of vaccine loss or
incompatibility with materials.

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

12.4.6. Inthe 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.

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

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

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

a. Vaccine vials can produce more than six (6) doses per a single vial.

12.5.3. A low dead-volume syringe is designed to limit dead space that exists between the
syringe hub and needle.

12.5.4. A low dead-volume needle is designed with less space between the needle and the
plunger.

12.5.5. To ensure practice settings who may not have adequate quantities of low dead-volume
syringes to more consistently achieve the maximum doses withdrawn, a combination of

low dead-volume syringes and non-low dead-volume syringes could also maximize
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doses withdrawn (e.g., 3 low dead-volume syringes and 3 non-low dead-volume
syringes).

12.5.6. Inserting the needle in various locations of the vial septum can reduce leaking of vaccine
and maximize doses withdrawn.

12.5.7. The facility should carefully consider the number of pre-drawn syringes to prepare to
minimize vaccine waste.

12.5.8. If pre-drawn syringes are used, the facility should consider the manufacturer released
information supporting stability data of vaccine pre-drawn into syringes.

12.5.9. mRNA COVID-19 (BNT162b2) COVID-19 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 (35.6°F to 77°F) after the source
vial is diluted.

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

12.5.11.The hold time of 6 hours, from the time the source vial is diluted.

12.5.12.Keep out of direct sunlight.

12.5.13.Weeks Apart: 3

12.6. ChAdOx1 nCoV-19 (AZD1222) Vaccine Considerations:
12.6.1. Health facilities should follow the manufacturer-supplied information available for

administration of the vaccine.
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12.6.2. Chemical and physical in-use stability have been demonstrated from the time of vial
opening (first needle puncture) to administration for no more than 48 hours in a
refrigerator (2°C — 8°C).

12.6.3. Unopened multidose vial should be stored in a refrigerator (2°C — 8°C). Do not freeze.

12.6.4. The vaccine should be inspected visually for particulate matter and discolouration prior
to administration.

12.6.5. COVID-19 Vaccine AstraZeneca is a colourless to slightly brown, clear to slightly
opaque suspension. Discard the vial if the suspension is discoloured or visible particles
are observed. Do not shake. Do not dilute the suspension.

12.6.6. Keep the vials in outer carton in order to protect from light.

12.6.7. Weeks Apart: 8-12.

12.7. Inactivated SARS-CoV-2 (BBIBP-CorV) vaccine Considerations:

12.7.1. Health facilities should follow the manufacturer-supplied information available for
administration of the vaccine.

12.7.2. Storage and transportation in refrigerated 2—8 °C condition.

12.7.3. Do not freeze the vaccine in any circumstance.

12.7.4. Protect the vaccine from direct exposure to sunlight.

12.7.5. Route of Administration: Intra-muscular.

12.7.6. Weeks Apart: 3-4.
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12.8. Gam-COVID-Vac Vaccine Considerations:

12.8.1.

12.8.2.

12.8.3.

12.8.4.

12.8.5.

12.8.6.

12.8.7.

12.8.8.

12.8.9.

Health facilities should follow the manufacturer-supplied information available for
administration of the vaccine.

For intramuscular injection only.

Administered in two stages:

a. First 0.5 mL of Component I.

b. Then, three weeks afterwards, 0.5 mL of component Il is injected.

Weeks Apart: 3

The vaccine has to be stored at -18°C during transport and storage until use.

The vaccine must be kept in its original packaging, protected from light.

All opened multi-dose vials (1vial = 3.0ml) of Sputnik V should be discarded at the end
of administering 05 doses and within two hours of its removal from -18°C storage;
whichever is earlier.

For vaccine administration once the product is removed from the freezer (-18°C) it is
kept at room temperature until completely thawed and to be used within 02 hours, once
thawed, then gently shake the vial. Do not shake sharply.

Vaccine recipients should be observed for 30 minutes post-vaccine administration.

12.9. Labelling Considerations:

12.9.1.

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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12.9.2. 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.

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

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

12.9.5. 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. The exact beyond-use date and time (e.g., 6 hours for pre-drawn syringes for mRNA
(BNT162b2) COVID-19 Vaccines from when the vaccine is diluted or the first dose
is withdrawn from vial, respectively.

e. Batch number.

f. Initials of preparer.
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13. STANDARD NINE: OBSERVATION POST VACCINE

13.1. 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.

