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1

3.

PURPOSE

1.1. This procedure establishes the process to form MNR-MC IEC

1.2. This procedure begins when the MNR Educational Trust has decided 1o
create a new |EC at its Medical College.

1.3. This procedure ends when the new 1EC has been formed.

1.4. This IEC covers research study that will be conducted at MNR Medical
College Hospital and allied satellite health centers (M NR-MC)

POLICY

21. MNR Bducational Trust maintains a roster of IECs.
2.2, HSR-001.

RESPONSIBILITY
3.1. A designee of MNR Educational Trust carries out these procedures.
PROCEDURE

41, Select at least 11 individuals to serve as regular [EC members, including an
1EC Chair, 1EC Vice-Chair, and an 1EC Secretary.

42, Select at least three individuals to serve as alternate 1EC members, including
an [EC Chair, IEC Vice-Chair, ami an IEC Secretary.

43. Follow “SOP: Adding a Member ta MNR-MC [EC (HSR-103]" for gach [EC
member.

44 Use "WORKSHEET: IEC Composition (HSR-312]" to evaluate whether the [EC
is appropriately constituted.

45. Revise the membership as needed.

4.6. Complete a new IEC roster,

4.7. Register and update membership with CDSCO as  per regulatory

requirement,

REFERENCES

51 Schedule Y of the Drugs & Cosmetics Act, 1940 and Rules, 1945

2. Indian Council of Medical Research (ICMR)-National Ethical Guidelines for
Biomedical and Health Research Involving Human Participants

53. The International Council for Harmonisation of Technical Requirements for
Pharmaceuticals for Human Use (ICH) E6(RZ)

4. Central Drugs Standard Control Organisation (CDSCO) Guidelines fur
Biomedical Research on Human Subjects Good Clinical Practice (GCP)

guidefnes
4101
—CFaperson
internal Quality Assurance Cell (1QAC)

erson
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1. PURPOSE
1.1 This procedure establishes the process to dissalve MNR-MC IEC,
12. This procedure begins when the organization, MNR Educational Trust has
decided to dishand MNR-MC IEC.
13. This procedure ends when the MNR-MC 1EC has been removed.
2. POLICY
2.1. MNR Educational Trust maintains a roster of 1EC.
2.2, HSR-DO1
3. RESPONSIBILITY
3.1, Adesignee of MNR Educational Trust carries out these procedures,
4. PROCEDURE
4.1. Ensure that no active protocols are under review by the [EC before
dissolution.
4.2. Notify each |EC member. For each IEC member who will no longer serve as
an 1EC member prepare and send a thank you letter signed by MNRE
Educational Trust _
43. Update the IEC roster to indicate the 1EC is dissolved. ‘
44, Inform CDSCO on the decision to dissolve MNR-MC 1EC within 30 calendar
days.
5. REFERENCES
5.1. HSR-001.
A ‘_’\‘*__/\{
\J | 0
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1. PURPOSE

dd a member to MNR-MC IEC.

1.1. This procedure establishes the processtoa
ization, MNR Educational Trust

1.2. This procedure begine when the organ

selects a new |EC member ‘
1.2. This procedure ends when the member has been added, and the [EC's

registration with CDSCO has been updated.

2. POLICY

21. The IEC Chair should nermally be an IEC member who is respected
individual with knowledge of research ethics, regulations. guidance, and
ethics policies, and procedures The Chairperson of the Committee should
preferably be from outside the Organisation and not the head of the same
institution to mairtain the independence of the committee.

2.2. IEC Vice-Chair:

2.2.1.  Sheuld be putside

of the Organisation and not the head of the same

instinution, ) ;2

2.2.2. Discharge the 1EC Chair's responsibilities when the [EC Chair is
unahle to do so.

tion conducts

2.3, The IEC Secretary who generally befongs to the same institu

the husiness of the committee, when delegated by the [EC Chair.
24. Other members should be a mix of medical, non-medical, scientific, an
scientific persons, including lay public, to reflect the different viewpoints.

2.5. The minimum composition may be as follows:

2.5.1. One Chairperson.

2.5.2. One Secretary.
263  Ope to two basic medical scientists |

d non-

preferably one medical

pharmacologist)-

264, Onetotwo clinicians from various institutes,

2.55. Onelegal expert,

266 One social scientist/ representative of the non-governmental
voluntary agency.

257, One philosopher/ ethicist/ theclogian.
2.5.8. Onelayperson from the community.

2.6. HSR-001.

3. RESPONSIBILITY

3.1. The organization, MNR Educational Trust selects all new IEC members. The
Organisation Official may delegate selection of [EC Members to the IEC Chair
except for the position of IEC Chair.

1.2, The following are the responsibilities of the organization and the 1EC Chair. AB
e b
\g \"0 N

PROCEDYRE 5
N
Inter, t H ' izati T
rigf Q@u‘b-?wg Ef@punsibilities of the Organization are: \@\z e
MNR Medica ¢ hice @Fm?ﬁf opy of the individuals’ résumé or currscuh:\ b\g&-@ :
W &

"Lollege o
&% & f'}

Ospital
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4.1.2

4.16.
4.1.7.

4.1.8
4.1.9.
4.1.10,

41.1%L

4.1.12.

4.1.13.

5. REFERE

14

tﬁﬂm?m

ty fissurGORe

cal College

& Hospit3

The members representing medical scientists and clinicians have a
post-graduate qualfication and adequate experience in their
respective fields.

Upon successful completion or verification of training, the JEC

member is appointed, and 1EC roster updated,

Prepare an appointment letter and signed for the appeintment of all

IEC members.

Determine whether the individual will be a regular or an alternate

IEC member

Have the individual sign the IEC member agreement.

The tenure of membership of one term is of 3 years, with a scope to

extend to another term, with approval from the Organisation

Official,

No more than two terms is allowed for any 1EC member.

Provide a copy of the résumé or curriculum vitae to [EC Chair

The Organisation appoint, from amongst the 1EC members, a

Chairperson (who is from outside the institution) and a Secretary

from within the institution,

4.1.10.1. ‘The IEC Chair should normally be an [EC member who is
a respected individual with knowledge of research
ethics, regulations, guidance, and ethics policies, and
procedures, The Chairperson of the Committee should
preferably be from outside the Organisation and not the
head of the same institution to maintain the
independence of the committes.

41.10.2. The IEC Vice-Chair is outside of the Organisation.
411021, Discharge the IEC Chair's responsibilities

when the 1EC Chair is unable to do so
4.1.102.2. Discharge the duties assigned by the IEC
Chair
41.1023.  Assistinthe regelar operation of the IEC

41.103. The Secretary, 2 member of the 1EC appointed by the IEC
Chair or Organisation and affiliated to MNR Medical
Collegs/ Hospital. The member has knowledge and
experience in clinical research and ethics.

If the individual requires training, have the individual undergo

training.

41.111. Train the new member on applicable regulations and
guidelines, and MNR-MC [EC Policy, SOP, Checklist,
Worksheet, and Template.

Use "WORKSHEET: 1EC Composition (HSR-312)" to evaluate

whether the 1EC is appropriately constituted.

Revise the membership as needed.

gﬁ] dated & Feb 2013, The Drugs & Cosmetics Rules, 2013 o

eY of the Drugs & Cosmetics Act, 1940 and Rules, 1945

Varsion Na
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53. Indian Council of Medical Research (ICMR)-National Ethical Guidelines for
Biomedical and Health Research Involving Human Participants
5.4. The International Council for Harmonisation of Technical Requirements for
Pharmaceuticals for Human Use (1CII) E6{R2) B
55. Central Drugs Standard Control Organisation (CDSCO) Gmdleme; for
Biomedical Research on Human Subjects Good Clinical Practice (GCF)
guidelines
5.6. HSR-001.
5.7. HSR-008.
58. HSR-31Z.
59. HSR-313.
W
e e
Assurartee il UL ; ‘ LA S
\nternel ﬁuu\‘w\ College & HosP w\\“g\,\,@:@mg
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4.

PURPOSE

1.1, This procedure establishes the process to remove a member of MNR-MC [EC,
L11.  An IEC member may be disqualified from continuance should [EC
determine by a three-fourths majority specifically called for the
purpose that the member's conduct has heen unbecoming of an [EC
member,
1.1.2.  An IEC member may be disqualified from 1EC if they fail to attend
maore than three consecutive meetings without prier intimation,
1.2. This procedure begins when MNR-MC |EC Chair in consultation with the
organisation has decided to remave an IEC member.
1.3. This procedure ends when the member has heen removed, and the 1EC's
registration with CDSCO has been updated.

POLICY
Z.1. HSR-001.
RESPONSIBILITY

3.1, The Organisation Official and the 1EC Chair carries out these procedures.

PROCEDURE

4.1. The process is initiated when the IEC Chair or Secretary:

411, Receivea communication in writing (from ancther IEC member or a
member of the pubiic) alleging misconduct, including breach of
confidentiality by an {EC member.

412 If an |EC Member fails to attend more than three consecutive
meetings without prior intimation

47 The IEC Chair will satisfy himsel{/herself that a prima facie case exists
before initiating action.

43, 1T, in the opinion of the IEC Chair, the matter is of grave significance where
the integrity of IEC could be questioned, discuss with the Organisation
Official.

44, The IEC Chair may suspend the membership of the concerned 1EC member
till IEC and Organisation take a final decision.

45. During the period of suspension, the affected individual will not have any
rights, privileges, or respensibilities as an 1EC member and will not perform
any duties of IEC member.

46, If the IEC Chair opines that this requires discussion with other members, the
Chatf calls for 2 meeting to specifically discuss this issue or at a regularly

vened meeting.

®‘*’ &7 "The meeting convened will foliow the rules of a quorum.

