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Biosimilargty: A Novel Approach to

Develop Therapies and Yaccines
for COVID-19
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Development and Licensure of
Vaccines to Prevent COVID-19
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* As new biological drugs (351a) requires full dossier; 50% primary end point e

* Secondary endpoint novel testing accepted by FDA: Niazi by abavi st
* FDA has issued final guidance: everyone follows it; do not create your own oo
* ICMRA consortium has 29 medicines’ agencies; the WHO as an observer, = ===iis
* Pakistan not participating? Information for public and professionals. it

* Several novel vaccine types, never approved by FDA, take longer
» Takes decades to develop a vaccine; fastest was HIN1 nine months

* Top candidate testing halted in US due to adverse events (AstraZeneca)

* Likely triggering pending MS; can bring other autoimmune diseases pel o 9
¢ Eme:sency use authorization is not qualified for vaccines: developers - & §T =
signed off not to ask for even faster approval o @ s
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Covid-19 Vaccine May Not Be the Ultimate Panacea

Serfarnz K. Nat, D, Adpet Mofoser, Usivernty of Teon, Cheonpn, s
" 1320970000
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From Asia to Africa, China Promotes Its
Vaccines to Win Friends

With pledges of a coronavirus vacone, China is on a charm

Pakistan Regulatory Strategy

offenseve 10 repair strained diplomatic ties and bolster
engagernen! with other countnes

No facility capable of production in Pakistan; several in India even the for novel vaccines. Sad.
No EUA coming in developed countries; do not allow in Pakistan

Use outside experts to review safety data, as does the FDA.

No evaluation for approved vaccines: Automatic registration, No bureaucratic filing requirements

Partner with companies manufacturing approved vaccines; direct supply unlikely

SinoVac attenuated virus is a likely option; widely exploited politically. Be careful—they may not deliver
Do not allow testing in Pakistan without an IND—do not depend on your evaluation of safety

* There will be many more pandemics, develop domestic manufacturing—easier now with genetic vaccines