13.2. 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.

13.3. Vaccine recipients should be kept under observation for at least 15 minutes after vaccination;
30 minutes is a safer interval when there is a specific concern about possible vaccine allergy or
a history of anaphylaxis.

13.4. All healthcare professionals should monitor for adverse reactions (e.g. anaphylaxis), in the
designated post vaccine observation area for a minimum 15 minutes and initiate immediate
treatment as follow:

13.4.1. If mild injection site reaction or allergic reaction consult on-call physician.

13.4.2. 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).
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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.

13.4.3. 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.

13.4.4. 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.

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).

14. STANDARD TEN: INFECTION CONTROL MEASURES
14.1. 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.
14.2. Adequate infection control supplies are provided, including biohazard containers and supplies

for hand hygiene. If administering injectable vaccines, adhesive bandages, individually packaged
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sterile alcohol wipes, and a sufficient number of sterile needles and syringes and a sharps

container are provided.

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

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

14.3.2. 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).

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

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

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

14.3.6. Utilize electronic communications as much as possible.

14.3.7. For specific, detailed storage and handling protocols for individual vaccine products,
always refer to the manufacturers’ product information or contact the manufacturer
directly.

14.4. Hand hygiene:

14.4.1. 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.
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14.5. Personal Protective Equipment:

14.5.1. Facemasks are recommended for all healthcare workers.

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

14.5.3. 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.

14.6. 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.

15. STANDARD ELEVEN: WASTE MANAGEMENT AND DISPOSAL
15.1. Facilities should follow the internal facility SOPs and regulatory requirements about appropriate
disposal requirements for medical waste.
15.2. Empty vaccine vials are usually not considered hazardous or medical waste and do not require
disposal in a biomedical waste container.
15.3. 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.
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15.4. The following Items to be discarded immediately after use or when the vaccine exceeds beyond-
use-date and time:
15.4.1. Empty vials.
15.4.2. Vials with unused vaccine.
15.4.3. Vials with unused diluent.
15.4.4. Pre-drawn syringes and needles.
15.4.5. Used syringes and needles (e.g., post patient injection, used in dilution process, etc.).
15.5. COVID-19 Vaccine AstraZeneca contains genetically modified organisms (GMOs). Any unused
vaccine or waste material should be disposed off in compliance with the local guidance for
genetically modified organisms or biohazardous waste. Spills should be disinfected using agents

with activity against adenovirus.

16. STANDARD TWELVE: REPORTING DATA AND ADVERSE EVENTS

16.1. 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
regulation, Ministry of Health and Prevention (MOHAP) ministerial decrees and UAE federal
laws.

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

16.3. The health facility should implement an ongoing and concurrent surveillance system to identify

potential AEFI.
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16.4. Healthcare professionals should counsel the patient for any ADRs.

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

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

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

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

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

16.10.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:

S 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
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.

11 Examination room used for patient screening prior to
vaccination.

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

13 | Vaccination/treatment room(s)..
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Observation area should include crash cart and

1 emergency medication.
Fully equipped room with bed for resuscitation,

13 advanced life support management, with crash cart.

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 ......ueeveeencnnnne (met/not met/partially met) all the required

criteria set by Dubai Health Authority, for performing COVID-19 Testing

at their facility.

Additional Comments if

Any:
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APPENDIX 2. CHECKLIST FOR VACCINATION CLINICS HELD AT TEMPORARY OR OFF-SITE
LOCATIONS

Facility/Location:

S.No: | 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
8 with ADRs and urgent medical problems (e.g., fainting).
Adequate infection control supplies are provided, including biohazard
? 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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Sufficient supply of PPE for staff is available, including face masks,

13
gloves.
Sufficient hand sanitizer is available so that staff and patients can
1 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
A 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
22 | 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
25 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).
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Vaccine Documentation

, Patients are receiving documentation for their personal records and
7
to share with their medical providers

28 All patient medical information was placed in a secured storage
location for privacy protection.

If NO DO NOT move

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
.......................... (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 forward with the clinic.
healthcare 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

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 If NO DO NOT move

relevant 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
1
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.

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

22 | Protect vaccines from light until ready to use.

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

Develop a contingency plan in case vaccine needs to be replaced
24
— stored too warm or too cold.

