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Diary No : 20669
Date: 23 .08 .17

F. No 12-54/ 16-DC (Pt-B/Phase -IV)
Government o f In dia

Directorate General of Health Services
Central Drugs Stan da rd Control Organization

FDA Bhawan. New Delhi - 110002 (India)
New Drugs Divis io n

Tede 1\,10 .0 11-23236965

Fii x.No.011-23236973

•
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Dated: 2 e · a 2- ~ ~ :;I S'

To
M/ s . Mylan La bor ator ies Ltd .,
F-4 & F-12, Maleg aon MIDC,
Sin nar, Na shik 422 113 , Mahara sh t a ,

Subject: Permiss ion for con du ctin g a cl inical s tu dy en title d, "Multice n te r, Ope n Label,
Single An n , Prospective, Phase IV Study to Evaluate th e Safety and Effica cy of MyH ep
..A..!I™ (sofcsbuvir' "..elpatasvir, Fixed Dose Com bination) in Adult Indian Pati tnt~ who have
Ch ro n ic Hepati tis C Virus (HCV) Genotype 1-6 In fecti on".

CT NOC No. CT/ ND/04/2018

Reference : Your a pplication no. RA/MLL/ DCGI/1 7/045 , dated - 23-Aug-20 17 on the
subject men tion ed above.

Sir ,

Th is Directorate h a s no objection to your co nducti ng the su bject men tioned clin ical trial
as per the provisions of Drugs & Cosmetics Rules under supervision of the following
in vestigat or s and as per the Protocol No: MYL-MYV-4001, Version No: 1.0, Dated
25.07.2017 subm itted to t his Directorate.

S.No Investigator & Trial site Ethics Committee Name/Registration
Number

1. Dr. Vai bh a v Banait Care Hospi tal Na gpur Ethics Com mittee
Care Hospital , Nagp ur

Care Hospit al Nagpur Ethics Committee
3 , Far mland, Panch sheel Square ,
Ramdaspe th, Na gpur-440 0 12 ,
Maharashtr a

ECR/220/Inst/MH/2013-RR·2016
2. Dr. Anumal a Ka vith a In s ti tutional Ethics Comm ittee

Governmen t Gene ral Hospital , Gu ntu r Medical College & Govern ment
Guntu r General Hospi tal, Gu ntur

ECR/945/IECGMC/lnst/MH/2013-RR-
2016

Kindly note that the clinical trial permission is subject to the Following conditions:

a) Clin ical trial shal l be co nducte d in co mpliance with the approved protocols ,
requ ir ements of Sc hedu le Y, Good Clin ical Practice Gu idelines issued by th is
Direc torate and othe r applicable regulations.

b) Approval of In s titu tion al Ethics Com mittee duly registered with CDSCO (u n der Ru le
122 DD of Drugs & Cos metics Ru les) shoul d be obtained a nd su bm itted to this
Directo rate before in iti a tio n of the s tu dy.
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c ) Clinica l tr ia ls sh a ll be registered :11 Clin ica l tr ia ls Hc~i ~;tJy elf India bdo]"(~ enr ollin g the
first p a t ien t for rne study .

d) Annual st atu s report of each clinic al trial , as to whether it is ongoing, co m ple ted or
terminated, shall be submit ted La the Licensing Au thor ity, and in case of termination
of any clinical trial the detailed rea sons for the same shall be co m m u n ica ted to th e
sai d Licensing Au th or ity.

e) Any report of seriou s adverse event occu r rin g during clini cal trial study to th e su bject,
aft er due analysis , shall be forward ed within fourteen days of it s oc cu rren ce a s per
Appendix XI and in compliance with the procedures prescribed in Schedule Y.

f} In case of an injury or death during the study to th e su bjects , the applicant shal l
provide complete m edical management and compensation in the case of trial related
injury or death in accordance with rule 122 DAB and the procedures prescribed under
Schedule Y, and the details of compensation provided in such cases sh al l be intimated
to the Licensing Authority within thirty days of the receipt of the order of the said
authority.

g) The premises of Sponsor in clu ding their em ployees , subsidiaries and branches , their
agents, contractors a nd sub-contractors and clinical tr ial study sites sh al l be open to •
in spection by the officers au thorized by the Cen tral Drugs Standard Control
Organization , who may be accompanied by an officer of th e St ate Drug Con t rol
Authority concerned , to verify compliance to the requirements of Schedule Y, Good
Clin ical Pra ct ices guidelines for conduct of clini cal trial in India and other applicable
regulations.

h) The Spon sor inc lu ding their employees, su bsidiaries and branches , their agen ts ,
con tra cto r s and sub-contractors and clinical trial study sites and the Investigator
shall all ow officers a u thorized by the Central Drugs Standard Con tro l Organization,
who may be accompanied by an officer of the St ate Drug Control Authority concerned,
to enter with or without prior n oti ce , any premises of Sponsor including their
employees, su bsidia ries and branches , their agents , co n tractors and sub-contract or s
and clinical trial s ite s to inspect, se arch and seize any record , data, document, books ,
investigational drugs, etc . related to clini cal trial and provide adequate replies to any
queries raised by the inspecting au thori ty in relation to the con d u ct of clinical trial.

i) Clinical trial shall be con ducted only at those sites which are institu tes/hosp ital s
h aving adequate eme rge n cy facilities and duly registered Institutional Ethics
committees .

j) The spon sor shall ensure that the number of clin ical tri als an investigator can
undertake should be co m m en su rate with the nature of the trial , facility available with
the Investigator etc . However, under no circumstances the number of trials to be
cond u cted by an In vestigator shou ld be more than three at a time.

k) The details of payment/honorarium/financial support/fee s paid by the Spon so r to the
Investig ator(s) for con du cting the s tu dy shall be mad e available to this directorate
before in iti ation of each of the trial sites.

1) In additi on to the requirement of obtaining written informed con sen t , an audio-vid eo
re cording of the informed consent proces s in ca se of vu ln era ble su b jec ts in clinical trial
of New Chem ical Entity or New Molecular Entity including procedure of provid ing
information to the subject and his understanding on su ch consent. sh al l be
maintained by the in vestigator for record ; provided that in ca se of clin ical trial of anti­
my and anti-leprosy drugs, only audio recording of the informed consent process of
individual su b jec t inclu din g the proced u re of providing information to th e subject and
hi s understanding on such con sen t shall be m aintained by the in vestigator for reco rd,
as per Governmen t of India , Gazett e Notifica tion vide G. S . R. no. 6 11(E) dated
31.07. 201 5 .
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m) Informed Con sen t Documents (ICD) viz. Patient Information Sheet (PIS) and Informed
Consent Form (IeF) complete in all respect as per the requirements specified in
Appendix V of Schedule Y of the Drugs and Cosmetics rules , 1945 must be got
approved from the respective Ethics Committee and submitted to CDSCO before
enrolling first subject at the respective sites.

n) The trial should be completed in at least 400 patients.

Yours faithfully ,

~»-:
(Dr. S. Eswara Reddy)

Drugs Controller General [I)
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