A
¢

{
~ GOVERNMENT OF INDIA

[ —— -

File No CT/25/16-DCG(l) Clinical Trial NOC No: GCT/41/16

19583/21.06.16

Directorate General of Health Services

Central Drugs Standard Control Organization
(Global Clinical Trial Division)
FDA Bhawan, Kotla Road, New Delhi-110002
Te No: 01123236965, Fax: 01123236971
E-mail: dei@nic.in
File No: CT/25/16-DCG (J) Date: D"b\{)\\m\q_

To,
M/s. Eli Lilly and Company (India) Pvt. Ltd.,
Plot No. 92, Sector-32, Gurgaon — 122001, Haryana.

Subject: Permission for conducting a Phase I1I clinical trial titled“A Randomized, Double-Blind, Placebo-
Controlled, Phase 3 Study to Compare NSAI (Anastrozole or Letrozole) plus Abemaciclib, a
CDK4 and CDKG6 Inhibitor, or plus Placebo, and to Compare Fulvestrant plus Abemaciclib or
plus Placebo in Postmenopausal Women with Hormone Receptor-Positive, HER2-Negative
Locoregionally Recurrent or Metastatic Breast Cancer”— regarding,

Reference: Your letter No. LILLY/RA/DCGI/2016/82 dated 16/6/2016 on the subject mentioned above.
Sir,

This Directorate has no objection to your conducting the subject mentioned clinical trial as per the
provisions of Drugs & Cosmetics Rules under supervision of the investigators mentioned below and as per the
Protocol No: I3Y-CR-JPBQ, Dated 28/Jan/2016submitted to this Directorate.

I. Dr. GovindBabu Kanaka Setty, Healthcare Global Enterprises Ltd. (HCG), No. 88, 17 “A” Main 2nd
Cross, 5th Block, Koramangala, Bangalore-560095, Karnataka.

Dr. Nalini Kilara, M.S. Ramaiah Medical College and Hospital MSRIT Post, MSR Nagar, New BEL
Road, Bangalore-560054, Karnataka.

3. Dr. JyotiBajpai, Tata Memorial Hospital Dr. Ernest Borges Marg, Parel(E), Mumbai, Maharashra-
400012,

2.

4. Dr. Shona Nag, Jehangir Clinical Development Centre Pvt, Ltd., Jehangir Hospital Premises, 32 Sassoon
Road, Pune, Maharashtra-411001. :

5. Dr.Chanchal Goswami, MEDICA Super Specialty Hospital, 127,Mukundapur,E.M.Bypass, Kolkata-700099

6.

Dr. Raju Titus Chacko, Department Of Medical Oncology, Christian Medical College, Ida Scudder Road,
Vellore-632004, Tamil Nadu.

Kindly note that the clinical trial permission is subject to the following conditions:
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 applicabie regulations.

b. Approval of the Ethics Committee shall be obtained before initiation of the study.

Clinical trials shall be :'egistel'ed at Clinical trials Registry of India before enrolling the first patient for the
study.

Annual status report of each clinical trial, as to whether it is ongoing, completed or terminated, shall be

submitied to the Licensing Authority, and in case of termination of any clinical trial the detailed reasons
for the same shall be communicated to the said Licensing Authority.
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€. Any report of serious adverse event occurring during clinical trial study to the subject, after due aNa.sis,

shall be forwarded within 14 days of its occurrence as per Appendix XI and in compliance with the
procedures prescribed in Schedule Y.

clinical trial apd provide adequate repl
the conduet of clinical trial,

i. Clinical trial shall be conducted only at those sites which are institutes/hospitals having adequate
tmergency facilities and duly registered Institutionai Ethics committees,

J- The details of bayment/honorarium/financia support/fces paid by the Sponsor to the Investigator(s) for
conducting the study shall be made available to this directorate before initiation of each of the tria] sites,

k. An audio-video tecording of the informed consent process in case of vulnerable subjects in clinical trials
of New Chemical Entity or New Molecular Entity including procedure of providing information to the
subject and his understanding on such consent, shall be maintained by the investigator for record.
Provided that in case of clinical trial of anti-Hjv and anti-Leprosy drugs, only audio recording of the
informed consent process of individyal subject including the procedure of providing information to the
subject and his understanding on such consent shall be maintained by the investigator for record.

