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New Math for OoEc%mm::m Clinical Trial Deaths

DCGI has set ﬁ 74 lakh as Um<o§ _,m:mm

Soma. Unuu®:3mmm8cu com

Zmﬂ Delhi: India has becomethe
first country in the world to start
giving out compensations to vic-
‘tims of clinical trials.on the basis
of a formula that computes the
sum after considering the age
and healthrisk of the deceased.

About 21 compensations rang-
ing from ¥4 lakh t0.z34 lakh have
been given out by pharmaceuti-
cal companies this year to kin of
people who were-found to have
died “due to” clinical trials on
experimental drugs since Janu-
ary 2013, an official at the Drug
Controller General of India
OCGI) said. .

. Thedecision on whether adeath
QE.Em atrial has been caused by

the trial is being taken by an ex-

pert group constituted of clini-
cians and pharmacologists, part
of a patient safety .cell .ER
DCGI’s office has set up. .
The expert group, which

. scanned through more than 160
casesof death; found that over 20
cases were caused by the trial. It
is in the process of examining

another 110such cases. ET could
not verify the names of.the com-
panies which have paid compen-
sation to the next of kin of the

.victims.

This is part of the govern-
ment’s efforis to address con-
cerns raised by health activists
that ' pharmaceutical compa-

‘nies do not always adequately -

coinpensate volunteers of clini-

_cal trials who end up with i inju-
ries.The Supreme Court is cur-
rently hearingd public Eﬁmwmm».

E_mmﬁou. on Em Ewﬁmmg e

Pm.h E& __oq mcnz death

pert committee set up by DCGI
has set arange of 7 4-74 lakh as
payout, depending on age and
healthrisks of volunteersat Em
time of enrolment. B

These figures are mpmb_bombzw
higher than what somie drug
makers pay to trial victims in
India.

From 2005 to 2012,

firms on average paid compen-
sation of ¥1.5-41akh for clinical’
trial-related deaths, according
to rmm:_p EErﬁQ mm»m T

pharma

based on a scientific methodolo-
gy which will ensure complete
transparency in the way compen-
sation is calculated for clinical

- trial victims,” said. Drug -Con:

troller Ombmn& of India OZ

Singh.
- “India has taken the lead and’
has become a trendsetter by pro: .
viding for such a formula, which:
. willensure rightsof clinical trial :
; -considered only 'in.¢a

victims are not compromi:

sed.”Theresponsibility of ensur:’
ing that the amount determined: -
. ispaid toa victim’s entitled .Eww_q.

"and over 710 lakh has been g

m obEn& trials,

, amum:a.:m on mmm m:a :mm:z :mxm oﬁ volunteers mﬁ Sm time of enrolment

tivewilllie with the pharma com-
panies, or their representative in
the country.

A healthy volunteer in the age
groupof 17-64 years withtheleast

... probability of dying due to medi-

cal complications at the time.of:
recruitment will be entitled to
thehighest compensation.

Thepharma firm will have to
pay the compensation within
30days of an order of the DCGI,,
but it will also have the oc_uob
of appealingto the health min--
istryagainstthedecision. .

Of:the 83 cases of trial-related.
deaths between 2005 and 2012,
lessthan 2 lakh each has cmg |
paidoutin30cases.

A compensation of ¥2-4 _wwu -

‘has been given in case of 34

suchdeaths while?4-61akh has:
been given to 14 familieg, 6-10.
lakh hasbeenpaidin two cases’

en as ooavosmmﬁos 5 thre
cases.
The ooEugmwﬁon

death, though, hot for Aon-fatal
injuries that may result mn.oB_