Chairpefsoﬂ.ﬂ.l‘@tnaﬂeﬁnnn will be presented it the 1EC meeting and the member alleged

| Quality Assurance (e
nferna y —_— g
49, The member will stand disqualified if IEC members present appru:zg\e;\ﬁc oG

ANR Medical College

isconduct will be provided adequate opportunity 10 defend htmselff\
o

)

disqualification by voting (by two-thirds majority). ‘*L\f; e,
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4.10. If not excluded, no action to be taken.
4.11. The Chair will convey the exclusion (disqualification) to the Organisation
Official through written commumnicition,
412 If the IEC member will no longer serve on the [EC, prepare and send o thank
you letter signed by the Drganisation Official and the IEC Chair.
4.13. Update the 1EC's registration at CDSCO within 30 calendar days
4.14. Update the IEC roster.
414.1. Use "WORKSHEET: IEC Composition [HSH-31Z)" to evaluate
whether the [ECis appropriately constituted,
+.14.1.1.  Revise the membership as needed,

5. REFERENCES

51. HSR-001

- ] rsen
ternal Quality Assurance Cell (10AQ)

MNR Medical College & Hospita
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1.  PURPOSE

L1 This procedure establishes the process when a member resigns from MNR-
MC IEC.

1.2. This procedure begins when MNR-MC [EC Chair receives the resignation
ietter from the |EC member and informs the Organisation Official.

13. This procedure ends when the resignation has been accepted, and the [EC's
registration with CDSCO has been updated.

2. POLICY
2.1. None
3. RESPONSIBILITY

3.1. The Organisation Official (MNR Educational Trust) and [EC Chair carries out
these procedures.

4. PROCEDURE

4.1. The Organisation Official notifies the IEC Chair on acceptance

4.2. 1f the IEC member will no longer serve on the IEC, prepare and send a thank
you letter signed by the Organisation Official and the IEC Chair.

4.3, Update the IEC's registration at CDSCO within 30 calendar days.

4.4. Update the IEC roster,
44.1. Use "WORKSHEET: IEC Composition (HSR-31Z)" to evaluate

whether the |EC is appropriately constituted.

4.4.2. Revise the membership as needed.

5. REFERENCES

5.1. None.

Chairpérson
internal Quality hssurance Cel (1QAQ)
MNR Medical College & Hos

pital
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1.  PURPOSE

L1. This procedure establishes the process to evaluate and manage the financial
~ interestsof the IEC members.
LZ. "This procedure begins when the ‘Conflicts of Interests Officer’ when an 1EC
member announces financial interest that can affect the ennduct of research.
L.3. This procedure ends when the *Conflicts of Interests Officer’ decides that the

financial interest is not a conflict of interest, ar informs the 1EC of the
manragement plan.

1. POLICY

i IEC'Members are required to disclose their financial interests to the [EC
Chair or designated 'Conflict of Interests Officer”:

L1.L  Prior to the review of the research study protocol
11.2. Everyyear

L1.3.  When there are changes to financial interests
L14&  The IEC has the authority to decide whether a financial interest and

its management if any, allow the research to meet the criteria for
approval.
1.2. HSR-002

2. RESPONSIBILITY

2.1, The IEC Chair or designated 'Conflicts of Interests Dfficer’ carries out these
procedures.

3. PROCEDURE

3.1. Update the list of investments with information about the name of the
company, the names of related companies, and affected products or services.

32. Provide the updated list to the IEC Chair and EC Coordinator,

3.3. Stop review of the submission, if the investigator has a financial conflict of
interest that could create hias in the outcome of the research,

3.4. Discuss the impact of financial conflict on the research outcome.

3.5. Once final review is completed, provide the 1EC with the written report, and
resume review of the submission.

4. REFERENCES

4.1, Schedule Y of the Drugs & Cosmetics Act, 1940 and Rules, 1945
4.2, Central Drugs Standard Control Organisation {CDSCO) Guidelines for
Biomedical Research on Human Subjects Goed Clinical Practice (FCP]

guidelines 0 : A
4.3. Indipn Council of Medical Research (ICMR)-National Ethical Guldc{ '6 St ‘:ﬁﬂ'
wxcﬂ and Health Research Involving Human Participants 9% o\'\' o&°
= e International Council for Harmonisation of Technical Reqmscﬂhq,ﬂ‘?or
Pharmaceuticals for Human Use (ICH) E6(R2) L
Chairpersoh5. HSR-402. &°
nternal Quality Assurance Cell (IQAC)
ANR Medical Chllege & ti¥tggn No. Effective Date _ Page
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L. PURPOSE

1.1. This procedure establishes the process to designate or remove individuals
(reviewers) from the list of TEC members who can review human research
study protocol and other study-related documents.

1.2. This procedure begins when the 1EC Chair considers adding or removing an
individual designated to review human research.

13, This procedure ends when the IEC Chair notifies of & new individual
designated to review or the removal of a previously designated individual.

Z.  POLICY

2.1. MNR-MC JEC Chair may designate one or more individuals to review human
research study protoonl based on their hackground and subject matter
expertise.

22. In general, individuals designated to review are granted authority for only

one category or a limited number of categories.
2.3. HSR.-018,

3. RESPONSIBILITY

3.1, The [EC Chair carries out these procedures.

37, EC Coordinator maintains a Jist of individuals designated to review human
research study protocol and other study-related documents and the
category each individual is authorized to review.

4. PROCEDURE

4.1. To designate an individual within the 1EC to review human research study
related documents in one category or a limited number of categories based
on the individual’s background and expertise.
4.2, All IEC members must review the study protocol and other decuments based
on their knowledge. E.g., a ‘Layperson’ in the committee may not understand
the scentific rationale and other technical terms, however, would
understand the social and ethical aspects/ impact from the study.
4.3. IEC may make a single request for further information during the review -
the clock stops until this is received.
4.4, All IEC members consider the criteria in "WORKSHEET: Criteria for Approval
(HSR-301)."
44.1. The principal investigator for gach submission is expected to fill out
applicable checklists with preliminary judgments as to whether
each criterion is met.
442 ‘The principal investigator presents at the committee meeting.
. For initial " Ia sdvance of the meeting, all IEC members review the | v Al
‘ i terials 10 a depth sufficient to determine whether the criteﬁa?r\L cOLE ooN 502294
| : Ble worksheets and checklists are met: R WEDCTE SNGHE
Chairper ¢l (\@Gcription of the investigational product from anP’E ;
\nternat Quality Assura
I MNR Medical Collere

g Hos
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46

4.7.

48

49

4.10.

+.11.

4.35.2.

4.5.3.

~

MNE Medica] Colirge & Hospital Inssitutional Ethics Commsttes = SOF M“

The research study protocol or a synopsis of the study protocol that
incledes a description of screening procedures, eligibilicy criteria,
patient follow-up visits, laboratory and clinical investigations or
procedures, data collection tools, and analysis of biological samples
and data.

The participant information document

For a review of a medification:

461

In advance of the meeting all IEC members review the modification
form, determine which criteria in the applicable study protocol,
worksheets and checklists are affected, and review the following
materizls as necessary to a depth sufficient to determine whether
atfected criteria are met:

For continuing review:

47.1.

In advance of the meeting, all 1EC members review the "Continuing
Review Form,' and attachments, including any latest amendment in
the study-related documents.

For a review related to an ‘Unanticipated Problem Involving Risks to
Subjects or Others,' ‘Serious Non-compliance,” 'Suspension of [EC Approvel,
or "Termination of |EC Approval’:

4.8.1.

In advance of the meeting all 1EC members review the new
informatien and attachments, determine which criteria in applicable
worksheets and checklists are affected, and review the relevant
sections of the following materials to a depth sufficient to determine
as necessary further action.

All IEC members review written reports of external subject matter expertise

if any.

4.10.1.
4.10.1.
4.10.3.
4104
4.10.5.
4.10.6.
4.10.7.
4.10.8.
4.10.9,

The categories of review are, not limited to:

Social sciences

Health economics

Legal (e.g., by alegal expert)

Conflict of Interest (e.g., by a legal expert)

Clinical sciences (medicine, surgery, or other therapeutic areas)
Sericus Adverse Event Report evaluation, including compensation
Research proposals invelving Stem: Cell

Research proposals invelving Medical Devices

Research proposals invelving in vitre Diagnostic Medical Davices

Required areas of review:

4.11.1. The relevance of trial (eg., by a clinician)
4.11.2. Study design (eg, by a clinician)
4.11.3. Risks and benefits {e.g, by a clinician, pharmacologist, legal, social
scientist, layperson)
4.11.4. Subject information
4.11.5. Censent procedure (e.g., by a layperson)
4.11.6, The justification for including minors or adults unable to give
" informed censent. and vulnerable population.
J“’f\; Insurance/ Indemnity (e.g. by a legal expert])
a pefson .\mlﬂ.\ Rewards or compensation for investigators and subjects
o Desor N ¥ 17 & o' Subject recruitment (e.2, by a clinician) ‘c’,k Gg\.
-ollege oV
C ~,\ col “‘{\1 W \“N\)
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4.11.10. Suitability of the investigator and supporting staff (eg, by a
clinician)
4.11.11. Investigator brochure (e.g, by a medical pharmacologist)
+.11.1Z. Quality of the facilities [e.g, by IEC Secretary). :
#.12. Train the individual to review in one or more categories using the fullowing
documents,
$.12.1. 1EC Policy, SOP, Checklist, Worksheet, and Tempiate.
4.12.2. Applicable regulations
4.12.3. Applicable guidelines ’
$.13. Notify EC Coordinator to update the list of individuals designated o review,
the name of the individual and the categories on which the individual has
been trained.
4+.14. To remove an individual's designation as 'Reviewer’ to review human
research study; .
4141 Nnﬁ§ EC Coordinator to update the list of individuals, to remove
: individual
4142, ?\feor:hm;‘:fi?:ividual that he or she may no longer review human
research study protocal and other study-related documents.

