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_GY HATI
feg=T
75 foeett, 21 arder, 2020

BT §. TH.11011/8/2020/T Tq.—ATE CoV 2 F FU I COVID-19 F HIAWKE,
COVID 19 % &WTfad ST & IMET FA & a1 § AT HAAF § F81 §&T § q&=19 977 g0 2|
FaaT™ § COVID 19 % HFAT & forT &l Aqalad ITA HISE Ael gl THIE H UH g1 Jar &
ST U AT IR SfOTert & SUTNT , I SadT i T §eq7 3 JS7E arawref § 396
RIS I-TTHTAS Tl IT TST G&IT | THIH, FLATS il (FdT, AqTHEF TATAHRAT SA1E F FHILT 96
START T ATTF HATEATE g1 T 997 H§ COVID 19 F Trham/see q foredt off srpas, Ta, &g
AT ZrErTTeft SHTeRTRT F ST o 9T H ISR THTT 2T AT straesa g1 safory, sfer e yames
AT A== 1940 F siavtq wregarme T ot 9w ggia ow sremfa st & fewe * o
THIT T A il SATALTRAT ol LA (AT T 2

2. argas, g, TAT ST grearaedt sirafaay % qarfas aeqr s #9 % forw sfoe ua
TETEA QTR AT 1945 § w5 Afere Ramms saam 981 81 a1 gF 98 9 saeds g & 3o
AT 2T AATAF T F AT A FFaaediT gn =0 92 § JATT 7 STEsiems, |t 37 ug of o F
ATT-ATT AT AT AATHT % AT q2rHet 6w g

3. ST TS H oY TETUHETS F A1 ohU 10 qwmeT F g 9T, Ay HATAT F Ay
ST HAT TG A 6 ATHIGT 6 a1 Ig groad (641 § T SEuHEEr sfa=a#, 1970, T=EEr
Af==w 1973 3T TAUHAT srterf==aq 2019 (@ & oM< UH #F  S(tef=aw 1956) & dqgq [t f

arear g T ggfa % asiae, oeewar, Fiees COVID19 W= smds, &g, TAr &
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greraeft Yorteray o HTEAH ¥ oY R Thd g, (oraH TR U, SR I geasd,
COVID -19 & Tq<IT+q@ 3T AATHE ATHA |, AT TATET ATHETH, TAA, TId IcqTH FHLeA o
T SRIRTSITET Sremia STqeeTe e g 3§ |

4. TSAT FT ATHAT F2d qw, Fwforfaa o|t 1 area A7 e €

() TEATEl T 3 AATAF AATGHIT (MRAT AT FEIRT AT ATl FIRT ATAITST HaT
ST AR

(i) =f% =g darfas wheqr g, av afRasET i EeTers F 9y usteha g ArRul

(i) A FT AR ATETET ff=rer 9 swerhia g A1)

(iv) RIS ATHTT STTAT ATEUHAT [T % o7 977 0 Sy fRemfHaen & g
AETH AT AT AT ST AR Ul

(v) Sta-ferfcEr sl waree sqaene & o iR FaEt w1 sqome)
(Vi) 3= AT SreTe fRertaaent F7 TaTe|

(vii) STEHTTHST GIRT THITAT AT ATFNERT TT S-T= T ST TqTE ST 6 (o T8
At feer At 1 srgurad|

(viii) Tt o= Y9 ITE R [MEET &7 Aqarad|
(ix) TIH T I AT G0 (= teheda / s steaae a1 &1 Rear g1 A1l

5. HEIT/ERTSA % oI srfqard g it ag AqEedTe Sl a87F H9T 3T TROTH % a1 Aq9dm qadl
T & am H ST §ATA, LRI Hl AT Fd |

. U, i FAE, G4Fd a4

MINISTRY OF AYUSH
NOTIFICATION
New Delhi, the 21st April, 2020.

F. No. L.11011/8/2020/AS.—In the wake of COVID-19 caused by SARS CoV 2, there has been
surge in proposals received by Ministry of AYUSH for claiming possible treatment of COVID19. At
present, there is no approved treatment for COVID 19 infection. Indian Traditional Medicines have wide
potential for usage in such conditions owing to their longstanding use in the community, huge number of
ancient references and large number of publications in scientific journals on their phyto-chemical
constituents, mode of action, clinical efficacy etc. At the same time, it is also essential to have scientific
evidence on use of any Ayurveda, Unani, Siddha or Homeopathy formulation on prevention/
management of COVID 19. Therefore, it is felt necessary to make serious efforts for development of
drugs based on any of AYUSH systems recognized under Drugs and Cosmetics Act, 1940.

2. There are no specific regulatory provisions in the Drugs & Cosmetics Rules 1945, for conduct
of clinical trials of Ayurveda, Siddha, Unani and Homeopathy drugs. At the same time it is also
necessary that the clinical data generated is scientifically valid and credible. In this context the Ministry
has undertaken consultation with DCGI, CDSCO as well as other research experts.

3. In the above background and based on the consultation of CDSCO, the Ministry of AYUSH
with the approval of Minister of State Independent Charge for AYUSH notifies that scientists,
researchers, clinicians of any of recognized systems of medicine under IMCC Act, 1970, HCC Act 1973
and NMC Act 2019 (formerly IMC Act 1956) can undertake research on COVID19 through Ayurveda,
Siddha, Unani and Homeopathy systems including prophylactic measures, intervention during the
guarantine, asymptomatic and symptomatic cases of COVID -19, public health research, survey, lab
based research etc. to generate evidence.
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4. While undertaking research, it is mandatory for the organizations to comply with the following
conditions:
() The proposals should be approved by their scientific advisory bodies and Institutional

Ethics Committees.
(i) If it is clinical trial, the project should be registered with CTRI.
(iii)  The sample size should be based on statistical justification.

(iv)  The Clinical research should be conducted as per AYUSH guidelines for Clinical
Research or ICMR guidelines.

(V) Compliance with relevant regulations for Bio-medical and Health Research.
(vi)  Compliance to Good Clinical Practice Guidelines.

(vii)  Compliance to National Ethical Guidelines for Bio-medical and Health Research on
Human Participation published by ICMR.

(viii)  Compliance with any other relevant regulations in force.
(ix)  AYUSH registered practitioner/expert should be part of the study team at each site.

5. It would be mandatory to the institution/organization to appraise the Ministry of AYUSH, Govt.
of India about the research developments as per research timeline and the outcome.

P. N. RANJIT KUMAR, Jt. Secy.
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