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Introduction’ 1

The tirst Internitional ‘ldleLnl on the cthics in medical rescarch usmv human
subjects, the NUICI’I'IbuE Code was formulated 'in 1947 and it Lud emphasis on consent and
volumanness.,ln 1964. the en;_.hleemh World Medical Assemhlx at' Ih.lsmkn Finland adopted a
code of elhlwdor the Lmdamc of doctors involved in clinical leseauh This is popularly
kn()\»n as the * Dcclaumnn of Hclsmkl S . !

In l%() the lndl.m Lot‘mul of Medical Research lulcuud a Policy Statement on -
Lithical (onsldcrdlwns involved in Rz,swluh in Fluman Sub;cu\‘ lm the benetit of all llm\c
involved in clnmal research in. Indm ‘

Pha |
';I

In l996 the lntunauonal Conference on Harmonization QILH) published a tripartitc
uideline for” (J()()d (.lnuc.:l Piactice (GCP) 1o hdrmonls(. luc}%mcal requirements  for
registration of’ pharmuu.utl(.al products. Today, the ICH GCP gmdulmc is followed Llobally-
for clinical n.:(.drch This uudclmc claborates the Lomposmon Fand Iuncuomng ‘of un

Institutional Ethics (omnnllec 10 revlew cllnmal research proposals. ;
l' | .

The lnsmutmnal Ethics Commlm.e presently functions accordmg to the uquucmuns
Jaid down in Sclmdulc Y o.? Dluus & Cosmetic Act and is guided byfthe ICH GCP Lundchnn
for Good lelml Practicé] uhn:dl principles sct forth in the Dt.bldl'dll\)ﬂ of Helsinki and the
Ethical (:mduhm.s for Bnomcdncaﬂ Research, on Human Subjeets: dld down by the Indian
Council of Medlgal Reﬁeaqch 1

i
’ H' i
The IF( of Ml\(ﬂ(x Medical College, Brahmapur is for mcd in accordance with the
principles laid- down by l( MR. ILIl GCP guidcetines. Sbhk.dlll\.-\| of D&C Act & WO

guidelines for GCP. 1 ’ : .
. l ) i E : .

Guidelines were flaid ddwn by 1EC. MKCG Medical *Golle ege, Brabmapur tor
Lo Y . - - !
submitting research projects tor cthjcs committee approval. ,“
‘. A \

, , [

1. Name™ |
“This r‘dinmiuc.u will be kinm\ n as the Institutional Ethics Lommmec of Maharaja

Krishna Chandxa GajapalnMedncal College (MKCGMC), Brahmapun Ganjam, Odisha.This
name will r(.mdm unuh.mvud until the:members choose (0 change it b\ a vote of three- lourln\
of the cur rpnl strength. ) :

§ 4

. .
B i . . - _
2. Objective ! i ;

w.' l .
The oth.cuvc ofllus SOP: is to contribute to the effective fun<,uomn;> of the IEC w
MKCG Medical Colleqe Brahmapur, Orissa, so that a quality and cOnsistent ethical review
mechanism for hc..xllh and bnoxmdlcal rescarch is put in place lor all proposals dealt by the

i &

Committee. . X v o
! —— . |
3.7 Tcrms%df reference . _ i

MKCG! Medical @ollege Brahmapur Ornssa IEC will reyiew research proposals

involving human suby.clsl"submlucd by undergraduate. poslyadualc Iacult) of MKCG A

Medical Collcge:Bmhm.xpun Orissa - ) ; .

1[ I i

1EC, MI\CG Mcdlcal College Brahmapur, Orissa will revi cw v and approve all types

of research proposals mvolvmg human participants with a view 0] fsafeguard the dignity.

rights, safety and well beifjg of all actual or potentnal research particxpants The goals of

i
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et s B nf)




GRS

14
! .
e .

Institutional Ethics Committee of Maharaja Krishna.Chandra Gajapati

~of the research subjects.

" The composition may be as follows:-

~ Medical College, Brahmapur, Ganjam, Odisha
- i — T v g

:

'

o
i,

rescarch, howcvc;f important, should never be permitted lc; override the health and well being

o | '
_The 1EC will take care that all the cardinal jprinciples of ‘research ethics viz.

