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T FIEATaT ST
I LT
7% feely, 1 fegaw, 2023

9. 3-36/2021/gEM/TISA/ AT W8T et SR, T greEraet T
gfarfa=rm, 2020 (2020 FT 15) i< &= 10 FiT IT- 4T=T (1) F G () G T AREAT HT TIRT
Fed gu Metatea AfFas a9 8, striq—

1. gfere sfrde ST wTes- (1) =7 At &1 9 aedg granaeft s (Frearaet e
sEgT) A=, 2023 R |
(2) T TSI | THTI AT AT | I5T 00 |
2. qRATNTE- (1) =9 AfF=et ®, St a o "= & steeram srofera 7 27,-
() "srfarfaam” & qread Tg greardet s stfarfee, 2020 (2020 #7T 15) €
(@) "S- (FEETEEe) Ue T SgEeT " H e, SOy a9 ST
ATEITT HEAd: TRT TAT TR F g2 § (WITdsw a9 qreTiors sasra qated)

IS AL, TEAT, FLH TAT TATET A, TRATH TTAT T 5 T Tlgd
AT ALAAT TAT [AATH AIgd AT AT Fhad FAT 8,

(1) "I ATHAT" | qATTd ST ST T IT:eT o T & AeqaqT gq Uh aF<h
STAAT SATRAT o THE T HTel TAAT AT 3 TIRT TTAT AISAT % Alohe AT &

7487 G1/2023 1)
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S T T § 9979, ST ATAT T [AH 3 SAdgE AAAT Ao THAT Hl
T T &,

(F) "AETHE A" | qATAd UF AT (TR Sred S =T star ey
Tt AewuT o qearha F3 g UF TTAT ATer® qra TTaATRE w7 emiae F¢
AAAT TAT ATATHRATHE LTI qigd gl, OEH FJeausd: AW\ ATy &
8T T fAfase a8t Fwar fheq g q=rfas e ® S R @ saag
FT ATATHRA FAT g, THH AT Ffrear e storar ymfies arfger & gd=amdt
ate oft orrfoer 21 TRt §;

(=.) = fafawt & oftfar & “derfas whea” & qread S Fd9T stEr 97 et
FTY T ST THTIA o AT ST T ATIEIF STARTL T @IS FHEAT TAT AT
THT ARTE, HUSHUT, GO RATas afgd, orET SUSHURTIaeant, T 24T
AT eteor % 39T F A1 AL TS, TAT AAAT e f TATARAT A
AT F39 3, AARAT ALATT

(F) 7 = TFid F “ATTEE T ¥ e g, Fe 6 9 STHET TeqAT S /4
TITATRIAT T T SAT % THGT & IF T TAT TATEST A TATT 6 TILOMH o TAS
T AFHAT S T T § AwEa et sive, qisd s\ JaeT uar
e ATHE AT % IO SEaTRd, FLar g ;

(®) “ar=T Gafd” & qread q9a TiaaTer, 396 St qrEdt a7 dwSt ¥ 2 as
JEqTEl AT ASTAE FAT Afdw FHreAT F o Iaaeart g, T 9wy ST
FqHAT TRUE, 2017 FRT RN AFE TIAATRAr gq didh (QerfHaer & Fea
ATt sEeTe TRuE, Ay HATA, ARG 9T T TEd greare |
FaTiaeE TEET 3 o= AaTta areTe feerREert F aqE afra uE afEty g ;

(ST) “greATTeft Sfug” H AT § aqeAl ST A ® 67 A7 FEw F [EE, ST,
TR 3 forw siafes = argp soanr & forw swre 7 #E off Zar, S gt
T AT ITACHE TATARTAT H ST Al T g AT AR g AT qriged §
FfTa e 9 e AT AT & ATeAH F T70d 6 T2 g, PEewl a97-997 7
SATEEEAT BT g T GIRT UF S g9 BT 6l Tahe i 6 AqaTe \Hd
foFaT 7 BT ST UHT FrEATITe qATel o6 Sagdl & HAST | qAT SHUtert A AT
erTtrer o s 8, St <o UHT 2a7 afeaferd T8l § ST S % Jreas & & ATl
2
(37)" T oy it ST 7 & qredd ST fF Ao T dgd areariud g a9 e /e
T T U 8 3T q2ET Sl TqTaaTidr & dae H§ qa&r=d T H q= 6 o
AT, 5