5. REFERENCES

5.1. None

b
S

: OV .M
Chairperson ‘\Q,\‘?;\;x\"‘
Internal Quality Assurance Cell (10AC) V@
MNR Merdica| Collnoe & Har-
: | e
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1.  PURPOSE

MN# Medical College % Hospital Institunional Ethics Cemamittee = 507 ﬁ

11. This procedure establishes the process for a designating a ‘Regulatory

Reviewer' to review study-related documents meant for clinical trials of
investigational new drug/ biological/ vaccine/ medical device/ cosmetics
for regulatory compliance.

12. This procedure begins when a research study protocol submitted to 1EC is of
regulatory mandated in nature.

13. This procedure ends when the ‘Regulatory Reviewer' has complated the
review or an investigator has withdrawn the submission.

2. POLICY

21. As part of IEC review, all dlinical trial pretocols, including clinical
investigation plan for a medical device that is mandated by the regulatory
agency are reviewed by a designated ‘Regulatory Reviewer’ to:

21.1.  identify submissions with missing materials as per:

2111,

Z11.2.

2.113.

2.1.14.

Schedule Y of the Drugs & Cosmetics Act, 1940 and

Rules, 1945 and amendments therealter require cerfain

minimal documents for review by IEC, and as per

standards laid out for each document

CDSCO-GCP requires certain minimal documents for

review by IEC, and as per standards laid out for each

document

Indian Council of Medical Research (ICMR)-National

Ethical Guicelines for Blomedical and Health Research

Involving Human Participants requires certain minimal

documents for review by 1EC, and as per standards laid

out for each document

The study related documents to be reviewed are:

2.1.14.1. Clinical  Trial  Protocol/ Clinical
lnvestigation Plan/ Clinical Performance
Evaluation Plan

2.1.14.2 Informed Consent Document

21.143.  Investigator Brochure

2.1.1.44, Case Report Form

2.1.145. Subject Diary

2.1.1.46.  Advertising material, if any

212, Identify and document the determinations that the IEC needs to
malke in order to approve research.
21.3. Identify any relevantinternational requirements

214. Arrange for consultation by an externzl member, if required to .

resolve requirements that are beyond the scope of current |

latory Compliance (HSR-306)" or equivalent. \&‘\Q. &

Internal Quality Assurtinte
MNR Medical College ospitd

2
: eview of Regu
Chatrpuil‘ 5 ing Chair’ ensures that discussion at meetings covers issuéS raised
¢ 'Regulatory Reviewer.

Version No.
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2.4, Changes 1o study personnel are not considered 2 modification to previously
approved research when the study personnel meets the qualifications
described in the [EC approved study.

25, HSR-018,

3. RESPONSIBILITY

31. The designated Regulatory Reviewer” carries out these procedures.

4.  PROCEDURE

41. A study protocol is a document that describes the background, rationale for
the trial objective(s), design, methodology, statistical considerations,
organization of a trial and other items as expected in Appendix X of Schedule
Y of the Drugs & Cosmetics Rules and GCP guidelines.

42. The Regulatory Reviewer is expected to review for compliance of study
related documents to regulations and guidelines.

43. Designated Reviewers try to find answers to the following questions from

the study protacol:

43.1. How will the knowledge, result, or outcome of the study contribute
to human weli-being?

43.1.1.
4312

4.3.1.3.

Knowledge from the basic research may benefit

A new choice of method, drug, or device that benefits the
subject during the study and others in the future.

Provide safety data or more competitive choices,

43.2.  Will the study design be able to give answers to the objectives?
Whether the endpoints are appropriately selected?

43.2.1.
432L
4323,
4324
4.32.5.
4.3.2.6.
4327,

4328

Sk -/
4.32.10.

The participating duration of a study participant is
adequate o allow sufficient change in the endpoints

The comtrol arm is appropriately selected [for best
comparison

The use of placebo is |ustified because there Is a
comparable standard of care in the market

The number of study participants in non-treatment (er
placebo) arm is minimized.

Unbiased assignment (e, randomization, etc] is in
practice.

Inclusion and exclusion criteria are carefully selected to
eliminare confounding factors as much as possible.

The sample group size appropriate with the glven
statistical assumptions

Predictable risks are minimized. R
The tests and procedures that are more than minimal &
risk are cautiously used.

Subject deception s avelded (',,8 &

| i 43211, Instruction and counseling for study participan vl
hairperson _ udy pa g
l[clim\iw A‘s)sumn(e (el (10AQ) induded (Il needed) when deception is integral i%vtﬁ‘gf
h“ ernn H Weoe 154 Haani’ Mﬁydﬁjm Q\ ?g\-
MINR Medical Co &
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|

43212 The study participants are adequately assessed and
provided follow-up care if needed.

4£33. Whowill be the participants in the study? Whether

433.1.  The described population is appropriate for the study.

4332, Predictable vulnerabilities are considered.

4333 Itisvital to conduct the study in a vulnerable population,
If not, is there any other way to get the study answers?

4334,  There will be secondary participants.

434. Dothe inclusion and exclusion criteria

43.4.1.  Selectively include participants most likely to serve the
ohjective of the study?

4342  Egquitably include participants?

4343, Properly exclude participants who can predicta hly
confound the results?

43.44. Properly exclude participants who may predictably be at
increased risk in the study due to coexisting conditions
or circumstances?

435,  Doesthe study design have adeguate built-in safeguards for risks?

4351,  Appropriate screening of potential participants?

4352 Use of a stepwise dose escalation with analysis of the
results before proceeding?

4353. Does the frequency of visits and biological samplings
reasonahly monitor the expected effects?

4354, Isthere defined stopping (discontinuation)/ withdrawal
criteria for participants with the worsening condition?

4355  |s there minimized use of medication withdrawal and
placebo whenever possible?

4356, Wil rescue medications and procedures be allowed
when appropriate?

4357. s there a defined safety committee to perform interim
assessments, when appropriate?

4358. |5 appropriate follow-up designed into the study? For
instance, gene transfer research may require following
the participants for years or their entire life after they
receive the gene transfer agent.

436, ls pre-dinical and/or early clinical studies sufficiently performed
before this study?

43,61, The animal study and In vitro testing results?

4.36.2  Previous dinical results, if done?

4363, Whether the proposed study is appropriately built on
the pre-clinical and for early clinical results.

—— 4364 The selected dose based on satisfactory prior results?
AA65  Monitoring tests designed to detect expected possible

risks and side effects? L
c hairper‘s&&?' Do the study and the informed consent process includes issues ofo” o

Internal Quelity Assur 0? T T s SR

N R r_‘.l_“”fe ell (I0A8.7.1.  Waiver or alteration of consent O

: «-4372.  Delayed consent (e.g, emergency treatmegt;ﬁ(,‘)?’
4.3.73. Deception e
- : Q?S:F
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43.74.  Sensitive information of participants that may require a
confidentiality statement?

438. What are the benefits of using a particular standard of care?

4381, Isthe standard treatment widely accepted?

4382 Haseflicacy ol the treatment been consistently proven?

4383, Does the treatment act on the hasic mechanism of the
disease (vs. symptoms)?

4384,  Are most (275%) of the patients with this condition
responsive to standard treatment alternatives, except
resistant or refractory cases?

4385, s the risk of using placebo instead of treatment hife
threatening?

4386, s the use of a placebo instead of standard treatment
likely to lead to irreversible permanent damage?

43.87.  Can the vse of placebo instead of treatment lead to an
acute emergency?

£3.88. s the risk of using placebo instead of treatment severe
physical discomfort or pain?

43.89. Wil the discontinuation of previous treatment, put the
participant in danger of acute relapse when transferred
to placebo?

43810, Does the protocel not allow to the protocol arm to shift
to standard of care arm in the event of an SAE?

4.3.8.11.  Are there no clearly defined stopping rules to withdraw
the subject before the advent of severe discase
progression?

438.11.1  If the answers (o the above 11 points are
true, having a placebo as 2 comparative
arm is not justified.

41812, Does the standard of care treatment cause severe AE?

43813 Does standard treatment have contraindications that
prevent some sukjects from being treated?

4.3.814. s there substantial {225%) placebo response in this
disease or symptom?

43815 Subjects are not exposed to severe or permanent harm
by the use of placebo.

43.8.16. Subjects under placebo will benefit from the overall
treatment of the disease,

432817, Risks of the use of placebo are minimal.

4.38.18. Risks are adequately disclosed in the consent form.
438,181, I the answers to the above 18 are true, it

is ethical makes sense of having a placebo
in @ blinded study.

Chaurperﬂ# & @im: whether the submission is initial, continuing, or modification. If
'wtarnal Quuhty Assumnte ' antinuing and modification, follow both procedures.
“ Medical Collese © WAL For initial submission: _7 vt -
' £4.11.  Use "WORKSHEET: Review of Regulatory c.amuah%&c,e&
(HSR-306)° to document any Regulato g\cﬂﬂ'ﬁ%&
findings. ‘4\\{9« P\\‘\N;\D\
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4.4.2.  For amodification submission:

4.4.21.  Determine whether the submission includes information
that might represent ‘Unanticipated Probiem Involving
Risks to Subjects or Dthers', ‘Serious Non-compliance’,
and '‘Continuing Non-compliance’,
442.11.  If so, additionally process under "SOP:

Managing New Information (HSR-118).

44272 Check whether consent document being used are the
currently approved versions.

44.23. Use “WORKSHEET: Regulatory Reviewer's Comments
{HSR-306)" to update ‘Regulatory Review’ findings as
needed.

45, If the submission is limited to an updated list of study personnel, follow
"SOP: Managing New Information (HSR-11E]" to notify the 1EC and take no
further action.