- Autonomy, Beneficence, Non- mal-efficiency and Just}ce are. taken care, of in research

protocols.-For-this purpdsg, it will look into the aspectsfof informed consent proéess, risk

benefit ratio, distribution of burden and benefit and provisions for .appropriéte compensations .

whercver require

the research @pgfbli'ghoul the study until and after completion by examining the annual reports

and final reports. The committee will also examine whether all regulatory requirements and’

laws are complied with or not. o B
4. Composition of IEC ]
- The IECs is multidisciplinary and multisectorial in composition. Independence and

competence are the two hallmarks of an IEC. The numbér of persons in an ethics committee

should be kept fairly small (8-12 members). It is generally accepted that a minimum of five

persons is required to form the quorum without which a detision regarding the research should

not be taken. The Chairperson will be selected and appointed by the Head of the Institute and
will be independent of the institution. The Chairpersen \»‘iilfl be responsible for conducting all
committee meetings, and will lead all discussions and deliberations pertinent to the review of
research proposals.and will preside over all elections and administrative matters pertinent to
the committee’s functions.The Member Secretary should be from the same Institution and
should conduct the business. of the Committec. Other members should be a mix of medical/
non-medical; scientific and non-scientific persons including lay persons to represent the
differed points of view.

|
1. Chairperson. ‘
One — two persons from basic medical science al;i‘ea.
One — two clinicians from various Institutes. ;
One legal expert or retired judge. )
One social scientist / representative of non-governmental voluntary agency.
One philosopher / ethicist / theologian. '

One lay person from the community.

Member Secretary.

oMo E N

5. Authority under which IEC is constituted

The Dean & Principal MKCG Medical Collegl,c Brahmapur, Orissa constilutes the
k

IEC.

6. Membership requirements |
~a. The members arc appointed by xhe:} Dean & Principdl MKCG Medical
College Brahmapur, Orissa. ]
'b. The members are drawn from differcnt specialties to give a multi-sectorial,
multidimensional structure. '1 ' _
c. The duration of appointment is initially for a period of 3 years,
d. ~ At the end of 3 years, the term off' appointment of members could:.bé
extended for another term or the comniittee may be reconstituted.

—

| Version — 1.1 Dated - A b

d. It will review the proposals before start of the studies as well as monitor -
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e' A membcr carl be replaced in the event of death lor long-térm assignments. .. .-

outs:de the country or for any mxsconduct decmed unfit for a member.

f A member canftender resngnauon from the commmee with proper reasons fo.

- do so, evhlch slgould be acceptable to the Dean & Prmcnpal MKCG Medical
5 College Brahmflpur Orissa,

. durmg the- meetmg 7 ' ' -
‘ " h The. committeé members will elect a Memben Secrelar» from among
e themsel»es In’ consultation with the’ (hanperson lhc Membu Scucl.xr\

-, wnll be' fesponsible tor the follm\mu functions:

" i PReceiving all research proposals. ‘
A Numbering the proposals. '
l‘, iii. . Forwarding all proposals to committee melnbers for review.
L iv, |J Establishing time limits for receipt of revidivers” comments.
‘ v. Prepdrallun of agenda for all committee meetings.
i vi. ] lnwlmg experts from relevant therapeutic” areas 10 the scheduled
h : meelmzs . ¥
Dol - | Noullcauon of* review outcome to m, ‘estigatqrs of research
R proposals. :
viii. Prcparatlon and cuculatlon of minutes 6\\'|th||1 14 days of the
o i meetmg)
; ix. Rclcnllon and safekecping of afl records ani l documentation,
X. Pc.rlomwnec of other duties assigned by th(. Chairperson.

) S
7. Quorum requlrements. ! s

b

'
!
'

The mxmmum of 50% member are requnred to compose a quorum. All decisions

should be takeni m meeungs and not by circulation of project proposals ' )
'R

As per revnscd Schedule of' Drugs & Cosmetics Act, 194d amended in 2005, the

ethics commlttee approvmg drug trlals should have in the quorum at least one representative
from the followmg groups i ¥

1

1. One basnc medlcal scxcntlst (prefembly one pharmacolog:st)

2. One clxmcran | x . f
3. One legal expert or retlredr_]udge :

4. One socnal scientist / representauve of non-governmental orga 1|zatloh / philosopher /

ethicist / theologian ora su:nlar person.

