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w1, G, giea/aa e .. /fARaw/2023-1 9T T agfa sfafaaw, 2020
(2020 =T 14) F¥ &7 55 Hit IT-TT (2) & @ (3) F Tgd TG ARRAT HT TANT Fd g, AAM

1. oferg A iR I, -

(1) == fafaaet #r g T ggia TgE S (ad FrEr ggfa- S saEeam)
fafi=me, 2023 FgT ST

(2) T TSI § 3k TRt it A 7 vt g
2. O -
(1) == a8, ot aF & 92 T e sufera 7 2y, -
(F) et ® R ST T3 ta g s, tateEE, 2020 (2020 FT 14) ST 8

(@) "AETEE FeAIa” Fw o S rfher A7 FaTee gaeft aRrHT F qeArhd & 29T F U T UHh
o e AE ITAATRET A O Fd g, fUemEm & aqar & a0 ong, & g1 =99
TTATRIE (S2TAAA) AT 3T TA Feqaq omfier g, ored seawesh gm=a sfaarieat v
ETHE T & U 981 S9qr 8, 9q AN A1THE S@HI & (B8 & &9 § IT9 I

7367 G1/2023 1)
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(iii)
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LA ATAT T (ALTEAT FIAT g1 ZE ATA I, SHH T (= Thed T ATHeE AT TTERE qTiaed il
THSATHT THTEAT ST BT qhedt Bl

"RTE TLAV" T S HISET AT AC gas, A, #F a7 FEr-Redr e, a1 9ea
TR & v St 7T 92 iy #7 Fre Faftad derae g, a1tk o aariae, s
(FTHTR ST AT FIHIH RS 0T Aigd) AT ATdHed TATET =l @IsT IT HATIT % {0
T IqH FIAT AT ey T Grear, sarasnriear a1 agasfierar Fetfa 2 & g7 7 afaga
TATAT T Tl AATEAT TeTAA, T g

“Ffafa" #1 o g = ot F Fffw 11 % qga afea sgem Feqor atafn
" & st sirofer s saTee aredt stfterfa, 1940 § €F 7€ afeqTaT F S sgas
1 AT AT g AT Frar-Rr siufer g;

"HET G #T o g, Ry Hfedr a@fa- dAqEe aiug a1 aRdE SgEae
ATEITT TR (3171, TH.AR.) G AT 7 @i a2 7 FH=ierar stqaem # o afas
feonfaaent F FE T A= A |

AT T TEZ T # ot saw, g, g, Jrar-far e 1afa gl

"FAAHLTT FATAT" & AT B-

FTHETT o TEATE, AT AT RA1E w2 H e, =R, aiiRddars, a-aiedadis,
IqT GTFETS

FTHETT FIA | FHhd TATAT H ATALHAFL, FTAF / FHE AT ATIATE [a=a|

"EATTOT TSI T ITad Fed § fawerar, ey afs =8 wr &t fAwaar § aqeai a1
TN AT AT SITEH AT A BT 2, 3T AL GRT 39 THE 6 wAT § 9T et
Fh T [T SATHETT § AT 6l e T&T FHLAT|

"TTHEATL, AATAHT START, ThRe 0T, Hewms, a1 Frdt sv &t srqea-aaet dafwr &
&fd, e ST, JTRAT, o, S2T, gready, Aifeddy, a7 ALt & Sarad T STAN
TR0 ST aTer 3T ScaTtad et 377 9aTef IT ST oA Bl

"TE Sirorfer T ot g, -

T SOt ST g IR g0 Afeg=>a s Ffwar ggfa & arfesmfe ot § Afde
Tel g ST TCTT A7 qLLet | Haterd eI a1 (F47) & 67 36 T 6 el (w7
START FTeh TATC T TS B

"Ue ST, AT T UHA gI AT BIETRITIAT mas / AWt / g/ wrar-Reur siafert =
TS gl, fafere amat & forw fssia g i 38 |erterd a1 90 q1ai & 919 &Aoo FieT &7
TEITE gl 39 ITET | Hehd, STANT ATEAH, SOier sier 3w sirwfer £ 7T % =7 of¥er g7 Tavc
El

