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“‘Pharmaceutical lobby

GOVERNMENT OF INDIA
WRA WIER

in India is weak’ -

K Vyas i# an independent phar®

maceutical professional with over

45 years of experience in the in-
dustry. In an interview with Deccan Her-
alds Sunil Raghu, he says Indians gen-
erally like to work and not maintain
records,

How do you see the recent spate of
warnipgs issued toIndianpharma_
companies by the US regulator USF-
DA Is there any reason to doubt the
quality of Indian generics and its -
manufacturing? .

This is nothing new. Tnitially, we started
small but today we have become the
largest suppliers of generic drugs to ’
the US. In volume terms, we must be
35 per cent to 40 per cent,
and may be around 10 per
centto 15 per cent in value

3 terms. We also have the high-
est number of USFDA ap- :
proved plants outside the US.
There must be more than150 §
USFDA approved manufac-
turers in India.

dating the data that is submitted before
the USFDA. It is a cultural problem. It
is noticed only during inspection, be-
cause the amount of records that come
are humongous, and you have to main-
tain all the records. You have to work
for four hours and record it for six
hours. In India, we generally like to
work and pot maintain records. It is not
our culture and this is what hits us.

Are Indian firms not geared up de-

spite many years of experience?

The problem is that we have expanded

exponentially. Suppose a particular

pharmaceutical company had10 ap-

provals three years ago. Today, they

may have 200 ANDAs. So suddenly in
two years you have submit-

y ted data for 200 products. To

maintain data integrity for

200 products is not easy.

§ Andif you have not main-

B tained daa for each ANDA

# submission, you are bound

to land up in trouble with the

- regulator during inspection.
Indians have been getting m )
huge value by selling generics But | believe that in case of

and so everybody wants to get

in to the US market. Initially, people set
up i new dedicated plant in conso-
nance with all the guidelines. When the
U8 cegulator comeg into check the fa-
cilities, the manufaciurers gel clear-
ances and they begin to manufacture
and supply to the US market, Once
they get the approval, they begin to get
into multiple generics, Over tme, their
plants become older and when inspec-
tion comes, thie trouble begins,

But what is the real problem?
Bailcally, the problenyis with our work
culture. We generally cannot do the
things right the first tine. We always res
pair. The Americans do not accept that.
“Whiat happens is that the 90 per cent .
problems where USFDA Lias issues
with Indian manufacturer is data entry
“and maintenance and its integrity. You'
take a chrug and analyse it, you find that'
itisnot passing. Then you do it thinking
that you have not done the process
propesty. Whatyou do s thatyou delete
theentry of failéd analysis from the
computer and begin with the new
amalysis. The USFDA comes with com-
puler experts and they retrieve the
deteted entry and take a serious note of
this, This is ntot proper according to
them and they feel that our systems of
testing areniot proper. This happens in
almost all the‘comiparies, Ifyour trial
[u? fai(ljs,lflnanya!illrl\gs their. ec?(gdf,s are
deleted. Howeyer, 1S ‘“hecks for
the minut i _?é\'tﬁh("

ST p’ufo‘u siy. Thus
data integritybecomes 2 huge problem.
As'a practice, we also do not protect
our data with a password. Each legal
user interface hag a tmique TD and isto
be used by only one person, This.costs
money. Sometimes, to cut costs, people
allow more than one user to Aceess in
tor the system using the same login 1D
and password, The USFDA is now go-
fngr to the extent of checldng whether
only a particular autherised person s
logged in every time or has it been used
by more than one persou, This they do
10 verify the integrity. At times, the per-
son i not in the laboratory but is
shown as logged in. The computer
recotd keeping is also poor. When the
USFDA tries to verify the hard copies
of the records, they find issues of over
writing or double writing. At times *
some of the papers are even destroyed.

Do you mean to say that the problem
s intentional?

Noteveryone is doing these mistakes
intentionally. No promoter of the com-
pany will do these linds of mischicfas
they are eaming money. At tines thisis
done by the people at the shop floor.
Many a times it does not come 10 notice
of even the supervisors, So thereisa
system)i;,prubiem ofverifying and vali-

Sun Pharma, the question
is not about data integrity but issues
with its manufacturing plant?

That is the problem, People began ex:
panding even through acquisi

route, 5o they may not know problems
with the facility. Moreover, most of
these manufacturing facilities ave inre-.
mote areas and away from big cities
whereyou can perhaps getright hu-
man regources, Some of the plants are
inBackdi or Silkkim or remote lcations
ik Yanam or Vizag in Andhra.
Pradesh, sowhat kind of control would
people have. You need perfect people
1o be in placeto do thejob right. You -
gencrally expand facility and bring in
miore manpower, But to train therm *

properly and get them i right '
[rarneo[mi.n'g?rcuhur vy ik
cult thing o doand maintain ]

end up losing control over;

How big Is this probfem f
players? il

 According tosome estimates doing

rounds, the market cap of big five came
down by up to Rs 95,000 ¢rore, They

-may have lost business worth Rs

10,000 crove but the Joss of market cap
was massive. This is the s of prob-

lern that it creates. The second prol-
Term s that though you have 30 per cent’y
of marlet share of the US generiesand ©
fightingthe phatihacentical lobiy o
,ulu.'ve. the pl_l_arn\a{?f,u_u;x:.l;(:hby inIn-
dlinis parpiculary very The,
f\l‘hﬁ(ﬁlﬁpﬁ:{'\t‘mﬁubby is l'lu.:ﬁ1q
funding contributors to Congress and
Presidential campaign, They have been
in the past believed to have put pres-
sureon Congress and law makers 10
see that the USFDAacts twugh against
their comperition.

Many people say that lobbying by
MNCs is responsible for action aga-
inst Indian pharmaceutical industry?
The question is not about loblying. Yes, '
Joblying may be there for the USFDA
0 become stricter. What the USEDA
Tas found may not be completely
wrong. Letus take an example, recent-
Iy they visited a unit of a hig pharma
cormpany, they found the presence of
disease causing pathogens in the water
bring used for manufactuing of gener-
‘it thrugs, What the engineers ofthe
it had donewas that they tore the
vecords and threw them in the dustbin
just hefore the inspectors reached.
During inspection, regulators chanced
wnpon the torn papers and they got to
know of the discrepancy in data, How
canyou justifysuch anact?In A5 years
of my expericnee, 1 have found that
generally USFDA is one of the most
hionest and strict organisations. |
(For full interview, please visit |
risdeccanterald.comy) Y