Preparing vaccine

25 | Anaphylaxis protocol and emergency medical kit readily available

26 | Vaccine administers are CPR-certified and trained in epinephrine.

27 | Adequate infection control measures are present.

)8 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.
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For DHA Official Use Only

Evaluation Report (Facility Name)
has ....ccoeeeeennncncennnn (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:
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APPENDIX 4. PATIENT SCREENING

Sinopharm: pre-assessment form for IVR
(Any yes will stop vaccination)
e Areyou less than 16 years old?
e Did you receive any COVID-19 vaccine before (one or two doses) other than Sinopharm?
e Do you have History of severe or critical COVID-19 infection (needed hospitalization), or currently have
COVID-19 infection and did not finish 10 days isolation?
o If female:
0 Do you breast-feed a baby less than 6 months old?
0  Areyou pregnant?
e Do you have history of severe reaction associated with any vaccine (e.g. anaphylaxis)?
e Do you have history of taking vaccine within last 14 days?

e Do you have history of active cancer or in remission for less than 6 months?

Pfizer vaccine: pre-assessment form for IVR

(Any yes will stop vaccination)

e Areyou less than 12 years old?

e Do you have COVID-19 now and did not finish 10 days isolation?

e Did you receive any COVID-19 vaccine before (one or two doses)?

e Do you have severe allergy/anaphylaxis or known hypersensitivity to any of the Pfizer vaccine
components or had history of severe or immediate allergic reaction to a previous Pfizer vaccine?

e [f female, are you pregnant?

e Did you receive any vaccine within the last 14 days?

AstraZeneca vaccine: pre-assessment form for IVR

(Any yes will stop vaccination)

e Are you less than 18 years old?

e Do you have COVID-19 now and did not finish 10 days isolation?

e Did you receive any COVID-19 vaccine before (one or two doses)?

e Do you have severe allergy/anaphylaxis or known hypersensitivity to any of the AstraZeneca vaccine
components or had history of severe or immediate allergic reaction to a previous AstraZeneca vaccine?

e |f female, are you pregnant?

e Did you receive any vaccine within the last 14 days?
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APPENDIX 5. PATIENT CONSENT FORM FOR COVID-19 VACCINE

A. Sinopharm COVID-19 vaccination patient consent form

SINOPHARM COVID-19 vaccination Consent form

19-1.96S CLSJ 331 e daslge 4l8lg sg=3

Consent form to take registered COVID-19 vaccine. Inactivated (Vero cell), Beijing — “Sinopharm” in the UAE

(Copy of this consent form will be kept in your medical record file)
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Statement of the vaccine interested individual
| have fully read the COVID-19 information leaflet. As
a result, | am aware of the risk and benefits of the

CovID-19.
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By signing this consent, | hereby acknowledge that:
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1. All my questions have been answered to my
satisfaction.

2. lunderstand that taking this vaccine means to get
two doses from the same type of SARS-Cov2
inactivated vaccine.

3. | understand that the use of this vaccine might
cause some side effects, ranging from some
common reactions like pain, tenderness, redness,
induration and pruritus at the vaccination site to
systemic reactions such as fever, headache, fatigue,
nausea, vomiting, diarrhea, cough, allergy, muscle
pain, arthralgia, and lethargy, which may occur in
some patients. Generally, the mild symptoms
subside without treatment. If experienced

moderate to severe symptoms, then symptomatic

treatment under the guidance of doctors is

required.
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4. | understand that is vaccine has been registered
based on fulfilling the required standards for the
UAE.

5. lunderstand that signing this form does not waive
any of my medical and legal rights.

6. | understand that | still have to take all
precautionary measures to prevent coronavirus
infection (COVID-19).

7. This consent is applicable to the administration of
the first and second doses from the same type of

COVID-19 inactivated vaccine.
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| hereby do acknowledge that | am not having any

of the below mentioned:

1. Previous hospitalization/ICU admission due to

COVID-19 infection.

2. Had previous severe allergic reactions to
vaccination.
3. Uncontrolled epilepsy or other progressive

neurological disorders.

4. Diagnosed with acute cancer.

5. Has history of coagulopathy or thrombocytopenia.

6. Receiving immunotherapy or inhibitor therapy or
treatment has could suppress my immune
defences within the last 3 months.

7. Received any vaccine within last 14 days or less

than one month.