"TETH A" FT AT § g TeAUT (o1 I8 dg-3 AATT & qIHA § TF FIAEIA (A1)
7 Fafere FEeaat U steqas § ot At seawat & i q9=aq wed f e §;
"TTETRTe" FT o § U Tearast T 9, 32, TheTd, BSTed, #1 gfa afgd Ja9i ,
TG, FTaFe =TT ST e & w9 X 5 oadt & qga 38 Aot s getad B
ST 2

“FIELTT AfdwdT” & THT STahdr ATIq g ST aAT—E AqaeT & Jad =< & qaidd
ST, TS ST WET T TATETT FA ;5

"I (ITohedlT TE T SIEeT" T % § ATEETT WAl H7 39T o, TRl T0eaT F7 g e,
T SATRAT TART oF TEAT & AU ST I I FLeA S AT AT F SAGRAT TUG, T
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(1)

S =T % T F qTeAH T 2 GHI I TS o6 o0 ITTNT STIHLTT AT h FaH A&7
& AT TF JATAF groho"

TOERROT- AT "AAEY" § I3 e a7 Aed e S wgfa & sefa F o agax
Steaforer Twer & U a9 IR F AqEd AT 8, SeIaedd AT - TaEeHd qeTae;
TS =2ort & Hifers AT FAATET STIHTH, TANTHSE, ST 3T T T, TF AT
ate qa-fAfae TRomT % IuT F v TR # siaEeT F arg-ary vha giewr #ir
TEAAT AT &, AT § AT =AThcdT TE (ST 7 TTHRE A @ 7 gatea
= a1, 99 forfoat & ar & arfgfors s oft anfaer 21"

"FAHLTT HMSA" T T 37 AT AT &3 / Hfeheamara & g 58 Y T eem 7e9a9 &
TATAT o Fael | 37T U IT TR FTAT T FAAT bl T T TATATTT FT ThaAT
TZT T 968 AT ATHATHAT ST = Ate=a" a7 =0 [AFawT § sfeafaa Rt &
T 72T 8, I agr oef g S weer: srfarfRere a1 fRanfREent # 3= |@iw )

T A= - 9 Fiedr 13T ey F o ame @9 - SqEa w7 999,
Tt Ragmet & AT =T aAqTHE wreon § Feferad Renf=astt 7 arae w6l TIer 6f
qd Ffar ggfa & "@dteq adt qaarf@es e aede &rar @t F awEie
ATEITT TTET G ST 37, A&l v fRertaaent & qa o s =t

T AT, 57 S PP ST 3 o el ot siaefifor o T v Renfent
% Soeia # A ST e, ot T v Rt THE (1940), 9 R (1945) (S
AT W) ST T ATT AT FAT o &, A T A i A g,

SATHERT T ST (2012 IT FTF % HEHLOT, SHET AN 2);

TETEST T TIRATE FedT0 §ATAd, 9T T4 g1 99 2001 ® S &0 10 39w der+s
T fRerferaert a7 et ft aTa F SER0T T 9T, AT AR 8,

HTFE TTATATHRIAT T AT T ATel ST [HTheaT 3T TaTes oney o forw g fRentaeer (3w
2017 AT T8 § AR B AT HERT);

T (FGT) T AT FA ATl S =ehcdr e & fow g afas fRenf=eer (3@ 2017
T FTE H AR G ATl HEHT);

4 2019 T IT A1 & HERLUN | ATHATT AGEAT 3T TR A Tqhal 9L ARSI AT
FqEgTE gt AT F7 qrew, BT JF s arEis [t s RenfHeer #1 e, gt off
AL

T8 TART oI, Tt 9% S gaet Hear i wiaeor & fow afbf, 9w aww e g
Tt et o fRemfAaert =1 e T ST 8

gStre:- gt et qarfas ot / sremeat wr Afore qaree afew § ager gfawnft &

ATHIRT F T8el ST TeT GIRT AT qalad Gireqo Toreel (F1.21.3T.3.) & a7 ustishd
ERuS I

5. oqEu™ RS T FEAT- AR F 979 FAmwE aqureadt sfiT aRAesEr & gedisd & oo
FTELTT THA F FAIT ITLRT TeT | SAAATSA Wehig 9¢ A7 AiRe 9 F 3T o7 397 7 Ty

TAAT AT FEATASAT 0l AT el 32 A= darei & fGawor aga T §F 3o & o e
FOA AT of<F g1 IR T8 Uk T TEd AT REH Fg7 747 g7 3 seqa Aaraes aireqor