4.6, 1f the submission is a request to transfer the study to another 1EC, transfer
the study and follow "SOP: Managing New Information ( HSR-118)" to notify
the investigator,

4.7. 1f the submission is a response to conditionally approved research:

471. Evaluate whether the submitter made the required modifications.

47.2. 1f the submitter made the required modifications and no others,
follow “SOP: Managing New Information (HSR-118)" to recommend
to |EC Chair to issue an approval.

47.3. Arrange for consultation by an external member, if required to
resolve requirements that are beyond the scope of current IEC
member’s understanding.

474 Communicate with IEC Chair for any potentially resolvable
contingencies to resolve the issues, or withdraw the submission and
resubmit when complete.

5. REFERENCES

51. Schedule Y of the Drugs & Cosmetics Act, 1940 and Rules, 1945

£ 2. Indian Council of Medical Research (ICMR)-National Ethical Guidelines for
Biomedical and Health Research Involving Human Participants

53. The International Council for Harmonisation of Technical Requirements for
Pharmaceuticals for Human Use (ICH) E6(R2)

54. Central Drugs Standard Control Organisation (CDSCD) Guidelines for
fiomedical Research on Human Subjects Good Clinical Practice (GCP)
guidelines

55. HSR-306.

A"
. e OQ GQ'% 4-""“"-

Chairperson
Internal Quality Assurance Cell {10AC) \x&f‘@»\-
MNR pMerdica! Cptl-
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4.

MiMNR B2

L. PURPOSE

3.3,

: %
13,

2.1

3L
32
33.
34,

3.5,
316,

4.1.

This procedure establishes the fees for reviewing research study proposal,
payment of reviewer and consultant fees,
The fees are different for industry-spansored and academic studies.

The fees

POLICY

are reviewed on a two-vearly hasis,

The fees charged represent only partial recovery of the total cost of
providing ethical and governance oversight.

The EC
through

RESPONSIBILITY

Coordinator collects the fees from submitting investigator either
cheque, demand draft, or online transfer.

No cash payments are acceptable.

Fees are payable at the time of submission and are non-refundable.

The EC Coordinator issues the receipt for the fee after realization, in the
name of the Sponsor,

The [EC Chair reserves the right to waive off 'review fees.

The proof of payment (cheque, online transfer) is submitted along with the
application form TEMPLATE: Application Form for Ethical Clearance for
Research Involving Human Participants (HSR-405).

PROCEDURE

The annual fees will be as follows:

411

41.2.

Pharmaceutical company-sponsored study:

41.11.  Phase 1 (first in human) Clinical Trial: Rs. 100,000 or
LSS 1500

41.1.2.  Phase2 & 3 Clinica! Trial: Bs. 75,000 or US$ 1200

4113 Phase 4 Clinical Trial: Re 50,000 or USS 1000

4.1.14.  Post-Marketing Surveillance: Rs. 40,000 or US$ 800

41.15.  Obscrvational study - Re, 20,000 or US$ 500

41.1.6. Amendments or addition of sub-studies to trials after
initial 1EC approvalk: Rs. 10,000 for each amendment

Government or [nstitution [collaborative group) sponsored study:

41.21.  Phase 1 to 4 Clinical Triak: Nil

41.22.  (Observational study - Nil

41.23. Amendments or addition of sub-studies to trials after
initial 1€C approval: Nil

vestigator-initiated study
131, Clinical Trial for approved investigational product, data

not te be submitted to CDSCO or to l"ix:arru;v:ﬂltl@@\"~x

Company, funded by Organisation: Nil et
| Chlalxperig?e“ (hw Research project (academic sm:ﬁiies_) wﬁ‘*ﬁ’?@ e
Internc Q”" s S 41321, Funded by Organisation: Nil oye
' 41322 Funded by Government funds: Nil
Version No. Eective Date Page
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4.2,
43
1.4,
4.5
4.6.

4.7.

48

41323 Dissertation thesis: Nil
413.24.  Amendments or addition of sub-studies to
trials after initial |EC approval: Nil

The annual fees will be paid within one month before expiry of approval, if
the study is continuing.
Applicable taxes are additional.
The fee includes administrative charges.
Fees are payable in full at the time of the initial submission of a study.
Fees are non-refundable after *Designated Reviewer’ and for [EC review has
taken place.
A receipt of fee will be issued within seven calendar days of IEC review.
Provisional receipt will be issued on request, if required earlier, on MNR-MC
IEC Letter Head
The payment is made in the name of "MNR-Medical College & Hospital’
pavable at Sangareddy; Bank Name: HDFC; Branch: Sangareddy: IFSL
HDFC0000813; Account Number: 50200007005508.

4.9. The Permanent Account Number {Income Tax] is
4.10. The EC Coordinator maintains the income and expenses of this account with

oversight by Organisation Finance Controller and 1EC Chair/ IEC Secretary.

4.11. All expenses required by IEC are borne from this account. If no funds are

available, funds are berrowed from the Organisation and to be returned,
when funds available.

4.172. Expenses are for transportation, meals, training and organising meetings to

promote research and education.

4.13. All attending IEC members are compensated for their time, efforts, and

expertise

413.1. External members: Rs. 2500 per meeting, irrespective of type and
number of proposals.

4132, Internal members from Organisation: Rs. 1000 per meeting,
irrespective of type and number of proposals.

5. REFERENCES

51

None

Rttt

Chairperson W \?";\;s,\\
‘ 1 p‘wl--.. herprrmnro rn“ “ﬂ“r‘ QQ c‘o\‘\o?' ?‘%00
nfernai v P P‘\c,\\
M \‘Q\ﬁ?{‘vs‘)\.s
\3\ ?P‘SP‘\’
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1.  PURPODSE

1.1

L2

13.

This procedure establishes the process to prepare for a scheduled 1EC
meeting

This procedure begins when meeting preparation, including finalization of
date of meeting commences,

This procedure ends when IEC members attending the meeting have been
notified of the agenda and their assignments.

Z.  POLICY

5 |

MNR-MC 1EC does not place limits on the number of items on the agenda,

3. RESPONSIBILITY

3.1

1EC Secretary and Staff (EC Coordinator) carry out these procedures.

4. PROCEDURE

4.1.

4.2.

43.
&4.

4.5.
4.0,

4.7.

4.8.

49

Confirm having received all application forms for review along with copies

of study-related documents, Investigators to use TEMPLATE: Application

Form for Ethical Clearance for Research Involving Human Participants [HSR-

405).

Confirm which [EC members {IEC Chair/ IEC Vice-Chair, 1EC Secretary and

cther regular and alternate members) will be present at the meeting.

Frepare an agenda. Use "TEMPLATE: Meeting Agenda (HSR-406)".

Check how many of the submitting investigators have paid the required fee

for review of proposal.

Forward the study related documents to all the IEC members

Ensure that all IEC members are provided or have access to the materials in

"POLICY: Expectations from IEC Members' For Review of Research Study

Prior to Meeting {HSR-018)" at least two weeks before the meeting unless an

exception is approved by the 1EC Chair},

Ensure that the reviewer with relevant scientific/scholarly expertise will use

"WORKSHEET: SOP: HSR-306, HSR-307, HSR-308, HSR-310 and HSR-311"

and be present.

4.7.1. I an [EC member with relevant scientific/scholarly expertise is not
available, follow *SOP: maﬁ‘aasmmﬂsﬁm Matter

an External Individual/ Agency [HSR-115)" to obtain a
consultant/ subject matter expertise,

Use “WORKSHEET: Quorum [HSR-313)" to ensure that the meeting will be

appropriately convened.

If the meeting will not meet the quorum requirements, make arrangements

™
‘\.l

P to meet qugrum requirements (eg., arrange for alternate [EC members tg
(¢ - O
\s T fﬁ:ﬁdnceting when notified by the EC Coordinator that quoru ‘a0
nternel Qult Tiu Schéi(iii in ither meetin 9%
- W o A
MNR MedicEd ano B *\@\g&v
(A
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5. REF
%

5.2
5.3
5.4
5.3

ERENCES

Schedule Y of the Drugs & Cosmetics Act, 1940 and Rules, 1945 and

amendments thereafter

Medical Devices Rules, 2017

HSR-313.
HSR-315,
HSR-017

; \ ;
cha“’perso?r“ [Nt E Q% Go\’\, 2 3\
ity Aagren et Kot o
T“B‘ QUQ e o\
inte ol LS
MNR Medics W
Varsion Ne Effective Date Page
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1. PURPOSE

L1. This procedure establishes the process to review/ conduct an 1EC meeting
for research study protocols that require regulatary approval.

1.2, This procedure begins when the meeting is called to order.

1.3, This procedure ends when the meeting is adjourned.

2. POLICY

Z.1. The apinion must be given within seven calendar days of receipt of a valid

application.

2.2. 1EC may make a single request for further information during the review -
the clock stops until this is received.
2.3. The lEC Meeting Chair is responsible to;
23.1. Lead the IEC meeting
23.2. Fadlitate 1EC review
23.3. Ensure this SOP is followed
2.3.4, Monitor the IEC's decisions for consistency
23.5. Ensure that IEC members are free to participate in discussions
23.6. Ensure that IEC members attending by teleconference can actively
and equaily participate in all discussions
2.3.7. Vote as an IEC member
2.4, The IEC Meeting Chair is expected to:
24.1. Help IEC members meet their expectations in "POLICY: Expectations
of IEC Members (Terms of Reference) (HSR-007)."
24.2.  Encourage IEC members to: '

24.2.1.
24.2.2.
2423,
2424
24.25.
24.2.6.

Ask questions,

Speak their minds at every protocel review
Share information that has not been discussed.
Listen and learn from the group.

Respect dissenting opinions.

Think and vote independently.

