Institutional Ethics Committee
Dr . Ulhas Patil Medical College & Hospital Jalgaon Kh.
EC. Reg. No. ECR/825INST/MH/2016

IEC, DUPMCH SOP

1 . -._-_-_._______.—l_ __‘_'_‘—-—u_._____ __-'

Designed by
IEC DUPMCH
Gat No. 315, 316, 321, 305 Jalgaon Kh. Bhusawal Road,
NH 06, Tal — Dist — Jalgaon, Jalgaon 425309 (Inida)
Phone No. 0257 - 2366657 Fax No. 0257 — 2366648

E — mail: ethicsdupmcj(@gmail.com



Institutional Ethics Committee {IEC)
DR Ulhas Patil Medical College & Hospital Jalgaon kh - 425309,

S0F MARUAL
INSTITUTICMAL ETHICS COMMITIEE, DR. ULHAS PATIL MEDICAL COLLEGE AND
HCSPITAL, JALGACH KHURD, 4253089

Standard Operating Proceduras-Manual
SOF Title: Instinetional Ethics Committee, Dr. Ulhas Patil Medacal College and Hospital,
Jalgaon klurd, Standard Operating Procedure (IEC, DUPMCH, SOP) s0P Authors: IEC,
DUPMC, Members

S0P Status: Cwremt
Version Mo and Date: 3 and Date: 28 Oct 2021 Validity: 3 year from the Date or
till next revision Compiled by: Dr. Rahul Prakash Bhavasar, Member Secretary
Reviewad by: All conmmittee members

Rpproved by: Champerson: Dr. Parag Panl
Fae Structure of Insttutional Ethics Comnuttee, Dr. Ulhas Patil Medical College and
Hospital. Jalgaon kimrd (IEC, DUPMCH)

Fees for Frotocol Review and Approval:

Parkiculars Feas [(IHNR)
Submussion for Clnwcal Trals for IEC | 75, 000+GST
review

Submussion of Amendments of Approved | 30, 000+G5T
Protocols for [EC review

Extraordinary Subnussion for Climcal Tral | 1, 00, D00+GST
for expedited( fast-track) [EC review

Extraordinary Submission of Amendments | 60, 000+GST
of Approved Protocols for expedited(tast-
frack) IEC review

Annual Renewal of Clinical Trial Approval | 25, 000+GET
by [EC
Submission for Senious Adverme Evemt fr | 25,000+ GST
approvied Clinical Trials

The [EC, DUPMCH reserves all nghts to waive these fees or change this amount without any
pnor notice to anyone except the comnuties members,

Payee MName: DR. ULHAS PATIL MEDICAL COLLEGE

PANCARD NO - AAATGIB400)



Institutional Ethics Committee {[EC)
DE. Ulhas Patil Medical College & Hospital Jalgaon kh - 425309,

Index

1. OBIECTIVE ..o e s R B

2. AUTHORITY FOR CONSTITUTION OF ETHICS COMMITTEE ... B

3. FUNCTIONS OF INSTITUTIONAL ETHICS COMMITTEE (IEC)....cooocnicicenrn 0@

4. HRRP CONSTITUTED UNDER IEC ANDITS PURVIEW ..o icinssviesisainnns 10

5 PROTOCOL FOR UPDATION OF STANDARD OPERATING PROCEDURE ... 11
a. Amendment Request or Preparation of New S50P...... A S il
b, SOP Subcommittee ...........cooemmmomm. e B S R S R S 12

¢. Review of the dmft SOP and submizsion of fimal draft SOP.....cocooiviiiiic e 12
d Approval of New/revised SOP ... msas s s srsnsermabisa s mamenmns preree d &

& Inplememation, Digribution and Filing of the SOPS i 13
f. Manage and Archive Previouws Versions of SOPs......commmmmmnmmin s L3

6. COMPOSITIONOFIEC, DUPMCH.. ... ..o, 13

7. ADMINISTRATIVE SUPPORT........cccvmmiiinn A A T e : 22
Duties of the Administrative SIALT..............cc i i e 23

8. APPLICATION PROCEDURE e e 24
For Biomedical and Health Research.................... RRSSREE s L
For Clinscal Research.................... - . . - )

9. ESSENTIAL DOCUMENTS TO BE SUBMITTED FOR REVIEW...........ocomnmmecins e 2B

1 Documentation Required For Biomedical and Health Research .....................26
[I Minimutn documentation required for Clmical Traals ..o 27

1 REVIEW DF PROPOBAL it it bbb e s st s ot i 28

11. EXPEDITED REVIEW AND EXEMPTION FROM FULL REVIEW ............. 5]
EMPEDATED  BEVIEW.....iiimmiiimss niminvos Ao e B
EXEMPTION FROM FULL REVIEW ............ Bt 1 g st b T

12, AMENDMENTS TO PROTOCOL AND THEIR APPROVAL 33



Institutional Ethics Committee {[EC)
DE. Ulhas Patil Medical College & Hospital Jalgaon kh - 425309,

s s s S e s e R i i e T
Informed Consemt Form and Parmcipant Informanon Sheet. . i6
Advertisement....... R b R S .39

Memorandum of Understanding and Indemmnity Agreement for Sponsored DrugDevice
ICDln Lo nbion TR .. ..o o i s i i T

Before  Meeting............ooomriinmamrnn i e i e L L
Conduct of MG ... oemeeinmesriinmmmiis s s esmanisis i i e s
After the MEeTILE ..o e crssnss s essess s smessmssnerens 43

15. DECISION S MAKING AND POST MEETING ACTIVITIES ... a

16. MONITORING ............... 1 8 A6
Sates: Moniatornag Vsl oG R e i 46
Continumg Review of Smady Protocols .m0 8
Adverse Events and Serious Adverse Event Monitormg ... 49
Protocol Deviations VIoRTIONs ... 32

17 SUB-CORMMITTEESY OF IECY - oo i b Sl s i i i e e 5l

18. PRINCIPAL INVESTIGATOR'SRESPONSIBILITY ... ..o 55

19 RECORD KEEPING ANDARCHIVING ..o 3T

ANNEXURE 1: ACADEMIC RESEARCH PROPSALSUMMARY SHEET. ..o 60

AND CHECKLIST FOR RESEARCH PROPOSAL SUBMISSION ..o 62
ANNEXURE 2: FORMULATION OF NEW SOPREVISIONOFSOP ......ccocooovovviicrrrnn 63
ANNEXURE 3: INSTITUTIONALETHICS COMMITTEE .........oomvemreissorrremssivammsnmseessrssnes B8
MEMBERSHIP LIST W 29780202 oo mesm s seesemss seesenm 64

ANNEXURE4 .CONFIDENTIALITY AGREEMENT FORM FOR  INDEPENDENT
5



Institutional Ethics Committee {[EC)
DE. Ulhas Patil Medical College & Hospital Jalgaon kh - 425309,

ANMNEXURE 5: ONE PAGE CV FORMAT FOR IECMEMBERSINVESTIGATORS.......67
ANMEXURE 6: CONFIDENTIALITY ANLD CONFLICTOFINTEREST ..o 6%
AGREEMENT FORM........ A L sl —— S eovrinns B8
ANNEXURE 7:VOTING REFERENCE............ccoocininn P e S S AL |

ANNEXURE B: STANDARD OPERATIVE PROCEDURE (S0F) FOR
SPECIALVULNERABLE POPULATIONS ... N e Ay e i T TRt i |

ANNEXURE & 1EC REVIEW CHECKLIST. .. i i i i &0

ANNEXURE 10: CONTENTS OF THE PROPOSED PROTOCOL FOR CONDUCTING
L AR W I i b iach oo b b e A o i e 82

ANNEXURE 11: ELEMENTS OF THE INFORMED CONSENT ... ... .88
ANNEXURE 12: STUDY MONITORING VISIT REPORT FORM ..o 92
ANNEXURE 13: FORMULA FOR QUANTUM OF COMPENSATION ... ... .9

ANNEXURE 14: STUDY PROGRESS REPORT ... e .. 100

ANNEXURE 16: IEC SELF-ASSESSMENT FORMAT . i 106

ANNEXURE 17: CHECKLIST FOR CLINICAL TRIAL DOCUMENTS SUBMITTED FOR
[EC BEVIEW ._..c.cccocinins AT b i i st AR

ANMEXURE 18: TEMPLATE FOR INFORMED CONSENT DOCUMENT FOR
PARTICIPANTS' PARENTS FOR RESEARCH INVOLVING CHILDREN/MINORS...110



Institutional Ethics Committee (IEC)
DE. Ulhas Patil Medical College & Hospital Jalgaon kh - 425309,

ANNEXURE 19: TEMPLATE FOR INFORMED ASSENT DOCUMENT FOR RESEARCH
INVOLVING CHILDREN'MINORS. ... ieems i 1 3

ABBREVIATIONS . ... ATt I R S b 118



Institutional Ethics Committee {[EC)
DE. Ulhas Patil Medical College & Hospital Jalgaon kh - 425309,

STANDARD OFERATING FROCEDURE (SOP) OF IEC, DUPMCH

Institutional Ethics Committee, Dr. Ulhas Patil Medical College and Hospital (TEC, DUPMCH)
ifends to review amd oversee the conduct of biomedical and health research as well as ¢limcal
trw] research. The IEC, DUPMCH s comstituted m accordance with and ensures its compliance
to the ethical guidelines of the National Ethical Guidelmes for Biomedical and Heakh Research
Involving Homan Participants, New Drugs and Clinical Trials Rules dated 19 March 2019, ICH-
GCP, the Indian Council of Medical Research (ICMR) and functions in accordance with said
guidelines and 1 is conducted in Dr. Ulhas Patil Medical College and Hospital, JALGAON and

all constituent colleges.
1. OBJECTIVE

The objective of Institutional Ethics Committee, Dr. Ulhas Patil Medical College and Hospital
(hereinafter refersed to “IEC, DUPMCH") of Dv. Ulhas Patil Medxcal College and Hospital
(bereinafier referred o “DUPMCH™) is to

|. En=mwe ethical review of research protocol and the conduct of research at DUPMCH
affilated instinstes which mvelves human particpation.

B3

Safeguand the safery, dignity, and welfare, meluding privacy and confidentiality, of the
participants mvolved in the research study directly or indrectly.
3. Enswre tlat all biomedscal research are as per ethical guadelines
4. Provide periodic review of ethical decision taken for all research proposals to ensure the

quality, consistency and its adberence to the appheable ethical guidelines.
2. AUTHORITY FOR CONSTITUTION OF ETHICS COMMITTEE

The DEAN. DUPMCH shall constitute the Institutional Ethics Commuttes, in consultation with
the Duector of DUPMCH. Registrar of DUPMCH, Chairperson and the Member Secretory of
IEC. DUPMMCH.
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3. FUNCTIONS OF INSTITUTIONAL ETHICS COMMITTEE (IEC)

«  To provide independent, comprehensive and tanely reviews of the ethics of proposed
studmes before the commencement of a study and re gularly monitor the ongoimng studies.

»  [EC will review amd approve all research proposals mvolving human participants with a
view to safeguard the digmity, nghts, safety and well bemg of research participants
arespective of the source of funding.

» The goals of research, however important, should never be permitted to ovemide the
health and well bemg of the research participants.

« The IEC will ensure that all the cardmal prmeiples of research ethues viz, autenomy,
beneficence, Non-mallsasance and jushee are taken care of m plamung, conduet and
reporting of a proposed study, It will look into the aspects of informed consen! process,
risk beselit ratio, distiibution of burdenbenefit and provisions for appropriate
compensations wherever required.

= It will review the proposals before start of the study as well as monttor the research
throughout the study until and after completion of the study through final report and site
visits if requared.

»  The conmittee will also ensure compliance with all regulatory reguirements, applicable
muidelines and laws.

* The ethics commuttee should exercise particular care to protect the rights, safety and well-
being of all vulnerable subjects participating in the study, e.g., members of a group with
liernrchical structure (e.g. prisoners armed forces personnel, #afl and students of
medcal, nuwsmp and pharmacy scademic instiiutions), patients with mewable disenses,
mwemploved or impoverished persons, patients m emergency situation, ethnic minority
groups, homeless persons, nomads, refugees, minors or other mcapable of personally
giving consenl.

» Ethics commuttee should get documented standard operating procedures™ and should

mainiain a record of its proceedings.
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« FEthics commuttes should mdicate the reasons that weighed with it whale rejecting o
asking for a change or notification in the protocol n writmg and a copy of such reasons
shall also be made available to the Central Licensing Authority.

»  Where at any stage of a clmical trial, it comes to a conclusion that the wial is hkely to
compronuse the right, safety or wellbemg of the tral subject, the Ethics commitiee may
order discontmuation or suspension of the clmical tnial and the same shall be mtimated to

the bead of the msttution conducting elinical trial and the Central Licensing Anthority.

4. HUMAN RESEARCH REVIEW PANEL (HRRF) CONSTITUTED UNDER
IEC, DUPMCH AND ITS PURVIEW

[EC, DUPMCH 15 consudered as the apex body for ethical aspect of research serving 1o
following FOUR constiwent Instimtes of Godavari Foundation

A, Dr. Ulhas Patil Medical College and Hospital, Jalgaon khurd
B. Godavan College of Nursing

C. Dr. Ulhas Patil College of Physiotherapy

D, Dr. Ulhas Patil Homeopathic Medical College and Hospital

The IEC has consttuted Human Research Review Panels (HREP) at each constituent
college/department, which will facilitate the functioning of [EC. The HRRP wall function as the
first wmdow for accepting applications of all Biomedical and Health Research synopses i the
prescribed fornmt (Refer Annexure 1) except for the clinical trial synopsis (protocols)
which will be accepted directly at the IEC, DUPMCH secretanat office.

10
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HRRP will review the submatted proposals and provide s comments to IEC, DUPMCH. The
HREP will also facilitate the [EC, DUPMCH by giving thewr opinion on the level of risk of the
submutted profocols; commenis on the submitied synopses, gve a regular ollow-up eport on ihe
ongomng studies and all submission related documents wall be filed by the HRRP office for

reconds.

HREP shall consist of 4 to 20 members of respective college experts. They will review both the

students’ “and facultes’ “research projects. Those research studies which mvolve the new drug
or technology use, new mdication, company sponsored trials; PhD studies ete will be discussed
in full board ethics comnittee meeting only. In case of studies mvolving high risk, HRRP will
forward it to [EC, DUPMCH after due techmical review and along with comments for full board

ethics commuaties review.

The HRRP will not, in any form, give any approvals or cetificates with respect to the research

subnussons,
h. PROTOCOL FOR UPDATION OF STANDARD OPERATING PROCEDURE:

The S0P covers the procedure of writing, reviewmg, distributing and amending SOPs within the
IEC, DUPMCH. The IEC, DUPMCH updates its own Standard Operating Procedures based on
applicable regulatory guidelines.

a. Amendment Requestor Preparation of New S0P:

[EC, DUPMCH updates S0P, whenever new Regulations or any Amendments from Central
Regulatory Board have been recemved, any member of the IEC, Secretariat, administrative staff,
mvesigator or authory can make a request for revision or on  noficing an
meonsistency/dscrepancy or has any suggestions can put forth hiwher request by usmp the

request appleabon (Refer Annexurel).

11
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Among any of the above Mentioned case, discussion shall be done amongst the IEC, DUPMCH
members i meeting. Upon agreeing of the members to this request, Cliairman will appoint a
SOP Subcommittes for the changes in the S0P as per requisition. If majonty of [EC members do
not agree to the request, no further action will be taken. Chairperson will mform the member
who made the request m writing about the decision. In any case, fmal decision whether or not to
form the subcommittes will be of the Chawperson

. S0P Subcommittes

The Chairperson will establish an SOP subcommittee having thorough knowledge about the
scienfific and ethical review process which includes member secretary, 1 or 2 member and
admimstrative staff, SOP team may carmy out wnting the procedure of [EC or make the changes
requested. The draft SOP will be formulated by SOP team

c¢. Review of the draft SOP and submission of final draft

S0P

The Draft SOPF will be reviewed by the all EC members, If any comment or suggestion will be
incorporated and final approval will be taken in EC meeting

d. Approval of New / Revised S0P

The Fmal SOP will be signed by Member Secretary and Chairperson [IEC, DUPMCH, which
then will be forwarded 1o authority of the DUPMCH and regulatory suthorities, The date of
approval is the effective date of implementing the S0P,

&. Implementation, Distribution and Filing of the SCPs

The date of approval s the effective date of mplementmg the SOP. The Approved SOPs will be
notified to the hicensmg authonty of India. These 50Ps will be circulated amongst the member of
the EC, admimstrative staff, DUPMCH authority, HRRPs of respective mstiutes and the

Iovestigators. A log will be mamtamed for the recipient of SOP by [EC, DUPMCH office. The
12
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Orignal Set of the SOP will be mamtamed m the S0P master file for record. The paper
photocopies of the same will be valid for official use, only with the dated signature of the

member secretary,
f. Manage and Archive Prewvious Versions of SOPs

Previous versions of SOPs will be retmined mand clearly marked * Saperseded” and archived m a
file by the Member Secretary/ Administrative staff at the archnval room of the [EC, DUPMCH

6. COMPOSITION OF IEC, DUPMCH

The Purpose of IEC, DUPMCH 1s to bave uniformity in the Ethical Review process and to
entically analyze the Scientific and Ethical concemns associated with the research submissions in

gither of these forms:

1. Post Graduate Dissertaions reseancl dindies

B3

UG Student Research Project
Faculty Research Projects

Sponsored Clinieal Trial Protocols.

o N .

Any other biomedical and health research mvolvmg human participants

[EC, DUPMCHs shall be muli disciplimary and mulii-sectoral m composition. The number of
members in the committee shall be at least 7. The external members shall be present to ensure
e independence of the committes. The Chapperson of the commitiee shall be from outside and
non- affilated with the Insttution. Moreover, The Co-Chawperson (Co-chair) would be
appomted which would act as decision authonty m absence of the Champerson. She'he shall also
not be affiliated with the nstitution

13
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The Member Secretary shall be nomunated from the members of the DUPMCH itself. The
member secretary shall conduet the admimistrative duties of the ethics committes. Other
members will represent different specinliws from medical and pop-medical background fo reflect
the different viewpoints. The composition of the IEC, DUPMCH shall be as follows,

l. Chawperson (Non Athilmted with the DUPMCH)

2. Basc medical serentist/Seientists

3, Clneean/C hnscians

4, Legal expert

5. Socal scentist/representative of non-governimental volumary agency
6, Layperson from the community({ Non-affiliated with the DUPMCH)
7. Member-Secretary (Drawn from the Institute)

IEC, DUPMCH shall also have members [rom other mstitutions from constiiutional mstiutes of
DUPMCH, There shall be an adequate representation of age, gender, community etc. i the
committee 1o safeguard the uterests and welfare of all sections of the society. The Committes
shall have at least one women representation. (Refer Annexure 3 for updated IEC,
DUPMCH composition). The Ethics Comnuttee referred consists of at least fifty percent of its
members who are not affilated with the mnstimte or organization.

a) Independent Consultants

IEC, DUPMCH will call upon Subject experts as comsultants for review of selected research
protocols, These experts may be specialists in ethical or legal aspects, specific diseases or
methodologes. or represent specific commumies, palent groups or special mierest proups e.g
cancer patwents, HIVIAIDS positive persons or ethme mmonties. Subpet experts shall not have
voting rights Confidentiality agreement (Refer Annexure 4) must be signed by them

regardmp the meeting and the protocols deliberations.

