To

File No. SND/CT/22/000041
Government of India
Directorate General of Health Services
Central Drugs Standard Control Organisation
(Subsequent New Drugs Division)

FDA Bhawan, Kotla Road,
New Delhi-110002
Dated

M/s. Abbott Healthcare Private Limited, J 1 AUG 20N
Floor 16, Godrej BKC, Plot No. C-68, BKC, Near MCA Club,
Maharashtra (India) — 400051.

Subject: Permission to conduct Phase IV Clinical trial of Triamcinolone Acetonide

Cream 0.1% w/w - A prospective, open label, single arm, multicentric
phase IV clinical trial to evaluate and safety and effectiveness of
triamcinolone acetonide cream USP 0.1% wiw for the relief of
inflammatory and pruritic manifestations of corticosteroid responsive
dermatoses. (Protocol No. TRIA4002, Version: - 1.0, Date: - 17/03/2022) -
Reg.

CT NOC No.: CT/SND/019/2022

Sir,

With reference to your Application Mo, SND/CTO4/FF/2022/32600 dated 22.07-2022
please find enclosed herewith the permission in Form CT-08, CT NOC No
CTISND/019/2022 to conduct the subject mentioned clinical trial under the provisions of
Mew Drugs and Clinical Trial Rules, 2019

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

(i}

(i)

Yours faithfully,

.1II:I II‘ L

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

Conditions of Permission

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, chinical trial at
that site may he initiated after obtaining approval of the protocal from the Ethics
Committee of ancther trial site; or an independent Ethics Committee for climecal
trial constituted in accordance with the provisions of rule 7

Provided that the approving Ethics Committee for clinical tnal 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 bicavailability and bicequivalence centre, as the case may be, shall
be located within the same city or within a radius of 50 kms of the clinical tnal
site;

(i) 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
Autharity prior to seeking approval of another Ethics Committee for the protocol
for conduct of the clinical trial al the same site

{iv) The Central Licencing Authonty shall be informed about the approval granted
by the Ethice Committee within a period of fifteen working days of the grant of
such approval,

{v} Clinical tnal shall be registered with the Clinical Tnal Reaqgistry 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 chnical trial
protocol and other related documents and as per requirements of Good Clinical
Practices Guidelines and the provisions of these rules;

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

(viil) 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,

(i) In case of termination of any clinical tnal 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 occurming during clinical tnal to a subject of
clinical trial, shall, after due analysis, be forwarded lo 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 Rutes, 2019,

(xi) In case of injury dunng clinical tnal to the subject of such tnal, complete medical
management and compensation shall be provided in accordance with the
Chapter V1 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 Autharity in accordance
with the provisions of the said Chapter,

{xi) In case of clinical tnal 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 Cenfral Licencing Authority in accordance with the
provisions of the said Chapter;



{xin)

(I

(xv)

{0vi)

The premises of the sponsor including his representatives and chinical tnal sites,
shall be open for inspection by officers of the Central Licencing Authonty 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, o
inspect, search and seize any record, result, document, investigational product,
related to clinical trial and furnish reply to query raised by the said officer n
relation to chinical tnal;

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,

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;

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 tnal,

(xvii) The sponsor and the investigator shall maintain the data integnty of the data

generated during clinical trial,

{xviii) Informed Consent Documents (ICD) viz. Patient Information Sheet (PIS) and

(xix)

Informed Consent Form (ICF) complete in all respect & must be got approved
from the respective Ethics committee and submitted to CDSCO before enralling
first subject at the respective site

It may kindly be noted that merely granting permission to conduct Chnical trial
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



FORM CT-06
(See rules 22, 25, 26, 29 and 30)

PERMISSION TO CONDUCT CLINICAL TRIAL OF NEW DRUG OR

INVESTIGATIONAL MEW DRUG
CT NOC NO.: CT/SND/019/2022

The Central Licensing Authority hereby permits Mis Abbott Healthcare Private
Limited, Floor 16, Godrej BKC, Plot No. C-68, BKC, Near MCA Club, Maharashtra
(India) — 400051 to conduct clinical trial of the new drug orrvestigational-new-daig as
per Protocol No. TRIA4002, Version: - 1.0, Date: - 17/03/2022 in the below mentioned
chnical trial sites

9 Details of new drug or investigational-new drag’

“Names of the new drug: | Triamcinolone Acetonide Cream 0.1% wiw

Therapeutic class: | Anti-inflammatory - S |
| Dosage form: | Topical Cream _ — .

Compaosition: | Each gm contains:
- Triamcinclone Acetonide ... e dmg
| | Benzyl alcohol (as preservative)........... 2% wiw

Inacreambase. ............ooocceeeiiiiiees 0.5

| Indications: a | inflammatory and pruriic manifestations of coricosteroid
! responsive dermatoses.

