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MANUFRCTURING HORMS FOR DRUG MAHERS
Onus on Top Deck |
to Maintain Quality

Divya.Rajagopal
@timesgroup.com

Mumbai: Indian drug com-
panies battling the stringent

rulesof the US Food and Drug.
- Administrationmighthaveto

make additional commit-
ment to prove that they are
compliant with the good ma-

- nufacturing guidelines of the
regulator,
- The USFDA has proposed a

new system that will evaluate
the health of the quality cul-
ture of drug companies.

In a draft report on. qualit

metrics, the USFDA ‘sugges--

ted various quantifiable para:

" meters with anatiemptto ma-
nage its inspection schedule
- and identify possible sjtua
. tions where there is.a riskof -
- drug shortage, among other

issues. With that intention,

theregulator wantsto measu-,

re the commitment of senior
management to quality,
“A corporate commitment to

- quality has been identified in .
~ multiple public forums as a

strong indicator of a robust
Pharmaceutical Quality Sy-
stem,” the USFDA wrote in its
draftguideline. “While it may

. be difficult to measure this

factor objectively - between
different companies, the
agency is committed to a dia-

Jlogue with industry to consi-

der benchmark standards
that could provide acceptable
metrics that specifically de- -
monstrate senior manage-
ment’s commitment to a cul-
ture of quality.”

Thisidea, accordingto FDA is

_to identify whether senior ma-
‘nagement with resources and

authority to implement chang-
esisengagedintheassessment )

of product qu-
= ality aswell as
TheUSFDA - © whether this
haspropased. information
anewsystem isshared with
toassess " quality and
corporate manufactu- |
commitment  ring organisa-
toacultureof tions, :
quality More than
; 40% of the

: .drugs consumed by US pati-

ents is manufactured by Indi-
andrug makers. The US is al-

- sooneof thelargestand profi-

table markets for Indian drug

' companies, However, post the

debacle of Ranbaxy’s quality

issues andstringentaction by

the US regulators, Indian
companies have been feeling
the heat of the increased sur-
veillance by the USFDA. In
the last three months alone,
Sun Pharma, Dr Reddy’s and
Zydus have faced USFDA flak
for not complying with good
manufacturing practice.




