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I. Background

As per the DCG office order dated 19" November 2013, Audio Visual (AV) recording of
the infarmed consent process has been mide mandatory for regulatory chnical trials. This
uffice order 18 in support to order dated 2170t 2013 from the Honorable Supreme Court
of India, The main idea & purpose behind AY recording of the consent process i% Liy ensure
that the clinical trial participants gre adequately informed about all aspects of the clinscal
trial including risks and benefits and chances of failure of the Investigational Medicinal
Praduct (IMP) 10 give intended therapeutic effect and to ensune tha they have understood
the detsils of the study including their right so that individual's voluntary participation is
ensured;

Twa vears pfier the arder from the DCGI office an amendment was made 10 the existing
Drugs & Cosmetics {5% Amendment) Rules, 2013, This was noted as GS.R. 611 (E) dated
31% July, 2015 as per which video recording of the informed consent process is mandatory
only In case of Vulnerahle Subjects in Clinical Trials of "New Chemical Entity or New
Molecular Entity’ including procedure of providing information 1o the subject & Hs
understanding on such consent, which shall be maimained by the investigator for record, |t
also mentions requirement of only *Audio Recording” of consent process in case of Clinical

Frigks of Anti-HIY & Anti-Leprosy drugs

1. Purpose
The purpose of this SOP is 10 describe the procedures for Audio-Visual (AV) & Audio
recording, storage and archival of the informed consent and assent process for regulatory
studies fnvalving Yulnerable Subjects and Clinical Trials of Anti-HIV & Anti-Leprosy
drugs,
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3. Beope

This SOP applies to all those regulatory clinical trials involving Yulnerable Subjects and
Clinical Trials of Anti-HIV & Anti-Leprosy drugs, approved by the DOGI, which reguire

documenting of the written informed consent and ussent process.

4. Responsibilities

Principal investigator, Co-Investigator or any ather medically gualified membser of stall'in
the team. gs delepated by the Printipal Investigator who have the responsibility of obiining
un informed consent. will also be responsible for ensuring AV and Audio recording of the
informed consent process invelving Vulnerable Subjects and Clinical Trials of Anti-HIV
& Antl-Leprosy drugs. storing and archiving - without violating the participant

confidentiality,

L

Applicable r lati i

o (SR 611 (E) of Drugs & Cosmetics (8% Amendment) Rules, 2013 dated 317 July,
2015

e Order from Director General of Health Services (DGHS), Ministry of Health and
Family Welfure, Office of Drugs Controtier General (India), F.No, GCT/ 20/SC/Clin,
2013 RPCGI dated 19" November 2013

®  New Drugs and Clinical Trials Rules, 3019
Ethical Guidelines for Biomedical and Human Research involving Human

Participants, ICMR 2017
o 1CH E6RY) EWG Dt Guidelines dated 19th April, 2021.
6. Wele uthe i S0

e SO No D 05035 Administering and documenting informed consent
o S0P Ne D 1805 Archiving documents
7. Detailed Insiructions
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basic principles and procedures for the administration and documentation af the

informed consent process (Reference SOP No. 05/02: Administering and documenting

informed consent) will be applicable besides those mentioned below:

b

AV recording of the entire informed consent process is mandatory only in case of
Vulnerable Subjects in Clinical Trials of ‘New Chemical Entity or New Molecular
Entity” and audio recording of consent process [n case of Clinical Trisls of Anti-HIY
& Anti-Leprosy drugs.
AV recording or audio recording must be done of any re-consenting procedure
followed.
If the participant is unable to give consent for medical or legal reasons, the consent
should be taken from the legally accepiable representative {LAR) and the process
recorded,
If the participant/LAR is illiterate then an impartial witness s needed. This person
should alse be in the frwme for the entire duration of the conseal process,
AV recording should be done of assent wherever applicable
Ensure the following infrastructure is available prior to counseling of potential
participant by AY Recording {all except ‘paoint b in ease of only Audio Recording):
Fhe informed consem process should be carried out in the designated arca in Phase |
amit (unless patient is on a bed in Ward 24, when the following conditions should be
mit, in uny case) that is
i.  Free from disturbance

i Well lit

iil.  Ensures privacy and confidentiality for the participant

w.  Participant should be comfortable
Camern having video facility with
o Good resolution (st least 12805720 pixels)
o Suflicient memory (ot least 4 GB)

s SulTicient battery backup (at lcast 2 hours)

1 i n [ 14
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. Show non-editable date, time and language of consent to bé taken on video
frame (preferably)
¢ Mike system
d Al the required accessories {e.g. pen for signatures)
. Computer with CO/DYD writer
. Blank COs/DY S with cover
u. External Hard disk (ot least | TH)
7. HBefore starting the informed consenl process {and the AV or Audio reconding of
the same)
@ FEnsure that all the necessary equipment mentioned above are functional.

The potential vulnerable participant/LAR/ Impartial witness should be informed
that the whale process of taking the consent is being recorded as per Govi, of India
notification to ensure that he/she has understood all the potential risks and benefits
involved in the study including failure of the IMP, study details and histher rights
fir the purpose ¢f documemation und the confidentiatity of the same is assured.
[he potertinl vuingrable participam/L AR/ impurtiel witness should be made aware
that his'her recording may be showa 10 governmens agencies or mgmbers from the
1EC end independent auditors.

