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Abstract: The pandemic has drawn focus to the need for greater racial and ethnic diversity in Clinical trials.
This is not a new issue diverse communities have long been underrepresented in clinical research but COVID-
19 has put a necessary spotlight on the work to do. This Pictorial representation may guide to design clinical
data.
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Diion date and time:

the Covid-19 pandemic started, the community has come together to work on potential treatments and
vaccines.

o  Asa part of this effort, tele health are being explored, including one based on messenger RNA, also known
as mMRNA.

e Currently, this technologies are being used to research a new type of vaccine to determine whether it may
be able to help fight COVID-19 disease.

e There are many distinct types of vaccines used to help prevent infections, all of which have the same target
to instruct your immune system to recognize and fight against infectious disease.

o mRNA vaccines are not made up of the actual pathogen. They contain genetic codes about the pathogen,
that they don’t contain weakened, dead or non infectious parts of a virus.

e Scientist identified a coronavirus protein, the spike protein, that the virus uses to attack our cells.
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If we could “instruct” the body to recognise and block the virus spike protein interaction of a virus infected
cell,

Then it may be possible to protect an individual from disease.

MRNA vaccines are designed to instruct your body’s cells to make a spike protein, known as antigen ,
which could potentially instruct your immune system to recognize and fight the virus without exposing you
to the real thing.

Our immune system recognizes this antigen as a signal of a foreign invader and summons its defences, like
antibodies and T-cells.

When the real virus comes, scientist believe that our immune system could recognize the virus spike
proteins and prepare to defend against infection and illness.

Because a vaccinated person may not experience the virus for sometime after vaccination, the goal is to
instruct memory cells so that they can quickly respond to a potentially invasion.

Clinical trials are being run to confirm efficacy and safety of this process.

This work my help provide protection against COVID-19 disease.

Scientist moved forward for mMRNA vaccine, because of the anticipated time to develop and manufacture
them is quick.

We don’t need the actual virus to create an mRNA vaccine. we only need a small piece of its genetic code.

It is also believed and continue to be studied, that mRNA vaccines may be given multiple times, and these
will “boosts” to the immune system may help to increase immunity.

This work that’s happening now has been years in the making: BionTech has been developing proprietary
mMRNA technology for more than a decade and is supported by Pfizer’s global vaccine development and
manufacturing capabilities.

Scientist have been working jointly with clinical researchers and drug regulatory agencies to evaluate the
efficacy and safety of vaccine candidate and continue to observe high scientific and ethical standards,
regarding the conduct of clinical trials and the efficacy vaccine results.

This includes large scale clinical research, such as clinical study design through feedback from drug

regulatory bodies, independent safety monitors and subject matter experts, enrolling up to 10,000
participants in a clinical study.

Research is determined the safety and efficacy of mMRNA vaccine candidates.

Science has overcome disease before, and it will again.
Scientist hope that mRNA vaccines become one of the tools in the fight against COVID-19.

Moving at a speed of Science Pfizer and BionTech recently announced interim efficacy results from the late
stage study of their potential Covid-19 vaccine. However, effectiveness is only one of the three
requirements and, alone is not enough for us to apply regulatory authorisation. They have been generating
safety data from thousands of trial participants. And there are providing data confirming there vaccine
candidate can be consistently can be consistently manufactured to meet high quality standards. Assuming
positive data across efficacy, safety and manufacturing standards, pfizer they applied for regulatory
authorisation in the US, UK and other countries.

They remain committed to moving at the speed of Science and only delivering a potential vaccine to the
speed of Science and only delivering a potential vaccine to the world. They have demonstrated success in
all 3 key areas:

Evidence of efficacy in the appropriate number of vaccinated patients.

Evidence of safety with data from thousands of people.

Manufacturing consistently to the highest quality standards.

The pfizer-BionTech Covid-19 vaccine has not been approved or licensed by the U.S.FDA but has been
authorized for emergency use by FDA, under an Emergency Use Authorization (EUA) to prevent
coronavirus.

(COVID-19) for use of this product is only authorized for the duration of the declaration that circumstances
exist justifying the authorization of emergency use of this product unless the declaration is terminated or
authorization revoked sooner.
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Mechanisms Of Action of Pfizer-

BNT162b2
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Sr.no | Inclusion Criteria Exclusion Criteria

1 Male and Female participants of age 18 to | History of anaphylaxis are not
55 yrs can enrol for the study. included in the study.