14
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b} Secretarlart

The Secretariat consists of the Member Secretary and admimistmtive staff'support staff. The
admimstrative staff shall be appointed by the mstitute as per imiversity mles and regulations.

c} Membership

The DEAN, DUPMCH will appomt the Chawperson, IEC and the member Secietary mn
consubtation with DIRECTOR, DUPMCH. All the members of IEC will be appomted by the
Dean i consuliation with the Chawperson and member Secretary. CV of all members will be
collected m a single format. (Refer Annexure 5) IEC, DUPMCH will inform to heensing
awthority of Indsa about the constitution of IEC or abowt the changes in membership list if any

d) Appointment

The selection of EC member shall be bassd on the quahficaton and expenence, Ethcal &
Scientific knowledpe, Interest, Conmmtment & availabalay, willmgness to provade mbiased
opinion ¢le, Members representing as medical Scientist or elincinn should have post graduate
gualification and adequate experience m thes respective field, There should not be any confluct
of interest while making an appointment. Dwrectors, Head of Institutions. Supenntendents and

amthority of nnversity will not serve as a member.

&) Terms of Office, Renewal, Resignation or Termination of

mambarship

The duration of the membershap will be for a mmonom of period of 5 years. The membership
slall be renewed after the stated term. There will be no bar on the members serving for more
than one term bt it 15 desirable to have around one third new members during the reconstitution.

A member who wishes to mesign should provide a wntten notification of ther proposed
resiguation date to the Chauperson of IEC, DUPMCH or Dean, DUPMCH. A new member can

be appointed of the same category (For e.g. If Logal advisor resipns then the new legal expert

15
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should be appomted) by the Dean, DUPMCH in consultation with Chanrperson and Member
Secrelary,

A member can be replaced m the event of long-term non- availability (three consecutive
meetmgs). Letter of Termination will e provided to the member. Authonty to replace the
member shall remain with the Chauperson of IEC, DUPMCH. University authorities shall be
informed about this termination and it should be documented in the minotes of next duly

constiuted IEC mestmg.

Any changes in terms of membership i.e. Resignation/Termunation shall be nofified m written to
the licensing Authority of India

f} Roles and Responsibilities of IEC, DUPMCH

The Pnme responsibility of [EC, DUPMCH 15 to determine the Scientific and ethical aspects of
Research Proposals and ensurmg the protection of rights, safety and well being of the research

participants. The ¢ommitiee shall;

»  Provide independent and competent review of all ethical aspects of research proposals
within stipulated time frame

« Enswe to safepuard the dignity, nghts, safety and well bemng of all sudy participants.
Special consideration 1o be enswred in reviewing the protocols mvolving vulnerable
population.

= Scientific aspects of the research proposal shall be evaluated.

«  Review progress report and monitor ongomeg studies.

»  Evaluate the suitability of the Investigator in terms of qualification, traming and
experience as documented i CV for the proposed study.

+ Review and revise SOP from tune to time as per SOP

»  Maintam confidentnlity of the study documents and deliberation of the IEC neetmg,

Momtor SAEs, protocol deviatons & vielanions and recommend approprate actions.

&
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+ Shall actvely participate m educatiomal trammg program and remam tramed & updated
oni the regulaory requirement.

Chairperscn will be responsible for

»  Chawmg the meeting and accountable for ndependent and elficwent functioning of the
comumittee

+ Seeking Conflict of Interest (Col) declaration from members and ensure quonumn and fair
decision making.

*  Ensmingactive participation of all members i all discussion and deliberations

« Appoimtmg new members and forming subcommittees for any task.

» Facilitatmg IEC educational activities and keeping abreast the regulation and policies
governing review of research projects mvolving lnuman subjects.

«  Handling of complaints agninst researchers, EC members, conflict of mterest isspes and

requests for use of EC data, ete,
Member Secretary and the Secretariat will be responsible for the following

« Effective and Streamlmed process of receipt, prepasation, cuculation and handhing of
each proposal for review,

«  Arranging'Schedulmg IEC, DUPMCH meetings on regular basis{once m three mouths
and/or as and when required)

«  Commmunication of IEC members with Investigators, Chanperson and with Regulatory
Aunthor ity

» S0P update as and when required

« Completeness of documentation at the time of receipt and timely inclusion in agenda for
EC review,

«  Review and Recommendations for expedited review! exemption from review or full
review of submitted synopses/ protocols.

»  Maintammng the financeal records of TEC.

= Makmg pre and post amangements of [EC meetmg.
17
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»  Assess the need and recommendations to obtain prior scientific review, mvile
mdependent consubkant, patient or community representalives,

«  Ensme quonum dunng the meeting and record dscussions and decisions taken in form of
minutes.

» Filing study related docnments ie, Archiving and mamtaming the study files.

Other IEC, DUPMCH Members will represent appropnate balance of professional, etlucal,
legal, cultumal, elinscal and communiy mferest. Thewr Priomary responsibaldy will be of
determming the Scientific and Ethical Valid#y of the research and the protection of the safety,
nghts, well being & confidentmlity of the research subject.

Basic Medical Scientist will be preferably a pharmacologist as IEC, DUPMCH
reviews clinical trials with dmgs as well as biomedical and health research involving human

participants and will be responsible for:

s Scieptific and ethieal review with special emphasis on the intervention, benefit-risk
analysis, research design, methodology and statistics, contimnng review process, SAE,
protocol deviaton, progress and completion report

s For climecal trals, biomedical and health research mwvolving human participants,

pharmacolomst to review the dg salety and pharmacodynanues.

The Clinician will be an mdmidual with recogmzed medical qualification, expertise and

training and will be responsible for

s Scientific review of protocols mchidmg review of the mtervention, benelit-rsk analysis,
research design, methodology, snmple size, site of study and statistics,

Ongoing review of the protocol (SAE, protocol deviation or violation, progress and
completion report).

*  Review medical care, facility and appropriateness of the pnincipal mvestigator, provision

for medical care management and compensation.
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Thorough review of protocol, investigators brochure (if applicable) and all other protocol
details and submitted documents.

The Legal Expert wall be an individual having basc degree in hiw from a recogmzed

wniversity, with experience.

He/she will be mvolved in ethical review of propasal. ICD along with translations, Mol
{Memorandum of Understandimg), Chinical Trial Agresinent (CTA), regulatory approval,
Insurance document, other sie approvals, researcher’s undertakmp, protocol specific
other permission if any.

The Social Scientist will be any individual with social’ behavioural science
fphilosophy freligions qualification and trainmg and‘or expertise and be sensitive to local
culhmal and moral values. She'he may be from an NGO mvolved i health-related
activities

Ethieal review of the proposal, ICD along with the transltons.

Assess impact on commuonity imvolvememt sociwo-cultural context, religious or
philosophical context, if any

Serve as a patient/participant’ socwtal ‘communty representatne and bring m ethcal and

societal concerns.

The Lay person can be any literate person from the public or commumity has not pursved a

medical scwence’ health related career m the last 5 year and 15 aware of the local langusge,

cultural and moral vahees of the community. Shele shall be responsible for:

Ethical review of the proposal, ICD along with transhiion(s).

Evaluate benefits and nsks from the particpant’s perspective and opine whether benefits
qustify the risks

Serve asa patient/participant’ commumnity representative and bnng m ethical and societal
CONCeTIs.

Assoss on societal aspects if any

19
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q) Training

Traming on the ethical aspects of health-related research with human participants and on
the [EC, DUPMCH SOP shall be mmparted to the IEC members when they join and

periodically during thew commitiee service. Member secretary slall be responsible for

providing trammng to the new members.

The revised'amended IEC, DUPMCH S0P tmining shall be given by the member
secretary’other member of the SOP team to rest of the IEC Members before the new TEC,
DUPMCH S0P comes mto enforcement, The TEC shall conduct workshops from time to
time to impart trammg to the IEC members and Institutional faculty members.

h) Conflict of Interest and Confidentiality

L& ]

It shall be declared by the IEC, DUPMCH members at the first meetmg that there
15 no direet conflict of interest, possible conflicts of interest that may compromse
lns'her position on the IEC by sipning the conflict of mtetest (Col) form i Refer
Annexure ). If a member has direct conflict of imterest with a proposal
being considered shall not be a part of the quorm.

There should not be any undue nfluence of the members by the way of ther
nstitution association, financial lability, kinship or authority in their decigon.

The member having conflet of mterest with any of the proposals for review in the
meeting will disclose it before the meeting and will fill the Conflict of
Interest Disclosure Form (ReferAnnexurel5)

All the IEC, DUPMCH members should mamtain absolute confidentiality of all
discussions dunng the Meeting, inchidng the documents cirenlated for review,
mless requmred by law.

It 15 responsibility of ench IEC, DUPMCH member to read, understand, accept
and sign the Confidentiality Apgrecmsent (Refer Annexure 6) regarding

meeting deliberations, apphications, mformation on research participants and
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o related matters at the begnmng of the temire of lusher membership and the term

of wluch shall be bndmg on them even after the ternunation of the contract.
= These signed confidentiality and conflict of interest forms will be filed in a
weparate file by IEC, DUPMCH secretariat

1) Querum Requiremeant for MeetCing

The full board meeting will be held as scheduled for clmical tnal review provided there 1s
guorum. A minimum of § members shall be required for a quonun representing the following
bk ground:

«  Bamc Medical scientist{preferably a pharnmeologst)

« Clinkian
* Lepal expert
» Layperson

« Social sciemtist o1 represemtative of Nom-governmental wvoluntary agency
All decisions shall be taken m meetings and not by coreulation of project proposals.

i} Schedule of Meating

IEC, DUPMCH shall meet regularly at kast once in three months; bowever, the frequency of
IEC meetng slall be based on the number and the tvpe of protocols eg Clnwal iral or
Buwomedical and health research to be reviewed.

k} Honcrarium to the Members/Independent Consultants

Honorarmm for attendmng IEC, DUPMCH meetings shall be given to the IEC, DUPMCH
members as per financial policy of IEC, DUPMCH. Remnbursement of travelling expense and/or
honomria may be given to Independent consultant and any other person anthorized by the IEC,
DUPMCH.
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1) Evaluation of IEC/Chairperson/Member

Secretary/Members/IEC Staff- Self- assessment
The commuttee will carry out periodic self-assessment once a vear.

The member's and admimstrative stafl will be designated by Chawpersons for canying out sell’
pasgssment. The corrective and preventive actions (as required) will be discussed i the full
board meetmg and will be implemented accordmngly (Refer Annexurae 16) Ammal Self
Evaluation of Chaoperson will be done.

Annual Evaliation of [EC, DUPMCH members’ Member Secretary will be dene by Chairperson
The mdividual feedback will be provided by email 1o the members.

7. ADMINISTRATIVE SUPPORT:

To support the smooth functionmg of the IEC, DUPMCH, the admimistrative staff shall be
appomted by the Head of the Institute. The Secretaniat of [EC, DUPMCH in¢ludes the Member
Secrelary of IEC, DUPMCH and the support staff.

IEC, DUPMCH makes certain that the support staff is adequate in numbers and tramed enough
to enable the IEC, DUPMCH to carry out its techmeal and admimstrative responsibilines.

Adequate resources will be provided to support staff to fulfill s assigned fimctions including
office space, and equipment and supplies. (e.g. computers, stationery, telephones, photocopies,
shiredding machine etc.)

The supporting stafl vall assist the member secrelary m executmg fimctions of the IEC and o
consists of the stafl members of DUPMCH appomted by the DEAN of DUPMCH. Additional
supporting staff may be appointed as per requirement after discussion amongd the TEC,

DUPMCH members.
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uties of the Administcrative Staff:

+ Establish an effective and smooth handling procedure for each proposal receved at [EC,
DUPMCH Secretanat. This inchudes its receipt; register entry, circulation for firther
review and storage management.

« Assisting Member secretary in organizmg [EC, DUPMCH meetings regularly, m
preparatson of the agenda and numtes of meetngs.

«  Maintaimng [EC, DUPMCH recornds and archives

«  Communicating with IEC, DUPMCH members and Principal Investigator

«  Assisfing Member Secretary in amanging traning for Faculty, PG students of DUPMCH
and [EC, DUPMCH members.

«  Providing necessary admimstrative suppont for IEC, DUPMCH related activities to the
Member Secretary. IEC, DUPMCH

«  Receving IEC, DUPMCH processing fees and forwarding to Account Department of
DUPMCH and recerving and mamtainmg official receipts for the same.

» Comespondmg with the IEC, DUPMCH members, external experts and investigators.

« Makmg the pre and post amangements of [EC, DUPMCH meetings

«  Filing study related documents,

Asasting m preparation for acereditation and audits of IEC, DUPMCH

+ Participate in the development and subsequent nuplementation of S0Ps

All the commmumcations between the IEC and InvestigatorInsttutionRegulatory Anthonty wall
be from and through the member Secretary/ Chaiperson of [EC, DUPMCH

The Secretanat of IEC, DUPMCH will recerve protocols for review'notification/request from
Smdents, Facultes and Prmcipal Investigator of DUPMCH and then will circulate amongst the
[EC, DUPMCH members.
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Any Decision made regarding the study (Approval/Rejection’Query response requested) shall be
commmupicated from Member Secretary on behalf IEC, DUPMCH to the respected

applicant’applicants,

Cormrespondence Regulatory agencies will be carnied out through Chawperson™ember Secretary
of the [EC, DUPMCH.

E. APFLICATION PROCEDURE

For Biomedical and Health Reseaarch:

The followmg procedure will be followed by the Students and Facultes of DUPMCH for
submission of the Research Proposals,

+ Research Proposals along with the relevant documents shall be submitted along with an
Application Form i the prescribed format (Refor Annexure 1) and sddressed to
ChampersonMember Secretary of [EC. DUPMCH.

» The Application shall first be addressed to the HRRP (Human Research Review Panel)
Coordinator of the concerned college/department of DUPMCH which will serve as a first
window for accepting all the research proposals from students/faculies of thew
collepa/depanment. HRRP will acknowledpe the receipt and indwcate any lacumse Re-
submission m case of missng mformation'elanhicanon requested shall be done witlun
two weeks,

¢« The HREREF will Review the HResearch Proposal snd shall provide ther
OpumonComments and then forward the same to member secretary of [EC, DUPMCH.

= The IEC, DUPMCH will acknowledge the receipt of the application with suppoiting
afnexure.

« IEC, DUPMCH shall review the Research Proposal recemved and then either
Approves Rejects the Proposal or rases the queries to the Iuvestigator. The decsion of
the [EC, DUPMCH shall then be communicated through HRERP to the appheant mn

Writmg
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Clinical Reasearch:

All the Research Proposal shall be addressed to the Chawperson of the IEC, DUPMCH,
and shall be submitted to the Member Secretary/Secretanat

Member Secretary/Secretanat will ensure the completeness of the submission agamst the
checklist for Cloucal Tral Documents and fo IEC, DUPMCH (Befer Annexure 17)
and then will provide the applicant, the acknowledgement receipt (Signed, Stamped and
dated) for the subnuited documents.

In case of meomplete subnussion or m case if additional docuwiments required, member
secretary will mform PI to re-anbmit missing document or to subnut additional document
required. Member Secretary will reconfirm the completeness with the prior submission
and updates the submission accordingly.

Total 10 hard copees and One(1) soft copy of the study documents shall be submitted to
the TEC, DUPMCH. The mumber of lardeopies to be subnutted may vary depending on
mumber of members m EC constimtion

Appheation shall be made along with the prescribed fees for the review of proposal
(MNew Protocol’ Amendment/E xpedited Review)

As per [EC, DUPMCH, the Fees will be accepled as cheque /demand draft drawn m favor
of "DR., ULHAS PATIL MEDICAL COLLEGE"

A unique submission number shall be assigned to each proposal submitted for review.
Submission shall be done at minimnm 3 weeks prnor to the pext [EC, DUPMCH meeting.
Investigator shall be notified in writing to be present for a scheduled IEC, DUPMCH
meetng to present their protocol and offer clarfication if any required dunng the
meelmp.

In case of any Amendment PI should submsg ome (1) hard copy of the amended
documents lhighhphtmg the modificanon’s m the amendment along with summary of
changes. The member secretary m consuliation with Chawperson will decide whether to

carry out Expedited Review or request Nofification in case minor admimstmtive changes,
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+ [Incase of raquuoement of full board review, PI should subnut 10 hard copies of the
amended documents along with the prescnbed EC fees to IEC, DUPMCH.

9. ESSENTIAL DCOCUMENTS TO BE SUBMITTED FOR REVIEW

All research proposals mcluding clinical trials shall be submitted minimun 3 weeks before
the upeoming IEC, DUPMCH meeting with the followmg documents.

I. Documentation Required For Biomedical and

healthResearch:

« Cover letter to Member Secretary

« Application Form (Annexure - 1)

«  Title of the project { Cover Page -Title of the Proposal, Name & Sign of the PI and Co-[
with Designation, Name of any other Institute/Hospital'Field area where research will be
conducted)

=  Names of the PT and Co-investigators with designation.

» Name of any other Instiute/Hospital'Field area where research will be conductad.

» Approval of the Head of the Department.

* Protocol of the proposed research

« [Ethical 1ssues m the study and proposed measures to address these ssues.

» Proposal shall be submitted with all relevant Annexure like proforma, Case Record
Forms, Questionnaires, follow-up cards, etc. to be nsed m the sdy.

« Paricipant Information Sheet and Informed Consent Form m vernacular language(s)
should be enclosed. The consent form shall be as per new dmgs and CT rules2019.

