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Diary No: 26027
Date: 13 . 10 .1 7

F. No 12-01/12-DC (Pt-9 Cipla/Pirfenidone)
Government of India

Directorate General of Health Services
Central Drugs Standard Control Organization

FDA Bhawan, New Delhi - 110002 (India)
New Drugs Division

Te1e No.O11-23 23 696 5

Fax. No.O11-2 32 36 97 3

To
Mi s Cipla Limited ,
Mu m b ai Ce ntral,
Mu m bai -40 0 0 0 8

Da!ed: 2.4 , c 1- 2,d8

Sub ject: A Phase IV, Prospect ive, Open Labe l, Non Co m pa rative, M ulticenter Study
w ith 24 weeks of treatment period to assess safety, to le rab ility and efficacy of
Pirfenidone 200 mg oral tablet s in patien ts with Idiopathi c Pulm on ary Fibrosis (l PF)­
regard ing .

Reference: Your app lication di ary n o . 26027 d ated - 13j lO /20170n the subject
mention ed above .

CT NOC No. CT / NDj 11 8/ 20 17

Sir,

Th is Directorate has n o objection to you r cor-ducting the s ubject m entio ned cl inical
tria l as pe r th e p rovisions of Drugs & Cosmetics Rules under s u pe rv is ion of the
followi ng investigato r s a nd a s per the Prot.ocol No: CP/Ol/17,Version 2, dated
07.09.2017 su b mitted to this Directorate .

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

-- -
1. Dr. S. Balamurgan lns trtu tiona l Eth ics Co m m itt ee, SMM CH &

Sri Mu th uku m aran Medical RI, Chikkayapu rarn, Chen nai-6 00069.·
Co llege & Researc h Inst itute, ECR/718/Inst/TN/2015
Chikkarayapu rarn, Ma ngadu,
Chennai-600069

:-fr oRaja Dbar For t is Hos p ita l Ethics Committee .
Fortis Hospital , 730 Anand pur, ECR/ 240/Inst/WB/2013/RR-16
Kolakata-700 107, West Bengal

- -- . ._- -- - - --_.
3 Dr. Ashish Omprakash Goyal Institu vional Ethics Committee of

Oy s te r & Pea rl Hospitals , Oyster & Pearl Hosp ital.
16 71 -75 , Ganeshkhind Road, ECR/71/Inst/MH/2013/RR-16
S hivaji Na ga r , Pu n e -4 11005

..- -- - - - - - -
4 Dr. Aloke Gopal Ghoshal In sti tutional Eth ics Committee at National

National Allergy Asthma Alle rgy Asthma Bronchitis Ins t itu te ,
Bronchit is Institu te , 1 1/ 3 Dr . Biresh Guha St ree t , Ko lkata ,
1 1j 3 Biresh Guha S treet , west Bengal-7000 17 .
Kolkata, west Bengal-700017 . ECR/114/Inst/WB/2013/RR-16

5 Dr. Sulaiman Ladhani In s t itu t ional Ethics Committee, Prince Aly
Pri n ce Aly Kha n Hospital, Khan Hospital, Mazaga on, Mu m b ai-
mazagaon , Mum bai -4 0 00 10 400010

ECR/I00/Inst/MH/2013/RR-16

- _.- --- -_ . . ..- - - --- -
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6 Dr. Paramjyoti Kruparao iNIMS Institutional Ethks Committee,
Gongati Nizam's Institute of Medical Sciences
Nizarrr's Institute of Medical Punjagutta, Hyderabad-500082
Sciences, Dept. of Respiratory i
Medicine, Punjagutta, iECR/303/Inst/AP/2013
Hyderabad-500082 I

7 Dr. Jagdish Rawat i lnstitutional Ethics Committee, Shri Guru
Shri Mahant lndiresh Hospital, iRam Rai Institute of Medical & Health
Industrial Area, Patel Nagar, Sciences, Patel Nagar, Dehradun,
Dehradun, Uttarakhand-24800 1 Utta ra k ha nd -24800 I

ECR/710/Inst/UK/2015

6 Dr. Sandeep Nayar Dr. B. L. Kapur Memorial Hospital Ethics
Dr. B. L. Kapur Memorial Committee, Academic Affairs Research
Hospital, Pusa Road, New Delhi- and Continuing Education
110005, Delhi