2 Participants who can follow schedule visits, | Phase 1 only: those who have
study procedures. medical conditions/ pre-existing

conditions like hypertension,
obesity, asthma.

3 Who is educated and can sign Informed Pregnant and Breastfeeding
consent form before the study. women’s are not included in the
study.
4 Healthy participants are included in the

phase 1 study. x
@ @

Pfizer: BNT162B2 Ensuring Patient Safety during the study

Demographic information from
clinical trials

Phase 2 and 3 clinical trials for the Pfizer-
BioNTech vaccine included people from
the following racial and ethnic categories:

3 R
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4.4% Asian

¥a i3 D |
2) @b

26.2% Hispanic/Latino

: =
V.
<3% other
races/ethnicities

9.8% African American

'

50 6% male 49-4% female J [ 21.4 % 65 years and older ]

®
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I Age and sex breakdown: I
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Clinical Trial Design
(BNT162B2)
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L B

Low dose
18 to 55 yrs
2 doses

Low-mid dose
18 to 55 yrs
2 doses

Mid dose
18 to 55 yrs
2 doses

Low dose
65 to 85 yrs
2 doses

Low- mid dose
65 to 85 yrs
2 doses

Mid dose
65- 85 yrs
2 doses

[ Mid dose > 12 yrs

BNT162b2

High dose
18 -55yrs
2 doses

Intervention:
BNT161b1 and
BNT162b2

Active
Ingredient

Intervention:
BNT161b1 and
BNT162b2

BNT162b1
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Placebo
18 to 55 yrs e
Placebo Placebo
65 to 85yrs comparators

Placebo > 12 yrs
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Clinical Trial Design: Allocation of Subjects/ Participants
( Pfizer-BionTech Vaccine)

(XYY X SRR X ¥ X X XATATALALA
LR L X SISRIAKAERRE X X ¥ X ZAESEAXATH
RRRRRLLL00 RRRRROVUUY
LAALA AV X & 2 & AVRVANLWLY,

44,820 participants enrolled in the study

From this screening of the participants,
1272- No Randomization
1152- Participants did not meet inclusion
criteria
64- other reasons
13- went through randomization
5- resigned
4- withdrawn by investingator
1 - Person drop out

Among the above data total 43,548 assigned treatment groups

99- Not vaccinated

1-Did not signed Informed Consent Form (ICF)

43,448- Injected vaccine/Placebo
21,720- received BNT162b2
21,706- assigned to receive placebo

N
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37,706- received vaccine/placebo And followed

for 2 months

18,860 received dose 1 of
BNT162b2

304- did not receive dose 2
100- with drawn from the
study

62- did not follow up

56- Not eligible

28- Had adverse event

4- pregnant

2- with drawn by the
investigator, 1- Died

18,846 received dose 1 of
placebo

314- did not receive dose 2
96- with drawn

86- Not eligible

61- lost to follow up

46- pending status

18- Adverse event

5- Pregnant

2- with drawn by investigator
1-Died

1- No adverse event

18,556- received dose 2 of
BNT162 2

18,530 received dose 1 of
placebo

48- discontinued
29- withdrawn

18- lost follow up
1-Died

1- withdrawn by the
investigator

1- no adverse even

95- Discontinued
66- withdrawn
25- lost follow up
2- died
1-Reasons
1-Declined
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Clinical Endpoints J
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[ Route Of Administration: Intramuscular injection
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o nucleoside-modified messenger RNA (modRNA) encoding the viral spike glycoprotein (S) of SARS-
CovV-2
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Each 0.3 mL dose of the Pfizer-
BioNTech COVID-19 Vaccine
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No more than
2 hours atroom
temperature

(=¥ (upto25°C/77°F)

Dilution and dose
preparation
instructions
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Pregnancy Geriatric Use
All pregnancies have a risk of birth Clinical studies of Pfizer COVID-19
defect, loss, or other adverse outcomes. Vaccine include participants 65
In the US general population, the years of age and older and their
estimated background risk of major data contributes to the overall
birth defects and miscarriage in assessment of safety and efficacy.
clinically recognised pregnancies is 2% total number of Pfizer COVID-19
to 4% and 15% to 20%, respectively. Vaccine recipients in Study 2
Available data on Pfizer COVID-19 (N=20,033), 21.4% (n=4,294) were
Vaccine administered to pregnant 65 years of age and older and
women are insufficient to inform 4.3% (n=860) were 75 years of
vaccine-associated risks in pregnancy. age and older.

