File No. CT/25/23-DCG(D)

1)

3)

4)

GOVERNMENT OF INDIA
CENTRAL DRUGS STANDARD CONTROL
ORGANISATION (Headquarter)
(Directorate General of Health Services)

Ministry of Health & Family Welfare
FDA Bhavan, Kotla Road,
New Delhi — 110002

Phone No.: 91-11-23216367
Fax No.: 91-11-23236973
E-Mail : dci@nic.in

File No. CT/23/000025

To,
M/s Labcorp Drug Development India Private Limited,
Building No. 1, Unit No. 601, Raheja Mindspace,
Plot Nos. Gen/2/1/D, E&F at MIDCTTC Industrial Area,
Shiravane, Nerul, Navi Mumbai, Maharashtra (India) - 400706.

Sir,

With reference to your application No. GCT/CT04/FF/2023/36553 (GCT/25/23) dated
16-03-2023, please find enclosed herewith the permission in Form CT-06 for conduct of
Phase Il clinical trial titled, “CAMBRIA-1: A Phase lll, Open-Label, Randomised Study
to Assess the Efficacy and Safety of Extended Therapy with Camizestrant
(AZD9833, a Next Generation, Oral Selective Estrogen Receptor Degrader) versus
Standard Endocrine Therapy (Aromatase Inhibitor or Tamoxifen) in Patients with
ER+/HER2- Early Breast Cancer and an Intermediate or High Risk of Recurrence
Who Have Completed Definitive Locoregional Therapy and at Least 2 Years of
Standard Adjuvant Endocrine-Based Therapy Without Disease Recurrence”
Protocol No.: D8531C00002 Global Amendment 1, Version No. 2.0 dated 14-DEC-
2022 with a total of up-to 90 subjects from India under the provisions of New Drugs
and Clinical Trial Rules, 2019.

The permission granted by the Central Licensing Authority to conduct clinical trial shall
be subject to following conditions, namely:-

Heart rate shall be continuously monitored rather than once in two months;
SOP for proper management of bradycardia shall be mentioned in the study
protocol;
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;
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:

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;
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5) 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;

6) 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;

7) 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;

8) 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;

9) 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;

10) 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 electronically in the
SUGAM portal;

11) 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;

12) 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,

13) In case of injury during clinical trial to the subject of such trial, complete medical
management and compensation shall be provided in accordance with Chapter VI 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;

14) 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 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;

15) 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
authorised 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;

16) 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;

17) The laboratory owned by any person or a company or any other legal entity and utilised
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;

18) 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;
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19) The sponsor and the investigator shall maintain the data integrity of the data generated
during clinical trial.

20) Merely granting permission to conduct the clinical trial with the Investigational Drug
Product does not convey or imply that, based on the clinical trial study data generated
with the investigational drug, permission to market this drug in the country will
automatically be granted to you,

21) The permission to initiate clinical trial granted under rule 22 in form CT-06 or automatic
approval under rule 23 in Form CT 4A shall remain valid for a period of two years from
the date of its issue, unless extended by the Central Licencing Authority.

Digitally signed by RAJEEV SINGH RAGHUVANSHI
RAJ E EV Sl N G H DN: c=IN, 0=CENTRAL DRUGS STANDARD

CONTROL ORGANIZATION, 0u=RAJEEV SINGH

RAGHUYANSHI, .

25 YOS Faithfulyo
R AG H U V A N S 69041015a06564fe67f54b765db1ch,

postalCode=600034, st=TAMIL NADU,

serialNumber=657F5E47D940985D8F03BDCI02D
H I OE1FE73CFAT2A1A126EA94FA5701124A19013,

cn=RAJEEV SINGH RAGHUVANSHI
Date: 2023.12.14 10:28:13 +05'30"

(Dr. Rajeev Singh Raghuvanshi)
Drugs Controller General (India) &
Central Licencing Authority
Stamp
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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

1. The Central Licensing Authority hereby permits M/s Labcorp Drug Development India
Pvt.Itd., Building no 1, Unit no 601, Raheja Mindspace Plot nos Gen/2/1D/E/F, MIDCTTC
Industrial Area, Shiravane Thane (India) - 400706 to conduct clinical trial of the new drug or
investigational new drug as per Protocol No.: D8531C00002 Global Amendment 1, Version
No. 2.0 dated 14-DEC-2022 in the below mentioned clinical trial sites [As per Annexure].-

2. Details of new drug or investigational new drug and clinical trial site [As per Annexure].

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.

