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•
 Government of India
 
Directorate General of Health Services
 

Central Drugs Standard Control Organization 
(New Drugs Division) 

FDA Bhawan, Kotla Road,
 
New Delhi-110002
 
Dated:
 

To o2 JUl 2020 
Mis Pfizer Products India Private Ltd., 
The capital, 1802/1901, plot no.c-70, g block 
Bandra kurla complex, bandra (e), mumbai , 
Maharashtra (India) - 400051 

Subject:	 - A Phase IV, Single-arm study to evaluate the safety of lorlatinib in 
alk inhibitor-treated unresectable advanced and/or recurrent alk­
positive non-small cell lung cancer participants in India" - regarding. 

Sir, 

With reference to your application dated 25.04.2020, please find enclosed herewith 
the permission in Form CT-06, No. CT/ND/55/2020 to conduct the subject mentioned 
clinical trial under the provisions of New Drugs and Clinical Trial Rules. 2019. 

This permission is subject to the conditions, as mentioned below. 

Yours faithfully 

V-w..­
»< 

(Dr. V. G. Somani) 
Central Licensing Authority 

Condition of permission 

(i)	 Clinical trial at each site shall be initiated after approval of the clinical trial
 
protocol and other related documents by the Ethics Committee of that site,
 
registered with the Central Licencing Authority under Rule 8;
 

(ii)	 Where a clinical trial site does not have its own Ethics Committee, clinical
 
trial at that site may be initiated after obtaining approval of the protocol from
 
the Ethics Committee of another trial site; or an independent Ethics
 
Committee for clinical trial constituted in accordance with the provisions of
 
Rule 7:
 

Provided that the approving Ethics Committee for clinical trial shall in
 
such case be responsible for the study at the trial site or the centre, as the
 
case may be:
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Provided further that the approving Ethics Committee and the clinical 

trial site or the bioavailability and bioequivalence centre, as the case may be, 
shall be located within the same city or within a radius of 50 kms of the 
clinical trial site; 

(iii)	 In case an ethics committee of a clinical trial site rejects the approval of the 
protocol, the details of the same shall be submitted to the Central Licensing 
Authority prior to seeking approval of another Ethics Committee for the 
protocol for conduct of the clinical trial at the same site; 

(iv)	 The Central Licencing Authority shall be informed about the approval 
granted by the Ethics Committee within a period of fifteen, working days of 
the grant of such approval; 

(v)	 Clinical 'trial shall be registered with the Clinical Trial Registry of India 
maintained by the Indian Council of Medical Research before enrolling the 
first subject for the trial; 

(vi)	 Clinical trial shall be conducted in accordance with the approved clinical trial 
protocol and other related documents and as per requirements of Good 
Clinical Practices Guidelines and the provisions of these rules; 

(vii)	 Status of enrolment of the trial subjects shall be submitted to the Central 
Licencing Authority on quarterly basis or as appropriate as per the duration 
of treatment in accordance with the approved clinical trial protocol, whichever 
is earlier; 

(viii)	 Six monthly status report of each clinical trial, as to whether it is ongoing, 
completed or terminated, shall be submitted to the Central Licencing 
Authority; 

(ix)	 In case of termination of any clinical trial the detailed reasons for such 
termination shall be communicated to the Central Licencing Authority within 
thirty working days of such termination; 

(x)	 Any report of serious adverse event occurring during clinical trial to a subject 
of clinical trial, shall, after due analysis, be forwarded to the Central 
Licencing Authority, the chairperson of the Ethics Committee and the 
institute where the trial has been conducted within fourteen days of its 
occurrence as per Table 5 of the Third Schedule and in compliance with the 
procedures as specified in Chapter VI of the New Drugs and Clinical Trials 
Rules, 2019; 

(Xi)	 In case of injury during clinical trial to the SUbject of such trial, complete 
medical management and compensation shall be provided in accordance 
with the Chapter VI of the said Rules and details of compensation provided 
in such cases shall be intimated to the Central Licencing Authority within" 
thirty working days of the receipt of order issued by Central Licencing 
Authority in accordance with the provisions of the said Chapter; 

(xii)	 In case of clinical trial related death or permanent disability of any subject of 
such trial during the trial, compensation shall be provided in accordance with 
the Chapter VI and details of compensation provided in such cases shall be 
intimated to the Central Licencing Authority within thirty working days of, 
receipt of the order issued by the Central Licencing Authority in accordance 
with the provisions of the said Chapter; 
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(xiii)	 The premises of the sponsor including his representatives and clinical trial 
sites, shall be open for inspection by officers of the Central Licencing 

