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To,

M/s Axis Clinicals Limited
1-121/1, Miyapur, Hyderabad-500 049,

Subject: Permission for conducting a clinical endpoint bioequivalence study

Reference: - Your letter no, ACL/SP—OOi/QOlS/O 13 dated 17 Feb 2015 on the subject

Sir,

entitled “A Randomized Double-Masked, Parallel Group, Placebo
Controlled, Multicentric Study to Evaluate the Safety and Efficacy of
Linaclotide Capsules 290 MCG in Subjecis of Irritable Bowel
Syndrome with Constipation [Group-1: Linaclotide Capsules MCG
(Test}, Group II: Linzess® Linaclotide Capsules 290 MCG (Reference)
and Group III : Placeho].”- regarding.

- mentioned above,

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: CR039-14 version 1.0 da.teci
12 Jan 2015 submitted to this Directorate.

1.

2.

3

9.

10.

11.

Dr. Prabhakar, Osmania General Hospital, Dept. of Gastroenterology,
Afzalgunj, Hyderabad-500012,
Dr. Shravan Kumar, Gandhi Hospital, Dept. of Gastroenterology, No. 6-1-34,
Bhoiguda Road, Musheerabad, Secunderabad-500003.
Dr. Gaurav Kumar Gupta, Dept. of Gastroenterology, Sawai Man Singh
Hospital, JLM Marg, Jaipur-302004, Rajasthan.
Dr. Deepak N Amarapurkar, Bombay Hospital & Medical Research Centre,
Room No.5, MRC, 12 New Marine lines, Mumbai- 400020,
Dr. Gopala Krishna Dhali, School of digestive & liver disease, IPGME & R, 244
A, J.C Bose Road, Kolkatta-700020. '
Dr. Abhijit Chandra, Dept. of Gastroenterology, King George’s Medical
University, Lucknow Chowk, Lucknow-226003, UP,
Dr.V.K. Dixit, Dept. of Gastroenterology, Institute of Medical Sciences,
'P anaras Hindu University, Lanka, Varanasi- 221005, UP,

Ji. Hemant Gupta, Samvedna Hospital, 327/88C, Ravindrapud, Varsoasi-
9)10()‘) up,
D, Ashwm Porwal Inamdhar Multispeciality Hospital, Hospital building, $.No
15, Fatima Nagar, Pune-411040, MH-India.
Dr. Manish Bhatnagar, Sterling Hospital, Sterling Hospital Road, Memnagar,
ahmedabad-380 052, Gujarat, India.
Dr. Sanjay Rajput, Kaizen Hospital, 132 ft ring road, Helmet Circle,
Memnagar, Ahmedabad-380052, Gujarat, India.
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12.Dr. Narang Sushil G.lL. SAlL Hospital and Medical Institute, Opposite -

Doordarshan, Drive in Road, Ahmedabad-380054, Gujarat, India,

13.Dr. Kalidas Biswas, Medical College & Hospitals, Kolkatta, MCH Building, 4th

floor 88, College Street, Kolkatta-700073,

14.Dr, Ravi Shankar, Yashoda Hospital, Behind Hari Hara Kala Bhavan, SP Road,

Secunderabad-500003,

15. Dy, SBaumin Shah, Unique Hospital- Multispeciality & Research Institute, Opp.

Kiran Motor, Nr.Canal, Civil Hospital Char Rasta-Sosyo Circle Lane, Off ving
Road, Surat-395002, Gujarat- India,

16. Dr, Pankaj Jain, Sterling Hospital, Opp. Inox, Course Circle (west), Vadodara,

Gujarat, India.

17.Dy. Murali Krishna, Dept. of Gastroenterology, King George Hospital,

Maharanipeta, Visakhapatnam-530002, AP

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

a.,

b.

C.

d.

@

i.

Tlié standard of care should he defined under protocol.
The trial centers should be evenly distributed across the country.

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;

Approval of the Ethics Committee shall be obtained before initiation of the study;

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

“Anmual status report of each ¢linical 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 14 days of its occurrence as
per Appendix XI and in compliance with the procedures prescribed in Schedule
Y;

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;

The premises of Sponsor including their employees, subsidiaries and hranchos,
iheir agents, coniractors and sub-confractors and clinieal fria) study sites shall
be open to inspection by the officers authorized by the Central Divgs 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 othey
applicable regulations;
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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

Authority concerned, to enter with or without prior notice, any premises of
Sponsor including their employees, subsidiaries and branches, theijr agents,
contractors and sub-contractors ancd clinical trial sites to inspect, search and
seize any record, data, document, books, investigational drugs, ete. related to
clinical trial and provide adequate replies to any queries raised by the inspecting
authority in relation to the conduct of clinical trial.

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

comrmittees,

m. 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 maintajned by the investigator for .
record. Provided that in case of clinical trial of anti-HIV and anti-Leprosy drugs,
only audio recording of the _informed. consent. process-of -individual subject

“ineluding “the procedure of providing information to the subject and ' his
understanding on such consent shall be maintained by the investigator for record

0. 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,

Youysifaithfully,

(Dr. GIN. Singh)
Diugs Controller Gendyal {(India)
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