




Guidelines On Audio-Visual Recording Of Informed Consent Process 
in Clinical Trial (Draft, Jan 2014) 

PROPOSED CHANGES / ALTERATIONS BY INDIAN DRUGS MANUFACTURERS’ ASSOCIATION (IDMA)  

KEY: What is crossed is suggested for deletion; what are marked in red are the alterations / additions suggested in the sentence / paragraph)  

SERIAL NO PAGE NO & 
DETAILS 

CLAUSES AS PER 
GUIDELINES CHANGES SUGGESTED REASONS 

1.  

Page No: 6&7; 
Point 2:  
INFORMATION 

FOR 
PROSPECTIVE 

STUDY 
SUBJECT  
Sub-point: (B) 4. 

Statement that the subject or 
subject's representative will be 
notified in a timely manner if 

significant new findings develop 
during the course of the 

research which may affect the 
subject's willingness to continue 
participation will be provided. 

Statement that the subject or 
subject's representative will be 

notified in a timely manner if 
significant life-threatening new 
findings develop or unexpected 

death associated with 
investigational product is 

reported during the course of 
the research which may affect 
the subject's willingness to 

continue participation will be 
provided. 

Informing all the trial 
participants of ALL 
insignificant adverse drug 

reactions is not practical 
nor is advisable since it 

would, on the contrary, 
instill unnecessary fear in 
the minds of patients. 

2.  

Page No: 7 

Point 2:  
INFORMATION 

FOR 
PROSPECTIVE 
STUDY 

SUBJECT  
Sub-point: (B) 6 

Approximate number of 
subjects enrolled in the study. 

Approximate number of 
subjects enrolled in the study. 

This clause should be 

deleted as it is apparently 
unnecessary for the 
patient per se. 

3.  Page No.8&9 Prior consent of the subject Prior consent of the subject Videography of informed 
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Point 4: 

CONSENT OF 
THE SUBJECTS 

FOR AUDIO-
VISUAL 
RECORDING 

should be taken for audio-visual 

recording of informed consent 
process and the same should 

be documented by 
theInvestigator. Such consent 
may be taken orally. Only those 

subjects who give the consent 
for the AV recording shall be 

included in the clinical trial. 

should be taken for audio-visual 

recording of informed consent 
process and the same should 

be documented by 
theInvestigator. Such consent 
may be taken orally. Only those 

subjects who give the consent 
for the AV recording shall be 

included in the clinical trial. 
 
If there is resistance of any 

patient to face camera, then the 
participant can be subjected to 

mere audio recording, and if 
deemed necessary, biometrics 
documentation like finger prints. 

consent should not be 

made mandatory. This is 
on account of number of 

factors: participants of 
several religious groups 
would never like to 

expose their face to 
cameras due to cultural 

practices; when trials are 
done for certain diseases 
like HIV, cancer, the 

participants would 
understandably feel shy 

facing the camera. 

4.  

Page No.9 

Point 5: 

PROCEDURE OF 
AUDIO-VISUAL 
RECORDING 
Para: 2 

In order to identify the 
subject/LAR/IW his/her photo 
ID may be documented. The 

video camera for the audio-
visual recording should be of 

adequate capability to 
simultaneously capture the 
facial details of subject, 

LAR/Impartial Witness (if any), 
Investigator/authorised person 

present during the consent 
process. The audio-visual 
recording should be conducted 

in a room conducive to 

In order to identify the 
subject/LAR/IW his/her photo 
ID may be documented, if 

available. The video camera for 
the audio-visual recording 

should be of adequate 
capability to simultaneously 
capture the facial details of 

subject, LAR/Impartial Witness 
(if any), Investigator/authorised 

person present during the 
consent process. The audio-
visual recording should be 

conducted preferably in a room 

The photo id may not 
always be available in 
patients who generally 

visit government / 
municipal hospitals and 

hence cannot be insisted 
upon. Also since trials are 
usually conducted on 

OPD patients, and most 
studies are now being 

demanded to be 
conducted in government 
/ municipal hospitals there 

would usually be no 
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recording of disturbance-free 

audio and video of the consent 
process. During the 

videography process, care 
should also be taken not to 
include unrelated 

persons/patients at the hospital 
within the field of vision. 

conducive to recording of 

disturbance-free audio and 
video of the consent process. 

During the videography 
process, care should also be 
taken not to include unrelated 

persons/patients at the hospital 
within the field of vision. 

separate disturbance-free 

room for A-V recording. 

At the outset we would like to convey that we are not in favour of introduction of A-V recording of informed consent.  We 

understand that such a practice is not prevalent in many regulated markets since it would intrude into the patient's privacy.  We 

do urge you therefore to subject this matter to discussion amongst the medical fraternity before formally announcing the same  

as mandatory. 

 For any discussions required on the suggestions made, the Medical Subcommittee of IDMA would be too eager to interact with 

the concerned personnel / committee. 

           
DR R K SANGHAVI        MR S V VEERRAMANI 
Chairman, Medical Subcommittee        President 
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