(31) “ SAeAerR” H A GO BT 9T A AT ST FRET #ET 9 AT e
AT AT ST FLA 6 o7 /e ar;

T) “ L SO’ | eIy -

(i) T e STt g TR g7 At i=a greargft it gafed sfewres e §
AT Tol g FAAAT 3T ASAT AT a2l § Farad fHihcd = aal & arer e
TR T TN T JATE T TS 3 ;

(i) TF UL, el FTAAT HASA ZFATIIH AT F FA9 o [fa, genfaa
FAT AT ZTAT % TorT TS g srerar A= Ffehee i wehaent, sirofer 3 F 70 aF,
GITF o THIT TAT GLTAT G AT AU Z[a[ Tigd (G99 HLd T Teqrd | gOHe 2 |
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(3) “ THE F=AqF H qHd g8 Feausw oraes o T s (2 F sremae |
TtHer srgEeTe S & fafere gt F = aweag efua w1 it S e,

() “TAER(TETRIA)” | JIead Tah Fareel ST G0 0 JYH, T, 327 (T),
fRvrren, Frwoedt, iferfa A= o @ @i 3 odt #r yefta Fwar g, Sew
g = fAomfea i wEfaa far s & 1 ety qerfeE aaEee e
(TIETHIT) | oTfae T S ATell aeqei it UF o0 9F9\ 4 % sfava fafee
Rawmaferat & ot T2 8 | FA=ER A AT ST YT § a0e § o SRS
AT sraeTarel 7 Aanieets MEidl #1 &9 § @1 AET AMRY | AT 9758,
s 7% T st e 7 21, avaew F Fdeaw gented qeReer sad gt gfforst
AT ATEART o AT HAH 8 ;

() “SATHITT S & qAIead g Tah SAT<h AT HISA (o1 TSI AT TEqTT &
TATAT o FHael | 3T U IT STIAF FTAT AT FA AT bl LTI AT T THRT & |
(2) 7gt SIF ereat ST 9rat S qRTed qgt R v g e atafFee | o 2

FHL: Al 32T FOT ST T ATATAH § T 3 |

3. qiRfer:- Sgax qafveE a9= & forw, J9ee e 97 et & A & o a9y
TR o6 OTE, AT AT (TTLALTA), AT I AT &1 ( T TeXa9=a); TH AT Aferh TA-
RTAE 3T ARTH® TLET; S JqLETaT THid AT Thigd Aremad sregad, =4 A=
Fr afefar § s 81

4. Frereft SIqEeT § qTAE HA At (Aaw, e Aden- T s, srEen w¥ret
o Raferted Remfagernt #1 Afa® T9T aAqrEE w8, ™A 7 @ Jiag=ar & Jqae
AT §, T ATAT FLA o0l STTEAT Al ST &

() greareft 7 gefera a9y Feriaer e (Srertet SariaE o) grendeft £ o=t
AT TATAT 3 ATETE ArIrorg oFu s =i

(@) T ATATE Sre STA-TATheT SAHETT & o T off staeig a7 age Rams
fReragern &1 Seaaa A8l g AT, R sirufer i o aret e (1940)
v 9T (1945) 3T S T99ATT AR[ HATeT TZd, Ao Teal qoh HITHd Tl ¢ |

(1) TeEhT =9I (2013 372ET AT & &R0 SET AR 27) |

() AT TLERTT F TATES ST TRATT FdTor GATAT o T A1 e fomfager

(2001 ST=TET 1T o HEHLIT, STET HT AR A7) |

(3.) FTEE TTAATRIT T THA FT S (A hedT ST T TaeT gq e Remaaer
(2017 ST=ET 1T o HEHLIT, STET AT AR 7T) |

(@) TGt T 2 S FrET aqEg™ gq g dAfas Remfager (2017 w¥@ET 919 %
TERTIT, STET AT AR AT |
(B) AT AEATT SATHETT TR T ATEHLTT FG=AT 3T THTIA

