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Drug Watchdog wants
Mandatory Recording
of Clinical Trial Consent |

‘DIVYARAJAGOPAL

MUMBAI

- The Drug Controller General of

India (DCGI) has released draft
guidelines that make.it mandato-

_ry for clinical research organisa-
* tions te conduct an audiovisual

recording of the trial patients in-
forming them about each and ev-

ery risk involved while undergo-.

ing the ftrial. The measure,
introduced in addition to the ex-

isting written consent  forms,:

could bring in greater transpar-
ency and clarity inclinical trials.
According to the draft guidelines

issued by the drug controller inre-

spunse to a Supréme Court diréc-
tive, thisnormwill also applyto the
global trials conducted in India. In

case the trial patient is not able to.

give informed consent, the investi-
gators have to take the consentof a
legally representative person.

“All clinical trials in addition to
the requirement of obtaining
written informed consent, audio-
visual recording of the informed
consent process of each frial sub-
ject, including the procedure of
proving information to the sub-
ject and his/her understanding
on such consent is required to be
done while adhering to the princi-
ples of confidentiality. Such au-
diovisual recording and related
documentation would be pre-
served,;” the drug controller said
initsdraft guideline.

The apex court had issued this
directive so that any uninformed
or false consent from patients en-
rolling into trials could be avoid-
ed. The directive ¢came after the
court heard a public interest liti-
gation filed by the organisation
Swasthiya Adhikar Manch,
which alleged that the govern-
ment was granting clinical trial

-approvals

without following
propernorms,asaresuitof which :
many patients were enrolled in:
trials without giving their con-:
sent. The measure will also apply
tothenew trials that got approval .
inthe pastone year. '-'
“I think this is a welcome move
Those who have been conducting’
trials ethically are already re::

_cording the statements of the pa- -

tients; this isa good documentary -
procedure,” said Arun Bhatt, ma-’
naging director of Clinvent, a:
clinical research company. This
move will also help provide evi--
dence against the;

] patients who turnxsr !
patients will back on their con-
havetobe sent after signing:
informed up for a ftrial,
about each Bhattadded.
and every ‘However, some
riskinvoived  fear that theaddi-
while tional - ‘require-.
undergoing ment could be te-
thetrial dious and+
impractical.

“Companies can record consent.
However, spelling out each and
every detailof the trial procedure
might scare off the patients who
might decide to withdraw their
participation in the trial. I think
this guideline is impractical,”
said RK Shanghvi, chairman of
the medical sub-committee of in-
dustry body Indian Drugs Manu-
facturers’ Association.

The approval of clinical trials in
India hasbecome anemotive issue,
with health activists claiming that
pharma companies are unethical-
1y enrolling candidatesfortheirre:
gearch. The Supreme Court had
last September halted the approval
of more than a hundred trials in
the -country because it suspected
they were not being conducted ac-
cording to thenorms.
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