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25260/13.06.14

GOVERNMENT OF INDIA
Directorate General of Health Services
Central Drugs Standard Control Organization
- Office of Drugs Controller General (India)
. (Global Clinjcal Trial Division)
- FDA Bhawan, Kotla Road, New Delhi-1 10002
Te:No: 01123236965, Fax: 01 123236971
P E-mail: dci@nic.in

othy

- Plle No: CP/89/18=DCG () T T

TO, . :
M/s Eli Lilly and Company (India) Put. Lid.,
Plot No. 92, Sector — 32 :

Gyrgaon -, 122001. S

Subject: Permission for édhducting' a Phase III clinical trial entitled “A phase

3, multicenter study to evaluate the Iong—term safety and efficacy of
baricitinib in patients with rheuniatoid arthritis”- regarding.

Clinical Trial NOC No.:- GCT/44/14

Reference: -Your letter no. LILLY/RA/DCGI/2014 / 106 dated 13 Jun 2014 on the
' ~ subject mentioned above. _ .

Sir, ‘ ‘ o
- 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 following investigators and as per the Protocol No: I4V-MC-JADY(c) dated 31
May 2013 submitted to this Directorate, SRR ' ' '

1. Dr. Milind Nadkar, Seth GS Medical College and KEM Hospital, Acharya
Donde Marg, Parel, Mumbai — 4000 12,

2. Dr. Jyotsana Oak, Kokilaben Dhirubhai - Ambani *Hospital & Medical
" Research Institute — Mumbai — 400053 - -

3. Dr. Vineeta Shobha, St. John's Medical Coliege & Hospital, Sarjapur Rbad,
Bangalore - 560034 o - o

4. Dr. Reena Sharnia, Shalby Hospital, Clinical Research Dept, 9th Floor, Opp.
Karnavati Club, SG Highway, Ahmedabad - 380015,

5. Dr. Padmanabha Shenoy D, Amrita Institute of Medical Sciences and
Research Centre, AIMS Ponekkara Post, Kochi, Kerala — 682041,

6. Dr. Alakendu Ghosh, Institute of Postgraduate Medical Education and
Research, 244, AJC Bose Road, Ronald Ross Building, 4th Fioor, Room

Number -~ 7, Kolkata.

7. Dr. Sarath Chandra Mouli Veeravalli, Dept. of Rheumatology, KIMS Hospital,
#1-8-31/1, Ministers Road, Secunderabad-500003,
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8. Dr. Sarvajeet Pal, Sumana Hoépital, Plot Number: 687,688,
Vivekanandnagar Colony, Kukatpally, Hyderabad — 500072.

9. Dr. Rajiva Gupta, Department of Rheumatology and Clinical Immunology,
Medanta The Medicity, Sector 38, Gurgaon, Haryana 12_2,00 1.

10.Dr. Sundeep Kumar Upa_dhyayé, Dej)értment-of Rheumatology, Indraprastha
Apollo Hospitals, SaritaVihar, Delhi-Mathura Road, New Delhi 110076.

11.Dr, Surendra U kamath, Manipal Centre for Clinical Research, 7th.Floor, K-

~ M C Hospital, Attavar, Mangalore — 575003,

12.Dr. Shyamasish Bandhoypadhya, Apollo Gleneagles Hospitals, 58 Canal
Circular Road, Kolkata 700054, IR P

13.Dr. Jugal Kishore Kadel, Gurunanak CARE Hospital, 1-4-908/7/1,
Bakaram, Musheerabad Main Road, Musheerabad, Hyderabad 500020,
Andhra Pradesh, . L A

14.Dr. Avinash Aggai'tVél,L_ Shri

\ _ _ Nxdan H03p1tal and Hope Fertility' Centre, 27
Vidhut Nagar-A, Ajmer Road, Jaipur 302 006, Rajasthan, _ ,

15.Dr. Naresh Shetty, M S Ramaiah Medical College & Hospital, New BEL Road,
MSRIT Post, Bangalore — 560054,

16.Dr. Lalit Duggal; Departmeit’ of Rhéumatology, Sir Ganga Ram Hospital

Rajinder Nagar, New Dethi 110060,

17.Dr Able Lawrence, Department of Clinical Immunology, Sanjay Gandhi Post
Graduate Institt;te,'Raibarely Road,; Lucknow, Uttar Pradesh. ‘

18.Dr. Piyush Parikh, AMC MET Medical College and Seth LG General Hospital,
Rambag, Maninagar, Ahmedabad - 380008, Gujarat, '

19.Dbr. D C Sundaresh, M S Ramaiah Medical College & Hospital, New BEL
Road, MSRIT Post, Bangalore.— 560054, : ’ ' -

20.Dr. Siddhattha Das, Professor and Head, Department of Rheumatology, King
George Medical College ~ Lucknow — 226003, Uttar Pradesh.

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

a. The extended lipid profile monitoring shall be done every three months till
the study ends. e R

b. Clinical trial shall be céndﬁcted in compliance with the approved protocols, -

requirements of Schedule Y, Good Clinical Practice Guidelines issued by this
Directorate and other applicable regulations; o

C. Approval of the Ethics Committee shall be obtained before initiation of the
study; - : _ .

d. Clinical trials shall be registered at Clinical trials Registry of India before

enrolling the first patient for the study;’
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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;

Any report of serious adverse event occurring during clinical trial study to the
subject, after due analysis, shall be forwarded within ten days of its occurrence
as per Appendix Xl and in compliance. with the procedures prescribed in
Schedule Y; ' : '

In case of an 1rguryordeath 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;

. The premises of Sponsor including 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 guidelines for conduct of clinical tria! in
India and other applicable regulations;

‘ The Sponsor incfuding their employees, subsidiaries and branches, their agents,

contractors and sub-contractors and clinical trial study sites and the
Investigator shall allow officers authorized by thé Central Drugs Standard
Control Organization, who may be accompanied by an officer of the State Drug
Conftrol 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 clinical 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 sponsor shall ensure that the number of clinical trials an investigator can
undertake should be commensurate with the nature of the trial, facility available
with the Investigator etc. However, under no circumstances the number of trials
should be more than three at a time.

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

. You are also informed that audio visual recording of the informed consent

process of each trial subject, including the procedure of providing information to
the subject and his/her understanding on such consent is required to be done
duly adhering to the principles of confidentiality. Such audio-visual recording
and related documentation shall be preserved. All the sponsors /investigators
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/institutes/Organizations and other stake holders involved in conduct of clinical
_ trials in the country are hereby directed to adhere to the above requirement of
audio-visual recording of informed consent process of trial subjects with

immediate effect. ‘

n. 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.

Yourg faithfully,

~ Drugs Controller Genepral (India)
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