Afaear T (2019 srraT a1E F HERLT) TAT 7T WTERE Faw e fRefaaer, S ot
AL |

() 9 T TARM K FREA=0r ST aFAe F IReT H WG qLRE A "G G
srtergf=ra =T 3w fRer et &1 are 36T ST =R |
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5. e rd:- UF W] T F YIS F e 9TE T SO, S @ 5 U I
T AATF AAAT qHATF T AL Agl 2l § (AT gIT LA ATHLTT TIaT
L) STl A8 ATHA TS T ST & ST 9% AT SEHETT 91T o A1 (A o 1= g

6. getiswur- Tt e A=rfhe wherr et sterae v fRfore AR aferor o qeer
IR o qTHT & 0@ i e Toreel A Siedl HAiedd & 919 SreHa a1t
FTRT St FoRaT ST |

7. ST RS Tega FEAT —AEN F 91 AT qquTes % gedied gq TR &
forT fastr wemeet o fEeeor afga FrT ff sy & Sooaa & forg siaEeam sreEr alreor 7
T PFHET ITel § 97 STAET Sl I&arasi &l Aqarsd wiehid 9% a7 [Afae &7 3
T & WA T ATTHE g | AR Il U gAFATHT Toqa T 3 Teqd AaTa
TLTETIT 3T STTAHRTLT ST TTET GTHF gl ¢ |

8. ATHYTT J@IILIET - AN, T F I T 39 a8 Fhell A7 T0F STeem o77am
LT T @ THAT g (ATl T T I SAAAT T TeF 0l USieT &l AT HT Tl
7, o gq SFEr ol @ a3 § qedNT Al a9T J@r aed (i) g atted
AT AT TErIdT TaTd HI|

9. THFE qIHAT T § QI THILA - TGhI ol qATE T I JqHAT o7 AiA-Feedr
THTEAT STH § TRIAT FY |

10. FATHYTT FIMER - (1) FATHITT FATA T 47 T § TRATOT 6T TATE -

(F) AAEYTT F UROMH F TEarEd F#7, Foored e srar o w2 |,
IBR2IEAU LR N A TOE R TER b

(T) ATHITT &q T hd AT H LR, GALATE AT ATILAT! & 6T 3T

EEEE]
(1) THH TATIIT TTETRIS FT ITAT FLA H FAHAAT ATHA 2

7% =8 fawear & IRomeEEaET AT AT TATEYT A A ST AT TR
BIAT g 3T 7 G e ¥RTa S21aT UH F1AT &l (GUTHe T aeTT | Harare ol
STTaT g 4T

() TEH THIHART AATEIFT ITART, THRETHIT T geMT, 7qar et s &t
T ETH-Ha et T T THATT TgATT ATHA g, OEH ITHLT, T ad, 2T
ZEAAT ATAT HIWATY AAAT AqHE F FATaT H ITAN FFU 0 sporaw
IeaTiad et ST 7 TaTY STeraT ST AT & |

(2) SATHLTT HATAT FT T TSH * IcaALaraed :-

(F) T TIoA FT IcALQTAA g 1% ag AT arer 7 & Fgars foar et @nrg
%, TTT T T FEATATE 6 T AT AT T FE | AT FETATC FHT T
TRAT AT FeATra Afashar gt & siavia o= &7 [Aua g e Afasharn
afafa FT e e 9% AqemaaTHs FIars w1 aaed FeINd e 97
g, St uw ai si|erd 7 § S, AN Y AqEdE o gaidd o
T ATt T st ST AR,

(F) TS I THH T T ATHETT H AT AENETL o0l SR TR HieeT
g,

(1) SATEITT FETATL AT TL-STATAT AT AT (AT o IJoerer Farerd T
T = & TROTH F ATHEEd: TESE, SN a9T SAqEAT § "ated o
Hatera fera 1 giera Frar stroe,; qar
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(%) AT % et A=t § =9 G @ g & ST fe= w69
T AT F o SrueT qut wH=TRE § 7 Fwre € qeew yrEres Har eaw<w
T qHAT g, AT FFET & =T % A ® § VAT F7 T96dT g, Foheq gATEATIO0
T AT AT o (g AqATHATHS FTLATS ohT ST Fehel T 3 |

(3) IIHLTT FETATE HATHF [RATHRAT F ATITAT T FHLA AAT AT T AT % [T
T F foro fRemfRer

(F) THF ST A AqT FHATIT ST AT T T o & TGATh Aqeen
FAMEN & A9l § [ued & fow w1 =0 7 qer @ty faer &
fRemfazert &7 aTer & g sho=he o wferamd sroee g,