5. One lay person from the community. . ' !

i | t |

8. Conl'llcts ol'lnterest

In eonduelmg human suh;eu research. a umﬂlcl of interest j§ delde as a sitvation

in which an’ llldl\ldudl (or s(umon«. ‘in his‘her immediate family) has ‘a significant financial.

professional, lnu.ru.l in llu. approval or vutcome of a study and lhc interest could affeet

decisions related!’ lo either the dcsm) conduct or reporting of the rescafch or adversely affect

- the rights and \wll.m, of ré‘surch bubjLLls. such contlicts must be ldcmlﬂ,d and’ managed

g:. All members should mamtaln absolute conf denuallty of all dlscussxons‘

S e

appropriately. - ‘ , ﬁ . A
o : , :
Any conﬂu.t of mltre.st of'an 1EC memher in .m\ research project that is submitted
for consideration lo the IEC must bc declared by the concerned member: These interests may
[ Version - 1.1 Dated - N S 1 - Page3
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b

include any personal involvement or participation in the rescarch, any financial interest in the ..

outcome of the research or any involvement in competing: rescarch. In event of such a conflict
of interest the concerned member will refrain from voting during the IEC meeting, E.g. an IEC
member himseli7herself is an investigator for o trial under review with EC, ’ '

9. Offices” o T

The Chairperson will. conduct all' meetings of the IEC. If for feasons.beyond control,
the Chairpersonis:not available, an glternate Chairperson will be nominated by The Dean &
Principal MKCG Medical College Brahimapur, Orissa from the members present, who will
conduct the meeting. The Member Secretary is rcsporilsible for organizing the meetings,
maintaining the records and Qo_mmun'i;ating with all q’:)ncern_ed. He/she will prepare the
minutes of the meetings and get it-approved by the Chajrman _before,communicating to the

| |
The location and business address of the committee is as f,‘gl‘lows:

Member Secretary, . 1

Institutional Ethics Committee (1EC), \

Department of Pharmacology, I

M.K.C.G. Medical College & Hospital,

Brahmapur — 760 004,

researchers.

10.  Independent consultants 4 |

IEC may call upon subject experts as indqpéﬁdent consultants who may provide

special review of selected research protocols, if need be) These experts may be specialists in

ethical or legal aspects, specific diseases or methodologiés, or represent specific communities;

patient groups ar special interest groups e.g. Cancer pat:ients, HIV/AIDS positive persons or

cthnic minorities. They are required to give their specialized views but do not take part in the
decision making process which will be made by the memFérs of the IEC.

11. Protecting Vulnerable Subjects : :1
L :

. Investigators, though encouraged to design ._\'tuqics that t?l‘():lddn access to beneficial
research trials for vulnerable people, there arc guideliies and regulations to preteet those
people. The IEC will ensure that the trials under its rcvic;-v are designed and executed in a way
{hat these guidelines are adhered to when protecting thefrights of such vulnerable pupulation
as children, minors, pregnant and lactating wonwn,,lcr'mi:llmlly ill and so on.

12. Applications Procedures: i

a. All proposals arc to be submitted in '{hc prescribed application form, the

details of which are given under Docuritentation.
o b. All relevant documents to be enclosed with application form,

3/12 copies of the proposal along with%he application in prescribed format
to be submitted duly forwarded by the Head of the Départment.

d. The date of meeting will be intimate:d to the researcher, to be present, if
necessary to offer clarifications. . h Co ‘

c. The decision will be communicated in;;wriling. If revision is to be made, thg
revised document in 3/12 copies to be ISubmiued betore the next meeling.

| Version - 1.1 Dated - R




Medicf:al College, Brahmapur, Ganjam,

Institution él Ethicé Cominittee of Maharaja Krishna Chandra Gajapati
, Odisha

WO NAULE W —

%]

13. Docd’rrie'ntatio,ni:

3
I

For a thorough and complete rewew. all research proposals to be sul:
documents:

IEC applrcauon {oem. f: '
Summary of protocol
Protocol

/\mcndmcnlb to

)

pmlocol' ,
lnform«.d Lonscm documcm im English.~
lnformcd consent documtnls in chion.;l languages ( Iolul
Back: translallons of lntormed consent documents.
Amendments to the mformcd consernit document.
Case, Record Form / Quesuonnarre

-10. Punupal mvesngators Clirent Curriculum Vitae, t
11, §ub|ect recruitment procedures: advertisement. letters to. dog
i2. ln»cstlutor Brochure. }

13. Ethic 'Comnllttcf clealar{c; of other centers (Total No. ), }
14. Insurance polrc:) i
15. Drugs Controllef General (India) [DCG(I)] clearance.

16. lmcsugdtor s agreement, with sponsor.

17. lnveslrg'ltor 3 undenakmg to DCG(D.

18. llcdllh Ministry §crccnmg Committee (HMSC)approval.

19. Bhabha Atomic Research Centre (BARC) approval.

20. Genetic Enyncer}mg Advnsory Committee (GFAC‘)appro\al
21, Drrector General{of Forergn Trade (DGFT) approval.
22. FDA, rrlmrkcnng/r‘n.mufactunn[, license for herbal drugs.

.%

(
1

ctors. notices.