AT AT AT T Tl g
6. TagxTqur wHifera afEeFTell ¥ SIaeTT TRUMTHT T THI: JATIFAT AT dT@Hl H Tg TATg af
STt & T o ST steae 1 Wi tsd, feaemaor -aHreT TiEewmst § ST Hil
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Yde:- STHAT I Tg TATg &F SATAT g T ag THILT & AT ¥ AU AT Fl Yo FiLd & o0 ST
THAT g, AT oerad T 1T ST=ra W= ST

STEETT AGTIET 2~ AT T F I T I8 a18 et fF s adyeqor o srqeem seheror
(atf22)  forw ferastt =7 Sy qer T TT9aeor o UF T F ATSFT FT qehar g, e o sy
TeT T AYE & TGN HIAT ST @ T T Aa9qT THR (ATT1eeh) HSrIaT T&TT HI(T|

AT T&: - Ueh ITITH TLEAV 3 TTATSTF hl IALRT &7 HIAT SATUIT ST q T TTASTh 26 T 6
T o [T U TRT TG AeAUF &l AT Tgl Hdl gl (@ ATASE GRT Aqa\dTel, Share a7
ERTY fsraT &7 ATt T STaT 8, a1 ATtia Sfen i IAeeT 9ef /|1 ST

FIHYTT FATATE -

(31)  STIHETH A ATl TS o AR

F) AT SIS BT g IETAA § T a2 Aot aqEe a9 F fFeg B aaEee
FATAT & TAT St it AT T @ie F S S AgE A= 6 ey e
=T T & SaNa (E=Te oI ATeer g1 ST+ FTaTs sl SRl A= Fiutd
1 FRrRTfRert o e o SR e 9T 8, et s ai siHe 9 F o Ey 6 a7 |
SIS, AT 3% o= §ag AT A [t & 9=t S A1eu:

) TS H TAF T UL ATELT H TAF AT ARMER 6l ITEAcAl I TRATOT FHIAT
ElIEL

M)  SAAEYT FATATL, T-STAATAT AT AT [RATTHasrt % Ieerad § et AT Si=r o TRormr it
IS, SATART ST SIEET H A v TTHRE Tl &l gi=a AT ST Jrie vl

) AN & ATEAT A0 T T F 39 THAT 98 S 3d g 16 912 @905 6 Hia? SAqaem
FATAT AT ITATE AT SATAT g1 7 T8 AT I8 2 & T areatas =arst #7 3o arar &g o
T daed TheT AT Ifdset TROMTHT T AT F3 6 9T 6 (647 MO 9 F TAT FT Faha T
gl THH ATaTw, FaaT § gr 747 § o el T oM 9% AqTaaTeT Fears Hf

SO

(3) AT FATAR A7 FEATHE et F - ITeE & Al A A= F O /e &
[ESUEEEE

T, TCUH GSH & ITE AT FHATAT 3T AT 37T ST TIFHATA 6 (A% ATHITT FATAE %
st 7 e % forg st e wfamd g /1R,

T SrAeTF T, AT FILAT AATE AT ST TR ;5

TS o 0T 9% TR it 9Ty AR ST "R T g,

T ST | T 3iY [Aoqer St s =S Sy S ST AR,

T TAT T T&d T F I91T T@T AT AR,

asft Togd TTEAT F FAATer H SULH A0 H AT (AT F a H graa &Fwar s
ELELS

. SAATATC F AT TRt 7 off 'S T STETe <9 T St g

. ST F T 3T g9 9% [MOerAT M AU wEaTe! w1 3tud i T@r ST A8,
(i) oo T a9t T=ge qrieaT w1 At Seal g1 9 SEd FHIAT ST AT,

(i) ST % FY 970 U GRET Y SFRE F AH A FT SATEFE gET AR

(iii) ST T TALHL TG & ATHAT 6 (o0 ST TiAarer T AT THHATU g ATl

4 o4 a9 4 4
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(iv)

(®)

T I=ra 21, a7 T 3 / AT ST Te7 ¥ T(AST T T8 FA o TATH 607 4 AT g0 T
AT @IS 2 g7 Smar &;

