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Pharma regulation

Gethng the dose right

Ensuring effé’ctlve mp!ementatl&mfthe upgraded standards calls for vo!untary compliance

VASUDHA WATTAL
& RAHUL MONGIA

A manufacturer’s eriticalrole inen-
suring supply of good guality pharma-
centicals requires both strong laws as
well as their effective implementation
via compliance. While addressing the
former, the Drug Confroller General of
India recently announced that 1t shall
put before the government a proposal
toupgrade the current manufacturing
laws g0 that they meet siricterinferna-
tional standards. Suchan amendment,
if everitually broughtabout. mightpre-
sent somechallenges tobegin mfh,hut
with uniform and effective implemen-
tation it'promises to pave the way to-
wards greater confiden ce-building,
thereby making India a widely ac-
knowledged source of safe and effica-
ciousdrugs. 3
At present, pharmaceutical manu-
facturers in India follow various good
manufacturing practice (GMP) guide-
lines, depending upon the country
where a manufacturer-wishes to mar-
ket the product. In order to market
within India, the law requires compli-
ance with GMP guidelines encoded in
Sehedule Mof the Drugs and Cosmet-
ics Rules, 1845, However, in order toex-
port, the manufacturer may be re-
guired to follow the guidelines of and
obtain certification from the USFDA,
MHEA orotherregulaiory agencies. A
mumnber of other countries that have

limited regulatory capacity of their
“ownare participants of the WHO Cer-

tification Scheme and accept the Cer-
tificate of Pharmaceutical Product

(COPP)which provides partial assur-
anceof safetyand efficacy of broducts

being exported to their countrw In
such a scenatio, for a manufacturer of
- apharmaceutical productinIndia, the
“adoption of WHO-GMP guidelinies is
not aimed at enhancing quality do-
mestically bt instead to reach out to

markets that regnire explicit adher-

encetothesénorms. Butitisbecoming
prcgresswel}r important that given
the risks and complications involved
inthemanufacturingof complex new-

conecern pertains toinlerpretationand

effective implementation of the exist:
ing guidelines, Given that Schedule M
hastobereadintandem withtheDrugs
andCosmetics Act, 1940, and Drugsand
Cosmetics Rules, 1945, the absenceof a
commen reference docment'fenders
it difficult for non-legal experts to in-
terpret the strict legal termmnlngy
contained within these ddeuments, As
aresult, regulatorsand manufacturers
may not be on the same page with re-
spect to understanding of guidelines.
Ensuring sffective implementation
callsfor voluntary compliancetoregu-

Given that Schedule M has to be read in tandem with the
Drugs and Cosmetics Act, 1940, and Drugs and Cosmetics
Rules, 1945, the absence of a common reference document
renders it difficult for non-legal experts to interpret the

) strict legal termmology

e e

age pharma.ceuﬂeals efforts bé made
at increasing the quality standards to
assureaccess to safe medicines.
While being initially drafted, Sched-
ule M guidelines were drawn npon
from the WHO-GMP guidelines, A
bird’s eye view of Schedule M and
WHO-GMP guidelines would reveal
that all broad principles confained in
the latter—including those for record
keeping, validation, sampling, packag-
ing, storage, etc—are to be found in
Schedule M as well. Also, Schedule M,
in its wording, provides comparative
~efbow room in terms of implementa-
fion, Thus, beyond the matter of up-
grading these standards, an emerging

latory morms. This implies not only
provision of strong incentives for
mamfacturersto maintain strictcom-
pliance but also warrants the necessi-
ty forhaving in place sanctions and de-
terrence mechanisms which dealwith
non-compliance. This might be a good
time for the government to speed up
the implementation of itsmuch await-
ed Pharmaceutical Technology Upgra-
dation Assistance Scheme (PTUAS),
which wasdevised to provide financial
aid fo medium enterprises to upgrade
theirplants. Thisschemeisenvisioned
to bea game-changer for medium play-
ersinbothdomesticaswell as interna-
tional markets as it would foster con-

tinuous technological upgradation

‘and thereby enhance quality of medi-

cines. At the same time, a mors har-
monised milieu for operation-of these
players should be strived. for where

‘Pharmaceutical Inspection Conven-

tion and Pharmaceutical Inspection
Coopération Scheme (PIC/S}) can play
amajor role in building mutual confi-
denee among drugregulatory authori-
ties. The challenge is not upon the in-
dustry alone to mest the higher
standards but also upon the regulator,

‘sinee in‘order to regulate an increas-

ingly sophisticated market environ-
ment itwould have to equipitself with
state-of-the-art testing facilities and
train its inspectors and analysts in
skills of thehighest stature.
Inthisrapidlyadvancing technolog:
ical era, the need for continuous im-
provement and uperadation cannot be
underplayed inany sector. However, as
menticned earlier, it is important to
note that norms however strict will be
most effective if they are uniformly in-
terpreted and implemented across all
stakeholders. This is one of the most
critical areas in drug regulation that
calls for immediate attention. To sur-
vive in a globally-competitive scenario
while continuing to deliver on the
promise to provide safe and quality
medicinestotheIndian consumers, the
policy landscape requires an approach
that focuses on harnessing our
strengths while at the same time ad-
dressing our operational limitations.
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