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Are strict regulatory compliances responsible .
for supply shortage and manufacturers’
withdrawal from injectables?
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K V Subramaniam
President and CEO,
Reliance Life Sciences

Over the last couple of years, vast product
shortages were reported in the US and most
of them were related to the sterile injectable
drugs. There were many reasons for these
shortages, which included - quality/manufacturing
issues, discontinuation of products by manufacturers,
limited number of Active Pharmaceutical Ingredients (API)
suppliers for older injectable drugs and small number of
manufacturers with limited production capacities. However,
the situation has improved considerably this year, with many
manufacturers regaining FDA approvals for their facilities
and thus, resuming supplies of injectable drugs to the US.
Strict regulatory compliances are necessary for every
_pharmaceutical product and the quality standards are
) expected to be even higher in the case of sterile injectable
drugs. Such strictures would help in ensuring that the
product manufactured in these facilities would be
of highest quality standards and absolutely safe for
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FDA'’s strict regulatory norms on
injectables and frequent inspection
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« £ ‘ drive has forced manufacturers to | & consumption by critically ill patients.
- ' _ reconsider injectables production. Will » fThereforc.\:zd tw;\i:ve ll;al the F[)PA’s enfor;(:z;;‘;;
- . Pa—— ; . B of stricter G anufacturing Practice (G
P the drive cause shortage for much needed = standards will positively impact the industry.
. drugs to consumers or further strengthen Furthermore, the recent introduction of Generic
- . .~ g the drug supply value chain? Our experts M Drug User Fee Amendment (GDUFA) by FDA is
— —— - analyse the various aspects of it and expecteq to approve generic drfxgs ata m.uch. _fastcr.
g— S . s o B Soiini S pace. This will lead to increase in the availability of
.- -~ ' - ¥ ‘ injectable drugs in the US market.
Mp— v —p— - Business is always about rising to meet shortages and
—t ° ' ‘ improve gains. Companies known for their excellence
- o - ' ‘ in managing sterile facilities have taken cognizance of the
— . , ‘ supply shortages and set up new injectable facilities. Hence,
—— ' ' ‘ according to my opinion stricter FDA regulations have not
P e— _— ' . ” deterred companies from creating newer injectable facilities.
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