243, Mentor and guide IEC members to use the criteria for approval by:

2431
2.43.2.
2.‘!33&

2434,

Facilitating IEC members’ understanding of the research
to the degree sufficient to apply the criteria for approval.
Having |EC members voice concerns, problems, and
recommended changes in the criteria for approval.
Obtaining assistance when the [EC members are
uncertain on some issues.

Taking votes on the criterion for approval that is the
basis for controversy, if after sufficient discussion a
controverted issue remains unresolved

24.4. Encourage [EC member engagement by:

24.4.1.  Reinforcing IEC member expectations
2442 Encouraging 1EC members to use their unique .
sl , ik perspective to contribute to [EC deliberations. Y 0596:
Q) o~ =" 2443. Providing recognition and praise to [EC members. ) \T\(,\\ G@b‘" g
& w(;ymirpersbn 2444 Caring about each IEC member as a person. \e\’:’ cp\—\';@&““
(ternal Quality Assuranc® Cell (1A \&0\0:;\‘5‘;&
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2445  Encouraging IEC members to develop in their review
skills.
24.4.6.  Ensuring the opinions of IEC members count.
2447  Communicating the mission of the MNR-MC IEC to
protect subjects.
2.5, IEC members are to know the definition of Conflicting Interest and self-
identify their conflicting interests.
2.6, The IEC Meeting Chair may determine that certain 1EC members have voting
status and others have non-voting status.
2.6.1.  The number of IEC members with voting status is not greater than
the number of regular IEC members on the |EC roster.
2562, Al IEC members have voting rights
2.6.3. EC coordinator does not have any voting rights
254, Invited Consultants may not vate.
27, Ad hoc substitutes may not serve as [EC members.
2.8. Absent IEC members may submit written comments, but may not vote.
2.9, Observers may attend meetings, but:
291  May not participate in |EC deliberations unless requested by the [EC
to serve as a consultant
292, Maynotvote
2.9.3.  Must agree to maintain the confidentiality of the [EC proceedings.
2.10. When a protocol is ambiguous, the IEC may resolve the ambiguity by
obtaining written information from the sponsor through investigator [n
advance of the meeting as an alternative to contingent approval, IEC
members must be made aware of this information, either verbally or in
writing

3. RESPONSIBILITY

3.1, The IEC Meeting Chair carries out these procedures.

4. PROCEDURE

41 EC Coordinator will use “TEMPLATE: Meeting Agenda (HSR-406)" in
preparation of the meeting.
4.2. (Call the meeting to order, = .
4.3. The IEC Secretary will use “TEMPLATE: Attendance Sheet (HSR-407) for
recording attendance. _
4.4, Ask whether anyone has a ‘Corflicting Interest’ related to any agenda item.
Use “TEMPLATE: Conflict of Interest Form (HSR-402)" to assess conflict.
4.5, For each study review: .
451, Designated IEC members must follow in *POLICY: Expectations from
Members’ For Review of Research Study Prior to Meeting (HSR-
17} *
f there are individuals (either 1EC members or consultants) witha °
. son— conflicting interest related to an agenda item: I%
s Ch.mrpé‘;me (4821, [EC Chair may ask questions of those individuals. = 8
internol Quatity A_ssulf.{,'; . 4522  If physically present, ask those individuals to teaw‘gl’c})@c--"
MNR Medicat ©0 room. Y e
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4523, W preseat by leleconference, set the oonference
telephone equipment to block communicalions or ask
the member 1o leave the call during the review,

Take no action on the iterm when noticed that gaorum requirements

are not met! or when there is insulficient time.

4521, Move the item to another meeting.

If oiie or more consultants are invelved:

454.1.  Inform the IEC members of any conflicting interest.

4542, Have those present at the meetings discuss their
findings.

Have the Designated Reviewer(s) discuss the scientific/scholarty

review.
4551,  Review relevant findings of Regulatory Reviewer.
4552 Ingeneral, all IEC members wili discuss the following:
455.21. Helevance of trial
455.22.  Studydesign
45523, Risks and benefits
45.5.24. Recruitment procedures
455.25.  Consent procedure
45526,  The justification for including minors or
adults unable to give informed consent or
vulnerable population.

45527 Insurance/ indemnity

45.5.28. Rewards or compensalion for
investigators and subjects

45.5.2.9. Confidentiality and data protection

455210, Retention and future uses of tissue
samples » Sub-studies (g, genetics)

455211,  Radiation exposure

455212  Arrangements for notifying stakeholders

455213 Criteria for subject withdrawal

455214,  Criteria for early termination

455215  Data monitoring arrangements

455216,  Exit strategies - continued care of subjects
outside the trial.

455217  Publication/dissemination of results

455218 Sources of funding

455219  Suitability of the investigator and
supporting staff

455220. Quality of the facilities

4553 For a review related to an ‘Unanticipated Problem
Invalving Risks to Subjects or Others,’ ‘Serious Non-
compliance,’ ‘Continuing Non-compliance,’ lead the 1EC
members through a discussion of "WORKSHEET:
Managing New Information (HSR-302)."

pR‘lNC\
' i 1f quorum is lost during a meeting, the IEC cannot take votes antil the guorum is Tkt o AREDDY":’M .
mentbers (g non-scientific] leave the room and quorsm is lost votes cannol be takendya
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4554

Lead the IEC through a discussion of the criteria in
applicable worksheets,

456, Make a motion for one of the following:

4.5.6.1.

45.6.2.

456.3.

45.6.4.

4556.5.

Quoder—=

Chairperson
nternal Qe

MNR *

*Approve”™: When the IEC determines that the initial,
continuing, or modification submission meets the
criteria for approval.

45611 For initial and continuing review, include
in the motion the period of approval (not
to exceed one year] and the level of risk
{minimal risk or greater than minimal
risk).

“Conditionally Approve”: When the 1EC determines that

the initial, continuing, or modification submission will

meet the criteria for approval with minor or
administrative changes or requirements that can be
verified without considering the criteria for approval.?
4.556.2.1. For initial and continuing review, include
in the motion the period of approval (not
to exceed one year) and the level of risk
{minimal risk or greater than minimal

risk).
45.6.22. Summarize the |EC's  required
modifications and reasons.

“Defer”; When the [EC determines that the initial,
continuing, or modification submission dees not meet
the criteria for approval and alse does not meet the

criteria for *Disapprove,”.
4.5.6.3.1. Summarize the I[EC’s reasons and
recommendations, (f any.

“Disapprove”: The initial, continuing or medification
submission does not meet the criteria for approval, and
the [EC considers the research to have extensive
deficiencies.

45641  Summarfze the IEC's reasons and

recommendations, [f any,

“Suspend”; When the [EC determines that hased on new
information the previously approved research no longer
meets the criteria for approval, but some research
activities meet the criteria for approval, or the 1EC has
recommendations that may make the research meet the

criteria for approval.
455651 Include in the motion: Which research
activities must stop or be modified

45652 If the research in its entirety no longer
meets the regulatory criteria for appro

* Substantive changes or requirements, requests for more information for [EC mn&%ﬁlﬂaﬁ uther

issues related to the criteria for approval cequire review and approval by the convened [EC
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include in the motion: Stop all research
procedures (except as noted below) and
stop enroliment

4.5.6.5.3. If stopping research will adversely affect
the best interests of currently enrolled
subjects, include in the motion: Which
subjects can continue and what
procedures can be performed

4.5.6.54. Lead the IEC members through a
discussion of "WORKSHEET: Managing
New Information (HSR-302)" to consider
additional actions.

4.5.6.5.5. Summarize IEC's reasons and
recommendations.
4.566. “Terminate” When the 1EC determines that based on
new information the previously approved research no
longer meets the criteria for approval and the [EC has no
recommendations to make the research approvable.
4.5.6.6.1. Lead the IEC members through a
discussion of “WORKSHEET: New
Information (HSE-302)" to consider
additional actions.

4.5.6.6.0. Summarize the [EC's reasons.

4567. “"Accept/ Acknowledge®: The sponsor and the
investigator require an affirmative reply in response to
submitted materials but an action of "Approve” is not

applicable
45.7. Ensure that the EC Coordinater/ staff taking minutes has recorded
the IEC's  actions,  required modifications, reasons,

recommendations, determinations, and findings on “TEMPLATE:

Minutes of the Meeting (HSR-40E]".

458. Call for a vote of 1EC members "For,” "Against,” or "Abstaining.” If
more than half the 1EC members present votes “For,” the motion is
approved.

45.81. A tie vote to approve a motion for "Approve” or
*Conditionally Approve” is considered to be an [EC
decision af "Defer.”

459, Summarize IEC's consensus.

45.10. The IEC may decide to reverse its approval on a study in the event of
receiving information that may adversely affect the benefit/risk
ratio.

45.11. Have individuals with a conflicting interest rejoin the meeting,

4.6. Adjourn the meeting when there is no further business or when notified by
the EC foordinator that quorum for all remaining agenda items cannot be

If there are remaining agenda items, move them to another meeting.

‘allfl&PF' (Qt@cipal Investigator. Use "TEMPLATE: IEC Decision Letter (HSR

ol Quality Assurapioy™. * NCIPAL
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5. REFERENCES

2.1. Schedule ¥ of the Drugs & Cosmetics Act, 19440 and Holes, 1945

3.2, Central Drugs Standard Contral Organisation [CDSCO) Guidelines for
Biomedical Research on Human Subjects Good Clinical  Practice  [GCP)
guidefines

53. Indian Council of Medical Research [ICMR)-National Ethical Guidelines for
Riomedical and Health Research Involving Human Participants

54. The International Council for Harmenisation of Technical Bequirements for
Pharmaceuticals for Haman Use (IC1] E6{RZ)
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2.

L

PURPOSE

1.1. This procedure establishes the process to monitor an 1EC meeting for
quorum and expertise.

1.2. This procedure hegins when the meeting is called to arder.

L3. This procedure ends when the meeting is adjourned.

