VACCINE TESTING ROADMAP

A Comprehensive Process Driven by Ethics

Vaccines go fhrough rigorous tfesting and consideration before H1ey are ever given to humans.

Th e P rO C e S S The process is overseen by many experts and is governed by ethical princip|es.

FDA |icensure/qpprovo| = producf provides a benefit, which oufweighs the pofenfia| risk.

Test new vaccine candidate in lab settings
Ensure pharmoco|ogica| activity justifies commercial deve|opmen+

Determine if compound is reasontu safe for humans
Data inc|u&ing:

. Phcrmaco|ogy & foxico|ogy studies (not in humans)

A Submit |nves+igo+iono| New Drug (IND) App|icu+ion

o * Vaccine composition, manufacturer, stability, controls
D Applicatio ® Changes vaccine's legal status

® Vaccine now subject to requirements of drug regu|u+ory system

p— Logistical and Ethical Considerations | fé\\fé\

. 5upp|y of consistent batches

* Protocols for p|cnned clinical trials
Give vaccine to small number of peop|e * Info on investigators who will run clinical trials
Phase 3 il Test safety and dosage * Commitment to obtaining informed consent
Confirm that it stimulates the immune system e Commitment to Institutional Review Board (IRB)

Gi ine to hundreds of |
tve vacane fo undreds of people Vaccines are regu|d’red under the

ase a Introduce trial groups to see how it works in different people Federal Food, Drug, and Cosmetic Act

Confirm SGFE‘I’Y Ghd dOSGgE

During pub|ic health emergencies an

Give vaccine fo thousands of people Emergency Use Authorization (EUA) cpp|icu+ion

Ol | i e e g oo
ki & may be done before completion of Phase Il trials.*
!
Submit Biologics Licensing Application (BLA) ﬂ
B| A h 0 ® Data on scfefy and efficocy .Drugs follow this exact same process,

Y

® Focus on monufcxduring processes, chemishy, phcrmaco|ogy but c’F’F’"°V"|/lic‘”‘5u"e standards are SlithY different.
oA company seeking approva| for a drug would submit a

New Drug Application (NDA) instead of BLA.
® Chemical drugs are higl’ﬂy purified and easy to ana|yze‘

FDA licensure of a vaccine = can be marketed in U.S.
R Subject to regulations in Code of Federal Regulations (CFR)
Title 21** parts 600, 601, 610

Bio|ogicu| producfs like vaccines are not as simp|e; even small

changes in the mcnufaduring process can affect the final

producf, so mcnufccfuring controls are exfreme|¥ important.

COVID-19 Clinical Trials

Data below is current as of 05Jan2022

EUA's and Licenses in the U.S. COVID-19 Drug and Vaccine Trials Currently Registered on clinicaltrials.gov
— (Being Conducted with At Least 1 Site in the U.S.)

€

Any unique vaccine may have multiple
active, ongoing clinical trials at once 18 10 34 19 ?

Licensed vaccine: Pfizer-BioNTech/Comirnaty*®
Moderna/Spikevax

Vaccines with EUAs: Moderna and Janssen®

. COVID-19 Drug Trials @—— 3% Federally Funded
97% Privately Funded

. COVID-19 Vaccine Trials @—— 59 Federo”y Funded
95% Privately Funded

Phase I/l Phase Il Phase Il/Ill Phase Il EUA Licensed/  Abandoned
New York Times Coronavirus Vaccine Tracker APPI'O‘/ed After Trials

Phase |

** Links to additional CFR 21 Parts of Interest:

www.fda.gov/vaccines-blood-biologics/development-approval-process-cber/vaccine-development-101 91CFR Part 312 Investigational New Drug Application
* For more information refer to our Emergency Use Authorizations: A Roodmop Fact Sheet 21CFR Part 314 MEM . .
21CFR Part 50 Protection of Human Subjects

21CFR Part 54 Financial Disclosure by Clinical Investigators
21CFR Part 56 |nstitutional Review Boards

Get Immunized, Idaho



http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?CFRPart=312
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?CFRPart=314
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?CFRPart=50&showFR=1
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?CFRPart=54&showFR=1
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?CFRPart=56&showFR=1
https://www.nytimes.com/interactive/2020/science/coronavirus-vaccine-tracker.html
https://www.fda.gov/vaccines-blood-biologics/development-approval-process-cber/vaccine-development-101
https://www.fda.gov/regulatory-information/laws-enforced-fda/federal-food-drug-and-cosmetic-act-fdc-act
https://clinicaltrials.gov/
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?CFRPart=600
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?CFRPart=600
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?CFRPart=610
https://www.fda.gov/emergency-preparedness-and-response/coronavirus-disease-2019-covid-19/comirnaty-and-pfizer-biontech-covid-19-vaccine
https://www.fda.gov/emergency-preparedness-and-response/coronavirus-disease-2019-covid-19/moderna-covid-19-vaccine
https://www.fda.gov/emergency-preparedness-and-response/coronavirus-disease-2019-covid-19/janssen-covid-19-vaccine