JANT F ITALETAA: -
AT FT PVelY orfier F wreer §, S F ST F R T 9 S

ST ST T T o ST I AT FqL I A1F FE GHaT gl THE [T TSATHE T
sfear grf

g aEg MER /| - a1 AHaE Qe F Scoud § Yiaag sfiw/Ar
AATEATHF FILATSIT, 39 ACHT F FqATd § AT ST ATHA F AT 92 FHTER g7 9
&

ELIER

farde (W) U

orTrea

. T A" T

ST TS T AT o T

. gfeey F e & foro oA

. FIAT FEATS, AT FoA18 F ATET

4 4 4 4

@ 4 o

TRt R vafa seam Rderr afafa-

(1)
(1)
()
(=)
()

& | SAHETT Trataterdt  Areror & fow fi=r <7 75 e aiuia &1 o T s -
efererd 5=t % ATE AqaeT & e & forg af i T -

TETE, AR Al — LT,

T, TATHT (75 3T AT T - Ta-TLTE;

AT aere, o1, 51370, 09 — 937,

TS, Hald JATHT [ TehedT STHLTT Tug — 93,
AT, Fara [Hg Aqadr Thus; qor
AT s &1 U e

afafa, #fs sraegs gr i awrafa & 1@ aqeres &, Afes Bt & getaa Bt q21 ¢
THEATAT T THTATT T 6 (70 qGE(A) FT -9 FC Tl g IT TLRAT-THT
AW T AHET FT FHAT 2, S FAT 7T, St duar, A Gem, agatet
ATt ortforer 8, Srferer Hfffa 7t €, avfer Seht TerTg = AT T

T argae 9 i A, Frg $iT Far-ReaT F 9 g0 AR &0 U usie 97 &
FAT|

T # 9rd-

afafa T FwrdTer w54 &t [Afr F = o 7 gem

qfT &t JoF a0 § FH § FH TF a1¢ g1 FHTd Teqer % [ae & aqar @=r & o

TEQ ATAGHT 6 AT UL U F ATF F1C 95F FeI(7| AT TE&IT 6 o7 =0 997 377
I 7 AN GIT A [T ST
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(iii) SRt AT % T A = ST e war, e Bar & e, FEe-Ewet fi
TIHIAT 3T HF qaedi & oy e 9igar & et &7 g4t 29 ared fQarHaer
AT BT

(iv) =g afafa awd FHiEFEr vgia sqaeae & o aar-aag 9w [fde @{fe g2t o -
e da w5, == RafAdent &1 Szex wra, Ruawar, qganT, [orET 6T ST F 97
TEAA F HET H IF [UETT AT TIAT Il ALTAT AT 2 AT SAAHATT & | Afashar i
TTTATRIT S0 % IFAH HIAHT il GIAT20d BT

(v) @\t #r o= F oo safa arer T AraeT=har & SAqETY, ATEUT FT T 9el & Ji
T I g FIA o [0 THATG Tl o U HeAe (HI<h F a0l orf<h gl

(vi)y afafa #r B ¥ oo Rfde g & sEegsar % aqar us [ awg smty & o
FLAAT YT T FALTeror ey iy orf<h gt

(vii) FTATT 9T TR G THT-THT 9T AT ATard fRermaaelt & Ieead & gaferd saenraat
T 0 HafSd et TR 9% 1o+t fRrnrteer 3
(viii) FFHTT ST R Fasa SATHeTT A= F Safad IS q87 i AUl I8 FATS BT 31T
ATANT T ATl & |79 ROre weqa weii|
12.  AqEE 3T yoeE F e - ade Firer a@fa age e (e e ueLaE)
AIHITT TR, JERT, TT-TLHRET TS 6 T THATAT AT T SEATEAT Fileh ST T THRTLH
= foru fAfer Soosr 2 @=hat &

13.  f2rerer X qrata H afe:-
(F) 2T == Fafaat % = & #rg deg Ioael 2T 2, 927 T8 TSR F foru ey v &
ST
(@) ST AART =7 a1q & §q¢ ¢ 6 =a8 ¥ et ot afqaw #7 d=ree et oft a7 sgf=a
HEEIT T FHILOT I9AT &, AT ag A< FIT SAIY forferd & F a7 w0 & 91, A=\ 71 269

HHT T I UH TIATRT MY 90at o orefie Gig I7 T 7T qha1 g ST a8 ATH &l A6
T FTIETT Tk 7 e F o sraeas: aaerdr €