POLICY

1. For areview of each protocol, the quorum of MNR-MC IEC should be at least
five members with the following representations:
2.L.1.  Basic medical scientist (preferably medical pharmacologist).
2.1.2.  Clinician, preferably internal medicine
213,  Legal expert
2.1.4.  Social scientist/ representation of non-governmental veluntary
agency / philosopher / ethicist / theologian or similar person
2.1.5. Layperson from the community.

RESPONSIBILITY
3.1. EC Coordinator carries out these proredure(s).
PROCEDURE

4.1, Use "WORKSHEET: Quorum (HSR-313)" to determine whether the meeting
is appropriately convened:
4,1.1.  Before the meeting 15 called to order
4.1.2.  Before each study with special quorum requirements is reviewed
4.1.3.  When members leave the meeting for any reason,

4.2, When evaluating quorum do not count 1EC members with a conflicting
interest.

4.3. Notify the 1EC Meeting Chair when quorum requirements are not met.

4.4. For regulatory-mandated research studies, the meeting should be
postponed, if a quorum is not reached.

REFERENCES

5.1. Schedule Y of the Drugs & Cosmetics Act, 1940 and Rules, 1945

5.2 Central Drugs Standard Control Organisation (CDSCO) Guidelines for
Biomedical Research on Human Subjects Good Clinical Practice (GCP)
guidelines

5.3. Indian Council of Medical Research (ICMR)-Naticnal Ethical Guidelines for
Biomedical and Health Research Involving Human Participants

5.4, The International Council for Harmonisation of Technical Requirements for
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PURPOSE

1.1 'I'h!‘s procedure establishes the process to take IEC minutes.
1.2 Thfs procedure begins when the meeting is called to order.,
L3. This procedure ends when the minutes are finalized.

POLICY

2.1. None

RESPONSIBILITY

3.1. EC Coordinator or any IEC member designated by the IEC Meeting Chair
carry out these procedures.

PROCEDURE

A.1. Use the "“TEMPLATE: Attendance Sheet (HSR-407)" to record attendance.

4.2, Use the "TEMPLATE: Minutes of the Meeting (HSR-408)" to record minutes.

4.3. Record at the beginning of the minutes:

43.1. “Members Present’: Record the following information on IEC
members present at any time during the meeting and having voting
status at least once during the meeting™:

4311 Name.

4312  Statust

43.13.  Whether the IEC member is an alternate or regular
43.1.4.  Whether the IEC member attended by teleconference.

43.2. “"Others Present”; Record the following information on individuals
present at any time during the meeting who never have voting
status:

4321  Name
43.22. Role

44 Record the total number of regular members on the current |EC roster and
the number of members required for a quorum®,

45 1f IEC members are present by teleconference, indicate whether they
received gll pertinent material before the meeting and were able to actively
and equally participate in all discussions

4.6. Record the time the meeting is called to order.

4.7. Record a summary of the discussion of items unrelated to the review of
specific research.

48. For each item related to specific research:

481 Record the type of review’

has non-voting status for the entire meeting, list as an “Others Present.”

nternal Quality:
MNR Medical

Ch 1 For example: [EC chair, 1EC vice-chair, seientific member, noa-scientific member, unaffiliated member, L
a srience, prisoner representative R\NC‘PP‘ W 0P Al
(it hede TEC members who are present for the meeting but never vote, mnsullg:&em{_%ﬁ@ﬁ ;Dvé“?%"
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48.2.  Record refevant information about the research:
4821 Tile
4822, Principal investigator
4823, 1EC Approval number
£8.2.4.  Protocol number
48.2.5. Study title
£8.2.6. Documents reviewed

483 When needed for darity, summarize previous [EC actions.

484, Ifanyitem is not acted upon, record the reason®.

485, If a consultant provided an oral report, summarize the key
information provided.

486 If there were any controverted issues (1EC members expressed a
difference of opinion), summarize the issue, label as a controverted
issue, and summarize the resolution, if any,

48,61,  Ifthere were no controverted issues, record this.

48.7, Record the motion.
1.8.7.1. For a motion of "Approve® er “Conditionally Approve”

related to an initial or continuing review submission

record:

48.7.11.  Theapproval period

48.7.12, Whether the risk is ‘Minimal Risk' or
greater than "Minimal Risk.’

48.7.13, Any required checklist determinations
along  with  study-specific  findings
supporting those determinations

4872  For a motion of “Conditionally Approved” record the

IEC’s modifications required to secure approval and the

reasons for those modifications.

4873, For a motion of "Defer” record the IEC’s reasons and
recommendations,

4874. Foramotion of “Disapprove” record the 1EC'S reasons.

4875  For a motion of “Suspend” record the specific activities
suspended and the IEC's recommendations, ifany.

4.8.7.6.  For a motion of *Lift Suspension,” no other information
needs to be recorded,

44.7.7. Fora motion of “Terminate® record the IEC's reasons.

488, Record the vote as the numbers:

4881 "For": Yoling for the motion,
4882  “Against™ Voting against the motion
4883 “Abstained Voting”: Present for the vote, bul not voting

“For” or "Against”
4884, “Absent: Not present for reasons other than a
[ conflicting interest.

‘g;' 5 /./j in
A ﬂ%‘g?n%ﬂi@lﬁn; modification, <Unanticipated Problem [nvalving Risks to Subjects ar

ABEFIEL pliance», <Continuing Noncompliances, <Suspension of [EC W%\‘ \
\memﬁ\%mgﬂﬁc %%malr, study progress, et COLLES &HOS‘;;;:

\AEICEkample: Luss of all non-scieatific members, imissing expertise, meeting w‘ﬁﬁﬁﬁh ' amgna‘t'-m
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4.B88.4.1, Record the names of absent members
{members in attendance at the meeting,
but absent from the room for the vote)
48.85.  "Recused": Not present for discussion and voting due to
a conflicting interest
4885.1. Record the names of recused members
4886.  Non-Voting Status: Present at the meeting but not in
voting status {in voting status for some items but not in
voling status for all items)
488.6.1. Record the names of members present in
non-voting status
4.9. Record the time the meeting is adjiourned.
4.10. Provide the minutes to the [EC Meeting Chair for review and approval, and
provide to the 1EC as an information item.
4.11. Provide approved minutes ta the IEC Mesting Chair for signature.

412 The Warksheets and Checklists marked accordingly to be stored with the
minutes for the applicable review.

5. REFERENCES

51. HSR
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1. PURPoSE

L1. This procedure establishes the jrocess to review research
to regulatory approval by CDSCO, but which presents
understand, prevent, or alleviate a serinus problem affecting the health or
welfare of the society in general, except in pregnant women, fetuses or
neonates, vulnerable population, or in geriatric patients,

1.2, One or more of the following five categories are exempt from approval by
CDSECO. Irrespective of the requirement of CDSCO to approve such studies,
[EC approval is required for all studies that require human subjects.

L21.  Academic Clinical Study: Means a clinical study conducted for an
academic purpose on a medical device, incl uding in vitro diagnostic
kits or pharmaceutical for approved, or new intended use, new
material of construction, new improved design or new population.
For medical devices, these studies are called clinical validation
studies. The data generated during the study shall not be used to
furnish to the Central Licensing Authority to manufacture or to
import for marketing any investigational medical device in the
country.

LZ11.  Validation means confirmation by examination and
provision of objective evidence that the particular
requirements for a specific intended use can be
consistently fulfilled:

5 B 5 ik 5 Process validation means establishing by
objective evidence that a process
consistently produces a result or product
meeting its predetermined specifications.

12:.1.1.2 Design validation means establishing hy
objective  evidence that  device
specifications conform to user needs and
intended use(s).

L212  Is generally applicable to hardware, software, and
systems,

1.213.  The medical device is of investigational nature, but data
obtained from the clinical validation studies are not used
to submit to CDSCO for obtaining marketing
authorisation,

1214 The medical device is marketed after due marketing
authorisation or has a manufacturing license.

1.22. Educational Settings or Practicess Research conducted in
established or commonly accepted educational settings, involving
standard educational practices, such as:

1. Research on regular and special education instructional

Strategies

NG T~ ——1.221.  Research on the effectiveness of or comparison am

5 instructional techniques, curricula, orM Néia% :

. n management methods. art SANGAR

Cha‘&iﬁﬁoﬁgﬁe\\ #ducational Tesggn Surveys, Interviews, Observation§®¥escarch
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aptitude, achievement), survey procedures, interview procedures ar

ohservation of public hehavior, unless:

1231 Information oblained is recorded in such 3 manner that
study subjects can be identified, directly or through
identifiers hnked to the subjects; and

1232, Any disclosure of the human subjects’ respanses outside
the research could reasenably place the subjects at risk
of criminal or civil lability or be damaging to the
subjects' financial standing, employability, or reputation.

124, Existing Data, Documents, Records, Specimens: Hesearch
invalving the collection or study of existing dats, records,
pathalogical specimens, or diagnostic specimens, if these sources
are publicly available or if the information is recorded by the
investigator in sach a manner that subjects cannot be identified,
directly or through identifiers linked to the subjects.

1.25  Taste and Food Quality and Consumer Acceptance: Taste and
food quality evaluation and consumer scceptance studes

1251 Ifwholesome foods without additives are consumed or

1252  If food is consumed that contains a food ingredient at or
below the level and for a use found to be safe, or
agricultura! chemical or environmental contaminant at
or below the level found to be safe by CDSCO or FSSAL

1.3. This procedure begins when the convened IEC determines that research falls
into a not otherwise approvable category.

14. This procedure starts when the meeting is called ro order.

1.5. This procedure ends when the meeting is adjourned.

2. POLICY

21. In the Drugs and Cosmetics Rules, 1945 rule 122 DA, no permission for
conduct of clinical trial intended for academic purposes in respect of
approved drug formulation are required for any new indication or new route
of administration or new dose or new dosage form where the trial is
approved by the Ethics Committee; and the data generated is not intended
for submission to CDSCO.