«  For any drug'device trml, all relevant pre-chmcal ammmal data and clinical trial data from

other centers within the comntry/other countries, if available,
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« Any regilatory clearaces requred. Copy of clearances if obfamed. Tlos will be
necessary for New drog/device not approved for marketing m India, mstfication for
sendmg of iological samples outside India and wse of radioactve phanmaceuticals in
clinical stuches,

s Source of funding and budget along with the supporting documents

»  Indemnity issues mcluding insurance ceitificate for the compensation to the participants
ete, if applicable.

«  Statement of conflets of interest, of any.

+ Plans for publication of resalis-positive or negative-while mamtaining the privacy and
Confidentiality of the study participants.

» Any other mformanon relevant tothe smdy.

II. Minimum documentation required for Clinical Trials

Ten (10) sets of hard copy and one (1) soft copy of the followmg documents have to be
subnutted along with continuous pagination 1. for every new document, comesponding page
mumbering should start from where it ended for the previous document and not as page no, one
(1).

a) Cover letter to Member Secretary

b) Final Version of Protocol of the proposed research.

¢) Iuvestipator Brochwre (1B) (as applicable for drug/ological/clmical trinls)

d) The Final Version of Patient Information Sheet (P15) and Informed Consent Form (ICF)
m English, Hnd: and Marathi along with a translation certificate and Back translation
certificate wherever applicable.

¢] Fmnal Version of Case Record Formd CRF)

) Recmitment Procedure; advertisement. notices (1f applicable)

g) Patent Instruction card, diary, etc. (if applicable)
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h) Inswance Certificate for study partwcipants indicating conditions of coverage, date of
commencement and date of expiry of coverage risk or Indemmfication policy document
(if applicable).

1) Acknowledgement and'or Pernussion letter from hcensing authonity to conduct ¢linical
trial

11 Any other regulatory permissions{ As apphecable)

k] Final Version of Clmical Trial Agresient (CTAYClnical Study Ageement (CSA)

I Undertaking by the Investigator

m) Prnnepal Investigator’s cwrent CV, MBEC and GCP tramnmp esrtaficate duly signed and
dated

i) Clinkeal Trial Registry — [ndia (CTRI) Regstration Certificate

10. REVIEW OF PROPOSAL

The member secretary shall sereen the proposal for the risk associated with the sudy depending
uwpon the risk, as defmed m “ New Drugs and Climeal Trial Rules 2019" involved in the research
proposal, the member secretary shall subject them to: Full Board Review, Expedited Review and

Exemption from Review.

All research involvmg the following will be subjected to Full Board Review:

* Research mvolving more than mimmal risk.

» ProposakProtocols wluch do not qualify for exempted or expedited review.

+ Projects mvolving vulnerable population such as children, prisoners, pregnant women,
mentally disabled persons, or other special groups.

The foremost task of the TEC 15 to review the study proposal and supporting documents
gving importance to its scientific validity, ethical 1ssues and submission form for
suitability and feasibility of the study. The IEC, DUPMCH will analyze and take nto the
consideration the following crifena to ensure the ethical basis of review of the submitted

protocol
et
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1. Risk Factors, Adeguacy against Risks & Potential Benefits:

It should be taken care thal the subject particspating in the research that bear the risk of
participation shall be benefited out of research diwectly or out of new knowledge that the research
15 designed to yveld IEC members should be aware that risks may oceur m different dimensions
(e physical, social, fmancial, or psychological), all of which require serious constderation.

[EC, DUPMCH Members shall ensure that Research 1s scientifically sound and valid because if
the research s not scwentifically valid then it exposes research participants and their conumunities

to risks or harm without possiality of benefit.
2. Recruitment & Withdrawal of Subject(sz):

Recrutment stratemes shall describe the purpose of the research, the risk and potential benefits
of participating in the research and other relevant details. Patient’s participation m the study
should be voluntarily. It has to be checked there is no mfluencing factor for the patient’™s
participation in the stdy, It is to be ensured that patient can willngly withdraw the consent with
prior mtimation. This should not affect his'her further routine medical reatment.

i. Access to personal data:

Access of personal data of the research participants, imcluding medical records, source data and
bological samples shall remam with the Principal Investigator and supponimg Staff. ‘With
Permission of the FIL the regulatory authoritiesEthics committee can have access to these data

for AuditMonstoring purpose.
4.Investigator s Qualification:

IEC, DUPMCH shall ensure the required qualification and experience of the investigators and
adequacy of the site for the proposed study.
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5. Data and Safety Monitoring for the Clinical Trials and

biomedical and health research:

IEC, DUPMCH will momtor the ongoing studies at site contineally for ensunng compliance to
study protocol. This mchdes review of the overall progress of each study to inswe safety of the
stady participants, validity of the data, evahating the rsks and adverse events, reporting of the
adverse events to the appropriate agencies. [EC, DUPMCH shall make a visit m case of repoitmg

of adverse events or violaton of human nghts.
&. Financial benefits and Costs to Research Subjects:

Subject shall be reimbursed for any cost associated with participation m the study, meluding
transportation, child care or lost wages. However, the paviments shall not be high enough that
will eventually mfluence the subject 1o participate m the research.

7. Serious Rdverse Events Monitering:

[EC, DUPMCH ensures the provisions are made for compensation/trestment and reporting of the
events done by Investigator in the case of inpry/disabilgy/death of a research participants as per
existing natonal ke mslation (CDSCO)

8. Complaint/Query by the Research Participants:

Mewber Secretary/Admunistrative staff upon receipt of the query/complaint records it m a
register and mforms the Charperson. Chairperson along with member secretary will mvestigate
the details to deternune the truth and individual perception. Clairperson may even be able to
consider the matter for full board review and appoint a sub-conumitiee for enguiry. The final
decision shall be mformed to research panticipants by the secretanat

Elements of Review are further described in this SOP

30
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11. EXFPEDITED REVIEW AND EXEMPTION FROM FULL REVIEW

EXPEDITED REVIEN

Virtual or Tele/Video conference should be attempted to ensure social distancing as face-to-
face meetings may not be suitable. Use virtual software platform (Zoom, google meet)
preferably a video

Mational Guidalines Fer EC Reviewing Biomedical & Health Ressarch During Covid -19 Pandemic ICMR
APRIL 2020)

Proposals which are recommended for mmor revisions will be reviewed by a subcommmites or
Memwber Secretary for clearance and will be approved by the Charperson/Member Secretary.

The approvals will be reported in the next TEC meeting by Member Secretary. The revised form

of proposals requiring major changes will be reviewed m the next ethics commmttes meeting,

If Sponsor of Chinical Research mtends Research Proposal (ntal'amendment) to be reviewed
before 15 days then this will be considered as Extracrdinary Submission and

applicable fees will need to be paid for this fast track review process by the Sponsor,

il



Institutional Ethics Committee {[EC)
DR Ulhas Patil Medical College & Hospital Jalgaon kh - 425309,

EXEMFTICON FROM FULL REVIEW

The cniteria for exemption inclide those considered as “manimal nsk™ suggested by the ICMR
Guidelmes, 2017. Exemption from review may be granted to proposals which satisfy one of the
following conditions:

Examption 1: Ressarch conducted m an estabhshed or conmonly accepted educational
sattings, involving normal educational practices, sich as (1) research on
regular and special edueation mstructional strategies, or (1) research on the effectiveness of or

the comparison among instctional techniques, curricula, or classroom management methods.

Exenption 2:Research mvolvingthe use of educational tests (cogntive, diagnostic,
aptitude, achievement); survey/interview proceduras; observation of public
behavierunless:

(1) Informationobtamedisrecordedmschammnenthathumansubjectscanbelident if ied

Darectly or through identifiers linked te the subjects and

(m) Any disclosure of the human subjects’ regponses outside the research could reasonably place
the subjects at nisk of crimmal or civil liability or be damaging to the subjects' fmancii] standing,
employabality, or reputation.

Exemption 3: Research involving the collection or study of existing
data, documents, records, pathological specimens, or diagnostic specimens, if these sources are
publicly available or if the information 15 recorded by the mvestigator in such a manner that
subjects cannot be identified, directly or through identifiers Imked to the subjects.

32
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Exemption 4: Research and demonstration projects that are conducted by or subject to the
approval of heads of Government departments ofr agencies and thal are
designed to study, evaluate, or otherwise examine: (i) publie benmefit or service
programmes {11) procedures for obtaming benefits or services under those programmes

{L1i} possible changes i or alternatives to those programmes or procedures or {iv)

possible changes m methods or levels of payment for bepefits or services under those

PrOgrames
*Research invelving Vulnerable  Populatien (For S0P for
Vulnerable/Special Population - Refer Annexure 8) will not be

considered for exemption from review.
Procedure for Exemption from Full Ethics Review:

It 15 the responmbility of PI to apply for research proposal for approval to HRRFP, HRRP based
on above cnteria will take decision on “mimimal nsk™ research proposal. The commutiee will
recommend to [EC, DUPMCH for approval. The TEC, DUPMCH has empowered the member
secrefary to give approval to sach research proposal. All such approvals shall be presented m

next ethics commuttee for mformation to the commuattee.
12. AMENDMENTS TO PROTOCOL AND THEIR APPROVAL

Any proposed change or revision to [EC, DUPMCH approved study that affects human
participants must be reviewed and approved by the [EC, DUPMCH prior to the implementation
of that change. 1t is the responsibility of the Member Secretary/Chairperson to determine whether
the proposed protocol amendiment(s) is minor or major m nature. If there is minor amendment of

the protocol and related documents, then 8 will be reviewed by member secretary/Chawperson,

Omly adinnstrative changes such as changes i telephone mumbers; addmon/deletion of staft o
Inveshigators, clanges i imdmg, alteration of the proget ntle; typograplacal emor i protocel,
ele, do not require approvals, but they must be notified 1o IEC, DUPMCH.

3
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For major amendment all the changes will be discussed i upcoming [EC, DUPMCH full board

meeimg.

A change which requires full ethics board review and approval is one which, m the pdgment of

e IEC reviewer, makes substaniial alieration m:

« The level of risks to participants,

* The research design or methodology such as replacement of or sigmificant changes to
study instnunents mehiding surveys and questiomaires of adding'revising eligibility
eriteria or changes to the smdy population

s  The number of participants enrolled i the research

*« The informed consent to melude a newly wdentified risk related to the study (this may
require that partic ipants sign a new consent form)

*  The qualifications of the rescarch team

« The facilities available to support safe conduct of the research

+ Inadvertisement

«  Addion or deletion of sites {due to non-recrtment or SAE, fraud and smsconduct)

« Any other factor, which would warrant review of the proposed changes by the convened

[EC. In addition, revised procedures mmst mvolve no more than minimal risk

The final decision regarding the amendments shall be mformed 1o the Principal Investigator amnd
the decision can be approved, approved with modification, or not approved.

The PI should highlight the modification’s in the amendment, along with summary of changes.

14
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13. ELEMENTS CF REVIEMW

The emphasis should be given on ethical gudance, grounded in the core principles of Respects
for person, concern for welfare and justice. The foremost responsibility of the TEC s fo review
research proposals and therr supporting documents with special attention to safety of the
participants mvolved in reseanch. The followings shall be taken into consideration durng the

review of a Protocol:

= Scientific design and conduct of the shdy.

« Approval of scienfific review committee and regulatory agencies,

o Agsessment of predictable risks/harms and potential benefits.

» Procedure for selection of participants mc luding inchision/exc hision, withdrawal criteria
and other 15sues hke sample size and advertisement detanls.

«  Management of research related inpuries, adverse events and compensation provisions.

= Justification for placebo m control arm as well as Placebo ann m the study? If any,

«  Availability of products to the trial participants after the study, if applicable.

+ Patent nformation sheet (P15) and mformed consent form (ICF) in English/Hindi and
local langnage

» Protection of privacy and confidentiality of participants.

#  Involement of the community, wherever necessary.

+  Protecol and proforma of the study including the consent form (CF).

* Plans for data analysis and reporting,

«  Adberence to all regulatory requirements and applicable guidelmies.

«  Competence of investigators, mesearch and support ing staff

¢ Facilities and infrastructure

Review Checklst (Referfnnexure®) will be filled by each IEC, DUPMCH member for
each clinical trial proposal to be reviewed in the I[IEC, DUPMCH meeting.

35
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Protoomal

The Climcal Research Protocol should be as per New Drug and Climical Tnal Rules dated March

2019 (Refer Annexure 10)
Informed Consent Form and Participant Information Sheet

The IEC, DUPMCH will assess the adequacy of safeguard of the nights and welfare of the
research participants, and the appropriate inchision of women, minorites, and children, based on
the information in the applcation. The evaluation criteria to ensure protection of the human

subjects participating m the research is well defimed m the Review of Proposal of this SOP.

Informed consent 5 mos cncial element of research that needs to be taken came by every
mvestigator pamicipating i the research. “The Volmntary Consent of the human subject is
absohitely essential as has been laid down m the Principle of the Nuremberg code. Obtamnmg
consent from Research Participants mvolves both the consent dialogue and the documented
mformed consent process on the IEC, DUPMCH approved mformed consent forms.

While approving the Patient Information Sheet and the Informed consent Forms, [EC, DUPMCH
ensures that the language wsed is to the level of mderstanding of the participant, contains all the
essential information related to the study, translated documents m are available m Hmdi and
Marathi langua ge, translation and back translation certificates are available, etc.

Informed consemt process should be carried i such a way that the study participant understands
each and every aspect and are answered for any & every query they lave related to the study. It
slall be taken care 1o use the lhnguage that the participants understand, Research participants
should be gven tine as much as is needed by thew to reach to the decision of thew participation
It shall be taken care to avoid therapeuti misconception where the participants over-estimates
the benefits or under-estimates the risk associated with the smdy which in ton affects ther

ability to provide voluntary and knowmg mformed consent

16
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In case whers the subject s not able to provide mformed consent (¢.g Unconscwns person or a
minor efe,) all the information related to study shall be provided to the legally acceplable
represenfative, If the subject or hisher LAR 15 umable to read™srite = an Impartial Witness (W)

shall be present during the entire informed consent process,

The required essential documents of informed consent should be discussed with participants
using approved ICF. Investigator shall constantly check the level of understandmg of the subject
asking the open-ended questions which resubts in obaming legally effective informed consent
document from subject, The copy of the signed ICF shall be given to the patient and the orginal
shall be retamed by the Prmcipal Investigator.

IEC, DUPMCH may conduct surprise visit to the Informed conssnt site when the consentmg
process 15 poang on by the Invesngator. IEC, DUPMCH can also mterview the participants (o
conlirm the appropristeness of the Informed consent taken by the mvestigator,

Informed consent form is revised after assessmg the need based om changes to the protocol,
events occmming within the study, which increase nsk to the study subjects, or as directed by the
sponsor. ICF with concemed changes requested by the sponsor and/or inwvestigator, when
directed by the [EC, DUPMCH., re-consent the previously enrolled subjects with the revised, EC

approved version of the informed consent form.

In case of clmical trials on pediatrics, the subjects are legally unable to provide written informed
consent, and are dependent on thew parent or legal puardian to assume responsilabiy for ther

participation in clinical studies. In such case,

(i) Wntten mformed consent should be obtamed from the parent or legal guardian, However, all
pediatric participanis should be mformed to the fullest extent possible about the study m a
langnage and in terms that they are able to understand

7
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(1) Where appropriate, pediatrie participants should additwonally assent to envoll m the study.
Mature minors and adolescents should personally sign and date a separately designed writien

miseni form

() Although a parficipant's wish to withdraw from a study mmst be respected, there may be
crcumstances in therapeutic studies for senous or life-threatening diseases m which, n the
opinion of the lnvestigator and parent or legal guardian, the welfare of a pediatric patient would
be jeopardized by lus or her failmg to pamcipate m the study. In thes simation, contmued

parental or legal gnardian consent should be sufficwent to allow participation i the study,
Essential Elements of Informed Consent Form

A checklist of essential elements to be included mn the study subject's imformed consent
document as well as a format for the imformed consent form for tnal subject 15 as per New
Clinical Trial Rule, 2019 (Refer Annexur=sll)

Audio-Video Recording

Aundio-visual recordmg of Informed Consent Process shall only be wmndatory for cases where
valnerable population iz mvolved & the tril i of New Chemical Entity or New Molecular
Entity. For cliseal trials of Anti-HIV and ant-Leprosy drgs, only audio recordmng of the
mformed consent Process shall be mandatory. Audio-visual recording can be required as and
when required by Ethses Comnuties.

The Investigator must provide the subject/LAR/IW with the mformation desenbed in the
mformed consent section before signing the mformed consent by the subject

The lngnage of mforwation should be non-techuweal and understandable by the study subjects’
LARS TW and the same shall be recorded through awdio-visual means. Details of questions if any,
asked by the subject/ LAR' W and hisher wmderstanding on consent are also to be recorded
through the audio video recordmg. The process of signing’ puttmg thumb impression by the

subject/ LARTW should also be video recorded.
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During the audiwo-visual recordmg of mformed consent process, the wdentity and records of the
trial subjects are as far as possible should be kept confidential. The Investigator mmst safeguard
il confedentialiy of trial dafa, which mught lead to the dentification of the mdividual subpects.

The trial data of subjects can be disclosed only m a count of law under the orders of the presiding

udge or n some cases may be required to commumcate 1o Drng regulatory’ Health awthorry.

To mamtain the confidentimlity, the videographer should also be recruited as part of the study
team. Prior to mmtiation of the study, the Investigator should define and allocate the activities of
andio- Video recordmg of informed consent process to the respective wlentified person as
videographer and should be mentioned m the smdy log of roles and responsability of research
staft.

Prior consent of the subject should be taken for andw-visual recording of mformed consent
pocess and the same should be documented by the wwvestigator, Such consent may be taken
omally. Only those sabjects who mve the consent for the AV recording shall be included in the
chmical frial. Aundio-visual recording of mformed consent process and other related documents
should be preserved safely after the completion / termination of the study for at least a period of

5 years if 1f 15 not possible to mamntain the same permanently

Proposal inveolving wvulnerable population and special

group
(Refer Avmesire 8)
Advertisemant

EC reviews advertisement to ensure that advertisement do not exaggerate the outcome and
bene fits than actually mentioned in consent document or protocol, do not emphasize on payment
or free treatment, or Include exculpatory language. Example: In the event that vou suffer a

research- related inury, your medical expenses will be covered by your medical imsurance.
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Advertisements are limited to the mformation prospective parhcipants need to determme then
ehgibility and imterest, such as: The name and address of the researcher or research facility, The
purpose of the mesearch or the condition under study, In sumnmary form, the criteria that will be
used to determine eligibility for the study.

