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Pfizer on Friday said it had withdrawn its application, and would submit additional data as it becomes available in
the near future

ALSO READ India’s expert panel on Covid-19 drugs and vaccines has turned

, . ) down US pharmaceutical major Pfizer's application for emergency
India's Covid vaccine hope

rolls over to 2021; panel to
meet again on Jan 1

use authorisation for its vaccine candidate -- already in use in the
US and UK -- in the absence of any plan on the firm's part to

generate safety and immunogenicity data in the local population.
Next step on vaccines

Pfizer retracts request for Immunogenicity means the ability of a vaccine candidate to

emergency approval of generate the desired immune response against the pathogen.
Covid-19 vaccine in India

Pfizer on Friday said it had withdrawn its application, and would
Decoded: What emergency

use authorisation of Covid

submit additional data as it becomes available in the near future.

vaccine means for us India has insisted on having a safety and immunogenicity trial in
Govt inks pact, first the country. This became an important consideration for the
consignment of Covid-19 expert panel, which noted that there had been several serious
vaccines to fly today adverse events in the case of the Pfizer-BioNTech vaccine and the

causality of these events was being investigated.

The company met the subject expert committee (SEQ}-on-Eah
pany J ,p ( Hide ¥ Close
3. Sources revealed that the Indian drug regulator hauuecrueato

not allow emergency use approval for any vaccine candidate unless
it was backed by data from a local bridge trial. "Safety and
immunogenicity data from at least a 1,600-volunteer bridge trial in
India is @ must for the expert panel to recommend approval to any
vaccine candidate," said a source in the know.
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A spokesperson for Pfizer, however, said, “Based on the deliberations at the meeting and our
understanding of additional information that the regulator may need, the company has decided to
withdraw its application. Pfizer will continue to engage with the authority and resubmit its approval
request with additional information as it becomes available in the near future.”

The SEC noted, “The firm presented its proposal for emergency use authorisation of its Covid-19 mRNA
vaccine, BNT162b, before the committee. The committee noted that incidents of palsy, anaphylaxis, and
other serious adverse events (SAEs) have been reported during post marketing, and the causality of the
events with the vaccine is being investigated. Further, the firm has not proposed any plan to generate
safety and immunogenicity data in Indian population. After detailed deliberations, the committee has
not recommended for grant of permission for emergency use in the country at this stage.”

FA”_'NG THE Earlier, the firm had missed appearing before the SEC thrice,

REGULATORY TEST blaming a short notice and time-zone difference for it.

® Pfizer was the first pharma The source added that Pfizer had also indicated there were no
firm to seek emergency use plans to manufacture the vaccine in India. “Pfizer's shipments

authorisation for its Covid have been falling globally, and the firm may have decided to focus
vaccine from DCGI

on these geographies for the moment and increase production.
On February 3, the expert To get approval in India, it would not only have to come back wi
committee deliberated on

g S data on facial palsy cases, but also with the clinical trial protocol
the firm's application

for the bridge trial," said the source.

= The panel noted serious
adverse events, including

palsy and anaphylaxis ALSO READ: More Covid-19 vaccine candidates get approval
m (ausalityofthese events for clinical trials in India
being investigated, it
said; insisted on bridge The US administration is trying to order more Covid-19 vaccines
trialsin India from Pfizer and Moderna through the summer. These companies
* Indiawants a1,600-subject have to supply 100 million doses each to the US and will have to
trial here to test safety and significantly increase the number of weekly doses they release to
immune response achieve that goal.

" Pfizer says may re-apply o , o _ i Hide:
when it has additional data While it has withdrawn the application, the firm saig Hide

ﬂ Close ‘

committed to making the vaccine available for use in India.

"Pfizer remains committed to making its vaccine available for use by the government in India and to
pursuing the requisite pathway for emergency use authorisation that enables the availability of this
vaccine for any future deployment,” it said. Pfizer did not wish to comment on when it can re-apply for
approval in India.

The vaccine requires refrigeration at minus 70 degree Celsius. The company had drawn up elaborate
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i Business Standard has always strived hard to provide up-to-date information and commentary on

i developments that are of interest to you and have wider political and economic implications for the
i country and the world. Your encouragement and constant feedback on how to improve our offering
i have only made our resolve and commitment to these ideals stronger. Even during these difficult

| times arising out of Covid-19, we continue to remain committed to keeping you informed and

i updated with credible news, authoritative views and incisive commentary on topical issues of

i relevance.

We, however, have a request.

| As we battle the economic impact of the pandemic, we need your support even more, so that we can
| continue to offer you more quality content. Our subscription model has seen an encouraging

| response from many of you, who have subscribed to our online content. More subscription to our

\ online content can only help us achieve the goals of offering you even better and more relevant

| content. We believe in free, fair and credible journalism. Your support through more subscriptions
can help us practise the journalism to which we are committed.

Support quality journalism and subscribe to Business Standard.

Digital Editor
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