The potential vulnerable participant’/LAR/impartial wilness should give written
consent for AV recording process with sign, date and time which should be counter
sipned by the investigator/designee with date and time.

All these signatures, version and language of the 1CD should be captured at the
beginning of AV recording process.

Ensure that the checklist is prepared a priori to cover all important aspects ol the

AV consenting process,

% Actual AY or Audio recording process

_Il:.u v i3
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The PECo-lmedically qualified person delegated by the PL and the polential
vulnerable participant/LAR (and if need be the impartial witness) should sit
comfortably facing each other / side-by-side in such a way that their faces will be
captured in the frame simultaneously (ol necessary for Audio Recording of
Consent Process),

The PUCo-Umedically qualified person delegated by the Pl should introduce
himselliherself by name, designation and his! her role in the research, and state the
current date and lime.

v ulnerable Panticipany/] AR should be requésted o introduge his‘her nane. age i
sildress and in case of LAR, he/she should clearly state relation 10 pctual participant
g5 well itk the reason why the vulnerabie participant cannot give consent. Vulnerable
Participant/LAR should also state the language hefshe understands best and is
literate in. The PLCo-1imedically qualified person delegated by the Plmay facilitate
this process to ensure all above points are captured in the recording.

In case vulnerable participent/LAR is illiterate and an impartial witness is needed,
the impartial witness should be requested 10 introduce himselffherself, give histher
aildress and state the language that he'she is literate in.

The Informed Consent Process should be carried out as per SOP #505:
Administering and documenting informed consenl.

The participan shoulid be allowed to reall the conseént docament

Ihe PUCo-Imedically qualified person delegated by the Pl should explain all the
alements of the approved ICF in the language best understood by the potential
vulnerable participant

Explanation or narration given by the PIC o-lmedically qualified person delegated
by the P1, all the questions asked by the potential vulnerable panticipantLAR and
answers given to them should be clearly audible and regorded.

At any point during the consent process. if the participant wishes to take more time
so readd/ understund the consent document, including, for example, take the 101 10

horme to discuss with relatives the recording shall be stopped mentioning the time
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of stopping. When hefshe returns, the recording from the point where it wis stopped
before shall be resumed as mentioned before stating clearly again the dute and time
of recopding

If the potential vulnerable participant/ LAR (wherever applicable) agrees 10
purficipate in the trial, he'she should be agked questions 10 assess his/her
understanding of the important aspects of the clinical trial. (Please refer to
Appendix 1- Informed consent process assessmen! taol)

The participant/L AR (wherever applicable) should be invited 1o sign the informed

consent form only efter satisfoctory onswers (in the investigator' s'designec

judperent) have been given by the participunt/ LAR to all the above-mentioned

QuEsTIOns.

Participant'LAR should read out all the stalements mentioned in ICF as per
Sohedule-Y mind state whether hefsie agrees or not for cach stulement and afTix
initkals/thumb print at the end, it heishe agrees with the statement.

Fhe complete signing process should be recorded and the subject should also write
the date and time along with signature.

The impartial witness should be requested to enter the nume and deteils of the
aarticipunt and the date the consent is documented. The impartial witness will alse
hie requested to sign with date and time in the consent form,

The PUCo-lmedically ualified person deleguted by the P1will also sign and dute
the consent form with the time at the end of the process,

e recording will be-stopped afier thanking the purticipant.

Ihe recording should be checked for completeness and ¢larity of both audio and video

recording using o dedicated laptop in which the original recording will be stored

No editing should be done on the reconding so as 10 mainiain authenticity,

[he laptop should be password protected. The passward will be known only to the Pl
and members of the study team s designated by the Pl Each time the laptop s
aecessed, this should be entered into the designated regisier.
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12, The recording should be then transferred o u CD labeled according to study name,
unique identifier assigned to the participant. date and time of the recarding, no. of
recordings (upplicable during re-consenting) and archived in the Hard drive. The €D
should be filed in the participant hinder.
13, Archival
« The CD will be archived with cach participant binder (Refer SOP No 18002
Archiving documents)

b, The soft copies of the recordings will wlso be stored in & password protecied hard
drive,

¢. The original recording in the laptop will be deleted when study s cloged
out Appendices

Appendix |
Informed ponsent progess assessment oo

Toul to assess understynding of informed consent document by participant

1. Do you undersiand that this is research?

b

|5 the purpose al the research clear to you?

Will vou get the treatment which the doctor thinks is hest for you?

faid

4. What are the potential risks involved in this study?

4. What are the potential henefits of participating in this study”

6, Huve you understood that you will receive __ amount in consideration for your
participation (if normal volunteer) or in consideration for your travel expenses (it
puticnt)

7, Do you understand that participation in this rescarch is volunary?

B, Have you understood that you may receive either the lest medicine or the active

cormparator - a drug used in therapy currently or placeba’!

Lty T tui) ! Il"r‘lEl.":lu'l1 P
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6. Have you understood what you should do if you suffer any untoward event{s)?