Paediatric Use
Lactation Emergency Use Authorisation of
Data are not available to Pfizer COVID-19 Vaccine in
assess the effects of Pfizer adolescents 16 and 17 years of age
COVID-19 Vaccine on the is based on extrapolation of safety
breastfed infant or on milk and effectiveness from adults 18
production/excretion. years of age and older. Emergency
Use Authorisation of Pfizer COVID-
19 Vaccine does not include use in
individuals younger than
16 years of age.
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Adverse Reactions

Contraindications

Local production of cytokines,
vasodilators, complement
factors, prostaglandins,...

Local symptoms'
Swelling, Pain, Redness
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Item1 @

Patient first name:

Patient last name:

Street address:

City

State:

Select State

County:

Zip code:

Phone:

Email:

Item2 @

* Date of birth (@ mm/dd/yyyy or  mmiyyyy)

_ individuals can send the reports of their experience,

Any adverse event that occurs after the administration of a vaccine.
Link: https://vaers.hhs.gov/reportevent.html

VAEm Vaccine Adverse Event Reporting System
www.vaers.hhs.gov

There are 3
ways to report
adverse events.

Report using a writable PDF form

Report online to VAERS:

1of4
VAERS Voccine Adverse event Reporting System | .5 856 1. 18 s 21 s ESSENTAL o s g

1. Patient ame: 1130 st 8. Prascriptons, over the-counter medications, Getary supplements, of
Sast st borbal remedies beg taken at the tme of vaccination:
State O County:
Prese () [ 10. Aerges to medications. food, or ther products:
of Bih: migdyr) B]3]sex O Mie O Female O Unkoown
and tene of vaccination imedéyrr! B e 24| 11, Other inesses at thetime o vaccination and p ts ove manth peicr
time adverse event started: oy ) Ten r
coination:  Years _ Months | 7. Today's date: mmédyyr 3| 12. Chromc o long standing heatth conditions
8. Pregeant ot tme of vaccnation?: ) Yes 0 Mo Ueskoown
1 ye. descrie the w
13. Form campleted by: mame 15. Facity chnic name: 16. Type of faciity: (Coack con)
Relation to patient: ) Healthcars professionalstaff ) Patient(youselt) 153 Ouctacs sfcn; sgeet cue; ¢ booptal
O Paentiguardonicaregver  C) Ot P () O Pharmacy o store
ot e - Streetaddress: 1 Chuckifsamaas tom 13| © Workplace clevc
troat address: Couck i ame 3 tom | B R
Ol - Sk €3 Nursing home o sevir vng facity
. frooe: ) b cay 03 School o sudent health i
14, Best docterhealthcare  Name: i
vessan 5 conact g () = State: 2P code: © Othr
about the adverse event: " Prose: () O Uninown
| 12, eovec st vaccoe was gran ‘ Dose number
| Vaccine (ype and o et Manutacturer Lot rumber Route Bodysite i seres
|[18. escrve the adverse evetis, reatment, and stcomets, if any:tymetoms. sgns,tecouse. ot 21, Result o cutcome of adverse eventis): Check sl that spty!
C3 Docter o other heaitheare professional offcaiclinc vist
©3 Emergency roomdepartment or rgent care
03 Hospitakzation: Humber t days it kaow
Hopra rame
ca. Sute
O Prlosgaton of existing hospitakzation
vacco recewed dinng eusimg bspeakisen)
a
19, Medcal results rolted 19 e Gtes 3 Disabity or permanent camage
1 Pationt ded - Date of deat: bmmistyyyy) 0 )
Use Contimaation Page if endod | C1 Congenital anomaly or bith dfect
20, Has the patient recovered fram the adverse eventisi?: O Yes  OiNo O Unkoown 03 Naoe o the above
=]

2. Any other Use Continuation Page f reoded  Dase |
Vaccios type s band name) Manafactarer Lot number Route Bady site n

= provious vaccine?: o1y, pationt e ot vaccmation,vacinatin dtes, vaccinn typ. wed rand vl |
Ok O "

©) American Indian or Alaska Native

O Asian ) Black or Afrcan Amarican ) Native Hawaian or Other Paciic (sander
O White © Unkoown O Other