.(S1.) I 0. 4T, TATT A=
[FAr=TToe-111/4/30T./558/2023-24]

THE NATIONAL COMMISSION FOR INDIAN SYSTEM OF MEDICINE
NOTIFICATION
New Delhi, the 28th November, 2023

F. No. Sec/NCISM/Regulation/2023-1— In exercise of the powers conferred under clause (e) of sub-section
(2) of section 55 of the National Commission for Indian System of Medicine Act, 2020 (14 of 2020), the Commission
hereby makes the following regulations, namely —

1. Shot Title and Commencement. — (1) These regulations may be called the National Commission for Indian
System of Medicine (Medical Research in Indian System of Medicine) Regulation, 2023.

(2) They shall come into force on the date of their publication in the Official Gazette.

2. Definitions. — (1) In these regulations, unless the context otherwise requires, -

(@ “Act” means the National Commission for Indian System of Medicine, Act, 2020 (14 of 2020);
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(b)

(©)

(d)
(€)

(f)

(9)
(h)
(i)

(i)

(iii)

(iv)

(i)

(i)

)

(k)

(0

(m)

(n)

“Clinical study” means research according to protocol involving one or more human participants to
evaluate bio medical or health related outcomes, including interventional studies and observational studies
in which the investigator does not assign human participants to interventions but observes them who have
been given interventions in the course of routine clinical care, and may also include retrospective reviews
of patient medical record or relevant literature;

“Clinical trial” means any systematic studies of existing or new Ayurveda or Unani or Siddha or Sowa-
Rigpa research, investigational new drug in human participants to generate data for discovering or
verifying its clinical, pharmacological, including pharmacodynamics or pharmacokinetic properties, or
adverse effects with the objective of determining safety, efficacy or tolerance of the drug;

“Committee” means the research monitoring committee constituted under regulation 11 of these rules.

“Drug” means an Ayurveda or Unani or Siddha or Sowa-rigpa drug as per the definition given in the Drug
and Cosmetic Act, 1940;

“Ethics committee” means the ethics committee constituted as per ethical guidelines for bio medical
research on human subject issued by any Research Council of Indian System of Medicine or Indian
Council of Medical Research (ICMR);

“Indian System of Medicine” means Ayurveda, Unani, Siddha, Sowa-rigpa systems of medicine.
“Misconduct of research” means, -

Fabrication, falsification, plagiarism, self-plagiarism, or deception in proposing, carrying out or reporting
results of research;

Deliberate, dangerous or negligent deviations from accepted practices in carrying out research;

Failure to follow established protocols if this failure results in unreasonable risk or harm to humans or the
environment and facilitate misconduct in research by collusion in, or concealment of, such actions by
others;

Intentional, unauthorized use, disclosure or removal of, or damage to, research-related property of another,
including apparatus, materials, writings, data, hardware or software or any other substance(s) or device(s)
used in or produced by the conduct of research;

“New drug” means, - (i) A drug not specified in the authoritative books of Indian System of Medicine as
notified by Central Government and prepared by using such modern advances.” with respective
therapeutic clams in human being or animal.

“A drug” a single or in combination of pharmacopeia Ayurveda or Unani or Siddha or Sowa- Rigpa drug
intended for certain claims and proposed to be marketed with modifies or new claims including indication,
roots of administration, doses and dosed form.

“Principal Investigator” means the investigator who have the responsibilities to co-ordinate between the
different investigators involve in a study at one site or different sites in case of multi-centre study;

“Protocol” means a document containing background, objective, rationale, design, methodology including
performance, management, adverse event and organisation of the trial and the conditions under which it is
to be performed and managed,;

“Research ethics” means an ethics that addresses the questions, dilemmas and issues related to the ethical
conduct of scientific research;

“Research in Indian System of medicine” means a scientific approach of answering research questions,
solving a problem, or generating new knowledge through a systematic experimentation and or orderly
collection of ancient literature, organisation and analysis of information with an ultimate goal of making
the research useful for the society at large.

Explanation.- Here “research” includes all types of researches for better academic understanding, for the
advancement of Indian System of Medicine on scientific lines, interventional or non-interventional
studies; fundamental or basic research, experimental, preclinical and clinical trial’ of different phases;
with one or more pre-specified outcomes measures; includes studies of interdisciplinary in nature as well
as of integrative approach; Research also includes literary research regarding ancient text, menu scripts of
related to Indian System of Medicine and other relevant Indian sciences.

