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LOST IN TRANSLATION

!
i

USFDA Inspectors,
Indian Drugmakers
Face Language Gap

[

‘Shop floor operators,
‘not used to US accent,
finditdifficultto
. understand USdrug -

inspectors’ questions -

Soma.Das1@timesgroup.com

lation and cultural gap between
the shop floor operator in a drug
making facility in a remote cor-

. ner of the country and a visiting

US drug inspector, Indian drug-
" makers have told the govern-

ment, urging it to request the US~

Food and Drug Administration

to fill the positions of drug in-
spectorslying vacanthere.

Not being able to understand

. the American accent of the drug

inspectors, usually sent anshort-

" termvisasisprovingtobea seri-

- ous handicap for workers hand-

ling FDA approved facilities; the:

-drugmakers have said.
“The shop floor operators, not
-used to American English, find it

- difficult to understandtheir (US

drug inspectors’) questions .or

. observations and likewise the in-

. spectors, not used to Indian En-
glish; donotfully grasptheexpla-

‘- nationprovidedby theoperators.

“These cultural differences act as
- barriers to communication,” In-

_-dian: Pharma Alliance (IPA), a

grouping .of . leading domestic

drug firms, has told the govern-.
- menthere. o
. Indiahassanctioned19postsfor .

the USFDA.  drug inspectors..
- “Several of these posts, particu-
* larly of the drug inspectors, are
““lying vacant. Instead, the drug
" inspectors come on short-term
.*visa,” the industry body. said,
“' adding thatsuch a practiceleads

. to cultural differences resulting

" {n “inadequate appretiation of .

- the. cGMP (current good manu-

‘facturing. por?g}ices) and gther.

measures compliance with

“. the FDA stafidards and practice-
%, §".0ver 30¥d{a-based drugmak-
ing units havé'béen banhed from

* ghipping to the US in'the last two

years. Thesé include units be-

" longingto SunPharma, Ranbaxy
. - Labs(intheprocessof gettingac: -
#: quived by rival Sun)-and Wock::

‘forIndia inany singleyear.Itals

@ onvacancies 53
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New Delhi: A lot islost in traxis- :

INDIAN PHARMA ALLIANCE -

hardt. “Goalsof Indianmanufac-' "
turers and the FDA are "/
congruent. While Indian drug’ i

makers want to meet US pre- "
scribed norms all the time, the
US regulator wants Indian com-
panies to export safe medicines.

This can be better achieved if -

- druginspectors, instead pf-beig "

perceived as ‘investigators’ as- i
sume the role of ‘enablers’,” said -

.DG Shah, secretary-general of W

IPAA totalof sevenIndian facili- *:
ties were put under impogt alert ¥
(banondrugsfromaplant) by the 5
US regulator in 2011, a number *’
that had risen to 32 by March "
2014, reckons an India Ratings & i
Research estimate of May 2014.
In2013alone, the FDA banned 21
Indian manufacturing facilities
from shipping, the highest ever

constituted half of all such; im-
portalerts theUS drug regulator
issued globally thatyear. Butthat-
is mainly because outside of the #
US, India has thelargest number
of facilities (528.asof March2014)
registered with the FDA and {s %
source to 40% of generic drugs.
consumed there. g
Global safety * consultancies - -
called such cultural barriefS
moreof a“nuance”andsaid Indi- b

“an drug makers have to train i

their staff better if they wantto
serve highly-regulated markets.~>
liketheUS. =~ 1 i

“For the FDA, the means to /i
achieveanendisas importantas ¢
the end, if not more and so they. i~
are hawks inscanning documen- .
tation processes. For them, if
something hasn’t been docu:

xid

_imented, it hasn't happened.. And.

this is where Indian companiés: ’
have to learn a lot,” said Suresh -
Sugavanam, managing director . .
of the South Asian armof UL,a

global safety consultancy. | :