Place: New Delhi
Date

RAJEEV SINGH
RAGHUVANS
HI

Digitally signed by RAJEEV SINGH RAGHUVANSHI
DN: c=IN, o=CENTRAL DRUGS STANDARD
CONTROL ORGANIZATION, ou=RAJEEV SINGH
RAGHUVANSHI,
2.5.4.20=80c62f6a23e4eafbe8a239774cdeb03c27
69041015a06564fe67f54b765db1cb,
postalCode=600034, st=TAMIL NADU,
serialNumber=657F5E47D940985D8F03BDC902D
OE1FE73CFA12A1A126EA94FA5701124A19013,
cn=RAJEEV SINGH RAGHUVANSHI

Date: 2023.12.14 10:28:22 +05'30'

(Dr. Rajeev Singh Raghuvanshi)
Drugs Controller General (India) &
Central Licencing Authority

Stamp

Note: The permission to initiate clinical trial granted under rule 22 in form CT-06 shall
remain valid for a period of two years from the date of its issue, unless extended by the
Central Licencing Authority.

Annexure:

Details of new drug or investigational new drug:

Names of the
new drug or
investigational
new drug

Camizestrant

Therapeutic Anticancer
class:
Dosage form: | Tablets

Composition:

Camizestrant = 75.0000 milligram (mg) In House Specification Active

Indications:

Breast Cancer
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Annexure:

Details of clinical trial site:

S. No. [ Name and address of Ethics Committee Details Name of
clinical trial site Investigator
1. Tata Memorial Hospital, | Tata Memorial Hospital | Dr. Jyoti Bajpai
Homi Babha Building, Dr | Institutional Ethics Committee
Ernest Borges Rd, Parel||EC | and IEC Il Address: IRB
East,  Parel,  Mumbai, | office, Main Building 3rd Floor,
Maharashtra 400012 Tata Memorial Hospital, Parel,
Mumbai400012
IEC Ill Address: Paymaster
Shodhika, 3rd Floor, ACTREC,
Kharghar, Navi Mumbai,
Maharashtra 410210
IEC-I:
ECR/170/Inst/MH/2013/RR-22
IEC-II:
ECR/414/Inst/MH/2013/RR-19
IEC-III:
ECR/149/Inst/MH/2013/RR-I9
2. BLK-MAX Super Speciality | Ethics Committee Institutional | Dr. Chandragouda
Hospital, Pusa Road, New | Review Board: The Chairman \ | Dodagoudar
Delhi-l1 10005 Member  Secretary, Ethics
Committee, Dr. B. L. Kapur
Memorial Hospital, Pusa Road,
New Delhi- | 10005
ECR/3/BLK/Inst/DL/2013/RR-19
3. Department of  Medical | NIMS-Institutional Ethics | Dr. Meher Lakshmi
Oncology, Nizam's Institute | Committee (NIEC), SRC, 2ND | Konatam
of Medical Sciences, | Floor, Old Building, Nizam 's
Panjagutta, Hyderabad, | Institute of Medical Sciences,
Telangana -500082 Panjagutta, Hyderabad,
Telangana, India-500082.
ECR/303/Inst/AP/2013/RR-19
4. Grant Medical Foundation | Institutional Ethics Committee | Dr. Sadanand
Ruby Hall Clinic 40, | Poona Medical Research | Madhav Karandikar
Sassoon  Road, Pune- | Foundation, | E4 - C to E4-F, 4"
411001 Maharashtra, India | Floor, Fifth, Avenue,
Condominium Dhole Patil
Road, Pune - 411001,

Maharashtra, India

ECR/24/Inst/MH/2013/RR-22
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5. Fortis Hospital Ltd, 154/9, | Fortis Hospital Ethics | Dr. Viveka B K
Bannerghatta Road, Opp to | Committee, 154/9, Bannerghatta
[IM-B, Bangalore-560076 Road, Opp to 1IM-B, Bangalore-
560076
ECR/378/Inst/KA/2013/RR-19
6. KLEs Dr Prabhakar Kore | Institutional Ethics Committee, | Dr. Rohan Bhise
Hospital & MRC, Nehru | KLE University, KLE University
Nagar, Belagavi-590010. KLE Dr. PK Hospital And MRC,
Nehru Nagar Belagauvi,
Karnataka-590010
ECR/211/Inst/KA/2013/RR-19
7. | Apex Wellness Hospital, [ Ethics Committee Institutional | Dr. Shailesh
Survey No. 799, Plot No. | Review Board, Apex Wellness | Bondarde
187, Behind Prakash petrol | Ethics Committee, c/o Apex
Pump, Nashik-422009, | Wellness Hospital, 799, Plot No.
Maharashtra 187, Behind Prakash petrol
Pump, Nashik-422009,
Maharashtra
ECR/1500/Inst/MH/2021
8. Tata Medical Center - 14 | Institutional Review Board-Tata | Dr. Sanjoy
MAR (EW) Raiarhat. | Medical Center, 14 Major | Chatterjee
Newtown Kolkata-700160 Arterial Road (EW) Newtown
Rajarhat Kolkata - 700.160,
India
ECR/269/Inst/WB/2013/RR-19
9. Indraprastha Apollo | Institutional Ethics Committee - | Dr. Pratap Kishore
Hospital, Sarita  Vihar, | Clinical Studies, Indraprastha | Das
Mathura Road, New Delhi- | Apollo Hospital, Sarita Vihar,
110076 Mathura Road, New Delhi-
110076
ECR/5/Inst/DL/2013/RR-19
10. | Rajiv Gandhi Cancer | Institutional Review Board, Raijiv | Dr. D.C. Doval
Institute and  Research [ Gandhi Cancer Institute and
Centre, Sector- 5, Rohini, | Research Centre, Sector 5,
New Delhi -110085 Rohini, New Delhi — 110085
ECR/10/Inst/DC/2013/RR-19
11. [HCG NMR Curie Centre of | Institutional Ethics Committee | Dr. Vishal Kulkarni
Oncology, T.B. Road, Near | HCG NMR Curie Centre of
Revankar motors, | Oncology, TB Road, Near
Deshpande Nagar, Hubli - | Revankar Kalyana Mantap,
580029, Karnataka, India. Deshpande Nagar, Hubli -