. Approval letter from relevant local hospital (medical, adn

mitted whh the foilow}ingl '

inistrative) management

that the trial sité has adequate facilities, including laboratorim equipments and
sufficient medical, paramedrcal and clerical staff to supportuthe trial and to deal with
all rcasonable foreseeable emergencies in compliance withi exlsung regulations. (As
per World Heallh Orgamzauon WHO Technical chort' Scries, No. 850, 1995,
Annex’ 3 Guldehnes forfgood clinical practice (GCP) tor trials -on pharmaceutical

products)
24, Othu Documcntﬂ relevant to the study.

14. Review pnoc_eddres: l
S |

. a The comimittee ;\javi’ll hold a regular mceting oocc every threé (3) months i.e.

January’,kApriI {July, October. When there are‘hto research proposals to
.i. review,ifithe megeting may be held less frequently.However, if need be,

'\ meetings can be held at scheduled intervals. when hhrg,e number of proposals

ff‘, are to bé‘rcvrewéd and in other exigencies. :

b‘.'; The pro%osals whl be sent to members at least 3 weeks in advance.

c. ; Decisiofls will bg ‘taken by consensus alter dlscussmtns

d;' Researchers wnll?be invited to offer clarifications if’ ‘ﬁeed be. ‘ )

e lndepcn}ient consultants/Experts will be invited g(l) offer their opinion on %
i speciﬁclt&scarcﬁfproposals. Il

' f‘:ﬁi The dcc: :ions wl'll be minuted and Chairperson’s approval taken in writling,
| Versron 1 1 Dated"- R ," Page 5
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T s, 'Elément of review |

: Scientific-design and conduct of the study..

_Approval of appropriate scientific revielv committees,
Examination of predictable risks/harms.]
Examination of potential benefits. l

a
b

c

d : . :
€. Procedure for selection of subjects: Excl:‘ps.ion[IAnclu'sion‘criteria;
P .

g

h

o

+ . Management of research related injurics; side effects, ADRs.

" Compensation provisions. - - R .
h. fustiﬁcazion'for placebo in control arm, if any. c
i.  Availability of products after the study, if applicable. : :
j- Patient infdrmatjon sheet.and informed c:’onsent form in local laﬁguage.
k. Protecti,o:,rl_l;:ot}ipgjvac_:y and conﬁdentiality.,;
L. Involvement'of the éommunity, wherevelT necessary.
m. - Plans for data analysis and reporting. |

n. “Adherence to all regulatory requirements.:

16. Expedited / Interim review i
All revised proposals, unless specifically required?‘to 80 to the main committee, will

be examined in a meeting of identified members convened by the Chairman to expedite

‘ decision making. Such expedited review may also be taker_ﬁ| up in cases of nationally relevant .

. proposals requiring urgent review

|
17. Decision-making . ;
Ny a.  Members will discuss the various issucsﬁ before arriving at a consensus
decision. ; )
’ b. Decisions- will be made orly in meetings where quorum is complete,
Only members can make the decision. The expert consultants will only offer
their opinions. , li '
d. Decision may be to approve, reject or <‘{npdivfy the proposals. Specific
suggestions should be given for modifications. :
€. Modified proposals may be reviewed by an interim review through
. identified members. ! ‘ C
! f. Negative decisions should always be substantiated by appropriate reasons.

“ ) 18, Comﬁxunicating the decision i

a.  Decision will be communicated by the Memg)er Secretary in writing.
b.  Suggestions of IEC, ifany, should be sent fo'{ modifications.
¢ Reasons for rejection should be informed to the researchers. There is no
need 1o communicate the name of the spccitlc expert or member who made
the review. ' "
|

. 19. -Follow up procedures i

, . | a.  Regular reports should be submitted for regular review.
| b. . Final report to be submitted at the end of study’
Any scrious side cffects, adverse drug rc?z’n‘clious and the interventions
i undertaken to be intimated, | .
' . Protocol deviation, if any, to be informed with adequate justifications.
€. Any new information related to the study shod{d be communicated.

