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USF DA to féstaff |
as reVIews hit

2014*

* (till Aug 4) Source: US Food and Drug Admlmstratlon
*USFDA fiscal yearis from Oct1toSept3n

Pallavi Ail

Mumbai, Aug8

The USFDA follows the
October-September fiscal
yearIn FY13.it conducted

Heeld;

HE number of in-
spections by the US -

Food and Drug Ad-
ministration (USFDA)in In-
diahascomedownmthelast
one year, but the develop-

ment does not denote that.
the record of Indian drug

manufacturers  vis- -a-vis
compliance w1,th US regula-
tory standards has im-

‘proved. Rather, the fewer in-
- spections during the period
isduetothefewerstaff atthe:

regulator’sIndia office.

111 inspections, which is
down-to 90 till August 4 of
FY14.InFY12 it carried out

141 inspections (seetable).

Of 90 inspections done
till August 4, there were 70 -
or so instances where Form'
483 — the first observation.
report on conclusion of an-
inspection documenting
the issues identified — was

issued, against 101 such

forms 1ssued 1n FY13 and
107 inFYi2..
] cOntmued on Page 2
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U S F DA. )
The USFDA conducted 598 in-
vestigations in foreign coun- |
triesexcludingChina, whereit
conducted 88 inspections till
August 4. There are 517 regis-
teredfirms in Chinaand519in
" India, which makes India the
host to the highest number of
USFDA-approved 'faCi]ities
“outsidetheUS.
i . USFDAhas astaff strength
of 14inndia,of whichonlysix
are for probing medical prod-
ucts, whichisquitelowconsid-
ermgmatﬂleagencyhadanap-
proval to. raise the mi
-.products investigators. to 19
“from 12 ih March 2013, Again,
of the six, only three are per- -
manent: “USFDA hds six med-
ical products investigators in
India — three are permanent,

and three are long-term de-

tailees (staff who ‘are in the
country typically for 90-120
days),” spokesperson Christo-
pherKellysaid. ‘

Altaf Lal, who was the di-
rector of the agency in India,
resigned from his post in May

' 2014.Hehadheld the postsince

" June 2013. Carl Sciacchitano,

senior science adviser in USF-

DA’s Office of International
Programmes, isservingasact- .
ingdirector,India. Hisappoint-

ment began on June 1. Kelly

said USFDA expects toname a

‘ permanent director in the

\ - . comingmonths,and isinthefi-
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nal stages of hiring additional
investigators. “Once fully staf-
fed, thiswillincrease our pres-
ence to 19 permanent Ameri-
can staff based in-country,
including 10 dedicated tomed-
icalproducts,”Kelly added.
. -nceémparison, Chinahas13
staff posted in three locations:
Bedjing, Shanghai and Guan-
gzhou. This includes eight US.
civilservants and five Chinese
staff, The regulatorhasplansto
.expand the China office and ;.
when fully staffed, it will in-
i clude 27 US civil servants and
seven Chinese staff, accordmg
to Kelly The China employees
include policy and technical
experts in Belng, andinspec-
tors in ' Shanghai and
-Guangzhou, whoinspectfirms
‘ that export USFDA-regulated
‘ goodstotheUS.
| “Since the opening of its
l China office in 2008, USFDA
‘ hasdramaucaﬂymcreasedthe
| ; - number of:Chinesefirms it in-

—spectseachyear” Kellysaid—

India is an important mar-
ketforthe USregulatorasitac-
countedfor40% of USgeneric
drug imports in FY13, which
makesitthelargestsupplierof
generic drugs to the country
by volume, accordingtoaMay
7IndiaRatings & Researchre-
port. “India Ratings believes
that Indian pharmaceuticals
manufacturers will face in-
creased USFDA inspections.

: This is considering the US’ in-
creasing dependence on Indi:

. anpharmaceuticalsmanufac-

. turers and the bad press

~ earned by Indian pharmaceu-
ticalsonaccountof therecent

spateof import alerts,” there—

portsaid. :






