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Contribution of regulatory alignment and reliance: 
for improving access to vaccines and facilitating trade

4 5Fast-track vaccine EUA by US FDA

On 11th December, 2020 the FDA issued an
Emergency Use Authorization (EUA) for emergency
use of Pfizer-BioNTech COVID-19 Vaccine for >16
and within next 7 days on 18th December, 2020
EUA was issued to Moderna’s vaccine for >18y
Again in little over 2 months on 27th February US
FDA issued EUA to Jansen single shot COVID-19
vaccine to >18y.

Not only this but FDA went on to reissue the letter
in its entirety to authorize emergency use of Pfizer-
BioNTech COVID-19 Vaccine for individuals 12
through 15 years of age, as well as for individuals
16 years of age and older followed by shelf life
extension from 1 to 3 and then 4.5 months at 2-8
degree Celsius.

Steps taken by International Coalition of 
Medicines Regulatory Authorities (ICMRA)

During the ongoing COVID-19 pandemic, ICMRA
is acting as a forum to support strategic
coordination and international cooperation
among global medicine regulatory authorities.

The aim of these activities is to expedite and
streamline the development, authorization and









Challenges 

Accelerated development and subsequent expedited Emergency Use Authorization, resulted
into several challenges for the COVID-19 vaccine.

Broadly we can classify these challenges in five categories:

Challenge no.1: Different Legislative Requirements for all countries

NOT all countries …
o Have the same legislative framework
o Have the same regulatory requirements
o Have the same regulatory procedures

http://go.microsoft.com/fwlink/?LinkId=617172


Challenges 

Challenge no.2:

http://go.microsoft.com/fwlink/?LinkId=617172


Challenges 

Challenge no.3: Absence of Accelerated PAC approval pathway

National Regulatory Agencies all over the globe came up with accelerated approval pathways for
COVID-19 vaccines, however they somehow missed to develop such accelerated pathway for post
approval changes of such Emergency Use Authorized COVID-19 vaccine, which can result into
vaccine availability issue due to delay in review and approval of COVID-19 Post Approval Changes

http://go.microsoft.com/fwlink/?LinkId=617172
http://go.microsoft.com/fwlink/?LinkId=617172


Challenges 

Challenge no.5: Variation Management
The

http://go.microsoft.com/fwlink/?LinkId=617172


Industry Collaboration

DCVMN, IFPMA and sister associations have



Impact of Global Collaboration

You will appreciate that the biggest contribution of regulatory alignment and reliance for

improving access to vaccines and facilitating trade would be that Industry could





What is one thing we shouldn't do in the next pandemic?

Let’s not wait for the next Pandemic and then start searching for solutions!

We need to Act Now!



Thank You

Rajinder Kumar Suri

CEO

DCVMN (Developing Countries Vaccine M a n u f a c t u r e r s ' N e t w o r k )

e mail : r . suri@dcvmn . net

web : https : //www . dcvmn . org
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