(T) TATF S g TFaT U (Aoqer ST iy Sroor ST iy S |

(M) TEH TEAT F AT 41T TG TR,

() ST # Aeue $iY qwgeg aE § e ST | st @ 3t fEre
FATAT STTUAT;

(F) AT F aX H AT Togh qTEAT H FEAT! & It &q¥ 92 =g =6am
ST,

(&) Tl T=ge qUEAT i TATMH A o T F gioa 6 ST,

(@) = Aty TR qEfaw ST At A1 1 LT Ed H S,

(ST) FEATL & AET I7 AT 90 70 B ft fF =F~e F 9 gaare w2 i oo
FTA HT ATEHT ZI;

(F) FF AqAT FEl AT A g Ol UF JHAT § FAT Stad Taag i
AAATEATHE TTHATE AR FINT; TAT

(1) TR ST @IS FTSTU AT EIST TAT STAAT AT T 30l T ST T Flel
oo st A e st = iR

(4) s i ReET-

(F) TTRT | TS T F 7T |, T TS HITST AT TTIEFTOT Rl AT &
STTORMY; 7

(F) AT T TFHIT o SATLTE TL ATTRT AT T I AT FT Tl g | THF o7
TASATCHE THAT AT T |

(5) T8 B T e FaraTe AT E-ForRrara At srfvar fenfaert F Ioerea §
STdee TIT STTAT AAATEATHS HaTs (FoRY 6 FqATd H T ST ATHA X ATHS &
AT I FHTTATE BT Tl T 8-

(F ) FATasl AT FHEhT T,

(@) Z=- Fa<fir Fgm=ar 9% T AT THTLE 0 aTId AT GTH 3¢ qTHS 6
AT I¥ A7 o= T;

@) siasy § fasrert & foro fRerfader; qur
(=) Terost Y FATSTHTE FIAT FLATE FHEAT |
1. et sgeae R affe - (1) sm g afaf # 1 Femam e G smos-
(F) TATEHRL (BT, AT HATAT- LA,
(@) AT Fal T greardft ST T us- 93+,
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()

(%)

(®)

()

(=)

(%)

()

greroeft o a7 frera s foees O] 9T 9T o FhET ATeaT TTed |95 STTaT SET
H =AdH S AT AT gATT § AT FT AT BT

SIEITTAT 7 U faeorwst fSeeh o =aaw S aut #7 fOeqr sqaa g1 i e
FrafaeaTe e g

TS fA9rTs — SAF gt — 98T,

U SI-HiTeTehl A=t S 916 Sta-f=riencar Sqaems SO § <AdH S a9t a1
AT AHT B — TEET;

21 freras giRaTdr s O SOstr (WEET) STAar S SRR AT AT
TRt storaT ArasTee w1 § s a1 S T ey § SgAaw 9 a9

FT SATIHT I AT BI- HIET;

ATSH[OT AT (FTHTR AL o) SATHETT H IATH SF a1 o6 ATIH A TAT 6
AT Tk AOSTTAATAT (FTHTRIATOES) - HEET; AT

sreer, greareft forear A - FasTE |

afafa, af% swaeTs 21, AT F sreder i q@EGATT &, FLAT, arfEw daT 9 Afee

oot & wetag freT fBfore arger s auear & Adeq & foro aae(a) & orfEer staEr g
AT - (AT &1 FEAATET AT &A11e 92 ITh! TATE A g SATHIAT HT Gl gl

2. Ha T o -

(F) FIATT T FTARTA T3 T [T & S a9 7 g,

(=) FIETT & ad & w7 T FF & T 50 g | TeTeT 6 FHaeTgaTe, Teqd Araadi &
AT 9T FATT AT T TS T Tl gl AIHAT F TEEFT FHT ATAT 9T T 955
9[, |THTT G ag Tt ST,

@) AT, TRt o e, E=Eme-fawst & A2-TaRdsheor 3T gaet & forw sr=me | igar
& W T a2 & g0 AT & forT J1ee S=ree TidT ad7e H3 ;

(=) |, FrearaedT foreaT a7 3T 9FT HAl % SATHT B B,

() Ffta, et sqEaT & o q9g-997 97 [iee [t amar g Rerf=aer

AT AT, AT, TR, FEAN, I[OET ST ISHEAT F AT g F HIH H AL
TR TAT ATARaT TAT TTAANT TLAT 5 SFAT ATHF A T2d F(T;