convey or imply that based on the clinical trial data generated with the drug, permission to market this
drug in the country will automatically be granted to you,

ours faithfully,

(Dr. G. N. angh)
Drugs Controllef Generai (D
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File No CT/05/16- DCG(l} Clinical Trial NOC No: GCT/45/16

GOVERNMENT OF INDIA 4576/09.02.16
Directorate General of Health Services
Central Drugs Standard Control Ogganization
(Global Clinical Trial Division)
FDA Bhawan, Kotla Road, New Delhi-110002
Tel No: 01123236965, Fax: 01123236971
E-mail: dei@nic.in

File No: CT/05/16-DCG (I) Date: 7 Ib{ Il ";.

To,
M/s.Novo Nordisk India Pvt Ltd.,

Plot no.32, 47-50, EPIP Area, Whitefield,
Bangalore-560066

Subject: Permission for conducting a Phase III clinical trial titled “Lfficacy And Safety Of Faster
Acting Tnsulin Aspart Compared To Novo Rapid® Both in Combination with Insulin
Degludec In children and Adolescents with fype I diabetes.”— regarding.

Reference: Your letter No, NN/RA/SPTP/047 dated 08/02/2016 on the subject mentioned above,

Sir, )

This Directorate has no objection to your conducting the subject mentioned clinical trial as per the
provisions of Drugs & Cosmetics Rules under supervision of the investigators mentioned below and as
per the Protocol No: NN1218-4101 (Version 2), Dated 10/November/2015 submitted to this
Directorate.

1. Dr. ] Prakash, Department of pediatrics, Vani Vilas hospital, Bangalore medical college and
Research Institute, Fort, Bangalore-560002

2. Dr. Shaikh Shehla Sajid Akhtar, Prince Aly Khan Hospital, Aga Hall, Nesbit Road, Mazagaon,
Mumbai 400010. Maharashtra, India

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

4. 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 the Ethics Committee shall be obtained 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
detailed 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 presctibed 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.
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g.

h.,

.

The premises of Sponsor including their employees, subsidiaries and branches, thel age ™,
contractors and sub-contractors and clinical trial study sites shall be open to mspectlon 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 guidelines for conduct of clinical
trial in India and other applicable regulations.

The Sponsor including their employees, subsidiaries and branches, their agents, contractors and
sub-contractors and clinical trial study sites and the Investigator shall allow officers authorized
by the Central Drugs Standard Control Organization, who may be accompanied by an officer of
the State Drug Control Authority concerned, to enter with or without prior notice, any premises
of Sponsor including their employees, subsidiaries and branches, their agents, contractors and
sub-contractors and clinical trial sites to inspect, search and seize any record, data, document,
books, investigational drugs, etc. related to clinical trial and provide adequate replies to any
queries raised by the inspecting authority in relation to the conduct of clinieal trial.

Clinical trial shall be conducted only at those sites which are institutes/hospitals having
adequate emergency facilities and duly registered Institutional Ethics committees.

The details of payment/honorarium/financial support/fees paid by the Sponsor to the
Investigator(s) for conducting the study shall be made available to this directorate before
initiation of each of the trial sites.

An audio-video recording of the informed consent process in case of vulnerable subjects in
clinical trials of New Chemical Entity or New Molecular Entity including procedure of
providing information to the subject and his understanding on such consent, shall be
maintained by the investigator for record. Provided that in casé of clinical trial of anti-HIV and
anti-Leprosy drugs, only audio recording of the informed consent process of individual subject
including the procedure of providing information to the subject and his understanding on such
consent shall be maintained by the investigator for record.

It may kindly be noted that merely granting permission to conduct clinical trials with the drug
does not convey or imply that based on the clinical trial data generated with the drug,
permission to market this drug in the country will automatically be granted to you.

s faithfully,

(Dr.
Drugs Controller

. N, Singh)
eneral (I
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