Memorandum of Understanding and Indemnity Agreement for

Sponsored Drug/Device/Collaborative Trials

[EC, DUPMCH shall review the Clinical Tral AgreementMemomndum of Understandmg and
Indemmity Agreement documents. [EC, DUPMCH shall ensure that the ndemmity and
compensation are approprete and as per the applicable standards. It shall be taken care that the
dmug trial is started only after the agreement 15 signed by all the concerned parties (PI, Sponsor
and HOT).

14, CONDUCT OF MEETING

[EC, DUPMCH meeting shall be conducted at scheduled mterval preferably once every three
months. However, depending upon the load of the Research Proposal, Meeting can be called
upon as and when required. The final IEC, DUFMCH meestmg date shall be mformed to all the

members well in advance 1o ensure their availability for meeting

The Secretariat shall be the convener with overall responsibility for organizing the [EC,
DUPMCH meeung from preparing apgenda to communicatmg the decision of the IEC to the
Investigator.

For the meeting, the following deliberations shall be made, if full quoram = available

« Declaration of conflict of interest
« Confirmarion of Last meetmp’s mintes
= Action taken for the Last meetmg

¢ Details of risk-benefit assessment decwion of review of proposal
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* Any changes requested

= Protocol Deviations, Adverse events'SAEs

«  Non-Compliance

* Monitormg sites, reports, and Correctove and Preventive action (CAPA) plan; if any,
& Any other relevant discussions‘updates

Before Meeting

*  Member Secretary will prepare the Agenda of the [EC, DUPMCH meeting.

# The hard copy of the Research Proposals shall be cwculated to all members prior to 3 weeks
along with the agenda of the meeting and action taken on the previons meetmg. Agenda of
the meeting will also be sent toall the members via email, if required.

» Member Secretary prior to meetmg ensures that there is no conflict of mterest with any of the
[EC members due to his'her participation in the protocol which are gomg to be reviewed; If it
is found then Secretary will seek the concemed EC member 1o declare the same in conflict of
Inderest form (Refer Annexure 15)and then excuse themselves for that particular protocol
review mnd decision mmking process. In case if quornim requirement s not fulfilling due to
the COI of sy EC member on the day of IEC, DUPMCH meeting then the mesting will be
Re-scheduled or cancelled.

» All the Investigators shall be informed via letter to be present for the meeting to present
his'her protocol to the IEC, DUPMCH members.

« All IEC. DUPMCH meetmgs will be held at the DEAN OFFICE DUPMCH, unless
otherwise specified Good working conditions in the room along with 1T and Technical
support will be ensured

Conduct of Meeting

¢ Members should gather for the meeting on schedule date and 1ume.
¢« Al the beginning of each convened [EC, DUPMCH meeting, the member secretary will
dascuss and announce to declare if there 15 any conflct of interest with any of the [EC,
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DUPMCH member and mforms that member laving a confliet of nferest must excuse
themselves from deliberations and decision on 1lal research proposal.
If the wmanticipated conflict of mderest affects quonum, that particular gem will not be
discussed and will be deferred to the next scheduled meeting
Ressarch involving vulnerable populations will be placed on to the apenda only when at
least one ndividual (IEC member or Independent comnsuliant/subject expert) who is
Imowledgeable and experienced m working with the population will participate i the
meeimgp.
Secretarmal shall obtain signatures on confidentiality, Conflict of interest, if any,
attenilance, etc.
Charperson will initiate the meeting and secretary shall discuss the minutes of the
previous meeting, action taken for the majorpendmg wsues discussed m previous
meeting and agenda for the cument meeting
Principle Investigator shall be nvited to present their proposals, and clanfy doubts, if
iy
In case the secretary of the IEC. DUPMCH is the Principal Investigator for the project
under review, the IEC, DUPMCH nember nonunated as actmg Member Secretary will
perform the function of the Secretary only for that study. The secretary should declare
s/ ber confhet of imnterest and leave the meeting room.
In Case the lead dscussant cannot attend the uweting, the Co-Investigator or Secrelary,
I[EC, DUPMCH or any other member of IEC may brief the [EC, DUPMCH about the
research study.
[EC. DUPMCH will completely review the research studies submutted. The commutiee
will review new smdies, anendments, ammual’contuming review of engoing smdies, SAE
reports, my other documents. and assess final reponts of all ressarch activines throngh a
schednled agenda.

= The member Secretary, [EC, DUPMCH' IEC, DUPMCH administrator

nmuntesrecords the proceedings of the TEC, DUPMCH meeting.
o The decision shall only be made at the meetings where a quorum is present

42



Institutional Ethics Committee {[EC)
DE. Ulhas Patil Medical College & Hospital Jalgaon kh - 425309,

Only 1IEC, DUPMCH members who attend meeting will participate m the
decision.

It is the right of IEC mwmber to disagree to approval of proposal He'she has to
gve written explanation for dsagreement.

In each decision, votmg of members shall be done. Voting Reference sheet
{Refer Annexurel) will be kept as an evident of voling of each member.
Based on voting the decision shall be taken

After the Meeting

[+]

[ &3

[ %]

L]

[+]

[

The Member Secretary and TEC adoumstrator wall compale the meeting
procesdmgs m a concise and easy to read style.

The munutes will record whether the decsion was unanmous, or whether the vote
was taken for the decision. The munber of members volg for, agamst and
abstainimg will be recorded.

Conflict of mterest; if any will also be included 10 the meeting minutes.

The basis for requiring changes m or disapproving research; and a wntten
summary of controversial 1ssues and ther resolution must be recorded.

The draft mmutes will be finalized by member secrefary and will be circulated
amongst the other members and Charperson withm a week of the meeting via an
email

Any comments‘changes requested by any member will be discussed mehsded by
the member secretary, The fmal munutes of meeting will be signed by Member
Secretary and Chaurperson.

Original version of the minutes will be placed in the mmutes of meeting file

A copy of decision letter along with all project related comespondence shall be
placed m the appropnate project files

The Member Secretary shall convey the deciion i wniing to the Prmeipal
Investigator of the study preferably withinl0 days of the meeting.
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15. DECISIONS MAKING AND POST MEETING ACTIVITIES

The IEC, DUPMCH shall provide complete and adequate review and based on that approval of
the research Proposals sibmitted to them. The following pomts will be considered while doing

s

An [EC member will withdraw from the meeting for the decision procedure conceming

the study where the conflict of interest exists.

« [fany IEC member has hisher own proposal for IEC review he/she will not participate m
the TEC discussion or vote on that particular project.

»  The documents requived for full review of the application should be complete and the
relevant elements considered before a decision is made.

» Only [EC members who attend the meeting will participate m the decision

s The decisions shall be taken in the absence of investigators, representatives of sponsors,
consultants.

*  The decision must be taken by maporaty opimion amongst the voting members of IEC after
the quomm requirements are fulfilled to recommend/re ject/suggest modification for a
repeat review or advice appropriate steps,

» Subject expert/s may be mvited to offer thewr views, but expert/s should not participate m
the decision making process. However, hisher opinion nmst be recorded

+  Voung Procedure:

¢ By signing the voting reference with marking Approved /Mot
approved Condsional Approval suggested,

o All the members except the Chapperson are entitled to one vote. However, m case
of a tie, Chawrperson will vote to break the tie

* The secretanat shall commmunicate the decision in writing to the mvestigator wathin 10
days. The concurrenceVoting of the member will be recorded m the minutes as—

«  Agreed; m favour

«  Disagreed: Agamst

»  CA:Conditional Approval
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After the meetmg the comnuttee may make one of the followmng recommendations
Approved: The study is approved m its present form

Approved subject to modifications: This isa condiitonal approval
mdicating that the proposal 15 approved m principle, subject to the subnussion of certam
clanficatons, minor revisions, or addtional docwments, These will be reviewed by the
member secretary, IEC on behalf of the full board. IEC, DUPMCH will empower
member secretary to review the revisions/'changes and grant approval if the
revision/changes, clarification or addional documents are found satisfactory. The
duration of time of responding back for the principal mvestigator shall not exceed more
than | month

Resubmit: Extensive revisions are necessary. Principal investigator has to comply
with the changes sugpested by TEC and respond to the queries. The revised propect will
then be reviewed in the next fill board meeting

paferment: Indiwating that proposal is not approved as submitted bt it can be re-
assessed after revisions, justifications, or addtional mformation to address the specific
reason(s) for deferment Decision can't be ammived at present and therefore postpone to
Next meetme

Mot approved: Indicates the study 15 not approved 1 its cusrent form becanse
members concems for the protecton of the participants have not been satisfactorily
pildressed even afler the revision. A negative decision shall be supported by clearly stated
rensons, If the investigator wishes to appeal to the decision, he/she may do so by
contacting the TEC secretanal

An TEC may decide to reverse its postive decision on a study if it recenves information
that may adversely affect the risk/benefit atio’safety of the partwcipants.

In case of premature termination of study, notification shall be made mdicatmg the reason
tor termmation along with the summnary of result conducted till date.

The following cwcumstances require the matter to be brought to the attention of TEC.
Any amendment to the protocol from the onginally approved protoco] with proper

juustafic atvon,
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« Senous and unexpected adverse events and remedial steps taken to tackle them;

«  Anynew information that may influence the conduct of the study,

= The proceedings of the IEC meetmg will be dociunented and the mweting minutes will be
stgned by the member secretary,

16. MONITORING
Site Monitoring Visit

It is the responsbility of the IEC, DUPMCH to monitor approved studies at the site. [EC,
DUPMCH will perform on-site mspection of all approved ongomg studies at least once a vear
Apari from the routine visits, additional visits could also be planned for the following:

« frequent protocol deviations,
« prmeipal mvestigator camrying out large number of the studies at a ime,
» m case of serous adverse event reported,

» pon-compliance to approved protocols,
o  Complamt received from Participants or any other cause as decwded by IEC, DUPMCH

The selection of study for the monitoring will be disenssed i the schednle IEC, DUPMCH
meeting. The Charperson will identify and designate one or more IEC members m site
monitormg subcomimtiee of appomt an i dependent monitor to caryout montormg of the
study at site.

The Secretanat will mform the Principal Investigator in writing about the date/time of
monormg visit and reques for confimaton from the Prncipal Investigator or Co-

iwvestigator 1o be available for the monitormg visis.

46



Institutional Ethics Committee {[EC)
DE. Ulhas Patil Medical College & Hospital Jalgaon kh - 425309,

¢ The IEC members/Independent monitor along with IEC members will-

o Check the log of delegation of responsibilities of study team

o Check ifthe site is usimg latest IEC, DUPMCH approved versions of the protocel,
mformed consent documents, case record forms, dianes, advertisements, efc,

o Review the mformed consent document to make sure that the site 15 using the
ID0SE Feceil Version,

o Observe the informed consent process or audio visual consent or andio consent, if
possible.

o Review randomly selected parcipants files 1o ensure that participanis are signing
the comect mformed consent,

o Observe laboratory and other facilitees necessary for the study at the site, if
possible. Review the project files of the study to ensure that documentation s
filed appropriately

o Review the source documents for ther completeness.

Collect views of the study participants, if possible.
Review the Site Master {ile an Investigatonal Products” storage and temperanire
Fill the Study (site) Monitoring Visit Report Form (Refer Annexurel?)

o After the visit, member secretary will prepare a compiled report from individual
montors’ site montoring visit forms and ther comments, This report shall describwe the
findmgs/observations of the monmoring vis.

# Member secretary will present the monitoring report at the next full board TEC,
DUPMCH meeting and the concemed IEC member/mdependent monitor will provide
additional details’ elarifications to members, as requmred.

& The IEC. DUPMCH shall discuss the findings of the monttoring process and decide
appropriate specific achon 1o be taken Some of the actions which can be taken are as
follows:

o Contimuation of the project with or without changes,

o Restrnictions on enrolment,

o Recommendations for additional traiming.
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o Recrumting addional members m the study team,
o Revismg' providing qualificalons’ experence criterm for members of the study
team, lermunation of the study,

o Suspension of the study, eic,
The final decision taken at the full board IEC meeting by the Chairperson & recorded in
the Site Monitoring Visit Report Form
The final decision taken at the full board IEC/the site monttoring visit report by the
Chamrperson is recorded in the Site Monitoring Visit Report Form
The Secretanat will retain the copy of the report m the protocol file.
The copy of IEC, DUPMCH subcommittee repont on Site Montormg Visit will be shared
with & forwarding letter to the P.1

Continuing Review of Study Protocols

IEC, DUPMCH shall ensure to receive and review progress report every six month and
myinimmn yearly after the imtiation of the study for both the clnical trials, acadenue trials
and biomedical and health research studies. All Academic research, review progress
report shall be as per Annexureld,

For clinical trials, progress reports will be discussed m a full board meetng. Based on the
review and discussion ma IEC, DUPMCH meetmg, the decisions will be recorded and
commumeated to P1 m writing by the IEC, DUPMCH as 1) noted, when IEC, DUPMCH
approves the project to be continued without any modifications, 2) Modification
recommended, when the modifications suggested by [EC, DUPMCH needs 1o be
amended by P1 and then resubimssion has to be done by the PI, 3) or the discontinuation
of the project. Further, if there are any sigmficant findmpgs that have been observed
during review process, this will be conmnunicated to Princgpal Tovestigator.

The final decision taken about the study will be communicated to PI1 within 10 days of the
meeting,

Investigator shall provide the response withm 21 days to the IEC, DUPMCH.
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« [EC, DUPMCH should review the SAE reports from the site as well as from other sites
atid should take appropriate action

Adverse Events and Serious Adverse Event Monitoring:

All senious, wnexpected and associated events shall be notified by PI to the Ethics comanittes as
per regulatory requirement. The prmary responsibility of IEC, DUPMCH is to review and
address SAE and unexpected events mvobving risks to the research participants as per New
Drugs and Climcal Trial Rules 2019,

Reporting Timeline of the SAE:

« All SAEs inclnding Deaths shounld be reported by the Principal Investigator within 24
hours of their occumrence to IEC, DUPMCH, Sponsor or its representative, CDSCO (in
case of studses that requare approval of the CDSCO ) and head of the Institute as per the
format specified in New drugs and Clmical Trial niles, 2019

« Secretartat will be responsible for recerving all the documents pertaining to the adverse
event.

» Incase of SAE the report with due amalyss will be submutted by the Principal
Investigator within | 4 calendar days

» [Incase of SAE, the report with due analysis will be submtted by the sponsor within 14
calendar days.

o Investipator 18 responsible Tor sending all follow up reports for all onsite SAEs till the
event is resolved,

o [Incase the event is Death due to disease progression, the event should be potified in the
SAE reporting format unless specified m the protocol.
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+ Uponrecept of any SAE related report, the IEC, DUPMCH secretaniat will verify that
the repon is complete and is duly signed and dated I the Principal Investigator or the
Sponsor as the case may be, IF the report has been received beyond the specifed fime,
this will be considered as a violation

»  Member secretary will sign and write the date and type of repont on which the report is
recerved and then will forward the same to subcommttee for SAE

» For Initial SAE Reported withm 24 his of the ocewrrence, an expedited review will be
conducted by IEC, DUPMCH members af least witlun 3 workmng days of the receipt of
the SAE report. The subcommuitiee may be formed fo mvestigate the case m detail at site.

« [If it seems necessary during expedited meeting, the committes ¢an recommend
immadiate actions to be tnken for the study at site

¢  The IEC, DUPMCH secretaniat will draft a formal letter to the concerned Principal
[nvestigator and will inform him'her about the [EC, DUPMCH decision taken dunng the
meeting of queries rised by the subcommittes during mvestigation within 7 days.

« After receiving due analysis report from PI within 14 calendar days and query response
from PT regarding the raised quenes, a full board IEC, DUPMCH meeting shall be
conducted within a week.

» The SAE will be diseussed an the full board meetmg. The subcommuitee if formed shall
present thew opmon on the causality assessment. The Chauperson will mvite all

mweanbers to voice thelr opinions and ensure free discussion,

The consensus decision shall be made duning the meeting which requires the specific actions,

Some of them are as follows:

L]

Durect the PI to re-evaluate the event as to whether it is AE/SAE and repoit to
IEC.

o Request further follow up mformation or additwomal details
Recommend an amendment tothe protocol, ICD, or any other study related
dociment
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= Suspend the study for a fixed duraton of time/additional mformanon s
obtamedreview 1s completed.

Suspend enrolment of new research participants;

()

Terminate the study
> Any other appropriate actions,

Any of the above reconmnendations shall be commumeated 1o the Investigator m winmg or

Hwough telephone or emmil, within 24 hours.

[EC, DUPMCH shall determine the causality (Relationship of the SAE with the study drug) with
the expertise, experience and skill reviewer if required.

In case of serows adverse event or death aceurrmg to the ¢clmeal tnal subject, &/or Buiomedical
and Health Research the IEC, DUPMCH shall forward s due analysis decsion for quanmm of
compensation deternuned as per the formula specified inthe, New drugs and Clinical Trial rules,
2019 to be paid by the sponsor or ifs representative and shall pass orders as deemed necessary

within nnety days of the receipt of the repoit of the serous adverse event.

IEC, DUPMCH shall calculate the compensation to be paid to the subject based on New Drugs
and Clmical Trial Rules 2019. (Refer Annexure 13)

All off site SAEs shall be notified by PI to IEC, DUPMCH. Offsite SAEs of required may be
discussed m [EC, DUPMCH meetmg and will be filed in respective project file

o Opsie AR
All the onsite adverse events shall be recorded by PIand shall be notified to IEC, DUPMCH.

Member secretary shall be responsible for reviewing adverse event notification, If required

Member secretary may inform Investigator to present the adverse event reported 1o the

members of the [EC, DUPMCH m a scheduled full board meetmg.
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The reported adverse event shall be discussed m a mestmg and the dehberations shall be

recorded in detail in minutes of that meetmg

Approprate actions shall be taken by [EC, DUPMCH depending on the severty and mtuwre
of the adverse event and relatedness of the event with the study drug.

[EC, DUPMCH may also send the letter to PI for justification or clarification or further

information on any AE reported.
Protocol Deviations/Vioclations:

[EC, DUPMCH 15 responsible for recetving non-comphiance reports and taking appropriate

actions after thorough review and discussion.