| Version - 1.1 Dated - L * ' Page 6
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‘f.  Premature termination of study should. be notified with reasons *and
' summdry oftl;c studies done so far.
- 20, AréﬁiVing/Reéord keeping . C i
. .3 Curriculum Vitae (CV)of all members of IEC." | . -
- 'b. . Copy of all stiidy protocols with enclosed docuients, annual reports, side-
"+ effect/ADRSetc. U B W
- ¢. " Minutés-of allimeetings with due signature of Chdirperson. ' -
d. - Copy of all existing.national and international guidelines on research ethics.
€. ‘Copy of all correspondence wit_h"members, researchers and other regulatory
t: bodies\. 4 . D
o f: Final report ofithe approved projects. ,
. vl s o S0 1 ;
21. Site inspection by lEClEnembe‘rs':‘ .
a. The iFC members will perform periodically on-site inspection of rclevant projects it
has received for{?r“eyicw or approved.. C . )
b. ‘Suchia'visit wi E include but not limited to the review of study documents, study
: conduct and theimeasuréls--takgn by study team to ensure that subjects rights and well- '
' being are protec;:c‘d. o T o : |
i 10 B R ’ . ’
c.- Based in the findings of such a visit, IEC may recommend changes and/or actions, if '
an);{,:t'c)f’ be taken by the i\nv&stigatoy‘and his/her team to comiply with regulatory and ; ‘
ethical guideline® [ 13

N | ¢ :
22. Addressing subjects requests :
3l ) Y

i

The lE(;‘ will prO\;/ide tim"ély‘ and a
arising from the ‘subject. A provision mu
member to every participating subject so that sub

- his/her rights as:a trial subjett or.fo

i
|

. | 23. Training of

. ! | .
The lEC,membgrs. shall
international developmentsifin ethics.

i

\
j
Lt

ppropriate information in fesponse to any requests “
st be made to provide 'cor‘z'tact details of an IEC

. jéct can contact the IEC. to know about j
j{ ‘any other matter relevant to the IEC. - '

IEC }members

i g
—
.

be encouraged to keep abreast of all national and’ \
v . . : : .
through- orientation courses on related topics by its own

members or regtfx’\lhr.;raining organized by

. their role and iresponsibilities. Nlem

, , \
-constituted body(ies), so that they become awate of ;
bers- shall - be encouraged to' attend national and

international traihing programs in résca
to be aware of the latest developments in this
. have their trainings in good clinical practice.
e n | L %

24, Amend,&nents td thLe 'S(andwnrd '_Op‘erating- Procedures

a. }fAmcndmcfns to Ql‘c Standard Operating *Procedurd
Ethics Committee Shall be proposed in writi ng.
b. i'i‘hc propofsul for amendment shall be submitted o the:
c. ffl:‘hc proposal for amendment shall be presented 1o Lhc
scheduled gommiltfe meeling. -
d. ‘())nly reguflgr members shall vote to accept. or,
jamendmen}. ‘ S

l
k
§

Loy . Y
N K L

e

| Version - 1.1 Dated - i , IR o
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e A proposed amendment shall bc apploved by a vote of three-fourths of the
© " members pxes«,nt ina quomm ata schedulc.d oommme; meeung, roundcd to

the next whole number.  © .7 ;-‘
: - I

25 Lxst of commmee members wnth their afﬁhatlons and quahﬁcatnons
: . |

lhe present composmon of (he Instltuuonal Lthxcs Commlltu. (ll C) ls llsled in thc tdbh. :
below:

Name of Members | Position on Desngnauon & h “* Qualification . ‘Gender
C Ethics Afﬁlmnon i . '
Committee g
Prof/Rabi Kumar Chairman Retd. Dean & i M.D.in Paediatrics Male
Satapathy Principal, MKCG"
" |.. Medical Colleget

Brahmapur - .&v

"Prof. C.S.Moharana Member * | “Prof. & HOD ofl .M.D.in" Pharmacology Male

. . Sccretary Pharmacology A
. Prof. Srikrushna Member Prof. & HOD of - M.D. in Biochemistry Male
Mahapatra, Biochemistry Ii L '
“Frof RMrigathy | Member | Prol & HODofy |  MD.inSPM. Male
: - Comm. Mediciné |
Prof. Diptimayee Member’ Prof. & HOD ofj M.D. in Medicine Female
Tripathy : Medicine - } ,
" Prof, Narendra Member Assoc: Pro'f.,Oﬂr; * M.D. in Paediatrics Male
Behera. . © Paediatrics 1 : ‘
Sri asweeni Kumar Member Advocate [} |- L.L.B. Male
Mohapatra” (Lawyer) 'P
Smt. RanjitaDash | - Member * Social Worker | - - M.S.W. Female
| (Social ‘l -
Scientist) i
Mr. D.Rama Rao | Member (Lay |.  Layman § | 2" Ycar B.A. Male
o : person from :
‘community) ,I .
A WA - '
\

~-Member Secretary, IEC, MKCG Medical Chmrman, 1EC, MKCG Medical College,

‘@

College, Brahmapur Brahmapur
Date $.C .\ Date}, $ g 17
- T - : .
) T

t |

o
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