•	 Authority who may be accompanied by officers of the State Licencing 
Authority or outside experts as authorized by the Central Licencing Authority, 
to verify compliance of the requirements of these rules and Good Clinical 
Practices Guidelines, to inspect, search and seize any record, result, 
document, investigational product, related to clinical trial and furnish reply to 
query raised by the said officer in relation to clinical trial; 

(xiv)	 Where the New Drug or Investigational New Drug is found to be useful in 
clinical development, the sponsor shall submit an application to the Central 
Licencing Authority for permission to import or manufacture for sale or for 
distribution of new drug in India, in accordance with Chapter X of these rules, 
unless otherwise justified; 

(xv)	 The Laboratory owned by any person or a company or any other legal entity 
and utilized by that person to whom permission for clinical trial has been 
granted used for research and development, shall be deemed to be 
registered with the Central Licensing Authority and may be used for test or 
analysis of any drug for and on behalf of Central Licensing Authority; 

(XVi)	 The Central Licencing Authority may, if considered necessary, impose any 
other condition in writing with justification, in respect of specific clinical trials, 
regarding the objective, design, subject population, subject eligibility, 
assessment, conduct and treatment of such specific clinical trial; 

(xvii) The sponsor and the investigator shall maintain the data integrity of the data 
generated during clinical trial. 

(xviii) Informed Consent Documents (ICD) viz. Patient Information Sheet (PIS) and 
Informed Consent Form (ICF) complete in all respect & must be got 
approved from the respective Ethics committee and submitted to CDSCO 
before enrolling first subject at the respective site. 

(xix) The firm should submit results of the phase IV clinical trial within 2 
years to CDSCO for review. 
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•	 FORM CT-06 
(See rules 22, 25, 26, 29 and 30) 

PERMISSION TO CONDUCT CLINICAL TRIAL OF NEW DRUG OR INVESTIGATIONAL
 
NEW DRUG
 

Number of the permission and date of issue CT/ND/55/2020 dated	 _ 

1.	 The Central Licensing Authority hereby permits Mis Pfizer Products India Private 
Limited, The Capital 1802/1901 Plot No. C-70 G Block Bandra Kurla Complex 
Bandra-East Mumbai City (India) - 400051 to conduct clinical trial of the new drug 
as per 87461030, Version -final, 30-03-2020 in the below mentioned clinical trials 
sites. 

2.	 Details of new drug or investigational new drug and clinical trial sites: ­

, 
Names of the new drug or i Lorlatinib tablet 25rmg 
investigational new drug: 
~-

Therapeutic class:
 

Dosage form:
 

Composition:
 

Indications 

Anticancer 

Tablet 

Each Tablets Contains 
Lorlatinib ..........25mg. 
For the treatment of ALK fusion gene-positive 
unresectable advanced and/or recurrent non­
small cell lung CCi ncer with resistance or 
intolerance to ALK tyrosine kinase inhibitor(s) 

Details of clinical trial site _~--J 
---- ­ ----~-~----

SI Name and Address of Site csName of Ethi Committee and 
No. Designation address with Ethics Committee 

oregistration t'I 
---- ­

01 Dr Chanchal Medica Superspecialty ch Ethics Clinical Resear 
Goswam Hospital,127, Mukundapur, Committee 

E.M. Bypass, Kolkata West 
Bengal-700099 

02 Dr Shailesh Apex Well ness Hospital, italShatabdi Host Shatabdi 
Arjun Survey, No. 799, Plot No. y Hospital Superspecialit 
Bondarde 187, Behind Prakash Petrol 

pump Govind Nagar 
Maharashtra - 422009 

03 Dr Tushar Sahyadri Super Speciality tals Limited ethics Sahyadri hospi 
Vishwasrao Hospital, 30-C, Erandwane, committee 
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Patil 

Dr Vineet 
Govinda Gupta 

Karve Road Pune 
Maharashtra - 411004 

04 Artemis Hospital,Sector 51 
Gurugram Haryana - 122001 

Artemis Health Sciences IEC 

05 Dr Nirrnal Vivek 
Rau 

Bhaktivedanta Hospital and 
Research Institute, Srishti 

.Complex, Bhaktivedanta 
Swami Marg, Mira Road East, 
, Thane Thane Maharashtra -
401107 

Bhaktivedanta Hospital Ethics 
Committee 

3.. This permission is subject to the conditions prescribed in part A of Chapter V of the New 
Drugs and Clinical Trials Rules, 2019 under the Drugs and Cosmetics Act, 1940. 

~~"" . r­

(Dr. V. G. Somani) 
Central Licensing Authority 
Stamp 

Dr. V. G. SOMANI New Delhi 
Drugs Controller General (India) 
Dte. General of Health Services Date: :. 

Ministry of Health and Family VJt'ifare
 
FDA Shawano Kotta Road, 1.1.0.
 

New Delhi-110002
o2 JUL. 2020 \ ..~ ...~ -­
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