Frotocol violation: Adwergence from the protocol that materially (a) reduces the
guality or completensss of the data, (b} makes the Informed Consent Farm maccurate, or {¢)
impacts a subject's safety, rights, or welfare. Examples of protocol violations may inchide the
following:

» [nadequate or delinguent informed consent

o  Inclusiow'exclusion eriteria not met

=  Unreponed serious adverse events

«  lugwoper breakmg of the blind

»  Use of prohibited medication

« [itentioml deviation from protocol, Good Clinical Practice, or regulations by study
personnel

+ Incomect or missing fests

» Mishandled samples
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Protocol Deviations: Accidental orunintentional changes to, or non-compliance with
e research protocol that does not merease risk or decreass benefit or, doss nol have a
significant effect on the subject’s nghts, safety or welfare, and'or on the miegrily of the data,

« Deviations may result fom the action of the subject, ressarcher, or research staff. A
deviation may be due to the research subject's non-adherence, or an unmtentional change to

or non- compliance with the research protocol on the pant of a researcher
Examples of a deviation meclude:

s A re-scheduled study visit

«  Failure to collect an ancillary self-reparted questionnaire

«  Subject’s refusal to complete scheduled ressarch activitios

The Protocol deviation/ non-complance/ violtion may be reported by Investigator study site/
sponsor’ Contract-Research Organization to the IEC, DUPMCH. The IEC, DUPMCH members
performing momtorng of the project at trial site way also report any protocol
deviation/violaton/noncomphance observed. The Secretarial can detect a protocol
deviation/non- complianceviolation from faihire to comply with statotory requirement! failure to
respond to requests from IEC, DUPMCH within reasonable time lumi. The members of the IEC,
DUPMCH may also detect protocol devition/violation while serutmizng smdy progress report.
The Protocol devition/viokation reports may also be received from research participant o
independent person or from Head of the Instimtion.

« Eachallegation is taken senously and reviewsd m a consistent, prompt, and profe ssiomal
manner. Additionally, care is taken to mamtam confidentmliy.
s  The Chawperson/IEC members will review the mformation avalable and take a decision

depending on the seriousness of the violation
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The decsion will be taken to ensure that the safety and rights of the ressarch participans
are safe guarded.

The decsion will be taken by consensus and if no consensus is arrived at, voling will be
eonducted

The actions taken by the IEC could include one or more of the followmg:

-

17.

1. Determme that no firther action 18 required, or take other actions as appropriate.

T

Suggest modifications to the protocol

Require additional traming of the imvestigator and study team.
Reprimand the PI

Observe the research or consent process

Enlist measures that the Pl would undertake to ensure that such

B WA b

devistionsnoncompliance / Violations do not oceur in future,

7. Suspension or termination of the study, efte,

The decision will be communicated to the PT within 14 days except of the decision 1s
project suspension/termunation, winch will be commumicated to the Principal Investigator
within 1 working day of the meeting.

The Secretanat will record the decsion reached on the protocol deviation [ violation m

the mimutes of the meeting,
SUB-COMMITTEE (S} OF IEC, DUPMCH

= For Review of SAE / AE/ SOP prepamation/any other activity, subcommittee would be
formed Iy the chaimman as per requirement: A sub-comuuttes would examine all
amendments, adverse events and serious adverse events reported / subrmatted 1o the IEC,
DUPMCH and present them to the full IEC, DUPMCH for comments and approvals. The
mvestigators would nof be required to be present while these are discussed at the [EC

mesting,
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Compensation: New sub-commifiees may be constinted as and when required for
such pupose. A sub-committee wonld examing seriousness crieria and per forms
causality assessinent for Senous Adverse Events and based on that caleulates subject
compensation as per New diugs and CT mbes 2019, Protocol Amendment Revision: A
sub-committee would be formed as and when there 15 a requirement of
amendment/Revision of the EC SOP.

PRINCIPAL INVESTIGATOR'S RESPONSIBILITY

Principle investigator shall be overall responsible for keeping

the IEC informed about every aspect of the ongoing study.

A Principal Investigator shall not be concwrently runnimg more than three ¢limeal trnals.
PI shall notify IEC, DUPMCH about the Site mtiation visit and First Patient
Randomization,

All SAEs and the mterventions vmdertaken would be mtimated and recorded as document
filled in the ADR form along with cansality assessment.

Protocol deviation, if any, would be informed with adequate justifications

Any amendment to the protocol would be resubmitted for renewed approval

Any new mformation related to the study would be commumeated.

Premature termination of stady would be notified with reasons along with summary of
the data obtamed so far,

Change of imvestigators | sttes wounld be mformed.

Inform TEC about study completion or discont inuation with reasons.

Justification for approval to restart studies discontinued earher.

The PI mmst register the Clinical tnal with CTRI within 2 weeks of IEC approval letter
and mform the [EC of the CTRI registration number before starting trial.

Progress reports (Refer Annexure 14 )are to be subimtted six moathly m case of
Academx trials,
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+ Incase of chinieal inals, PI shall sent the study progress report to 1EC, DUPMCH which
must include overall recruilment fatus of the site, any AE or SAE reported, any
revisionsamendments m approved profocols, protocol deviationsvielations if any
reported, etc.

» Final clinical study report should be subnutted by PIat the end of study.

FOLLOW DP PROCEDURES:

In ¢ase of all Biomedical and Health Research, six month progress report shall be submutted by
the PI to [EC, DUPMCH in prescribed format as given m Annexure 14.

= [ncase of clinical trinls, PI shall sent the study progress report to IEC, DUPMCH which
st melude overall recrintment status of the site, any AE or SAE reported, any
revisionsamendments m approved protocols, protocol deviations'violations if any
reported, e, This shall be reviewed i the fortheommg full board IEC, DUPMCH
meeting. If deemed necessary by the member secretary, the Investigator may be nformed
to present the study progress report ina scheduled IEC, DUPMCH mestmg

»  The detaled discussion of ths progress report amongst the [EC, DUPMCH meimbers
shall be captured m the mumutes of the meetng.

»  All elincal trl approvals are of one vear duration. If recrutiment of the tnal s of longer
than one yvear, or if Follow up of the patient s for longer dumtion, PI will have to take
annual renewal from IEC, DUPMCH. The PI has to subnut anmal report and fees as per
[EC, DUPMCH norms. PI will represent the report in fortheommg IEC, DUPMCH
meeting and to get renewal for the study one more year.

» For all Biomedical and Health Research upon completion, PI will request IEC. DUPMCH
to 1ssue the approval letter, IEC, DUPMCH upon checking the abstract, progress report,
plagirism report {in case of Dissertation study), and master chart of data gathered, will
isspe a completion certificate to PL

« For all clmical trials, PI wall notify to the IEC, DUPMCH about the study congpletion
status of the site and the final Clinical Study Repoat {(CSR).
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19. RECORD EEEPING AND ARCHIVING

o OV of all members of IEC, and Confidentiality agreement, nunutes of all meetings duly
signed by the Chawrperson’ and Member Secretary, Copy of all comespondence with
members, researchers and other regulatory bodies and all study related documents { study
protocols with enclosed documents, progress reports, and SAEs) shall be archived for
munimm of 3 vears after the complenion of study.

o Iffacilines are available, the IEC, DUPMCH will make a soft copy of the documents and
store m the archive office of IEC, DUPMCH. All docuiments related to the smdy file will be
gathered, classified and combined together approprately.

o Allactive files will be kept m a secured file cabinet with controlled access. Only authorized
individuals Le, Secretary/Chairperson, or person authorized by them will have access to the
files.

s All closed smdy files shall be separately archved

s  The completed’/closed project files will be stored in archive boxes that are clearly labelled
with the project number and title, name of Pl and disposal date. The archive boxes will be
sent to & secure, dry location. The access to the files should be restricted to the IEC and the
regulniory authorities. The details of the archiving location should be recorded ina location
register stored inthe IEC office. This register should record the project number and title,
mame of PI and the disposal date.

Retrieving Documents

The request for retrieval shall only be made by an [EC, DUPMCH member, auditor or other
anthorized person by writing an application stating the purpose and signmg & dating the
application letter.

A member of IEC Secretarat will retrieve archived document(s) and will returm the remaming
file back to its place.
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The Secretanatl maimlains a regster with following mformation related to retrieval: File number,
Mame and desigmation of individual making a request for retrieval with his/her signature, Date of
approval of request by [EC Chayperson, Date and time of refrieval, Mame and signature of IEC
staff / Secretariat retrieving the file, Date and fime of retuming the file

The Secretanat will also record sipm and date when the document has been retumed and kept.
Disposal of Filaes

The study file will be mamtained in the IEC office for a period of five vears following closure of
the study. After completion of the archival penod the closed files will be slredded and disposad
off. However, all the copies of the research projects and documents submitted for IEC review
slinll be shredded by ihe authonzed TEC personnel after the IEC meeting without any notification
to the PL. A loghook of disposed documents will be it ined,
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59



Institutional Ethics Committee {[EC)
DR Ulhas Patil Medical College & Hospital Jalgaon kh - 425309,

ANNEXURE 1: RESEARCH PROPSAL SUMMARY SHEET

(To be filled by Principal Investigator)

Title of the Project

Namwe of Principal Investigator

Designation

"I}eputmnt

Institwhe

Email 1Ty

Contact MNo.

Name of Co-Investigator(s)/Guide)

Designation
] I]-ep-t'rmrnl

Institute

 Email ID
Contact Mo,

Proposed Budget in Hs.

Project Submission Date

Funded By

: iEEIf (N Extermal O

DUPMCH O

Tyvpe of Study Design

0 Observational
Interventioml
Laboratory

EATI

o o o Od

Retrospective

O Cross Sectional
[J Case Control
1 Colyort

U Comparative
O Randomized

O Comparatiwve
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Duration of the Projects {in Months) :

Any Change after lIEC DUPMCH Approval -

Specify Changes

Submission Date

HERFP Remarks
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S5H.NO DONTENTS YESNOVNA
I Covering letter of submission signed by investigators and forwarded
by HOD¥off In charge
2 Title or cover pape
1 Introdusction
4 Aam and objectives
5 Review of Iterature
[ Materiak and methods
A Study design
I.  Place of sudy
O Source of data
M. Related approvals
IV. Sample descrption
V.  Selection criteria
1. Inclusion criteria
2. Inclusion critersa
B. Matenalequipment for the siudy
C. Methodology
D. Informed consent form { in arati &English)
E. Paruicipant informanon sheet ( In arati & English)
7 Statistical method
B Ethical ssue
9 Feasibility issue
10 Likely outcomebenefit of study
11 Conflict of mterest
12 Sponsors of the study, if any
13 Sources of fund, of any
14 Expenditure statement
15 References (Superscrpt and Vancouver style)
16 Signature of principal imvestigator PG Guide
Guide

Principal Investigator
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ANMEXURE I: FORMULATION OF NEW SOFREVISION OF S0P

SOP No.

Tale

| Need/Reason to Formmlate
MNew! Revision of the SOP

Identified by Date:

Dnisenssed m IEC mesting held on :

SOP Revision Requoed Yes O Ne D

WNew S0P to be formmlated Yes O No O

If yes, to be carred out by whom?

If no, Why?

Date of SOP revised

Date SOP approved

SOP effective date:
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ANNEXURE 3: DR. ULHAS PATIL MEDICAL COLLEGE ANDHOSPITALINSTITUTIONAL ETHICS

COMMITTEE
MEMBERSHIP LIST w.e.[.29' Sept, 2021.
ERECS ~ Cumkbcabioowalh [~ Cimrent | Telephtone muooker, fmmember_ e. | Destauaion | AOl@mon |
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el i =i
Eilnes kS
[UETIN =] fthat b
rersthesd
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) | 'l'.'n_l.Elm'lh
1 |[DcPamg | FHD KYDSCT's | oioisealiv Chairman | No
Fozuglasalin Hesopharmmesogy | colloge of dipmaspstil Eamakl eoan
Pl Plarmacy EYDSCT'S college of Pharmacy,
Sakegnon, Takikn Blussval
Dxsmmict, 42501 :
I O Pl MO Flmmecclogy | v Ulias ) = Mcuder Y=
Prakagly Patil Medicd | miniprinshitwossfanalcom | Secrdany
Bhaasas College And | Departmsent of Phamsookgy. Di
Hirpigal Ules Pail Medaeal Collepe anid
Hospital, Falgaon Murd 425309
1 D Wikl M Prthalogy . Likax BAOOET 157 1 Hae Yeu
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Hiwpatal Uhes Pail Medical College and
o __ Hoapital Falgaon Musd 425309 _
4 | Dr Shwbleng | DNB OBGY . Ulhas GG AT IMT Climician Yo
Devendrs Pati] Mied joal )
Chanulhary Callegs And Dtz of Obsletrics &
Hispial Gymeecology. Dr. Uhas Pasl
Iviedical Colkepe nnd Houpeal
Talgaon kinwd 425308
X Adv, Samb LLM Prrate TITIREE) Legal ]
Govmdrao Practics satilymdpes 0 el com Expert
e CQP-3, MIDC, Gel's hostel
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engineerng, higoon Bimsaml]
piacd, 424003
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anil Bmench | and Resenrch, Plot no P=54, near
Blurt Peirolews, Addl MITWC
o Binsanval roind Jalgaom 42 5003
T [ M. Svam B Com House wite TISOAIE Lay Person | Mo
Jmpesh Jraghedianigmail com
W aghodiar Magosen colony Kandhari
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_ Page 65 of 116
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ANNEXURE 4: CONFIDENTIALITY AGREEMENT FORM FOR INDEPENDENT
CONSULTANTS

I (Name and Designation) as a non-member of [EC

understands that the copy/'copies given to me by the [EC & (are) confidential. I shall use the
mformation only for the indicated purpose as descnbed to the IEC and shall not duplicate,
give or distribute these documents to any personis) without permission from the TEC,

Upon signing this form, | agree to take reasonable measures and full responsibility to keep
the nformation as confidential

Undersigned Signature Date
Chairperson of IEC Date
L (Enter Name) acknowledge that |

have received a copy of this Agreement signed by Chamrperson, [EC and me.

Signature of the recipient Date
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ANNEXURE 5: ONE PAGE CV FORMAT FOR TEC, DUPMCH
MEMBERS/INVESTIGATORS

Curriculum Vitae

Full Name

Date of Birth

Designalion :

_Langmgr: Pml'Eicw:}r H

Professional Mailmg Address

Contact No. | +91

Email ID

Academic Qualifications

Degree/Certification Date (YYYY) Institution, Country

Current and Previous Relevant Positions Including Academic Appointments

Start and End

Date Title Institution or Company, State/Province/Country

ICH = GCP Training : Yes/ Mo, if Yes then specify month & year

NDCT RULES 2019
Research Experience

Signature: Date:
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ANNEXURE 6: CONFIDENTIALITY AND CONFLICT OF INTEREST
AGREEMENT FORM

In recogniton of the fact, that T,..........oooiiiiiiiiines heere in referred to as the
"Undersigned”, have been appoimnted as a member of the Insttutional Ethics Commuttee, Dr.
Ulhas Panl Medical College and Hospital and would be asked to assess research studies
mvolving human participants m order to ensure that they are conducted in a Inunane,
scientific and ethical manner, with the highest standards of care according to the applied
national, local regulations, institutional policies and guidelines; Whereas, the appomtment of
the undersigned as a member of the IEC is based on mdividual ments and not a5 an advocane
or representative of a home province/ termitoryy’ community nor as the delegate of any
organization or private mierest;

Whereas, the fundamental duy of an [EC member 1 to mdependently review research
protocols mvolving human participants and make a deternunation and the best possible
objective recommendations, based on the merits of the submissions inder review;

Whereas, the IEC mmst meet the nghest ethical standards m order to ment the st and
confidence of the commmumities with respect to the protection of the rights and well-being of
lmman participants, The undersigned, as a member of the TEC is expected to meet the same
lugh standards of ethical behavior to camry out its mandate.

This Agreement thus encompasses any mformation deemed Confidential or Proprietary
provided to the Undersigned m conjunction with the duties as a member of the IEC. Any
written mformanon provided to the Undersigned that is of a Confidential, Proprietary, o
Privileged nature shall be identified accordingly.

As such, the Undersigned agrees fo hold all Confidential or Proprietary trade secreis
("Information") in trust or confidence and agrees that it shall be used only for contemplated
purposes, shall not be used for any olheér purpose or diselosed to any third pamy. Written
Confidential information provided for review shall not be copied or retained. All Confidential
information (and any copies and notes thereof) shall remain the sole property of the IEC.

The Undersipned agrees not to disclose or utilize, directly or mdwectly, any Confidential or
Proprietary imformation belongimg to a third party m fulfilling this agreement. Furthermore,
the Undersigned confirms that my performance of this agreement is consistent with
DUPMCH policies and any contractual obligations it may have to third parties.

Undessigned Sigrature Date
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Conflict of Interest
It has been recognized that the potential for conflict of mterest will always exist but has faith
m the IEC and its Chairperson to manage the conflict issues so that the ultimate outcome is

the profection of human participants.

In accordance of the policy of the TEC, 1 shall not participate in the review, comment or
approval of any actrvity in which [ have a conflict of mterest, except to provide mformation
as requested by the IEC,

The Undersigned will immediately disclose to the Chairperson of the IEC any actual or
potential conflict of interest that I may have in relation to any particular proposal submitted
for review by the committee, and to abstain from any participation in discussions or
recommendations m respect of suchproposals.

The Undersigned will immediately disclose to the Chauperson of the IEC all conflicts of
mterest for themselves and their spouses'domestic partners and dependent children

Agreement on Confidentiality and Conflict of Interest

In the conrse of my activities as a member of the IEC, I may be provided with confidennal
mformmtion and documentation (which we will refer to as the "Confidential Information™). [
agree to take reasonable measures to protect the Confidential Information; sulbject to
applicable legslation, nchidmg the access to i, as per the night to Information Act, not to
disclose the Confidential Information to any person; not to use the Confidential Information
B any purpose outside the TECS mandate, and mn particular, m a manner which would result
m a benefit to myself or any third party; and to return all Confidential Information (includmg
any nunutes or potes [ have made as part of my Comnutreée dunies) 1o the Chauperson upon
tenmuination of my functions as a Comnuttee ¢ member.

Whenever T have a conflict of interest, T shall immediately mform the computtee and recuse
myself from discussion and /or voting on the 1ssue and leave the room while the discussion 1s
ongomg™

Whenever T have a conflict of interest, T shall immediately mform the commuttee all conflicts
of mterest for myself and my spouses/'domestic parmers and dependent children.

Name of the spouses/domestic partners (if applicable) :
MName of the dependent children (if applicable)
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| R 1 O have read and I accept the aforementioned terms and
conditions as explained in this Agreement.

Undersigned Signature Date

Chairperson, DUPMCH

Date -
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ANNEXURE 7: VOTING REFERENCE

Protocol Title:

Protocol Number:

Principal Investigator:
Reviewed in EC meeting dated:

Sr. Role in

No Member Name EC Approvei Sign & Date
' Y/N/CA*

[==0 IR R - PR N

-

I O oo

(*CA - Conditional Approval)

The committee empowers the member secretary to grant permission, if PI compiles to
the raised query within 30 days,
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ANNEXURE & STANDARD OPERATIVE PROCEDURE (50F) FOR
SPECIALAVULNERABLE POPULATIONS

Studies in special populations:

Vulnerable populations are those that are relativelv(or absohitely)yincapable of protecting thew
own interest, either due to msufficient power, intelligence, education, resowrces, strength, or
other needed atiributes. Hence, they lack the capacity to provide mformed consent or thewr
willmgness to participate in research and may be unduly mfluenced.