“Research organisation” means a person or an organisation or hospital to whom a sponsorer may transfer
or delegate one or more its functions and duties regarding conduct of research study;
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10.

(2) The words and expressions used herein and not defined but defined in the Act or in the guidelines
mentioned herein this regulation shall have the same meaning respectively assigned to them in the Act.

General Consideration. - General consideration for conducting research for Indian System of Medicine.
While conducting the research all stake holders are expected to follow the following guidelines for ethical and
scientific reasons, namely: -

(@ All clinical trials related to Indian System of Medicine must be conducted in accordance with the good
clinical practice guidelines issued by relevant research councils of Indian System of Medicine.

(b) Additionally, they should not be in contravention to any of the international or national regulatory
guidelines for bio medical research including but not limited to Drugs and Cosmetic Act 1940, and rules
(1945) (including schedule Y), and applicable amendments thereafter;

(c) Declaration of Helsinki (2012 or later versions, as applicable);

(d) Good Clinical Practice guidelines of the Ministry of Health and Family Welfare, Government of India
(2001 or later versions, as applicable);

(e) National Guidelines for Biomedical and Heath Research involving Human Participants (2017 or later
versions as applicable);

(H  National Ethical Guidelines for Biomedical Research Involving Children (2017 or later versions as
applicable);

(o) Indian Council of Medical Research Policy on Research Integrity and Publication Ethics (2019 or later
versions as applicable), and other relevant regulations and guidelines, wherever applicable;

(h)  For animal experiments, rule and guidelines as notified by the Committee for the Purpose of Control and
supervision of Experiments on Animal, the Government of India are to be followed.

Registration. - All interventional clinical trials/studies shall be registered by the responsible party with Clinical
Trial Registry of India (CTRI) before the enrolment of the first participant in the specific clinical trial.

Submission of research records. - the Commission has the power to call for all the information and documents,
on online platform or in the form and manner as specified, from the responsible party related to research trial for
assessment of regulatory compliances and for any violation(s) including details of financial resources for the
project. Responsible party shall submit an affidavit stating that submitted clinical trial information is not false or
misleading.

Publication of research outcomes in peer-reviewed-journals. - It is advised that the researchers’ authors
should publish their studies in non- predatory peer reviewed journals.

Patent. - It is advised that the researcher may go for patenting his innovation in place of publication if deemed
fit by the researcher.

Research Audit. - the Commission may authorise a team of experts or third party agency for the research audit
of the trial at any time during or after the trial for which responsible party shall cooperate fully and provide
logistic support as may be required by the auditors.

Responsible party. - The sponsor of an applicable trial will be considered the responsible party, unless and until
the sponsor designates a qualified principal investigator of such trial if so, designated by a sponsor, grantee,
contractor, or awardee as the responsible party.

Misconduct of research. - (A) Responsibilities of the organization conducting research. -

(a) it is the responsibility of the research organisation to investigate all allegations of research misconduct
made against its research team in an unprejudiced manner. Findings of research misconduct would be
matters for consideration under the Institutional Ethics Committee. The onus of disciplinary action lies
on the institutional Head based on the recommendations of the Institutional Ethics Committee, a copy of
which should be essentially sent to the sponsor, Commission and other associated or regulatory bodies in
the field of research;

(b) the organization should define responsibilities of each research participant in research at every level;

(c) the outcome of any investigation(s) on research misconduct / non - compliance or violation of mandatory
guidelines, should be essentially conveyed to the sponsor, Commission and other associated bodies in
the research;


https://www.icmr.gov.in/
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(d)

(B)

(b)
(©
(d)
Q!
(f)
(9)
(h)

()
(i)
(iii)

(iv)

(©)
(a)
(b)

(D)

(@)
(b)
(©
(d)
)
(f)
(9)

the Commission's research regulations clearly state that research misconduct is taken seriously in the
organisation and that any member of staff raising bona fide concerns can do so confidentially, and
without fear of suffering any detriment, as also that malafide allegations will invite disciplinary action.