(%) afHfa, BEmT 957 0 AT 9T AE9IFRAT & AT ATHETT FA a1 TEAqT 6
A= FEETal Ff GAA 2 T9IaE arh o qeged s (0,

() afafy F o srfaerre gnm & a8 = & oo 951 70 gt 9% sraeThar F
AIETE U (AT 997 sate & (o7 sreqa= it Wi sl R 7

(3) |fEf, THT-a97 9% WA T 997 0 SAqaeTT TR 9% 9ed
TLHTT FIT AT AT fReniaeernt & Ieaad | "afad sTa+t fArerfer < fy ; o




[¢TRT [11—EUE 4] T T TSI © T 7

(=1) |fEfa, s g S ey we F gatgd ffgd e i erfiet |
froesfy 3 s = et F arer v R 2

12. SATEAT TIT & a9 F AAFC—(1) 5 =7 A7 it =TT 0¥ FiE Fag 3o 2f, vl
SEF TTSTHRIOT e AR &l W7 STTUAT |

(2) =fx smarr "@qe g & et faae % 9=rem § sqia w®teare 9=T 21 @r g, ar ag w1
o ®9 § a5 F0d gq Aeer ST 7 A=A\ &l UH TIa1al o o7di & srefi et T dahar
S| UH GTHAT T =ATIERTT 6T GHIEAT 6 77 9 Aqerar s |

ST o TATEHYAT I, TeTeT, FrEATTft forear /e

[Far=sTa=-111/4/3147./579/2023-24]
NATIONAL COMMISSION FOR HOMOEOPATHY
NOTIFICATION
New Delhi, the 1st December 2023

F.No. 3-36/2021/NCH/HEB/R.C.—In exercise of the powers conferred by clause (b) of sub- section (1) of
section (10) of the National Commission for Homoeopathy Act, 2020 (15 of 2020), the National Commission for
Homoeopathy hereby makes the following regulations, namely:—

1. Short Title and Commencement.—(1) These regulations may be called the National Commission for
Homoeopathy (Medical Research in Homoeopathy) Regulations, 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 Homoeopathy Act, 2020 (15 of 2020);

(b) “Biomedical and Health Research” means research including studies on basic, applied and
operational research designed primarily to increase the scientific knowledge about diseases and
conditions (physical or socio-behavioural), their detection, cause and evolving strategies for health
promotion, prevention, or amelioration of disease and rehabilitation including clinical research;

(c)  “Clinical Research” means research that directly involves a particular person or group of people to
study the effect of interventions, or uses materials or data from humans indirectly, such as their
behaviour or biological samples for prevention, treatment and diagnosis of a disease condition or health
disorder;

(d)  “Clinical study” means research according to a protocol involving one or more human participants to
evaluate biomedical 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 records or relevant literature;

() “Clinical trial” under purview of regulation means any systematic study of existing or new
Homoeopathy drug in human participants to generate data for discovering symptomatic information
under drug proving and or verifying its clinical, pharmacological, including pharmacodynamics or
pharmacokinetics, and or adverse effects with the objective of determining safety and or efficacy of
the drug;

(f) “Clinical trial” of non-regulatory nature means any research or study that prospectively assigns human
participants or groups of humans to evaluate the effects on biomedical and health outcomes
interventions like marketed homoeopathic drugs, public health interventions or observations during
course of routine clinical care;

(@) “Ethics Committee” means a committee responsible for the scientific and ethical review of all
proposals involving human participants, their biological materials and data and is constituted as per
Ethical Guidelines for Biomedical Research on Human Participants issued by the Indian Council of
Medical Research, 2017 and Good Clinical Practice Guidelines for Clinical Trials in Homoeopathy
published by Central Council for Research in Homoeopathy, Ministry of Ayush, Government of
India;
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(h) “ Homoeopathic drug” includes “ any drug intended for internal or external use for diagnosis,
treatment, prevention of diseases or disorder in human beings and animals recorded in Homoeopathic
proving or therapeutic efficacy and established through clinical experience or research as described in
authoritative Homoeopathic literature as may be specified from time to time by the Central
Government by notification, and is manufactured in accordance with techniques of Homoeopathic
pharmacy covering combination of ingredients of such Homoeopathic medicines, but does not include
a medicine which is administered by injectable route”;