The specialvulnerable populations mmchide pregmant women, fetuses and neonates, children,
prisoners, sindents, emplovees of the spomsor or mveshgator and econonucally or
educationally disadvantaged persons.

The mvestigator 15 tequired to indicate the mwvolvement of potentially vulierable
populations/group to the IEC, DUPMCH m the application documents (usually in the
protocol) and provide description of the safepuards to protect the nights and welfare of the
viulnerable participants,

1. Researchinvolving pregnant women, fetuses and neonates.

The [EC, DUPMCH may approve the research involving these participant populations if they
satisfy the following conditions,

*  Where scientifically appropriate, preclinical studies, meluding studies on pregnant
animals and clinical studies, mehding the sdies on non-pregnant women have been
conducted for assessmg potential nsks to the pregnant women and fetuses,

# A sk to the fetus is caused solely by the mventions or procedimes which are of the
direct benefit for the woman or the fefus.

e Where the risk to the fenis 1s not greater than minmnal and the purpose of the research
15 the development of the biomedical knowledge which cannot be obtamned by any
other means.

*  When there 15 a least possible risk for achieving the objectives of the research.

*  When the research holds out the prospect of the direct bepefit 1o the pregnant woman
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Research involving the neonates:

A. After delivery: The neonates may be mvolved m the research if all of the following
conditions are met with

I.  Where scientifically approprate, preclinmical and clmical studies have been conducted
for

assessing the potential risks to the neonates.

The mdividual(s) providing consent wmder the applicable regulations 15'are fully
miormedabout the reasonably foreseeable mmpact of research on the neonate.

3. The regulatory requirements should be met as applicable_

[

B. Neonates of uncertain viability: After delivery, wntil it 15 ascenmained whether or mot
a neonate is viable, a neonate may not be mvolved in research covered by federal
regnlations wnless the followmg conditions are also met with:

1. That the research holds the prospect of enhancing the probability of survival of the

neonate, and any risk if expected should be the least for achieving the olyectives,

Purpose of the research 1s development of the knowledge which cannot be obtamed by

other means and there will be no risk to the neonates that result from the research

3. The legally effective informed consent of either parent of the neonate or, 1f neither of
the parent 15 able 1o gve the consent because of the unavailability, meompetence or
lemporary incapacity, the legally effective informed consent of either parent’s legally
authorized representative has to be obtamned m accord with.

[

C. Nonviable neonates: After delivery, a nonviable neonate may not be mvolved in
research covered by federal regulanons umless the following comditons are met with

1. Vital iimctions of the neonate will not be artificially maintamed.

2. Research will not termimate the heart beat or respration of the neonate.

3. There will occur norisk to the neonate from the research.

4,  The purpose of research m the development of knowledge cannot be obtamed by other

MEANE.

3. A legally effective mformed consent of both the parent of the neonate should be
obtained m accord with. However, if one of the parents 15 umable to consent because of
unavatlabality, meompetence or iemporary meapacity, the mformed consent of the other
parent will suffice to meet the requirements.

L
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Research involving after delivery: The placenta, the fetus, fetal matenal, tissue or organs
excised from a dead fetus. Such research shall be conducted only m accordance with the
applicable federal, state, or local laws regarding such activines

Research involving pregnant woman:
Research mvolving the pregnant woman 15 not allowed until and unless

o The research inchudes adequate provisions to momtor the risks to the participant andto
the fetus

*  The potential participant 15 selected with adequate considerations

s Adequate provision 15 made to monrtor actual consent

¢ The research is comtmually evaluated to determine if any unanticipated rnsk have ansen.

2.  Researchinvolving the prisoners:

Prisoner melude any mdividual who 1s confined or detained in a penal institution or sentenced
to serve e n a penal mstinution under eriminal or civil statute, or detained i other
facilities by vitue of statutes or commitment procedure which provide allematives to
criminal prosecution or mearceration m a penal mstitution, o1 detamed pending arraigmment,
tmal or sentencmg. Regulations do not differentiate between detention, jail or prison.

However, IEC, DUPMCH requires that 1f the enrolment for research in such population has
to be held then the followmg conditions are to be met with:

e  The stady causes, effects and processes of mearceration no more than munimal nsk
and no more meonveimence to the participants

s The study should present no more than minimal 11sk and no more than mconvenience
to the participants.

* The research under review mvolves solely research practices. both mnovative and
accepted, which have the intent and reasonable probability of improving the health or
wellbemg of the participam

¢ In cases where prisoners may not be benefitied from the research because they are
assigned 1o a control group m consistence with the protocol approved then the study
may proceed on federal approval

& The risk involved i the research is commensurate with risks that would be accepted
by non-prison vohmteers.

o  TUnless the mvestgator provides justification i writmg for followmg, some other
procedures, control participants must be selected randomly from the group of eligible
prisoners for the research project.
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When an enrolled participant becomes a prisoner during a research:

« For the ongong research projects, if an enrolled participant becomes a prisoner and
the smudy not being reviewed and approved by the IEC, DUPMCH for the mnclusion of
prisoners , the investigator is responsible for notifying the [EC, DUPMCH as soon as
possible and request determunation from chair that in the best interest of the
mcarcerated prisoner parficipant to confmue certam study interventions as a non-
partcpant for patent safery reasons untl such tome hefshe can be withdrawn from the
study, otherwise the mvestigator will withdraw the now prnisoner participant from the
study as follows:

e« [fa paticipant becomes a prisoner after enrolment in research, the imvestigator st
cease all the research interactions and mterventions with the participant.

e The mvestigator shall report this situation to the IEC, DUPMCH n wriing

* In special creumstances m which the pnnciple mvestigator asserts that i is i best
interests of the participant to remam in the research while imcarcemated, the [EC,
DUPMCH may determine the same and the participant may contmme until the
requitements are satisfied.

s Al the earliest oppormumiy on receiving the mvestigator's nofice or otherwise
beconung aware of the mearceration of a participamt, the IEC, DUPMCH shall review
the protocol agam with a prisoner representative as a member of [EC, DUPMCH.
Based wpon this review the involvement of the prisoner participant may be either
approved or withdrawn

3. Research Involving children: Approval of the research m clhaldren s based on the
probable nisks, associated discomforts and possible benefits,

Determination of probable risks and associated discomforts:

The assessment of the probability and magnitude of the risk may be different for the sick
children and may vary depending on the diseases or the conditions the participant may have
However, the IEC, DUPMCH shall consider that children suffering from chronke illnesses
who are accustomed to mvasive procedures are placed at nummal nisk. The IEC, DUPMCH
shall also consider the extent to which research procedures would burden any child,
regardless of whether the cluld is accustomed to the proposed procedure. Dependmg on the
degree ol nisk benefin 1o mdividual participants can be as follows



Institutional Ethies Conumittee (IEC)
DR. Ulhas Patil Medical College & Hospital Jalgaon kh - 425309
Pape T60f 116

# Research not mvolving greater than minimal risk

# Research involving greater than mmimal risk, but presenting the prospect of direct
benefil to mdividual participants.

# Research involving greater than mumimal risk with no prospect of direct benefits 1o
individual participants, but likely to yield geperalizable kmowledge about the
partcpant s disorder or condition.

# Research that 15 not otherwise approvable, but which presents an opportunity to

understand, prevent, or alleviate serious problem affecting the healh or welfare of
children

Determination of possible benefits:
To aszess the possible benefits of research in children, the IEC, DUPMCH shall consider the

variability m the health statses among the participants.

Wards of the state:

When the research mvolves greater than mmimal risk to the participants with no prospect of
direct benefit, the research mmst either be related to their status as wards, or be conducted in
schools, camps, hospitals, institutions, or similar seftings i which the majority of children
mvolved as participants are not wards. Then, the IEC, DUPMCH shall require for each child
who 15 8 ward, appomtment of an advocate m addimon to any other mdividual actmg on
behalf of the child as a guardian.

HIV- infected ¢ hildren:

The IEC, DUPMCH shall give special attention to groups of children such as these, who need
special protections, should not be denied the opporfumity to participate m research that may
potennally benefit them

Institutionalized children:

The TIEC, DUPMCH shall not allow the Insttunwonahzed children 1o be meluded as
participants simply becanse of ther availability to the mvestigator.

Parental permission:

Children may be participants of research only if the Informed Consent fromn the parent or the
legal guardian 15 obtamed (Refer Annexure 18). The [EC., DUPMCH shall deternume
whether the permission of both the parents 15 necessary, and the conditions under which one
parent may be considered is not reasonably available,

Assent of children:

The [EC, DUPMCH shall deterimine whether adequale provisions are made for solicitmg the
assent of the children. The assent shall be obtained from the participating child in the format
prescribed by IEC, DUPMCH.
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Considerations for assent (as per guidelnes of New Drmgs and CT Rules 2019)

# There 1sno need to document assent for children below 7 vears of age.

= For children between 7 and 12 vears, verbal’'oral assent must be obtamed i the
presence of the parets L AR and should be recorded

* For children between 12 and 18 years, written assent must be obtained. This assent
form also has to be signed by the parents/LAR

o Adolescents may have the capacity 10 give consent like adults. However, as (hey have
not attamed the legal age to provide consent, it 15 termed as assent and the consent of
the parents/LAR should be obtained. If the latter will affect the validity of the study,
waiver of consent from ihe relevant adult should be taken and recorded with the
approval of the EC.
(Refer Annexure 19).

4.  Researchinvolving Geriatries:
Geriatric population 15 considered for research if the disease mtended to be treated 15
characteristically a disease of aging; or the population to be freated 15 knovwn to mehude
substantal numbers of geriatnc patients; or when there 15 specific reason to expect that
condimons common m the elderly are hkely to be encountered; or When the new dmg 15
likely to alter the genatric patient's response (with regard to safety or efficacy)
compared with that of the non-geriatric patient,

5. Other groups and research situations requiring special consideration:

Every progect reviewed by the IEC, DUPMCH 15 evaluated for circumstances that may
place participants in vulnerable siuations and call for special protection. When a panticipant
group is identified as bemg valnerable m a particular research settmg, the IEC, DUPMCH
will consider whether the protocol provides adequate pretentions for those participants. The
IEC, DUPMCH may require additional protections for safeguarding those participants as
condition of approval. Some of such situations are described below,

Other special populations may mclude cognitively impamed participants, traumatized
and comarose patients, termmally 1l patients, students, normal vohmteers, mnorines, and
participants m AIDS research, emplovees of the sponsor or investigator, and the elderly. The
IEC, DUPMCH shall deternune special protections necessary for these groups on a case by
case basis, taking mto account the nsks and benefits.

Cognitively impaired participanis:
The cognitively impaired participants are defmed as having a psychiatric disorder (e.g.
psychosis, neurosis, and personalty or behavior disorders), an organic mmparnment {e.g.

dementia) or a developmental disorder (e.g. mental retardation) that affects cognative of
emotional fimctions to the extent that capacity for udgment and reasonmg is diminished.

L)
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(thers inchide persons under the mfluence of or dependent on drugs or
alcohol, those suffermg from degenerative diseases affecting the bram. tenmumally ill
patients, and persons with severely disabling physical handicaps, may be compromused
m ther ability to make decisions in thew best mterest. The IEC, DUPMCH shall
determine the degree of nisk of a research protoce]l wvolving cognitively impaired
participants, a minor mcrease over nunimal risk may be permitted in research
mvoelving those mstitutionalized as mentally disabled, but only where the research is
designed to evaluate an intervention of foreseeable benefit to their care.

However, for the research that does not mvolve beneficial mterventions and
that presents more than numimal risk, the annepated knowledge sought should be of
vital importance for understanding or eventually alleviating the participant’s condition.

Stuches mvolving the participants who are cognitively impawed may take place
over extendad penods. The TEC, DUPMCH shall consider whether periodic re-
consenting of mdwiduals 15 requmed to determune that a parcipant’s continued
mvolvement is volutary. The IEC, DUPMCH may require that the mvestigators re-
consent participants after takinginto account the study’s anticipated length and the
condition of the individuals to be included.

Informed consent: Cognitive impamment alone should not disqualify a person from
consenting to participate in research and making an mformed voluntary choice; rather the
mvestigator shall presemt specific evidence of cognilive impairment.

6. Research in schools:
When research will be conducted m schools, the IEC, DUPMCH will consider, whether

protection required bry the law that apply to research m schools, 15 adequately met with
7. Students, emplovees and others in subordinate positions:

Students, employees and other persons m subordmate positions or positions of lesser
power or status provides a pool of easilly accessible research pamipants. The IEC,
DUPMCH will consider whether the autonomy and confidentiality of these mdmiduals are
adequately protected, which may mnchude the followimg;

g

# That mcentives for participation do not present undue inflience
That participants have the ability to decline participation

w

L

That confidentiality 15 maintamed for self-disclosures of a personal nature

For students, if course credit s given for participation, that alternatives are no more
burdensome than the participanon i research are available for receving equal credn

-
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8. Economically or educationally disadvantaged persons and other groups requiring
special consideration:

The economically or educationally or educationally disadvantaged, homeless persons,
the elderly and the members of particular minor group are only some of the addinonal
populations that may require special protection in the research environment, When such
groups are specifically targeted as research participants, the [EC, DUPMCH will consider
whether adequate safeguards are in place to protect such participant groups from nsks unigque
to the population and that researchers do not use their position o unduly influence
participation,



Institutional Ethies Conumittee (IEC)
DR. Ulhas Patil Medical College & Hospital Jalgaon kh - 425300,

Pape 80 of 116

ANNEXURE %: [EC, DUPMCH REVIEW CHECKLIST

Protocol Reviewed:

Principal Investigator:

Name of IEC member/Independent Consultant:

Sr. Topics of Review Adequate’ Relevant Inadequate? Trrelevant
No | o {(Mark + or %) (Please specify inadequacy
1 | Covering letter bearing
a. Title of the study
b. Name and Sign of PI
¢, Name of the guide
d UGPGChinieal Research
e. Type of study, PhD, Research
» Project {Smdent/Faculty)
Introduction
3 | Aim(s) & Objective (s)/
Rationale of the study
4 Information Brochure/Review of
Literamre
§ | Protocol Desigm
6 | Statistical Methods
7 Ethical [ssues
8 | Feasibility Issue
9 Likely Outcome/Benefit of the
study
10 | References-
a. Cited Properly

b, Vancouver style
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[ Sr. Topics of Review Adequate/Relevant | Inadequate? Trrelevant
No (Mark v or x) (Please specify inadequacy
11 ParticipantPatient Information
Sheet
a. English

b. Vermacular Lanpuage (arati

¢. Vemacular Language (Hindi)

12 a. Informed Consent Form

English

b. Vermacular Language (arati)

e. Vemacular Language (Hindi)

13 | Case Report Form/
Proforma’Questionnaire

14 | Financial Considerations and
Clinical Trial Agreement (CTA)if
Applicable

PR [T S S o mom e R s 8 e n s

15 | Signature of Guide and Student

- IE 3 ﬁverﬁi'l' (-_‘ummmﬁs

17 | Signatuie of IEC Member

ANNEXURE 10: CONTENTS OF THE PROPOSED FROTOCOL FOR
CONDUCTING
CLINICAL TRIALS
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Title Page
(a) Full title of the chinical study,
() Protocol, Stady mumber, and protocol version mimber with date.
(e} The Investigational New Dmg (IND) name/tiumber of the mvestigational drag,
(d} Complete name and address of the Sponsor and contract research orpanimtion if
any.

()
(f)

List of the mvestigators who are conducting the study, ther respective mstitutional
affilations and sie locations

Name of clinical labomatories and other departments and/or facilities participating in
the study.

Table of Contents

1.
(a)
(b)

Background and introduction:

Preclinical experience
Clmcal expenence

Previous climeal work with the npew dmg should be reviewed here and a
description of how the current prolocol extends existing data should be provided. If
this is an entwely new indication, how this dmg was considered for this should be
discussed. Relevant mformation regarding phanmacological toxicological and other
odogical propemies of the dugologie/medical device, and previous efficacy and
safety expenience should be described.

Study rationale: This section should describe a brief summary of the background

mformation relevant to the stady design and protoco]l methodology. The reasons for
performing this siudy m the particular population included by the protocol should be
provided.

Study objective: (primary as well as secondary) and their logical relation 1o the study
design,

Study design:

a)  Overview of the study design: Including a description of the type of study (ie.,
double-blind, mmlticentre, placebo controlled, etc.), a detail of the specific
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treatment groups and munber of study Subjects in each @oup and mvestigative
site, Subject number assignment, and the type, sequence and duration of study
penods.

by Flow chart of the study
¢) A brief description of the methods and procedures to be used duning the study,

d) Discussion of study design: Tlus discussion details the rationale for the design
chosen for this study,

5. Study population: The number of subjects required to be enrolled n the study at the
mveshigative site and by all sites along with a bnef description of the nature of the
subject population required 15 also mentioned.

6. Subject eligibility:
a. Inclision eritera

b. Exclusion critenia
7. Study assessments: plan, procedures and methods 1o be described i detail.

8. Study conduct stating the types of study activibes that would be mecluded m ths
section would be: medical history, type of physical examination, blood or urine
testing, electrocardiogram (ECG), diagnostic testing such as pulmonary function tests,
symptom measurement, dispensation and refrieval of medication, Subject cohort
assignment, adverse event review, etc.

Each visit should be described separately as Visit 1, Visn 2, ete,

Discontinued subjects: Describes the circumstances for Subjpect withdrawal, dropowts,
or other reasons for discontinnation of Subjects. State how drop outs would be managed
and 1if they would be replaced describe the method of handling of protocol warvers, iof
any. The person who approves all such waivers should be identified and the criteria used
for specific waivers should be provided.

Describes how protocol vielations will be treated, mehiding conditions where the smdy
will be terminated for noncomphiance with the protocol.

9. Study treatment-



a)

)

d}
e

g
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Dosmg schedule (dose, frequency, and dumation of the experimental treatment)
Describe the admumistration of placebos and/or dummy medications if they are part of
the treatment plan. If appheable, conconutant dmg(s), ther doses, frequency, and
duration of concomitant treatment should be stated.

Study dmg supplies and administration: A statement about whe 15 going to provide the
study medication and that the investigational drug formulation has been mamnufactured
following all regulations Details of the product stability, storage requirements and
dispensmg requirements should be provided.