8. Severe uncontrolled cardio vascular disease.
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This vaccine will be administered by the health care
professional as a registered vaccine in the UAE which

already fulfilled all required standards
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For ladies the followings are important:

¢ No current pregnancy.
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e Lactating mother if her baby is less than 6
months

e After taking COVID-19 vaccine, you should avoid.
Being pregnant during the upcoming three

months.
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By signing below, | agree to take the COVID-19

Vaccine.
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Name (ew3l):
Date & Time (<<84llg é.;,l.’.‘JI):

Patient signature (&§91J|):

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

a legal representative or guardian should sign below:
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Relation of person signing on behalf of patient:
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| have discussed the information contained in this
document with the individual interested in taking the
vaccine and in my opinion that person understands

the risks and benefits.
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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.
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Admission Officer/Clerk Name (J>331/ Jesewidl e Joduall cabgall):
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B. Pfizer COVID-19 vaccination patient consent form

PFIZER COVID-19 Vaccination Consent form
19-1489S > Lle dddlgo 5158l 225

Name

MRN:

DOB:

Sex:
Emirates ID:

Nationality:

Please indicate your understanding and agreement

to the statements below:

20031 359830l sgidl Lle ddslgally delall cl>yJl

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 12 years and older.
(Copy of this form will be kept in the participant’s

medical record file)
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By signing this consent | hereby acknowledge that:
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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.
aware that the vaccine is COVID-19 mRNA Vaccine

| am

BNT162b2 that is used for active immunization to
prevent COVID-19 disease caused by SARS-CoV-2
virus. The vaccine 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

& yLénadl 5153

oim 9 83357all 19-34358 L) Sloglee JalSIL i3 i)
L) 351989 sbliay &ols b L6 well e Lo daslsall
Pfizer-BioNTech ziiall on #Lall ol ysly 19-3 4858
-34895 430 oo 4l8gll COVID-19 Vaccine BNT162b2
zlsl zLall jinys SARS-COV-2 Lugsd e pxlil 19
decliall L3I 3angg 83l dall Al ool 0wl
4 gr—an plall lin ol &yl 1934858 GSse (o dlaxl)
s 8axiall &gyl Shledl § tslabll o3l § planiwsl
Lgll & eloadly clisdl 31 oly .ellall Jo> olaldl sas
eslall plasi sl a1 e cusdly (FDA) &S50l 3ol
&l 5adll 31831 (53 19-34358 (p0 &8sl b il (il
393 Led Lole 12 easlac
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for emergency use for active immunization to prevent

COVID-19 in individuals aged 12 and older.

| understand that my participation Or give it to
whoever is under my guardian is voluntary by taking
two doses 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 into a muscle of upper

arm.

Cani o ol sellael ol Zlall 351§ LiSlie ol 581 Ll LaS
cllac] go lall lin (o Ouiese 351 Mo e decsb Lilog
Lo bl deles JloSP 83> e Logy 21 830) duinj dlgo
3l Al 19-3858 G50 (e Dileanl H9S5 3 18 &y sl Ll
S lgisdis asy piye AUl deyall o JBYI e a1 7 a2y

bl el dlae § Jo 03

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

e Injection site swelling

e Redness at injection site

e Nausea

dlaizall dusll 5 GYI

-34808 28 ety Ol 0y (LAl grax Jio &yl e Ul
e deil> 56l &ga> (§ MRNA Vaccine BNT 162b2 19
s> &l B3 clime . gaanll 53 lafoas pac e ol
ColS 13] mrogh oo dlald ol ouad § aiids dlsize ol
d9sl lezdle Sasd dacio oz ol/s I3 Jto Lusladl L3I
oSy @ancio JI35 3 S 3] . Jselipwb Ul Jio axls @
800342 Jle Jlosdl ol wludb opo dudall 3y5iall b
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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 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.

i 100 JS o 1 Lis (s 5laT 28 ideili jue
Lolaall sasll puss o
clegdy yomldl @
1o w53l dusile Bl ol B3l pamy Gluay 35 well3 zog
ol dadlgall oin § dayse sué dlaize dsls HU1 (sl Ja iy
28D s 28 35 Slodle 0gad) ol 8yshas 58T s Wl
ol 429ll § prsio pusidll (§ Baidg dS>g (Sl> ik Jio
130 59801 Lhe deall Gle sl Glas! ol claday Juuasl oLl
Blead) 83380 995 Ol Oy i J=8 5y cbhd (S

dasladl pslsedl e aliill

sl 56 sué dsls U1 s 50ab Als § @l Bbs e Ul
800342 05,J, JLaidl Gysb (e laic 3031 Sy

& aclul sl B3 Ge gladl S oo &l &y Lle Ul
ZUI L dodls Jo> loslrall o 350 @385

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.