ECR/3/BLK/Inst/DL/2013/RR-16

I

Kindly note that the clinical trial permission is subject to the following
Conditions:

a) Clinical trial shall be conducted in compliance with the approved protocols,
requirements of Schedule Y, Good Clinical Practice Guidelines issued by this
Directorate and other applicable regulations .

b) Approval of Institutional Ethics Committee duly registered with CDSCO (under
Rule 122DD of Drugs & Cosmetics Rules) should be obtained and submitted to
this Directorate before initiation of the study .

c) Clinical trials shall be registered at Clinical trials Registry of India before enrolling
the first patient for the study.

d) Annual status report of each clinical trial, as to whether it is ongoing, completed
or terminated, shall be submitted to the Licensing Authority, and in case of
termination of any clinical trial the detai.ed reasons for the same shall be
communicated to the said Licensing Authority .

e) Any report of serious adverse event occurring during clinical trial study to the
subject, after due analysis , shall be forwarded within fourteen days of its
occurrence as 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 the subjects, the applicant
shall provide complete medical 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 shall 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 cluding their employees, subsidiaries and branches,
their agents, contractors and sub-contractors and clinical trial study sites shall
be open to inspection by the officers authorized by the Central Drugs Standard
Control Organization, who may be accompanied by an officer of the State Drug
Control Authority concerned, to verify compliance to the requirements of Schedule
Y, Good Clinical Practices guidelin es for con du c t of clinical trial in India and other
applicable regulations .

h) Th e Sponsor including their employees, subsidiaries and branches , their agents,
contractors and sub-contractors and clinical trial study sites and th e Investigator
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shall a llow officers authorized by the Cen t ra l Drugs Standard Control
Orga n ization , who may be a ccom pan ied by an officer of the State Drug Control
Au thority concerned, to en te r with or witho u t prior notice, any premises of
Sponsor in clu d ing thei r em ployee s , subsidia ries and branches, their a gen ts,
con tractor s and sub-contractors a nd clinical trial sites to inspect, search and seize
any record, data, document , books, Invest igational drugs, e tc. Related to clinical
trial a n d provide adequate replies to a ny queries raised by the inspecting a u th ori ty
in relation to the condu ct of clin ical trial .

i) Clin ica l trial shall be conducted only at those sites wh ich are institutes/hospitals
havin g adequate emergency facilities and duly regi stered by Institutional Ethic s
co m m itt ees .

j) The s ponsor shall ensure that the number of clinical trials an investigator can
undertake should be commensurate with the n a tu re of the trial, facili ty available
with the Investigator et c .

k) The details of payment /honorarium/financIal support /fees paid by the S po n sor to
the Investigator(s) for co n ductin g the study shall be made available to this
directorate before initiation of each of the t ria l s ites .

1) In addition to the requirement of obtainin g \vritten informed consent, an a u d io­
yideo recording of the in formed con s en t process in case of vu ln era ble subjects in
clinical trial of New Ch emica l En ti ty or New Mole cular Entity including procedure
of providing information to th.~ subjec t and hIS understanding on such con s en t ,
shall be maintained bv the in vestigator for record ; provid ed that in case of clinical
tri al of anti-HIV and anti-leprosy drugs, onlv audio recording of the informed
consent process of individual subject in clu d in g the procedure of providing
information to the subject and his understanding on such consent shall be
maintained by the in ve stigator for re cord , as per Government of India, Gazette
Notification vide G. S . R. no. 6ll(El dated 3 1.0 7 .20 15 .

rnJ The formulation intended to be used in the clin ica l trial shall be manufactured
under GMP conditions using validated procedures and shall have ongoing s tab ility
programme.

n] It may kindly be noted that merely granting permission to con d uct clinical trials
with the drug does not conveyor imply that based on the clinical trial d ata
generated with the drug, permission to market this drug in the cou n try will
automatically be granted 10 you

oj Informed Consent Documents (ICD) viz. Pa tient Information Sheet (PIS) and
Informed Consent Form (ICF) com ple te in all respect as per the requirements
specified in Appendix V of Sc hed u le Y of th e Drugs and Cosmetics Rules, 1945
must be got ap proved from the respective Ethics com m ittee and submitted to
CDSCO before enrolling fir st subject at th e respective site .

(Dt. G. N. Singh)
Drugs Controller ,p e n eral (India)
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