Dose modification for study drug toxicity: Rules for changing the dose or stopping the
study drug should be provided.

Possible drug mteractions,

Conconmtant therapy: The drugs that are pernutted dunng the smdy and the conditions
under whach they may be used are detaaled here. Descnbe the drugs that a Subpect 15
not allowed to use during parts of or the entwre study. If any washowt periods for
prohibited medications are needed prior to enrolment, these should be descrnibed here.
Blinding procedures: A detailed description of the blinding procedure if the study
ermploys a blmd on the Investigator and'or the Subject

Un-blinding procedwres: If the study is blinded, the cocumstances in wiich un-
blinding may be done and the mechanism to be nsed for un-blinding should be given.

Adverse Events:

Description of expected adverse events should be given. Procedures used 1o evaluare
an adverse event should be descnbed.

11. Ethical considerations: Give the sunmumary of

a) Riskbenefit assessment:
b) Ethics conmmttee review and communications
¢) Informed consent process

d) Statement of sulyect confidentiality meluding ovwnership of data and coding
procedures,

12. Study monitoring and supervision:



Institutional Ethies Conumittee (IEC)
DR. Ulhas Patil Medical College & Hospital Jalgaon kh - 425309,
Pape 850f 116

A description of study monitoring policies and procedures should be provided
along with the proposed frequency of site momtormg wvisits, and who 15 expected to
perform momfonng

Case Record Form (CRF) completion requuoements, inchudng who gets which
copies of the forms and any specific required in filling out the forms Case Record Form
corection requirements, ncludng who is authorized to make comections on the Case
Record Form and how quenes about study data are handled and how errors, iof any, are 1o
be comected should be stated.

Investigator study files, meludmg what needs to be stored followmg study completion
should be described

13. Investigational Product Management:

a) Cnve wmvestgational product deseription and packagmg (statmg  all
mgredients and the formmlation of the investigational drug and any placebos
wsed m the stady)

b)  The precise dosmg requred durmg the stady.

¢} Method of packaging, labeling, and blinding of study substances.

dy Method of assigning treatments to subjects and the subject wdentification code
munbering System.

¢) Stomge conditions for study substances,

f) Investigational product accountability: Describe instructions for the receipt,
storage, dispensation, and retum of the inveshigational products to ensure a
complete accounting of all mvestigational products received, dispensed, and
returned or destroved.

g)  Desenibe policy and procedure for handling unused mvestigational products.

14. Data Analyvsis:

Provide details of the statistical approach to be followed inchiding sample size.
how the sample size was determined, includmg assumptions made n making this
defernmunanon, efficacy endpomts (Primary as well as Secondary) and safery
endpoints

Sratistical analysiz: Give complete details of how the results will be analyzed and
reported along with the description of statistical tests to be used to analyze the primary
and secondary endpoints defined above. Describe the level of significance, statistical tests
to be nsed, and the methods used for missing data;, method of evaluation of the data for
treatment faibures, non-compliance, and Subject withdrawals; rationale and conditions for
any interim analysis if planmed

Describe statistical considerations for Pharmacokinetic (PK) analysis, if
applicable.
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15, Undertaking by the Investigator:

[

Full name, Address and tile of the Principal Investigator (or Investigalors
when there 15 no Pnncipal Investigator)

MName and address of the medical college, hospital or other facility where the
climical tmal will be conducted: Education, trammg & experénce that qualify
the Investigator for the clinical frial (Attach details mcluding Medical
Council registration number, or any other stafements of qualifications)

Name and address of all clinical laboratory facilities to be used in the study.
Name and address of the Ethics Conumttee that is responsible for approval
and continuing review of the study.

Names of the other members of the research team (Co-or sub-Investigators)
who willbe assisting the Investigator inthe conduct of the mvestigations.
Protocol Title and Study number (if any) of the clinical trial to be conducted
by the Investigator.

Comimniliments:

L I have reviewed the clinical protocol and agree that o comams all the
necessary information to conduct the study. T will not begin the stdy
until all necessary ethics commuttee and regulatory approvals have
been obtamed.

1. [ agree to conduct the study m accordance with the current protocol 1
will not implement any deviation from or changes of the protocol
without apreement by the Sponsor and prior review and documented
approval or favoemable opmion from the ethics comnuttee of the
amendment, except where necessary to elunmate an immedsate hazard
to the tnal subyect or when the changes mvolved are only logstical or
administrative innature,

1L [ agree to personally conduct or supervise the clinical tmal at my site.

w. I agree to inform all trial sulyects that the dmgs are being used for
mveshigational purposes and I will ensure that the requirements
relating to obtaming mformed consent and ethics commttee review
and approval specified m the New Dmgs and Clinical Trials Rules,
2019 and Good Clinical Practices gusdelines are met.

v, [ agree to report to the Sponsor all adverse experiences that oceur m
the course of the mvestigahon{s) m accordance with the regulatory
requirements and Good Cluncal Practices guade lines,

vi. [ have read and understood the mformation m the lmwvestigator's
broclre, inchidmg the potential risks and side effects of the drmg.

vii. [ agree to ensure that all assocmtes, colleagues and emplovees assistmg
in the conduct of the study are suitably qualified and expenenced and
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they have been wmformed about thenr obligations m meeting thew
commitments in the trial.

viil I agrée 1o maintam adequate and accurate records and (o make those
records available for audit or nspection by the Sponsor, ethics
comimifiee, Cenfral Licensmg Authority or  their  authorized
representatives, m accordance with regulatory provisions and the Good
Clmical Practices puidelmes. T will fully cooperate with any study
related audit conducted by regulatory officials or  authorized
representatives of the Sponsor,

. [ agree to promptly report to the ethics committee all changes m the
clinical trial activities and all unanticipated problems involving nsks to
human subjects or others.

% I agree 1o mform all senous adverse events 1o the Central Licensmg
Authority, sponsor as well as the ethics comnuttee within twenty-four
hours of ther occurrence. In case, of failure to do so, I shall finnish the
reason for the delay to the satisfaction of the Ceniral Licensmg
Awthorty along with the repont of the serous adverse event

x1. The report of the serions adverse event, after due analysis, shall also be

forwarded by me to the Central Licensimg Authority, the Chawperson
of the ethics commitiee and the Head of the mstiution where the trial
haz been conducted within fowteen days in accordance with the
regilatory requirements.

s, [ wall maintam confidentiality of the identification of all participatmg
subpects and assure security and confidentiality of study data

xiil. [ agree to comply with all other requirements, puidelines and statutory
obligations as applicable to clinical Investigators participating m
clincal trials

8. Sipnature of Investigator with date.

16. Appendices:

Provide a study synopsis, copies of the informed consent documents (patient
mformation sheet, mformed consent form etc.); Case Record Form (CRF) and
other data collection forms; a summary of relevant pre- climcal safety mformanon
and awy other documents referenced in the climical protocol.

ANMNEXURE 11: ELEMENTS OF THE INFORMED CONSENT

87
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1. Checklist of informed consent documents for clinical trial subject Essential
elemenis:

i Statement that the study mvolves research and explanation of the purpose
of the research

. Expected doration of the participation of subject

il Descnption of the procedures to be followed, inchidmg all invasive
procedures.

iv.  Description of any reasonably foreseeable risks or discomforts to the
Subject.

v.  Descniption of any benefits 1o the Subyect or others reasonably expected
from research. If no benefit is expected Subject should be made aware of
thas.

vi. Iiscloswre of specific appropriate aliernative procedures or therapies
available to the Subject,

vil. Statement descnibing the extent to which confidentiality of reconds
wentifving the Subject will be mamtamed and who wall have access o
Subject's medical records.

vili.  Trnal treatment schedule and the probatality for random assignment to
eachtreatment (for randomized trials).

K.  Statement describing the financial compensation and the medical
management as under:

(2] Im case of an myury occuming fo the subyect during the climeal
tnal, free medical management shall be given as long as required
or till such tune it is established that the injury is not related to the
climical trial, whichever is earher,

() In the evemt of a trial related mjury or death, the sponsor or his
representative or the investigator or centre, as the case may be, in
accordance with the rule 39, as the case may be, shall provide
financial compensaton for the myury or death.

X An explanation about who to contact for sl related queries, rights of
Subjects and in the event of any mjury.

x1.  The anticipated prorated payment, if any, to the subject for participating m
the trial

xii.  Responsibilities of subject on participation m the trial
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xil.  Statement that participation 15 voluntary, that the subject can withdmaw
from the study at any time and that refusal to participate will not mvolve
any penalty or loss of benefits to which the sulyect 15 otherwise entitled.

xiv.  Statement that there 15 a possibility of fatlhue of mvestigational product to
provide mtended therapeutic effect.

xv. Statement that in the case of placebo controlled trial, the placebo
admuustered to the subjects shall not have any therapeutic effect.

xvli  Any other pertinent infonmation.

Additional elements, which may be required:

(1) Statement of foreseeable cocumstances under which the participation of
the subject may be termimated by the Investigator without his or her
consent.

(b}  Additional costs to the subject that may result from participation m the
study.

(¢} The consequences of a Subject's decision to withdraw from the research
and procedures for orderly termumation of participation by Subject

(d) Staternent that the Sulject or Subject’s representative will be notified in
a imely manner if sipnificant new fimdings develop during the cowrse of
the research which may affect the Subjpect's willimgness to contmue
participation will be provided.

(&) A statement that the particular ireatment or procedure may involve risks
to the Subject (or to the embryo or fetus, if the Subject is or may
become pregnant), which are currently unforeseeable.

(f)  Approximate number of Subjects enrolled m the smudy,

2. Format of Informed consent form for Subjects participating in @ clinfcal trial
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Informed Consent form to participate in a Clinical Trial Study Title:

Study title .
Study Number; k

Subject’s Initials '
Date of Binth/ Age ;

Euhje:l'!- MName :

%ﬁffﬂé Suhjr:ﬂ -+
O lifscation -

Occupation _ | Student or Self-Employed or Service or Housewife or Others (Please
" | elick as Appropriate)

- Amnual Income of the subject

Name and address of the nommees and hus relation to the subjpeet (for the purpose of compensation i case of
trial related death).

Please mitial box
(Subject)
I.  Tconfirm that I have read and understood the mformation sheet
dated. . ..... for the above study and have had the opportunity to ask :
queshions.

II.  Tunderstand that my participation m the study 1s voluntary and that I am free
to withdraw at any time, without giving any reason, without my medical care
or legal rights being affected.

m. Iunderstand that the Epmsa of the climcal trial, others working on the
Sponsorbehalf the Ethics Committee and the regulatory authorites will not
need my permission o look at my healih records both mn respect of the
cirrent study and any further research that may be conducied in relation 1o it,
even if I withdraw from the trial. T agree to this access. However, [
understand that my wdentity will not be revealed m any imformaton released
to third parties orpublished.

IV. lagree not to restrict the use of any data or results that arise from this study
provided such a use is only for scientific purpose(s).

V. lagree to take part nthe above study.
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Signature (or Thumb impression) of the Subject/Legally Acceptable Representative:

Date:

Sugnator vs Name:;

Signature of the Tnvestigator:

Date; [
Study Invesigators Name:

Signanre of the Wilness:

Date: ! /

Name of the Witness:

Copy of the Panen! imnformation Sheet and duly filled Informed consent form shall be handed
over to the Subject hus or her attendant.

ANNEXURE 12: STUDY MONITORING VISIT REPORT FORM

o1
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Protocol Number and Title 2
Principle Investigator .
Institute/Department 3
Type of Study ; _—_| Investigator Tnitated :| Pharma |: Thesis

L1

IEC, DUPMCH Approval Date

Site Initiation Date

L

Study Status i | Ongong _ Completed | Follow-up | | Suspended

| Terminated _ Closed _| Closed Prematurely

If the study 1s Suspended/ Terminated/Closed Prematurely, Kmndly provide reason:

(L]

] Subject Recruiiment Status
" Total Number of Patients

LE N |

Sereened

No. Patients Sereen fafled

L

No, of Patient Randomized

L3

No. of Active Patients in the study | :

No. Of Patients completed the
study

L2

No. of drop-out patients

No. of patients who withdrew
consent

¥

No. of Patients Withdrawn by PI | ¢

If the subject 158 Withdrew consent or Withdrawn by PI, state the reason:

Duration of Study I

Date of Monitoring Visit

EE
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Reason for Monitoring

: Routine | For Cause ( State Reason) L SAE reported
__| Protocol Violation/Deviation | | Other

Was Monitoring done previously for
this study?

j Yes "_] No If Yes, date of last inonitoring

Are the facilities appropriate?? ¢ | Comment:
| es || No
Are Informed Consent of Recent Conmgmnent:
Version
used?
| Yes | Neo
Is the used ICF approved by [EC, Conmment:
DUPMCH?
_| Yes | No
Whether consent has been taken from | : | Comment:
all
panents?
) Yes [ No
" Whether appropnate vernacular : | Comment:
consent
has been taken?
1 Yes | No
Are protocols of recent version used? | : | Conmment:
A | Yes No
Is it approved by IEC? Comment:
:l Yes : Mo
Ay Adverse event found? Conmment:
1 es | | Mo
Was the SAE mformed to IEC withm Commment:
24
howrs of occurrence, if any?
j Yes | No
| Has Any death oceured? {:]| Comment:

93
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s ! Yes [ No

Any protocol Non-

Compliance/ Vielation
observed?

|| Yes | No

Comument:

Are all Case Record forms up to date?
] Yes L No

Comument:

Are Storage of data and mvestigational

products are secured properly with
restricted access?

|_| Yes I_ Mo

Comment:

Are Investigational product dispensing
and accountablity correct?

| | Yes | | No

Is Investigational product stored
properly at correct temperature?

L Yes Ll No

Are there any changes m stdy
personnel?

|_j Yes L] No

Conument:

t"ﬂlli.llll:llt:

- Comment:

Number of participants monitored during this visit?

Duration of the visit?

How well are participants protected? _._| Grood

Any other Relevant Observations:

Comments of the monitor:
Duration of Visit:___ Hours

|1 Eair [ | Mot Good

Starting from:

To:
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IEC, DUPMCH
Monitoring
Team

Name Sign and Date

2

3

4

Present Study
Team
Members

Name Sign and Date

1

2

3
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ANNEXURE 13: FORMULAE TO DETERMINE THE QUANTUM OF

COMPENSATION IN THE CASES OF CLINICAL TRIAL RELATED INJURY OR
DEATH

1. Formula in case of clinical trial related death:
Compensation = (B x F x R)
{ 99.37 Where,
B = Base ammmt (1.e. 8 lakhs)
F = Factor depending on the age of the trial subject as per table given on page no(based
on Weorkmen Compensation Act)
R = Risk Factor depending on the seriousness and severity of the disease, presence of co-
morbadity and duration of disease of the tnal subjéct at the nme of enrolmemt m the
clmical trial between a scale of 0.5 to 4 as under:

{a) 0.5termumallyillpatieni{expected survival nof more
than{™NM T)6months)

(b 1.0 Patient with high risk {expected survival between 6lo2 4months)

{c) 2.0 Patient with moderate nsk

{d) 3.0 Patient with mild nsk

{£) 4.0 Healthy Volunteers or trial subject of no risk.

However, m case of patients whose expected momtality is 90% or more witlun 30 days, a
fixed amount of Rs. 2 lakhs should be given

2. Formula in case of elinical trial related injury (other than death): For calculanon of
guantum of compensation related 1o myury (other than death), the compensation shall be
lmked to the cnteria considered for caleulation of compensation in cases of death of the
mal subject as refemed 10 i section of this Schedule. The quantum of compensation m
case of Clmical Trial related SAE should not exceed the quantum of compensation which
would have been due for payment i Case of death of the trial subject smee the loss of
life is the maxinum mpry possible. As per the defmition of SAE, the following squeals
other than death are possible n a clmical tnal subject, in which the tmal subject shall be
entitled for compensation m case the SAE isrelated to climeal tnal,

I A permanent disability: In case of SAE causmg permanent disabaloy to the trml
subject, the quantum of compensation in case of 100% disability shall be 90% of
the compensation which would have been due for payment to the nominee () n
case of death of the tmal sabject.

The quantum for less than 1008 dsabilty will be proportional to the actual

percentage
disability the trial subject has suffered.

Accordmgly, followmng formula shall be appheable for deternunation of compensation:
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Compensation = (C x D x 90/ (100 x 100)
Where:
D = Percentage disability the trial subject has suffered
C = Quantum of Compensation which would have been due for pavment to the trial subject's
nominees) m case of death of the mal subject.
ii.  Congenital anomaly or birth defect: The congenital anomaly or birth defect in
& baby may occur due to pamticipation of anyone or both the parent m ¢lmical
trial. Following situations may anse due to congenital anomaly or birth defect.

{a) Stillbmth:

(b} Early death due to anomaly;

{c) WNo death but deformity which can be fully corrected through appropniate

mtervention;

(d} Permanent disability (imental or physical),
The compensation in such cases wonld be a himp sum amount such that if that amonnt s kept
by way of fixed deposit or alike, it shall bring a monthly interest amount which is
approximately equivalent to half of mummmum wage of the inskilled worker (in Dethi). The
quantum of compensation m such cases of SAE shall be half of the base amount as per
formuka for determinmg the compensation for SAE resulting mto death,
In case of birth defect leading to sub-clause (¢) and (d) of this clause to any child, the medical
management as long as required shall be provided by the Sponsor or his representative which
will be over and above the financial compensation.

fii.  Chronic life-threatening disease; and
iv.  Reversible SAE in case it s resolved

In case of elinkcal mal related SAE causing hilethreatenmg disease and reversible SAE
m case it is resolved, the quantum of compensation would be linked to the number of days of
hospitalization of the trial subject. The compensation per day of hospitalization shall be equal
o the wage loss. The wage loss per day shall be caleulated based upon the mmimum wage of
the unskilled worker (in Delhi).

Since, in case of hospitalization of any patient not only the patient loses hisher wage,
there will be direct or indirect losses of various kind mcluding inconvenience, wage loss of
attendant, ete. The compensation per day of hospitalization in such ¢ase shall be double the
ITTAITNII Wi 2e.

Accordmgly. followmg formula shall be applicable for determination of compensation:
Compensation=21 X WX N.