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

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

o Any chronic disease or illness.

Slblisdlg sl
b3l ol Lspanll Als o lel sty il dlys (e Ul
153 oS 13] el 351 b gzl 3850 3
oLl Jto Bl zLa) (ol il amy JSUino (s
wudidll JSline of
w3 gag Bylsal Ay 9 glahyl go i pdre
Sooll el gll (530 Sosc ol dasaill anll 5L
bl 5l blewl o 31 Jio
0o pugyudy Lol e elinll jlgnll oz s @
Sle> e 85 clos Joli5 ol &y il & clinll
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o | 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.

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

sl g JLal oo LaS zLall Lin gl dhs Ae Ul
3205 ¥ Ggiliy ol dals)l dylaxl 335y ¥ 18 L)
Cad o osilss cuidl sLsN L dslie Ul
ol Linjo Ladle gololity il ol &cliall jLg> 59
dgelinll Ohlaiwdl giay

ol &_byanll o el @ Ll old by o de LI o
ol 350 Cuoadil ol pxsiwl e iS 13 Jsyall
§I 355 o o yals gi 6)_'>i éi_).gsi ._sl ?.\Al_u.\l a8
sl oo s ghas 28 3y (sl 53 oLS ol » 5T L&
olall § 55l L)

o Jaall of cogdball 31 Go 20 s A Ul o
0353 ainy pd 31 pge 93 ol o LS S

pharmacist any other significant health or drug el
history not covered above.
For ladies the following is important: Slacwl) dogo Ola>No
Pregnancy and breast-feeding declsylly Joddl

| understand that there is currently limited data
available on the use of this vaccine in pregnant women.
Based on that, | declare that | am not pregnant or
breastfeeding, or planning to have a baby. As a
precaution, | would avoid becoming pregnant until at

least 2 months after the vaccine.

Jo> d>lin 835330 SUly LIl Jlia ol lys LAe U
L1 dyles . Jalondl elwill (53 ZLaUI i a plasi ol
oLl so il ol le by ol Mol > o il ool
I3 e ased i Jandl il asibinl elia LS

| 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

osled) lsg t5ylshll Clls & planiwdl oy lidg duomus
Bamiall do =l Sllodl dgs

| declare that | have a copy of this consent.

adlgall i oo dis (53 5 3!

| understand that signing this form does not waive any

of my medical and legal rights.

Gsi> oo ST o Jslins ¥ z3sedll Lin e @dotll ol egdl
Agilall g dyball

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

insurance coverage

B3l ales dlall OIS dmaall Olaailly ppzhill dshss pigw
ualilly dogSal Jib oo deslal

Name (ow3l):
Date & Time (<x84Jlg @,L:JI):

Patient signature (&EQJJI):
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If the patient is unable to sign or if patient is a minor,

a legal representative or guardian should sign below:

dlias die @89y O camg @ebodll Sl 5318 3ué Gaysall IS 13
o8 LS 13] (oLl 595 3a)l) duos of igslall

Relation of person signing on behalf of patient:

1onsall gégall pan il dlo

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.

@ &l &8lyé gay | Ologlrall dS)Lie Lo Gasall Gl
Ll O D> 39 ezl 5153 CJWI Bybll 3550 2o
dz> dgx) gl dall Gleyll padal Gapsall pray
00 OSaly G panall Lusdl Sloglzall JI Jsuosl

adgall go Jalzill

Admission Officer/Clerk Name (JG 331/ Jusewdl e Joduuoll cabgall):

Staff No. (&,ﬁﬂlégll e3,J1):
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C. AstraZeneca COVID-19 vaccination patient consent form

ASTRAZENECA COVID-19 Vaccination Consent form

19-34865 Z L&) Ll dddlgo 51i5]g sg5

Please indicate your understanding and agreement to

the statements below:

1031 85983l s9idl e dadlgally 3elall eloyJl

Consent to take Oxford-AstraZeneca’s Covid-19
vaccine Covishield (ChAdOx1 nCoV-19
RECOMBINANT), which is authorised for emergency
use in the United Kingdom and EU, and by a few other
countries. This vaccine has been developed by the
Oxford

manufactured in India by the Serum Institute of India by

University of and AstraZeneca, and
the Serum Institute of India (SII).