2. s athaicity: 0 Hispamic or Latioa ) Not Hispanc or Latiso ) Unknawn | 26. Immunz. pro.report namber: Health eptuse oo
27. Status at vaccination: O Active doty O Reserve O Notionsl Guard_0) Beneficiary 0 Other: 28. Vaccinated at Mitary0oD ste: O Yes O Ne
TORM FOA VAIRS 28 137200 - Submit

If you need further assistance with reporting to VAERS,

please email or call :
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https://www.pfizersafetyreportin

g.com/#/en

1-866-635-8337 1-800-438-1985

A growing number of countries have
also given emergency authorization for
Comirnaty.

uU.S.
[ Britain and the E.U J

Kuwait
Bahrain
Saudi Arabia

Mexico

[ Costa Rica
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Sources of Official Information

DOI: 10.1056/NEJM0a2034577

The NEW ENGLAND ! 5
JOURNAL of MEDICINE Subscribe & Save 6—‘ 2=

NEWS / Pfizer and BioNTech Announce Vaccine Candida

Study

PFIZER AND BIONTECH ANNOUNCE Safety and Efficacy of the BNT162b2 mRNA Covid-19
VACCINE CANDIDATE AGAINST COVID-19 Vaccine

ACHIEVED SUCCESS IN FIRST INTERIM

NALYSIS FROM PHASE 3 STUDY

Monday smber 09, 20;

DOI:10.1056/NEJM0a2034577

New England of

Pfizer official website

COVID-19 is an emerging, rapidly evolving situation.
Get the latest public health information from CDC: https://www.coronavirus.gov.
Get the latest research information from NIH: https:/www.nih.gov/coronavirus.

o (D) s Natons Libary of adicine

ClinicalTrials.gov

IN THIS SECTION: Coronavirus Disease 2019 (COVID-19)

Find Studies v About Studies v Submit Studies v Resources v  AboutSitev  PRS Login

Pfizer-BioNTech COVID-19 Vaccine

* = —po) F Y Home >  Search Results Save this study
Study to Describe the Safety, Tolerability, Inmunogenicity, and Efficacy of RNA Vaccine

Candidates Against COVID-19 in Healthy Individuals

On December 11, 2020, the U.S. Food and Drug Administration issued the first emergency use
OVID-1¢

ClinicalTrials.gov Identifier: NCT04368728

The safety and scientific validity of this
Recruitment Status @ : Recruiting

First Posted @ : April 30, 2020
Last Update Posted @ : January 12, 2021

avirus disease 2

authorization (EUA) for a vaccine for the prevention of

study is the responsibility of the study

avirus 2 (SARS-CoV-2) in individuals 16 year

by sev ute respiratory syndror

sponsor and investigators. Listing a

older. The emergency use authorization allows the Pfizer-BioNTech COVID-19 Vaccine tc
study does not mean it has been

distributed in the U.S
evaluated by the U.S. Federal See Contacts and Locations
£ Government. Know the risks and
Emergency Use Authorization Status:  Authorized potential benefits of clinical studies and
Name: Pfizer-BioNTech COVID-19 Vaccine talk to your health care provider before
Manufacturer. Pfizer Inc participating. Read our disclaimer for

details.

Official FDA website:

v Identifier: NCT043687
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R

Recent Study Published in thebmj journal:

In Norway doctors are recommended to find why the health
triggered of these patients and determined whether are there
any side effects? of these vaccinations but according to the
reports after vaccination side effects may led life threatening
conditions in some patients.

Pharmacovigilance: 33 were suspected adverse drug reactions,
age group of the patient over 75.

Clinical Frailty Scale:

8 Very severely frail 8 Terminally ill: Life
conditions: End of life expectancy less than 6
months
Conclusion:

Comparison between (A) observed death rate
in older vaccine subjects > (B) expected death
rate in frailty and morbidity.
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N

UK and South angiotensin converting
Africa strain: enzyme 2
N501Y and B117

Pfizer-BionTech Vaccine Effective

study was published on preprint server BioRxiv

1.  CONCLUSION:

1) This pictorial data will build confidence in the global health opportunity for vaccines to help combat this
devastating pandemics.

2) This pictorial representation helps to understand in the easy way and highlights the points in focus.

3) This pictorial representation provides the overview of pfizer-BionTech vaccine from lab to clinical trial
designing and understanding the basic concepts.

4) From the clinical trial data how we can represent is shown in this article.

5) It may help health care industry to represent data in a pictorial representation format.

6) Time consuming

7) Organising all data in to one pictorial information is the easy way to understand the clinical trial designs.
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