Where,

W= Minimum wage per day of the unskilled worker

(in Delhi) N = Number of days of hospitalization

Factor (F) for calculating the amount of compensation
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ANNEXURE 14: STUDY PROGRESS RET'ORT

Project Title Staff ) Studemt Project
1. Approval No
2. Pnocipal Investigator
3. Department
4, Guide/ Co-Investigator
5. Department
6. Time Since [EC Approval
7.  Stats of Research
8. Report of the work done
SIce
it inception with particular
emphasis on the followmg

= Material & Methods

& Material Procedure: Yes
Mo

» Permission Procured: Yes
MNo

. _E':-‘u_niing Status: Applied /
Procured / NA, give

details
9. Total Participants / Sample
entered / Consented/prepared

10. Sample size achieved

11. Participants Withdrawn
from
the Studses

Yes{ No, if Yes gve details

12, Data Collection Yes /! No/ Patially Completed

13. Data Analvsis Yes Mo
Principal Investigator Co-Investigator/Guide
Date: Date:
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Conclusions and Major results Derved

15

Serious Adverse Event if any with details

16.

Problems Encountered Solutions

17.

18,

Manuscript Wrting: In Progress Completed

List of research pubhications and paper based on work done of project

19.

Remarks of the Guide : Satisfactory / Mot Satisfactory

20.

On completion of the research please provide the following

A brief abstract desenibing the stady.

Details of unanticipated problems mvolving risk to the participants or other since begimning
of the project and measures employed.

Blank copies of all current consent / Assent forms.
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I/We, thenndersigned, give an undertaking to the following
effect with regardTo(STUDY TITLE)

agree with the above mformation given to the best of my/our knowledge, and does not
miringe upen any, copyright | property, or personal right of any third pany.

Principal Investigator Co-Investigntor Gruide
Date Date:
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ANNEXURE 15: CONFLICT OF INTEREST DISCLOSURE FORM

I wish to inform  Interest that I hold under the categories noted. The conflict of interest
sy be considered potential or actual when exercising decisions and actions mn my role as a

voting member within the IEC. DUPMCH.
Conflict of Interest

A conflict of interest exists m any situation when a person has a financial mterest, a private,
personal or familial mterest, a busmess interest sutficient to mfluence, or appear to mfluence,
the 1mpartal exercise of duties or professional judgments.

Please tick the categories that apply to vour area of conflict of interest with name of
service below:

Conflict of Interest Definitions
¥
* Financial Interest
The term financial mterest means anvthing of monetary valog, meludimg but not
limited to
e  Salary or payment for services (for example: consulting fees and
Lonorare);
»  Equity mterests (for example shares, share options and other owner ship
mierests);
o Cfls;

e Allowances, forgiveness of debts, interests in real estate, or personal
B .. .0 A L S,

o Intellectual property flgl.ﬂ& { for example: pﬁ1¢_|1t& :Jﬁ}rngl:ls and 'f;.;ya Ities
from these rights).

~ Personal Interest

A staff member has a personal inferest in a marier if lus or her spouse or pariner, or
other person m his or her family, or person with whom there is a close friendship,
could be advantaged or disadvantaged, by any decision that the member either can
make, or does not make, or is n a posifion fo mfluence.
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Business Interest

A member will have a business interest in a company seekmg lo do research at
DUPMCiheorshe,
* s a director of the Compamy:

& [sanowner of, or pariner in the_f:‘ampau},r:

s Has a significant shareholding (equal to or greater than 20% shareholdmg)
inthe Company:

=  Hasa close personal or fanulial relationship with a person who is an owner
or partner, or sigmficant shareholder m the Company.

* Please detail the Conflict of inm_‘i-si-fn-ﬁ wish to disclose:

FPlease detail action vou propose to reduce, mitigate, or eliminate the conflict of
interest:

Name of the IEC, DUPMCH Member | “Role In the Committee
(please print)

Signature Date

Proposed action to address Conflict of Interest.

{ I'his Section to be completed by Chairperson of the IEC, DUPMCH)

104




Institutional Ethies Conumittee (IEC)
DR. Ulhas Patil Medical College & Hospital Jalgaon kh - 425309
Page 105 of 116

Approved action:

Declined action (and reason for declined):

Alternative action required to manage conflict of interest (detail below);

Name of the Chairperson

Signature of the Chairperson Date

Copy to the member disclosing conflict of interest. Original is to be maintained by 1EC,
DUPMCH office.
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ANNEXURE 16: TEC, DUPMCH SELF-ASSESSMENT FORMAT

Item Description

Yes

No

Don’t
Know

Remarks
il any

EC as a whaole

Does the TEC, DUPMCH policy describe the
procedure of selecting the members?

Is there a specified term described to hold the
Appointment for its member mentioned in
the policy?

Does every meeting of [EC, DUPMCH have the
complete quonim as specified?

non-affiliated member of vour
organization?

Does TEC, DUPMCH descnibe the resignation
procedure of its member?

Does IEC, DUPMCH obiain the confidentiality
agreement from members at the tume of mduction?

* Does IEC, DUPMCH Maintain the list of their
members with their updated CVs?

Does IEC, DUPMCH hold a dedicated office with
required mirastructure and stafl for s
functioning?

= pamr ™

Does TEC, DUPMCH orgamze the trainmg
programne to update the knowledge and
fimctionmg of its

members?

1

Does TEC, DUPMCH have process to eliminate
Conflict of Interest?

11

Does IEC, DUPMCH SOP contain the specific
scope, Objectives, activities, organization,
mfrastructure and fundmg aspects?

12

Is yowr IEC, DUPMCH SOP regularly revised?

13

Is functioning of [EC., DUPMCH strictly based on
SOP mentioned?

14

Does JEC, DUPMCH have specified submission
gidelines mmde available 1o PI for their snudy
protocols?

15

Is there a specified format for proposal
submission as per [EC, DUPMCH puidelines?
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Does [EC, DUPMCH wvolves m registration of
trials and biomedical and health research with
CTRI and

COSCO?

17

Puea IEC, DUPMCH have specified ICF and PIS
ormals?

18

Does [EC, DUPMCH SOP specify the fee structure
for the mals submitted?

19

Does [EC, DUPMCH mantam the records of
Minutes of the Meetmngs?

20

Is there a fixed schedule of perodic meetngs & are
the records of attendance for the same mamtamed?

2]

2]

~ attached duly signed by P.1. with date?

Is the proposal submitted by PI checked for its
Completeness along with the essential anunexure

Is [EC. DUPMCH stract with the submission of
amendments by the P17

23

Does IEC, DUPMCH monitor/inspect/ Audit the
tnals conducted as mentioned in SOP?

24

Does IEC, DUPMCH SOP mention about Periodic

nggsz‘; and Site Visits to monitor the trials?
I= z ased on ICH-GCF E6
(K:),

New Drugs aind CT Rules 2019 and ICMR,
2017 guidelmes?

Is [EC, DUPMCH an independent body?

Does IEC, DUPMCH SOP address the puidelines
to be followed for research m vulnerable
population?

Does TEC, DUPMCH have Soft Copy and Hard
Copy of the records in its office?

Does the [EC, DUPMCH SOP mention about
approval and completion of the project?

For Inilividwals

Do you regularly attend IEC, DUPMCH meetings?

Do you know your role in IEC, DUPMCH?

Do you actively mvolve yourself in review process
of protocols by IEC, DUPMCH?

Do you prepare for [EC, DUPMCH meeting prior
Le. with reading documenis etc.?

Do you feel that yvou could myprove with bener
mvolvemen?
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ANNEXURE 17: CHECKLIST FOR CLINICAL TRIAL DOCUMENTS

SUBMITTED FORIEC, DUPMCH REVIEW

(14 hard copies and a CI) of all documents listed below)

Protocol Title:
Principal
Investigator:
Type of Submission Tnstia )/ Ammendiment
 IEC, DUPMCH
Submisson Number
and Date
IE,% MANDATORY DOCUMENTS YES NO NA
1 | IEC, DUPMCH Processing Fee
5 | Submission Covering Letter duly signed by the Principal
Investigator
Study Protocol
4 [nvestigator Brochure (IB)
Patent Information Sheet (PI5) & Informed Consent Forms (1CFs)
;
. i
English, Hmdi and arati (and if require any other language)
i Translational Certificates for Hmdi and arati {Back Translation
certificate whenever applicable)
7 Fimal Version of Case Record Form (CRF)
Recruitment Procedure; advertisement, notices (if applicable)
9 Patient Instruction card, diary, ete, (if applicable)
10 DCGT Approval Letter DCGI Submission Letter
11 Insurance Policy and Cermificate/Tndemnity certificate (TF
apphcable)
12 Final Version of Clmical Trial Agreement (CTAWVMemorandum of
Understanding (MoU)
13 Undertakmg by the PI
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% MANDATORY DOCUMENTS YES NO NA
14 Brief CV, MRC and GCP cenificate of Imvestigator duly
_signed and dated -
15 Clinical Trial Registry — India (CTRI) Registration Centificate
. Documents Submitted: Compleie
[ncomplete will submit on ..........
Remarks, if any:
- Recelver Name, Sign & Date:
(IEC, DUFMCH Secretariat)
+
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ANNEXURE 18: TEMPLATE FOR INFORMED CONSENT DOCTAMENT FOR
PARTICIPANTS’ PARENTS FOR RESEARCH INVOLVING CHILDRENMINORS

{ This template 1s for erther chimical trials or clmical research)
(Language used throughow form should be at the level of a local student of class 6”/8%)

[YOUR INSTITUTIONAL LETTERHEAD]

[Informed Consent Form for Parents of Children (faving X condition’with ¥ diverder
efe. as applicable as per your research))

Name the group of individuals for whom this parental consent is written
[Name of Principal Investigator]
[Name of Organization|
| Title of the Research Study]
[Participant Initials’ Code]
This Informed Consent Form has two parts:

Information Sheet (to share mformation about the study with vou)

Certificate of Consent (for signatures if vou agree that your child may participate)

You will be given a copy of the full Informed Consent Form
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PART I: Information Sheet
Introduction

Purpose
Type of Research Intervention il any

Why vour child is chosen for the study?
Is vour child’s participation compulsory?

{Include the following section only if the protocol is for a chinical tnal:)

Information on the Trial Drug [Name of Drug)

Procedures and Protocol

Unfamiliar Procedures: (Explanation about randomzation, blndmg, placebo, rescoe
medications/therapy, allocation concealment ete. if applicable)

Process Staps to be folfowed: (Explanation about mopsy, blood sample collection,
anesthesia requirements etc, mfection control practices etc.)

How long would the study continue?

What side effects could be foreseen to happen to your child in this study?
What if something goes wrong with vour child?{Risks)

What Discomforts may vour child feel during course of the study?

{Explain about the possible disturbance in behavior that may arise due to
needle

pricketc.)
What Benefits would vour child avail?

What all reimbursements would be provided to your child?
Is your child's data Confidential?

How would the results of the study be communicated?
Could vour child withdraw from the study in between?
What are alternatives if vour child does not participate?
Whom to Contact?

111



Institutional Ethies Conumittee (IEC)
DR. Ulhas Patil Medical College & Hospital Jalgaon kh - 425309,
Page 112 of 116

PART = 11 Informed Consent Form for Participant’s Parent (1CFF)
(Tick v or * in boxes agamst each point).

1 have been ‘I_J:I.‘I-’II_E'I.']. to have my chld pan wipate m research of ( 1itle of Study)
[ have read the foregomg information, or it has been read to me.

......

Print Name of Participanm;
Prmt Name of Parent or Guardian;
Signamire of Parent or Guardian:
Date (DDAMMYYYY):

Ifillirerare

I have witnessed the accurate reading of the consent form to the parent of the potential
participant. and the mdividual has had the opportunity to ask questions. | confirm that the
mdivideal has gaven consent freely.

Print name of witness: AND Thomb print of parent
Signamre of witness:
Date:

Statement by the researcher/person taking consent
(Tick v or = in boxes agamst each point),

I have accurately read ouf the information sheet to the parent of the potential
participant, and to the best of my alality made sure that the person understands the

I contfirm that the parent was given an opportunity to ask questions about the

study, and all the questions asked by the parent have been answered cerrectly and to
_thebestofmyability.

1 confinm that the mdividual has not been coerced mto giving consent for lnsher

s, o s R T N T =

A copy of this ICF has been provided to the pairticpant
Print Kame of Researcher/ person taking the consent
Signature of Researcher /person taking the consent; _
Date (DDVMMYYYY):
An Informed Assent Form will'wall not be completed
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ANNEXTURE 1% TEMPLATE FOR INFORMED ASSENT DOCUMENT FOR
RESEARCH INVOLVING CHILDRENAMINORS
[Informed Assent Form for Children |

[Name of Principle Investigator]:
[Name of Organization]:

[ Title of Research Study:]
[Subject Initials/1dentifier/Code|:

Fart 1: Information Sheet
Introduction:

Purpose: Why this research? :
Why are vou selected? ;

Is it compulsory to do this? :

I have checked with the child and they understand that participation is voluntary —
(initial of researcher)( to be filled by rts&arq

(Applicable te Clinical Trials Only)
Information on the Irial Drug

[Name of Drug]: What is this drug and what do vou Know about it?
Incfude the following section only if the protocal 1s for a clinical taal

1} Give the phase of the mal and explam what that means. Explam 1o the participant why
you are comparing or testing the drgs.

2} Provide as much mformation as is appropriate and understandable about the diug such
asits manufaciurer or location of mannfacture and the reason For 0% developmeent.

3) explaimthe knovwn experience with this dmg
4) explain comprehensively all the known side-effects'toxicity of this drug, as well as the
adverse effects of all the other medicines that are bemg used m the trial.

Procedures: What is going to happen to yvou?

I have checked with the child and they understand the procedures ——-— {initial of
researcher) to be filled by investigator)
Risks: Is this bad or dangerous for me?

Explain any rvisks using simple, clear language
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Discomforts: Will it hurt?

If there will be any discomjorts siate these clearly and simply. State that they fehildren)
should tell vou and/or thelr parvents i they are sick, expevience discomfort or patn. Address
what may be some of the child’s worries, for example, missing school or extra expense to
JHIFEnTs.

I have checked with the child and they understand the risks and discomforts————
(initial of researcher)( to be Alled by investigator)

Benefits: Is there anything good that happens to me?
Describe any benefits to the chuld.

I have checked with the child and they understand the benefits ———————(initial of
researcher)({ to be filled by investigator)

Reimbursements: Do | get anything for being in the research?

Mention any reunbursements or forms of appreciation that will be provided. Any gifts given
to children should be simall enough to not be an inducement or reason for panticipating. WHO
does not encourage incentives beyvond remmbursements for expenses incurred as a result of
participation in the research? These expenses may include, for example, travel expenses and
reumbursement for tme lost. The amount should be deternuned witlhun the host country
context.

Confidentialitv: Is evervbody going to know about this?
Explam what confidentiality means m simple terms, State any limits to confidentiality
Indicate what then parents will or will not be told.

Compensation: What happens if I get hurt?
Describe to the ability of the ¢hild to understand and explain that parents have been given
more mformation.

Sharing the Findings: Will vou tell me the results?

Describe to the ability of the child to understand that the research findings will be shared m a
tumely fasheon but that confidential mformation will remam confidential. If you bhave a plan
and a tunelne for the sharing of mformation, mclade the details. Also tell the child that the
research will be shared morebroadly,

Le. in a book, journal conferences, ete.
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Right to Refuse or Withdraw: Can I choose not to be in the research? Can I change my
mind?
Whom to Contact: Who can 1 talk to or ask questions to?

List and give contact information for those people who the child can contact easily (a local
person who can actually be contacted). Tell the child that they can also talk to anvone they
want to about this (thewr own doctor, a family friend, a teacher)

IT vou ¢hoose to be part of this research 1 will also give vou a copy of this paper to keep
for vourself. You can ask vour parents to look after it if vou want.

You can ask me any more questions about any part of the research study, iof you wish to. Do
vou have any questions?
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PART X: Certificate of Assent

I understand that this research include
(add experimental aspects l.e. needle prick, survey, biopsy, lab investigations efc.,
details about follow-up visits, maintenance of patient diary by self’parents)

I have read this information (or had the information read (o me)

I have had my questions answered and know that I can ask questions later if 1 have
them. T agree to take part in the research.

OR
I do not wish to take part in the research and I have pot signed the assent below.
(Initial led by child' minor)
Only if child assents:

Print name of child:
Signature of child:
Date:

If ilfiterate:
A literare witness must sign (if possible, this person should be selected by the participant, noi
be a parent, and should have no connection to the research ream). Participants wito are
illirerare showid inchude thelr thumb print as weil

I have witnessed the accurate reading of the assent form to the child, and the individual
has had the opportunity to ask questions.

I confirm that the individual has given consent freely.

Print name of witness (not a parent): AND  Thumb print of
Participant Signature of witness:
Date:
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I have accurately read or witnessed the accurate reading of the assent form to the
potential participant, and the individual has had the opportunity to ask questions.

I confirm that the individual has given assent freely.

Print name of researcher:
Signature of researcher:
Diate:

R S

Statement by the researcher/person taking consent

I have accurately read out the information sheet to the potential participant, and to the
best of my ability made sure that the child uwnderstands that why and how the study
would be done and his'her role as a subject.

I confirm that the child was given an opportunity to ask gquestions about the study,
and all the questions asked by him/her have been answered correctly and to the best of
my ahility.

I confirm that the individual has not been coerced into giving consent, and the consent
has been given freely and voluntarily.
A copy of this assent form has been provided to the participant.

Print Name of Researcher/person taking the assent &  Signature

«  Copy provided to the participant {initialed
researc her/assistant)

*  Parent/Guardian has signed an informed consent__Yes___ No____ (initialed by
researc her/assistant)
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ABBREVIATIONS
| S0P Standard Operating Procedure B
DUPMCH Dr. Ulhas Patil Medical College and Hospifal |
[EC, DUPMCH Institutional Ethics Committee, Dr. Ulhas Patil Medical Collepe and
Haspital
| ICMR Indian Council of Medical Research .
HRRP Human Research Review Panels X
IEC Institutional Ethics Committee il
cv Curriculum Vife
Mol Memorandum of Understanding
| IC Informed Consent Document
CTA Clinieal Trial Agrecment
i 'w‘m Non Governmental Organization
MRC Medical Research Council S
| CTRI Clinical Trials Registry-India
COSCO | Ceniral Drugs Standard Control Orgamzation
PIS. " Patient Information Sheet
ICF [nfiermed Consent Farm
_Fm_\" Audio Visoal
EC Ethics Committee
Col Conflict of Interest
AE Adverse Event
SAE Seroug Adverse Everit
T Clinical Trial ]
| CRF o= Case Report Form
Pl Principal [nvestigator
ICH-GCP Intemational Conference on Harmonizations Good Clinical Practice
DCGI Drug Controller General of bndiu '
W [mpartial Witness 7
| LAR Legally Acceptable Representative S

PRI
GODAVAR! E OF NURSING