Organisation's guidelines for investigating allegations of research misconduct or non-compliance of
regulatory guidelines, - (a) Each organisation must have in place formal written procedures for dealing
with allegations of research misconduct against its staff and students and other researchers;

if required, legal advice may be sought;

advice of Commission may be sought on the decision of the organization;

declaration of independent and impartial investigation should be issued in each enquiry;
confidentiality should be strictly maintained,;

all interested parties should be informed of the allegation(s) at an appropriate stage in the proceedings;
anyone accused of misconduct should have the right to respond h.

the allegation should be dealt with in a fair and timely manner. Proper records of the proceedings should
be kept, -

The outcome should be made known as quickly as possible to all interested parties;
Anyone found guilty of misconduct should have the right to appeal;

Appropriate sanctions and disciplinary procedures should be in place for cases when the allegation is
upheld;

if appropriate, efforts should be made to restore the reputation of the organization and/or accused party if
the allegation is dismissed;

Responsibilities of the Commission: -
in case of direct appeal to Commission, the enquiry will be re-routed to the organization.

the Commission may wish to undertake the enquiry at its level, depending on the nature of allegation(s).
The organizational support for the same will be mandatory.

sanctions and or disciplinary actions in proven research misconduct noncompliance or violation of
mandatory guidelines, shall be in proportion to the findings which may be as under on case to case
basis,-

Warning;

Reprimand letter;

Penalty;

Withdrawal of grant;

Withdrawal of publications etc;
Guidelines for future monitoring; and

Legal action, as per expert advice.

Research monitoring committee for Indian System of Medicine. -

(A)
1)
(@)
(b)
(©)
(d)
(€)
()

There shall be constituted a committee as given below to monitor the research activities in the field:-
Constitution of the committee to monitor the research as per the following composition. -

President, Board of Ayurveda — Chairman;

President Board of Unani Siddha and Sowa-Rigpa- Co-Chairman;

Director General, Central Council for Research in Ayurvedic Sciences — Member;

Director General, Central Council for Research in Unani Medicine- Member;

Director General, Central Council for Research in Siddha; and

One expert from basic science.
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12.

13.

2. The Committee may, if considered necessary, with prior approval of the Chairman, Commission co-opt
member(s) or invite Government or Non-Government experts) for dealing with any specific issue and
problem relating to different subjects such as legal, intellectual property, basic sciences, genetics, etc. to
seek their advice.

3. The Committee shall work on the agenda drawn by the Board of Ayurveda and Board of Unani, Siddha
and Sowa-Rigpa.

(B) Terms of reference. - (i) The term of the Committee shall be three years from the date of constitution;

(if) The Committee shall meet at least once a year. The committee shall meet more frequently depending
upon the applications submitted for consideration as per the directions of the Chairperson. Travelling
allowance and sitting fee for the committee members shall be borne by the Commission;

(iif) The Commission will draw the standard operating procedures for the committee detailing the issues of
conflicts of interest, non-disclosure of deliberations and codes of conduct for the members;

(iv) The Committee shall draw guidelines on specific issues as referred to it from time to time, for Indian
System of Medicine research, ensuring high quality performance in terms of quantity, consistency,
collaboration, quality and other aspects of excellence and ensuring highest standards of ethics and
participant protection in the research domain;

(v) The Committee shall have the power to appoint an arbitrator in a time bound manner to resolve conflicts
between parties undertaking research, as per need of the case referred to it for consideration;

(vi) The Committee shall have the power to monitor a study progress for a definite time period as per need of
the case referred to it for consideration;

(vii) The committee shall give its recommendations on the research projects), referred to it by the authorities,
relating to violation of the mandatory guidelines issued by the Government of India from time to time;
and

(viii) The Committee shall deal with appeals of aggrieved party relating to research misconduct as referred by
the Commission and shall submit report with recommendations to the Commission.

Funding for Research & Publication. - National Commission for Indian System Medicine may by signing
Memorandum of understanding with the research Councils, Industry, Non-governmental Organisation may
generate fund for research or Publication.

INTERPRETATION AND POWER TO RELAX. - (a) Where any doubt arises to the interpretation of these
regulations, it shall be referred to the Commission for clarification;

(b) Where Commission is satisfied that the operation of any of these regulation causes undue hardship in any
case, it may, by order for the reasons recorded in writing, dispense or relax the regulation to such extent and
subject to such exceptions and conditions, as it may consider necessary, for dealing with the case in a just
and equitable manner.

PROF. (DR.) B. L. MEHRA, Secy. In-charge
[ADVT.-Il1/4/Exty./558/2023-24]
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