580029, Karnataka, India

ECR/928/Inst/KA/2017/RR-20
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12.

Bhaktivedanta Hospital &
Research Institute, -Srishti
Complex, Bhaktivedanta
Swami Marg, Mira Road
East, 401 107, Thane,
Maharashtra

Institutional Review  Board
Bhaktivedanta Hospital Ethics
Committee, Bhaktivedanta HEC
office, 6th floor, Bhaktivedanta
Hospital & Research Institute,
Srishti Complex, Bhaktivedanta
Swami Marg, Opp ISKON
Temple, Mira Road ( E), Thane -
401107 ,Maharashtra India

ECR/396 Inst/MH/2013/RR-19

Dr. Nirmal Raut

13.

Cancer and
Superspeciality Centre,
Mahatma Gandhi Medical
College and Hospital, A unit
of Mahatma Gandhi
University of Medical
Sciences and Technology,
RIICO Institutional Area,
Sitapura, Tonk road, Jaipur-
302022

Sri Ram

Institutional Ethics Committee,
Mahatma Gandhi University of
Medical Sciences and
Technology

ECR/125/Inst/RJ/2013/RR-19

Dr. Lalit Mohan
Sharma

14.

HealthCare Global
Enterprises Limited, HCG
Towers, #8, P. Kalinga Rao
Road, Sampangi Ram
Nagar, Bangalore-560027

HCG-Central Ethics Committee,
HCG Towers, #8, P. Kalinga
Rao Road, Sampangi Ram
Nagar, Bangalore-560027

ECR/386/Inst/KA/2013/RR-19

Dr. Satheesh C T

15.

All India Institute of Medical
Sciences, Sijua, Patrapada,
Bhubaneswar-751019,
Odisha, India

Institutional Ethics Committee,
AIIMS, Sijua, Patrapada,
Bhubaneswar, Odisha-751019,
India

ECR/534/Inst/OD/2014/RR-20

Dr. Saroj Kumar
Das Majumdar

16.

IPGME&R
Hospital,

and SSKM
244, AJC Bose
Road, Bhowanipore,
Kolkata, West Bengal -
700020, India

IPGME&R Research Oversight
Committee, IPGME&R and
SSKM Hospital, 244, AJC Bose
Road, Bhowanipore, Kolkata,
West Bengal- 700020, India

ECR/35/Inst/WB/2013/RR-19

Dr. Koushik
Chatterjee

17.

Sahyadri Super Speciality
Hospital, Hadapsar, Sr. No.
63, Bhosale Nagar,
Hadapsar 411028, Pune,
Maharashtra, India

Sahyadri Hospitals PVT Ltd.
Ethics Committee, Sahyadri
Clinical Research and
Development Center, 33/34b,
Makarand Bhave path, Karve
road, Pune-411004,
Maharashtra, India

ECR/493/INST/MH/2013/RR-19

Dr. Shona Nag
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18.

Omega Hospital, Plot no:4,
Chinagadili, Arilova,
Hanumanthawaka,
Visakhapatnam-530040

Institutional Ethics Committee,
Omega Hospital, Institutional.
Review Board

ECR/1485/Inst/ AP/2020

Dr. Bellala Ravi
Shankar

19.

Arihant Multispeciality
Hospital, Baidyanath Sqr,
opp. capitol heights, opp.
VRmall Nagpur - 440026,
Maharashtra

Triveni  Polyclinic Institutional
Ethics  Committee, Triveni
Polyclinic, 101, First Floor,
Shreejee Krupa Appartment,
Near Wardhman Nagar Petrol
Pump, Nagpur-440008,

Maharashtra, India

ECR/1402/Inst/MH/2020

Dr. Shriram B. Kane
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