COVISHIELD COVID-19 vaccine is indicated for active
immunization of individual’'s = 18 years old for the
prevention of Covid-19 disease.

(A copy of this form will be kept in the participant’s

medical record file)

(skediagdgS) 19-3:398 2Ll 351 e dadlgoll
Oxford -AstraZeneca’s Covid-19
COVISHIELD (ChAdOx1 nCoV- 19
pliniwdl dagsyi @3 iUl RECOMBINANT)
k“;.,QEII Absdly ¢ G Baxie)l dSlewll g 1A
dmols dipsh s5¥ Joall pam JI @lsgl
W (@5 ddlodl Wailuiwl aSds 30husi
sigll 3 posiw sgme dbuwlgy sigll § d=uiaiSll
Sl S bl Guanill padiuy Midudss)
Uése oo Bgll oyl Gob Led 18 eajlach gls

19-14898
Joew ‘:2 T3l 13n o dvwiy Blaisdl picw)
(Dlirall gazdd) bl caloll

vaccine

By signing this consent, | hereby acknowledge that:

Ul sgmil o le gadodll Jsls 50

Statement of Participant

| have fully read the COVISHIELD 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 Oxford-AstraZeneca’s
Covid-19 Covishield (ChAdOx1 nCoV-19
RECOMBINANT) which is used for active immunization to
prevent COVID-19 disease.

vaccine

| am aware that this vaccine is authorized for emergency
use in the UAE and in some other countries around the
world for active immunization to prevent COVID-19 in

individuals aged 18 years and older.

yLéwll 1,81
19-3858 Zlaly doll Clogleall d8ls ohd il
®8liog 35199 dule cliyg exg=ill 3n (9 8y90%0)l lidiidoS
dlaizall sblall JI 88Ls3l leiudsS Lolas ool 7Ll
Oxford- Gl o sly LS lall sl oo
AstraZeneca’s Covid-19 Covishield
padiuy (ChAdOX1 nCoV-19 RECOMBINANT)
oc COVID-19 palll gose oo wl8gl) bl il
z Ul SARS-CoV-2 (zabll pull plid gy .yog3ed
0530 (0 dland) decliall L3I jang 83laall plusil
& plasiodl 4 zrae Gl i ol &ysls .COVID-19.
vdsy Bo Baniall &y sl hlegl dos 3§ ts)lehll o3l
owmanill tsylall alaziwsll @l Jo> (53531 Joull

vaccine
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&ls oudll sL8dl (3 19-34855 e @lBsl) bl
399 Lod Lole 18 easlac

| understand the following points: My participation is
voluntary by taking two doses of 0.5 ml each from this
vaccine, given 4 to 12 weeks apart to complete the
vaccination series.

It is recommended that individuals who receive a first dose

of COVISHIELD complete the vaccination course with

COVISHIELD.

The duration of protection has not yet been established,

and as with any other vaccine, vaccination with

COVISHIELD may not protect all vaccine recipients.

e It is given as an intramuscular (IM) injection only,
preferably into a muscle of the upper arm.

e | approves that my demographics information will be
shared with the 3rd party provider to administer the
vaccination and in case of adverse events the |
authorizes the 3rd party health care provider to

access my clinical information to be able to handle the

situation
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Possible side effects

| understand that like all vaccines, Oxford-AstraZeneca’s
Covid-19 vaccine Covishield 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 can be treated by medicines
for pain and fever such as paracetamol. If still troublesome,
please seek medical advice from your doctor, or call

800342 and they will advise you on the next best step.

Side effects may occur with the following frequencies:
Very common: may affect more than 1 in 10 people
e Pain at injection site, warmth, erythema, pruritus,

swelling, bruising
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e Tiredness

e Headache

e Muscle pain

e Chills

e Joint pain

e Fever

e Nausea

Common: may affect up to 1 in 100 people:
e Vomiting or influenza like illness
Uncommon: may affect more than 1 in 1000 people
e Enlarged lymph nodes

¢ Excessive sweating, itchy skin, rash.

e Dizziness, abdominal pain, decreased appetite.