(i) “investigational new drug in Homoeopathy” means new drug as defined under ‘k’ below and whose
standards are drawn and is now ready for investigation in clinical trial regarding its safety and
efficacy;

(1) “investigator” means a person who is responsible for conducting clinical trial or clinical investigation
at a site;

(k) “new drug” means,—

(i) adrug not specified in the respective authoritative books of Homoeopathy as notified by
Central Government and prepared by using modern advances with respective therapeutic
claims in human beings or animals;

(i) a drug, single or in combination of pharmacopeial Homoeopathic drugs, intended for
certain claims and proposed to be marketed with modified or new claims including
indication, route of administration, dosage and dosage form.

(I)  “Principal Investigator” means the investigator who has the responsibilities to coordinate between
the different members of the research team involved in a study at a site(s);

(m) “Protocol” means a document that states the background, rationale, objective(s), design,
methodology, statistical considerations and organization of the trial and the conditions under which
it is to be performed and managed. A list of items to be included in a homoeopathic clinical research
protocol is compiled in various guidelines in section 4 below. The content and format of the
protocol should take into consideration the relevant regulatory requirements and the guiding
principles for the trial. The term protocol, unless otherwise specified, relates to the latest amended
version of the document, in conjunction with all its appendices and enclosures;

(n) “research organisation” means a person or an organisation to whom a sponsor may transfer or
delegate one or more of its functions and duties regarding conduct of research study.

(2) Words and expressions used herein and not defined but defined in the Act shall have the meanings respectively
assigned to them in the Act.

3. Scope.— All types of research for better academic understanding; for the advancement of Homoeopathy on
scientific lines; interventional or non-interventional; fundamental or basic research, experimental,
preclinical and clinical trials of different phases; with one or more pre-specified outcome measures; and
studies of interdisciplinary nature or an integrative approach.

4. Guidelines, Rules to be followed for undertaking Research in Homoeopathy.— All investigators, research
organizations are expected to follow the following guidelines for ethical and scientific reasons some of
which are mandatory as per notification:

(@ All clinical trials relating to Homoeopathy (homoeopathic clinical trials) must be conducted in
accordance with the Good Clinical Practices of Homoeopathy.

(b) Additionally, they should not be in contravention of any of the international or national regulatory
guidelines for bio-medical research including but not limited to Drugs and Cosmetics Act (1940),
and Rules (1945) and applicable amendments thereafter.

(c) Declaration of Helsinki (2013 or later versions, as applicable).

(d) Good Clinical Practices Guidelines of the Ministry of Health and Family Welfare, Government of
India (2001 or later versions, as applicable).

(e) National Guidelines for Biomedical and Health Research Involving Human Participants (2017 or
later versions as applicable).

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

(9) 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.
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(h)  For animal experiments, Rules and guidelines as notified by Committee for the Purpose of Control
and Supervision of Experiments on Animals, Government of India are to be followed.

5. Responsible Party.— The sponsor of an applicable trial will be considered the responsible party, unless a
qualified principal investigator or coordinator initiates a research or trial (investigator-initiated research or trial)
where she or he will be responsible and designated so by a grant, contractor, or award as the responsible party.

6. Registration.— All interventional clinical trials or studies shall be registered by the responsible party with
Clinical Trial Registry of India before the enrolment of the first participant in the specific clinical trial.

7. Submission of Research Records.— The Commission has the power to call for all the information and
documents, on an online platform or in the form and manner as specified, from the responsible party related to
research or trial for assessment of regulatory compliances and for any violations including details of financial
resources for the project. The responsible party shall submit an affidavit stating that the submitted clinical trial
information is not false or misleading.

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

9. Publication of Research in Peer-Reviewed Journals.— It is advised that authors should publish their articles
in non-predatory peer-reviewed journals.

10. Misconduct of Research.— (1) Research misconduct is defined as,—
(a) Fabrication, falsification and plagiarism in proposing, carrying out or reporting results of research;
(b)Deliberate, dangerous or negligent deviations from accepted practices in carrying out research;

(c) It includes failure to follow established protocols. If this failure results in unreasonable risk or
harm to humans or the environment and facilitates misconduct in research by collusion in, or
concealment of, such actions by others; and

(d)It also includes intentional, unauthorised use, disclosure or removal of, or damage to, research-
related property of another, including apparatus, materials, writings, data, hardware or software
or any other substances or devices used in or produced by the conduct of research.