2.2, The IEC shall however inform CDSCO about the cases approved by it and
also about cases where there could be an overiap between the clinical trial
for academic and regulstory purposes and where the said autharity does not
convey its comments to [EC within a period of 30 days from the date of
receipt of communication from 1EC, it shall be presumed that no permission

from the licensing authority is required”.
3. RESPONSIBILITY

3.1. The IEC Meeting Chair carries out these procedures.
pRINCPAL | comat
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4.2,

43
4.4,
45.
4.6.
4.7.
4.8.

' 492,
chairpe"so {0 \Ensure this SOP is followed

41.1.  If a determination is made not to review the research, inform other
members, and take no further action under this SOF.

41.2. The research should proceed because the following criteria are met:
41.21. The research presents a reasonable opportunity to

further the understanding, prevention, or alleviztion of a
serious problem affecting the health or welfare of society
in general, except in pregnant women, fetuses or
neonates vulnerable population, or geriatric patients.

4122  The research is conducted in accordance with sound
ethical principles.

41.23.  Adeguate provisions are made for soliciting the assent of
children, the permission of their parents or guardians,
and the consent of subjects as required by "POLICY:
Legally Authorized Representative and Guardian for
Children (HSR-009).

Identify scientific/ scholarly expert(s) in pertinent disciplines (e.g. science,

medicine, Educational, or sociology) and relevant subject advocates willing

to serve on [EC meeting.

4.2.1. Determine whether any IEC member has a conflicting interest.

4.2.2. Do notuse members with a conflicting interest.

Provide members with all information reviewed by the convened TEC

Ask the expert to provide individually written recommendations.

Set a date for a meeting,

Call the meeting to order.

Ask whether anyone has a “Conflicting Interest’ related to any agenda item.

For each study review:

48.1. Only those IEC members who are independent of the clinical trial
and the sponsor of the trial should vote/ provide an epinicn In
matters related to the study

482  Ifthere are individuals (either IEC members or consultants} with a
conflicting interest related to an agenda item:

48.21.  IEC Chair may ask questiens of those individuals.

4.8.2.2.  If physically present, ask those individuals to leave the
room.

48.23. If present by teleconference, set the conference
telephone equipment to block communications or ask
the member to leave the call during the review.

48.3. No quorum is required for research studies that are not mandated
by CDSCO, except for those study protocols invelving vulnerable
population.

4.8.4. Ifone or more consultants are invelvad:

48.4.1. Inform the IEC members of any conflicting interest

4842  Have those present at the meetings discuss their

findings.

:¢ Meeting Chair is responsible to:

Lead the [EC meeting

Facilitate [EC review

\n\ernn\ Quelity hssu 0 Manitor the IEC's decisions for consistency YINR MEDICA; COLLEG}:
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MNR.
tgz Ensure that [EC members are free to participate in discussions

Ensure that IEC members attending by teleconference can actively
aml equally participate in all discussions

49.7.  Voteas an IEC member
4.10. The 1EC Meeting Chair is expected to:

4.10.1. Help IEC members meet their expectations in “POLICY: Expectations
of IEC Members (Terms of Reference) (HSR-007)."
4.10.2. Encourage [EC members to:
410.2.1.  Ask questions,
4.10.2.2,  Speak their minds at every research study review
4.10.2.3.  Respect dissenting opinions.
4.10.24.  Think znd vote independently.
4.10.3, Mentor and guide |EC members to use the criteria for approval by:
#1031, Facilitating |EC members’ understanding of the research
to the degree sufficient to apply the criteria for approval.
4.103.2. Having IEC members voice concerns, problems, and
recommended changes in the criteria for approval,
4103.3. Obtaining assistance when the [EC members are
uncertain on some issues.
4.10.34.  Taking votes on the criterion for approval that is the
basis for controversy, if after sufficient discussion a
controverted issue remains unresolved
4.10.4. Encourage |[EC member engagement by:
4.10.4.1. Reinforcing IEC member expectations
4.10.42. Encouraging |EC members to use their unigue
perspective to contribute to [EC deliberations.
4.10.43, Providing recognition and praise to [EC members.
4.10.4.4, Caring about each 1EC member as a person,
4.10.45. Encouraging IEC members to develop in their review
skills.
4.10.4.6. Ensuring the opinions of IEC members count.
410.47. Communicating the mission of the MNR-MC I1EC to
protect subjects.
4.11. The IEC Meeting Chair may determine that certain 1EC members have voting
status and others have non-voting status.
411.1. The number of [EC members with voting status is not greater than
the number of regular [EC members on the IEC roster.
4.11.2. All [EC members have voting rights
4113, EC coordinator does not have any voting rights
4.11.4. Invited Consultants may not vote.
4.12. Ad hoc substitutes may not serve as IEC members.
4.13. Abgent IEC members may submit written comments, but may not vote,
4.14. Observers may attend meetings, but:
4.14.1. May not participate in 1EC deliberations unless requested by the IEC
/ to serve as a consultant
P TY 2! Submitting an investigater’s Head of Department may construe as a
\\gﬂrwh TR confliet if their academic thesis Is presented
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4.15. When a protocol is ambiguous, the IEC may resolve the ambiguity by
obtaining written informaticn from the sponsor through investigator in
advance of the meeting as an alternative te contingent approval, [EC
members must be made aware of this information, either verbally or in
writing.

4.16. Summarize the IEC's consensus.

4.16.1. Mske a motion for one of the following:
4.16.1.1, *Approve”: When the 1EC determines that the initial,
continuing, or modification submission meets the
criteria for approval,
416.1.1.1.  For initial and continuing review, include
in the motion the period of approval (not
to exceed one vear) and the level of risk
(minimal risk or greater than minimal
risk).
41612 "Conditionally Approve”: When the [EC determines that
the initial, continuing, or modification submission will
meet the criteria for approval with minor or
administrative changes or requirements that can be
verified without considering the criteria for approval.”
4.16.1.2.1.  For initial and continuing review, include
in the motion the period of approval (not
to exceed one year) and the level of risk
(minimal risk or greater than minimal
risk].

416122  Summarise  the IEC's required
modifications and reasons.

416.1.3. “*Defer”. When the IEC determines that the initial,
continuing, or medificstion submission does not meet
the criteria for approval and also does not meet the
criteria for “Disapprove.”

4161.3.1, Summarize the [EC’s reasons and
recommendations, if any.

4.16.1.4. “Disapprove™ The initial, continuing, or modification
submission does not meet the criteria for approval, and
the IEC considers the research to have extensive
deficiencies.
4.16.1.4.1. Summarize the IEC's reasons and

recommendations, if any.

4.16.1.5. “"Suspend”: When the 1EC determines that based on new
information the previously approved research ne longer
meets the criteria for approval, but some research
activities mest the criteria for approval, or the [EC has
recommendations that may make the research meet the

’ criteria for approval.
Chairperson
internc Quelity-Assutanee Cell 1AL

MNR Medical College & Hospita!
v Gabstantive changes or requirements, Fequests for more information for [EC consideration, gy
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£16.2.

4.16.3.

4,164,
4.16.5.
4.17. Review

4.16.1.5.1. Include in the motion: Which research
activities must stop or be modified

416.1.5.2.  If the research in its entirety no longer
meets the regulatory criteria for approval,
include in the motion: Stop all research
procedures {except as noted below) and
stop enroliment

416.153.  If stopping research will adversely affect
the best interests of currently enrolled
subjects, include in the motion: Which
subjects can continue and  what

procedures can be performed
4.16.1.54.  Summarize [EC's reasons and
recommendations.

4.161.6. “Terminate”: When the IEC determines that based on
new information the previously appreved research no
longer meets the criteria for approval and the 1EC has no
recommendations to make the research approvable.
4.16.1.6.1. Summarize the |EC'S reasons.

416.1.7, “Accept/ Acknowledge’: The investigator require an
affirmative reply in response to submitied materials but
an action of "Approve” is not applicable

Ensure that the EC Coordinator/ staff taking minutes has recorded

the IEC's  actions, required modifications,  reasons,

recommendations, determinations, and findings.

Call for a vote of IEC members “For," "Against,” or “Abstaining.” If

more than kalf the IEC members present votes "For,” the motion 15

approved.

4.163.1. A tle vote to approve a motion for “Approve” or
“Conditionally Approve” Is considered to be an 1EC
decision of "Defer.”

Have individuals with a conflicting interest rejoin the meeting,

If there are remaining agenda items, move them to another meeting.

the expert member’s recommendations and write an independent

recommendation for one of the following:

4.17.1.

The rescarch should proceed because it falls into approvable
research. Use "CHECKLIST: HSR-201, HSR-202, and HSR-204",

4.17.2. The research does not meet the above criterion but should proceed

because the following criteria are met:

4.17.21. The research presents a reasonable opportunity to
further the understanding, prevention, or alleviation of a
seripus problem affecting the health er welfare of the
general public, including but the safety is well known

from previous clinical studies and is approved by CDSCO
M/\/ for marketing.
- 4.17.2.2. The research will be conducted in accordance with
sound ethical principles. W
PRINCIPAL
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4173,

1174,

41723 Adequate provisions are made for soliciting the assent of
children, the permission of their parents or guardians,
amd the consent of subjects,

The research with modifications should proceed under one of the

above eriteria.

The research should not proceed.

4.18. Adjoura the meeting when there is no further business or when notified by
the EC Coordinator that quernm for all remaining agenda items cannot be

meb
4.18.1.
4.19, Record

If there are remaining agenda items, move them to another meeting
Minutes in TEMPLATE: Minutes of the Meeting (HSR-408] to

document minutes
4.70. Record at the beginning of the minutes:

4.20.1.