10, 1o you understand that you can withdraw from the research ut any time without giving
4 regson and without it affecting your regular carc?

11 Do vou know whoim 1o contact if any questions regarding this clinical trial?

12 Do you know whoin W contact in emengency or if any injury occurs dunng your
participation in this cltmeal wrial?

13, Have you understood that IF you suffer any injury during your participation, you will
he treated for free and will be compensated for this injury if it is related 1o the drug?

14, Has amybody forced, induced, influenced, allured or pressurized you 1o agree 10
participate in the clinical trial?

15, 130 you understand that none of your legal rights will be waived by pariicipating in this
rescarch?

16, Have all vour questions sbout the research been answered?

Appendix 11

Checklist for AV Consenting Provess

Subjict 11

[mitiats:
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Dute of AV consent Process:

= ifj_r;mnrdin_g checklist: e =r
Please tick
Crosschecked 1EC approved/ Pl signed version and Language of VES /NO
Consent form
E.ﬁ uipment is funetioning mrre-:t'i':.- YES /MO
All parties (trial team }mrsunnu! conducting the consent, the participant YES NO |
| are seated comfortably and are seen within the frame of the video
recording
R ;ﬁnﬂlﬂ are remvinded thit this ;"."_'n" mmﬂﬁﬁ]mﬁnﬁﬁﬁc@lﬁh , YIS NO
re pulsieTy pequizements !
"3 Al parties are informed that this AV recording will be kept : CYES MO
confidential but can be shown to othees as per Jegal requirements or for
ersuring compliance with law
2. AY recording: 3
W hether conscnt for AV recording already taken before start of Please tick |
resording
| 1t Is tmken in front of the camera [ YESMNO |
i Reconfirm thal ;I.hl..‘.'l.ri.l.iL"lIEI.".-l.':-l:l.:rll.'iE frame includes el concerned partics T YESMNO |
andd timestamp in vidéo frame/Clock showing sctual date time is
PI."E-'!I.!I'ﬂ |
i |
Consent is being taken in o languape the participant understand best YES WNO
ana s literate in
| The member of the resenrch team should state the YES N0

w  [ale
l'ime

-
o Title of the research protocol
o Lunguage of the written informed consent document.




Calepiirs Sin iy condii

Frid = dpidion Wisonl §ANY fecofding ol infbnmcd consent proces:

bl 31 Mg, I B

fhate et elMectiver 00 Jan 2023 Review date: 31 Dec 2023

Diepatmemt af Clinical Pharmacology, 1 Flaar, Maw' M5 Bl
suth (15 Aedioal Callene & KEM Hospatal, Paral, Mumbal SO0

i g

ATl concerned parties should identify themseives by siating their

| names, designation and role with respect to the consent pracess for this

rescarch. Showing the consent form in the camera which is going to be
wied [or the study.

YES./NO |

| At any point during the recording, any p&ﬂicipani-m-}r.mqum for

be resumed! restaried by stating the date and time of restarting the
secording.

break (Eg. 1o go to the bathroom or unswer a phone). In such & case, the
| AV recording shall be stopped mentioning the time of stopping. Tt will |

YES NO |
|

recorded.

YES NO

|_|-_T lements whi:lrﬂmlq.lld feature in the informed consent 'F""J'-'l"ﬂ'iﬁ

Purpase of the study

Treatment allotment

Rondomisation procedure

Follow- up

Henelis/rishs

Compensation for participation
Compensation for trial related mjury
Nomines and details

Voluntaringss for participation
Right 1o withdraw from the study
Contact details for further information

YES MO

Informed that the recording may be shown ta government npencies or
members from the [EC

YES NO |

{juestions asked by the participant are answered satisfactorily

YESMNO |

" Whether ample time was given 1o read and understand the consent s
per the content

[ Opportunity [o discuss the same with the family members

YES N0

YES /NO

[ Hu.;lllng ot b the pm;nrpmu the statements mentioned in Informed
Consem

YES /ND

Paga 13 af 14
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Whether checked for participants understanding of the informed YES /NO
consent process:
Documentation of signatures of all those involved in the Infurmed YES/NO |
| Consent Process. .
| ! .
! Clarity and completeness of AV recording (pages vis-a- vis timing) YES/NO |
“Sioraue of recording i password protected laptop/ deskiop computer YES/NO |
and/ or hard drive and labeled CL
3. Post recording checklist:
The narrative for AY consenting process will be the source document YES N0 |
and is written and signed by the person teking the informed consent.
Rename ihe file with the unique number for the patient an this research | YES NO
protocal.,
| Make Ea::kﬂp' one by copying that file onto the dedicated external HID VIS N
that shall be used to document all consent AV recording for a specific
research protocol.
This external DD should be suitably labeled end password protected YES /NG |

“Store the external HIND in a secure location o ensure mﬁﬁu&m'iaiity.

T YES/ND |

Muke huckup two by l.:np:.-'ini_a, that 1lle onto remote choud siorage with YES MO

encrypticn using the computer with internet access, |
"This should also be suitably located, Tabeled and password protected. | YES /NO |
L o
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