(2) Responsibilities of the organization conducting research,—

(@) It is the responsibility of the organisation to investigate all allegations of research misconduct
made against its research team in an unprejudiced manner. Findings of research misconduct
would also 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 bodies related to research;

(b) The organisation should define the responsibilities of each participant in research at every
level,

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

(d) Commission’s research regulation clearly states that research misconduct should be taken
seriously by the organisation and that any member of staff raising bonafide concerns can do so
confidentially without fear of suffering any detriment, as also that malafide allegations will
invite disciplinary action.

(3) Organisation’s guidelines for investigating allegations of research misconduct or non-compliance of
regulatory guidelines,—

(a) Each organisation shall have in place formal written procedures, complying to various rules
and guidelines legally tenable for dealing with allegations of research misconduct against its
staff and students and other researchers;

(b) A declaration of independent and impartial investigation should be issued in each enquiry;
(c) Confidentiality shall be strictly maintained,;

(d) The allegation shall be dealt with in a fair and timely manner. Proper records of the
proceedings should be kept;
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(e) All interested parties shall be informed of the allegation at an appropriate stage in the
proceedings;

() The outcome shall be made known as quickly as possible to all interested parties;
(9) During the period of enquiry both the whistle blower and the alleged should be protected:;

(h) Anyone accused of misconduct or found guilty of misconduct shall have the right to be heard
and make an appeal;

(i) Appropriate sanctions and disciplinary procedures should be in place as per the law for cases
when the allegation is upheld; and

(i) If appropriate, efforts should be made to restore the reputation of the organisation and or
accused party if the allegation is dismissed.

(4) Responsibilities of the Commission,—

(@) In case of direct appeal to the Commission, the enquiry will be rerouted to the concerned
organisation or authority; and

(b) The commission may wish to undertake the enquiry at its level, depending on the nature of the
allegations. The organisational support for the same shall be mandatory.

(5) Sanctions and or disciplinary actions in proven research misconduct or non- compliance or violation

of mandatory guidelines shall be in proportion to the findings which may be as under on case-to-case
basis,—

(@) Warning or Reprimand letter;

(b) Penalties - Withdrawal of grant or Withdrawal of publications or as decided on case-to-case
basis;

(c) Guidelines for future monitoring; and

(d) Legal action, as per experts advise

11. Homoeopathic Research Regulation Committee.— (1) The committee shall be constituted by the
Commission as per the following composition.—

a.
b.

C.

Advisor (Homoeopathy) Ministry of Ayush— Chairman;
Director General Central Council for Research in Homoeopathy — Member;

Two experts from homoeopathy with a minimum of twenty years of research experience in
homoeopathy in a recognised organisation or institute of the Government of India;

One academic expert in Homoeopathy with minimum of twenty years of teaching experience and
having proven track record in research;

One expert Bioethicist — Member;

One expert in Bio-statistics with a minimum of twenty years of professional experience in
biomedical research institution — Member;

Two experts from Basic sciences or Pharmacy or Biotechnology or Modern Medicine or Public
Health with a minimum of twenty years of professional experience in biomedical research —
Member;

One pharmacologist with a minimum of twenty years of professional experience in pharmacological
research - Member; and

President — Homoeopathy Education Board — Convener.

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

(2) Terms of reference.—

(a) The term of committee shall be three years from the date of constitution;
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(b) The committee shall meet at least twice 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.;

(c) 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;

(d) The committee shall work on the agenda drawn by the homoeopathy education board,;

(e) The committee shall draw guidelines on specific issues as referred to it from time to time, for
homoeopathic research, ensuring superior performance in terms of quantity, consistency,
collaboration, quality and other aspects of excellence and ensuring highest standards of ethics and
participant protection;

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

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

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

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

12. Interpretation and Power to Relax.— (1) Where any doubt arises to the interpretation of these regulations, it
shall be referred to the Commission for clarification.

(2) Where the 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.

DR. TARKESHWAR JAIN, President, Homoeopathy Education Board

[ADVT.-111/4/Exty./579/2023-24]
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