However, some people might develop other side effects,
this includes any possible side effects not listed in this
consent, or more serious medical conditions 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 uncommon or rare side effects to

report by calling 800342

| understand that by reporting side effects, | help provide

more information on the safety of this vaccine.
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Warnings and precautions
| understand that | should declare my condition to the
nurse, or doctors at the vaccination facility before | am

given the vaccine if | have:
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e Had any hypersensitivity to the active substance or to
any of the components of the present in COVISHIELD
vaccine

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

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

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

e Any chronic disease or illness.

| 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. | understand that | am 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. |
understand that | am to declare to the nurse, doctor, or
pharmacist any other significant health or drug history not

covered above
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For ladies the following is important:

Pregnancy and breast-feeding

| understand that there is currently limited data available
on the use of this vaccine in pregnant women. Based on
that, | declare that | am not pregnant or breast-feeding,
or planning to have a baby, and as a precaution, | would
avoid becoming pregnant until at least 2 months after the

vaccine.
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| understand that this 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.

ol dhalsy dilsl mices ZEU Lin ol als e U
Samiall dgs2ll Shlodl @ pplod) s

| declare that | have a copy of this consent.

adlgall i cye dias (53 5 3!

| understand that signing this form does not waive any of

my medical and legal rights.

oo Sl o Jsliny ¥ Zsadl lin Lo gadodll ol pgdl
igilall g dudall 3o8>

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

insurance coverage.

oo dall O3 dunaall Slasly pusbill dhis pis
Osalilly dagSal b e deilal B3I

Name (P..uﬂl):
Date & Time (C.8gJlg @,LUI):

Patient signature (g«853I):

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

legal representative or guardian should sign below:

die @gy o g @il Gle 536 st papall OIS 13]
ol oS 13] (obisl 59S3all) dung of igilall dlias

Relation of person signing on behalf of patient:

vaally 28sall pardll do

Admission Officer/Clerk Name (JG 331/ Jowdl e Joduall cabgall):

Staff No. (asbell e3,1):
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APPENDIX 6. COVID-19 VACCINATION EXCEPTION CERTIFICATE

A IR

w-:u:mmuc:uw e

Healthcare Facility / Healthcare Center: AL BARSHA CLINIC

License Number: 3620756

Date (dd/mmtyy): 09/05/2021

Healthcare Facility / Healthcare Center AL BARSHA CLINIC

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

This cenrtificate is issued by Dubai Health Authority \f{\ﬂo v.-_.,\"/ v ol Ad (2 bolo Bl wa
. - . r » o > - ]
e nited Arab E o "if{o_.nh _'?‘.‘-)?' Sall A 2l = 5
In case of any queries, please call 800342 (DHA) 800342 (DHA) olc Jlasdl oo i d Sl 3528 J> o8
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APPENDIX 7: LIST OF MEDICATIONS THAT CONTAIN POLYSORBATE OR POLYETHYLENE
GLYCOL
Common parenteral medications containing potential PEG and for polysorbate

Formulary Medications Polysorbate B0 Polysorbate 20 Polyethylene
(PARENTERAL ROUTES only) (PSEO) (PS20) Glycol (PEG)

Ado-trasturumabemtansine »

AL EMTUZUMab x

Alreplase =

Ateralizurmalbs x>

Avelumab »

Bamlamniuimalk x

BEWVACIZUmakb x

Blinatumomalks x

X

Bremtuximalb

Cemiplimab b4

Cyclophosphamide =

Daratumumabs x
Drepamedral o

Drepoprovera o

Crinu tuximakb »

Drocetaxel

Drurvalumakbs

Elotuzumalb

Etoposide (inj. solution)

Fam-trastuzumakb

Fosaprepitant

KRR XX | XX

Fulvestrant

Gemcitabine A

Herceptin x
Inflixdimakb

Ipilimumakb

X

X

Isatuximab-irfc >

Lorazepam >

Mogamulizumalb =

Neulasta pod

MNivolumab b4

Ofatumumakb =

PEGaspargase pod

Pembrolizumab *

Pertuzumakb b4

Phytonadione pd

Polatuzumalb =

Ramucirumab

Rituximab

SacituzumabGowvitecan

XXX X

Temozolomide

Trastuzumab =

Ustekinumab =

Wancomwcin >
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