4.20.2.

"Members Present™ Record the following informatien on 1EC
members present at any time during the meeting and having voting
status at least once during the meeting'®:

420.1.1. Name

47012, Statush

42013, Whether the IEC member isan alternate

4.20.1.4.  Whether the IEC member attended by teleconference.
"Others Present™; Recerd the following infermation on individuals
present at any time during the meeting who never have voting
status:1?

420.2.1, Name.

42022, HRole

4.21. Record the total number of regular members on the current 1EC roster

4.22. If |IEC members are present by teleconference, indicate whether they
received zll pertinent material before the meeting and were able to actively
and equally participate in all discussions

4.23. Record the time the meeting is called to order.

4.24. Record a summary of the discussion of items unrelated to the review af
specific research, .

4.25, For each item related to specific research:

4.25.1.
4252

Record the type of review!?

Record relevant information abourt the research:
425.21. Title

4.252.2. Principal investigator

42523, [ECApproval number

42524, Protocol number

42525 Study title

@Wﬂq{oﬂmﬂum for the entive srecting, Hst as an *Others Present.”
1 For Pl TRC oharr, 1EC vice-chair, scientific member. non-scientific member, ““"ﬂ"%’{ﬁw&"ﬂ 5P

pediim'iu rep entative 14 EGE & 5@,1‘29“'
12 Thi W ho are presemt Foe the mecting bhut never mwww‘{
o2
\“‘E@' xmple ditit, ton uln; modification. vnastidpated problem m&uu&k’ﬁﬂs to subjects or

bithels, wmus non-compliance. continuing non-compliance, suspension of 1EC appeoval, termination of
la: approval, study progress, ctc.
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425.26. Documents reviewed

4253 When needed for clarity, summarize previous [EC actions.

4254, If anyitem is not acted upon, record the reason'™.

4255. If an expert member provided a verbal report, summarize the key
information provided.

4256. If there were any controverted issues (IEC members expressed a
difference of opinion], summarize the issue, label as a controverted
issue, and summarize the resolution, if any.

4.25.61. Ifthere were no controverted issues, record this.

4.25.7. Record the motion.
4.25.7.1. For a motion of “Approve” or “Conditionally Approve”

related to an initial or continuing review submission

record:

425711, Theapproval period

425.71.2. Whether the risk is lesser than 'Minimal
Risk’ or greater than ‘Minimal Risk’

4.25.7.1.3. Any required checklist determinations
along with  study-specific  findings
supporting those determinations

4.25.7.2. For a motion of “Conditionally Approve” record the IEC's

modifications required to secure approval and the
reasons for those modifications.

472573, For a motion of “Defer" record the IEC's reasons and

recommendations.

4.25.74. For amotion of “Disapprove” record the [EC's reasons.

4.25.75. For 2 motion of “Suspend” record the specific activities

suspended and the [EC’s recommendations, if any.
4.25.7.6. For a motion of “Lift Suspensien,” no other information
needs to be recorded.

4.25.7.7. For amotion of “Terminate” record the |[EC's reasons.

4258. Record the vote as the numbers:

4.258.1. “For™ Voting for the mation.

42582 “Against™: Voting against the motion

42583, “Abstained Voting”: Present for the vote, but not voting

“For” or "Against.”

£25.84. “"Absent: Not present for reasons other than a

conflicting interest,

425841, Record the names of absent members
[members in attendance at the meeting,
but absent from the room for the vote)

586, “Recused”: Not present for discussion and voting due to
a conflicting interest
425851, Record the names of recused members

chal pt\e}rst ol “Qp.u

an
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4.25.8.6. Non-Voting Status: Present at the meeting but not in
veling status (in vating status for some items but not in

voting status for all items)

4.258.6.1.  Record the names of members present in

non-voting status
4.26. Record the time the meeting is adjourned.

4.27. Provide the minutes to the IEC Meeting Chair for review and approval, and

provide to the 1EC as an information item.

4.28. Provide approved minutes to the 1EC Meeting Chair for signature.

#.29. The Worksheets and Checklists marked accordingly to be stored with the
minutes for the applicable review.
430, Inform the investigatar,

5.  REFERENCES

51 1!
5.2

53.

54.

55.

Qondot

Schedule Y of the Drugs & Cosmetics Act, 1940 and Rules, 1945

Central Drugs Standard Control Organisation (CDSCO) Guidelines for
Blomedical Hesearch onHumanSubjects Good Clinical Practice (GCP)
guidelines
Indian Council of Medical Research {(ICMR)-National Ethical Guidelines for
Biomediral and Health Research Involving Human Participants

The International Council for Harmonisation of Technical Requirements for

Pharmaceuticals for Human Use {ICH} E6(R2)

HSR-309

4

pe—

Chairperson
internal Qualitv Ascurainen Fall f1AREY

MNPR -

A ThA
N \P osPIT?
mEo\;L cO Lﬁzio;é“w'
WINR gANGN
A

Version No.

Effective Date

0

I January 2019

Page 62 of 103




MNE Medical College & Hospital institutionad Erhics Conmmitier - SUP

1.  PURPOSE

3

L1. This purpose of this S0P is to describe procedures to review research
protocol involving a vulnerable population,
1.2. The SOP describes the requirements concerning the review of research that
includes groups that could be potentizlly vulnerable to coercion regarding
autonomy, and present conditions that may affect risk/ benefit
determinations or bearing unequal burden in research.

2,  POLICY

21. Al research study protocol involving vulnerable papulation undergoes full
IEC review.

3. RESPONSIBILITY

3.1. Particular attention should be paid to studies that may include vulnerable
participants, such as children and participants who may have the capacity to
make a decision but are unable to exercise that capacity, because prior
consent could not be obtained in an emergency.

32. Vulnerable individuals/groups should not be induded in research to selely
benefit others who are better off than themselves

33. The IEC Chair/ Secretary reviews all study protocels and associated
documents before setting up the meeting.

4. PROCEDURE

4.1. Vulnerable population inciudes:
4.1.1.

nternal Quad
MNR Medical | College

Members of a group with a hierarchical structure:

4111 Students from MNR Educational Trust
4.1.12,  Employees of spensor

4.1.13.  Members of the armed forces

Minors

Prisoners {persons kept in detention)
Participants with incurable diseases
Unemployed or impoverished persons

Those in emergencies.

Ethnic minority

Homeless persons

130 (Pé'minally ill patients
13, . Those incapable of giving consent (diminished aumnomd“sew

impairment, unconscious patient)

¢ g HOSPTA'

Persons or populations in cenflict zones, mﬂﬂ*‘m 1sastcr

4.1.14.
situations
4.2. Identify a Reviewer/ Consultant, knowledgeable about or experienced in
working with such participants.
e Version No. Effective Date Page ]
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421, Use "WORKSHEET: Criteria for Approval (HSR-301)

4.22. Review process used for obtaining informed consent, including the
identification of those responsible for obtaining consent and the
procedures adopted for a vulnerable population.

43. Research study protocels invalving vulnerable population are subjecttoa full
EC review, even if the risk is minimal.

44. A guorum is required to review such study protocols. Use “WORKSHEET:
Quorum (HSR-313) to evaluate whether & quorum is available.

4.5. Assess for potential coerclon

4.6. Assess justification of eligibility criteria of a vulnerable population.

47. Additional protections are provided as required by applicable laws,
regulations, and guidance or as decided cumulatively by the JEC members to
reduce coercion and allow autonomy.

48. Vulnerable groups may be recruited after proper justification is provided.

49, The study is monitored more frequently by [EC.

5. REFERENCES

51. Schedule Y ofthe Drugs & Cosmetics Act, 1940 and Rules, 1945

52 Central Drugs Standard Control Organisation (CDSCO) Guidelines for
Biomedical Research on Human Subjects Good Clinical Practice (Gce)
guidefines

3. Indian Council of Medical Ressarch (ICMR)-National Ethical Guidelines for
Biomedical and Health Research Involving Human Participants

5.4. The International Council for Harmonisation of Technical Requirements for
Pharmaceuticals for Human Use (ICH) E6[RZ)

tternal Quality Assurance Cell (i
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L PURPOSE
L1, This SOP establishes the process to obtain consultation on subject matter

1.2.

from an external individual / agency.

This procedure begins when the 1EC requires competence in special areas to
assist in the review of issues, which require expertise beyond or in addition
to that available on the |EC.

1.3. This procedure ends when the |EC is informed of the consultation.
2.  POLICY
21. None
3. RESPONSIBILITY
3.1, The IEC Chair recommends a subject matter expert from outside the IEC.
3.2. The EC Coordinater arranges for a call or informs the member about the
request from the [EC Chair.
4, PROCEDURE
4.1, ldentify a consultant with the required expertise who can provide a review.
ldentify individuals as follows:
4.1.1. Contactthe consultant and determine availability for review.
4.1.2. Determine whether the consultant has a conflicting interest.
413, Obtain the agreement of the consultant te maintain the
confidentiality of information provided.
4.2. Use "POLICY: Expectations from IEC Members’ For Review of Research Study
Prior to Meeting (HSR-017)" to determine which decuments to make
available to the consultant so the 1EC can obtain the additional expertise
needed, and make these documents available to the consultant. If the
required additional expertise needed does not require review of any
materials, no materials need be provided.
4.3. If the consultant provides a written report, make the report available to
other [EC members attending the meeting,
4.4, If the |EC Chair and Consultant decide to present face-to-face at the meeting,
invite the consultant to the [EC meeting
45. [frequested by an IEC, invite the consultant to the [EC meeting,
4.6. For consultation obtained by telephone:
4.6.1. Directly obtain the information (oral or written) from the
consultant.
4.6.2. Document information received with the name of the consultant.
5. REFERENCES
54. None,
A
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