Details of clinical trial sites

'Sr. | Name of Principal In vestigator & Ethics Committee Name/ Registration
_No. | Trial sites |.H!Jm.l-f-£_r_____ _______ :
| Dr Surendra Kumar, Ethics Committee,
S.M.S Medical College and Attached Reg. No. ECR/26/1nst/125/2013/RR-19
| Hospitals.  Jaipur,  First  Floor,
1 | Dhanvantn  OPD  Block, SMS.
Hospital, JLN. Marg Jaipur
Rajasthan-302004. |

— B¢ Vahora Roshniben Abdulbhai, | Institutional Human Ethics Committee,
2 | GMERS Medical College Gotn, Gotri | Reg. No. ECR/28/Inst'GJ/2013/RR-28
Road Vadodara Gujarat - 390021
| Dr. Bangaru H, ~ TIEC-MMC and Ri and Associated Hospital.
Mysore Medical College and research Reg. No. ECR/M 34/InstKA2013/RR-18
Institute and Associate Hospitals, Inwin
Road, Mysore, Karnataka — 570001

Dr Kuna Ramadas, Kaminen Institutional Ethics Committee,
4 | Kamineni Hospttals, LB. Nagar Reg No. ECR/158/nst/AP2013/RR-19
Hyderabad Andhra Pradesh — 500068
Or Godse Kiran Vasant, | Institutional Ethics Committee,
Dr. DY. Patl Medical Coliege & Reg. No. ECR/195/InstMH/RR-19
5 | Hospital and Research Centre, The
Chairman, Padamshree Dr. D Y. Fatil
| Medical College & Hospital and




research Centre Plot No. 2, Sector-5,
| Nerul, Navi Mumbai, Maharashtra -
| 400706
| Dr_ Patnala Guru Prasad,
| King George Hospital, Institutional

' IEC King George Hospital
Reg No. ECR/M97/nstKRHZ2013/RR-20

5 | Ethics Committee King George
Hospital Visakhapatnam Andra
Pradesh — 530002
' Dr. Shivaswamy K N, | Ethics Committee, MS Ramaiah Medical
MS Ramaiah Medical College and | College and Hospital,
Hospitals, Ethical review Board MS | Reg. No. ECR/215/Inst/KA2D13/RR-22
i Ramaiah  Medical College and
Hospitals, MS3SR  Nagar MSRIT
Bangalore Kamataka — 560054,
| DrSowmyaCS, KIMS Institutional Ethics Committee.
| Kempegowda Institute of Medical | Reg. No. ECR/216/Kar/Inst/RR-19
| Sciences  (KIMS),  Kempegowda
8 | Insilute of Medical Sciences
Institutional Ethics Committee (KIMS-
IES)  Banashankan, 2™  state,
Bangalore Karnataka — 560070
Dr. Pradyumn Prakash Vaidya, Jahangir Clinical Development Center Pvt,
Jahangir Clinical Development Centre | Lid.,
Pvt., Lid.. Jahangir Hospital, Jahangir | Reg. No. ECR/352/InsttMH/2013/RR-19
g | Clinical Development Centre Pvt. Lid.
Jahangir Hospital premises. 32
sassoon Road, Pune. Maharashtra —
411001
Dr. Hemant Tainikar, Fthics Committee, Dr. DY Patil Vidyapeeth,
Dr. DY, Patil Vidyapeeth, Clo Vice Reg No ECR/361/Inst/MH/2013/RR-20
10 | Chancellor. Dr. D.Y. Patil Vidyapeeth,
Pune, Sant Tukaram MNagar, Pimpn,
Pune, Maharashtra — 411018.
' Dr. Anjeeta Dhawan, ' Maharaja Agrasen Hospital Institutional
» Maharaja Agrasen Hospital, Ethics Committee.
R.No. 614, 6" Floor, West Punjabi | Reg. No. ECR/T45/Inst/DL/2015/RR-21
Bagh, New Delhi — 110026,
' Dr. Palwade Prashant Keshavrao, Ethics Committee of Ishwar Institute of
|shwar Institute of Health Care, 3| Healthcare.
12 Fleor, Plot No. 07, Gut No. 6/1, Beside | Reg. No. ECR/S88/InstMH/2017/RE-20
Panjabi Bhavan Jaysingpura,
Maharashtra — 431002.
Dr. Kakali Mridha, IPGME and Research Oversight Commuittee.
13 IPGME & R S55KM Hospital, 244 | Reg. No. ECRA5/InstWB/Z2013/ER-19

Acharya J C. Bose Road-Kolkata
! West Bengal-70




Dr_Ratan Kumar Singh,
14
Pradesh — 226003 -

1 Dr. Monika M Gowda,

| IEC Charak Hospital and Research Centre

Charak Hospital and Research Centre, Reg. No. ECR/1255Nnst/UP2018
Hardoi Road Dubagga Lucknow, Uttar

15 | Floor 641-17-1-3 Kodigehal Main | Reg. No. ECR/1324/Inst/KA2020

J_Harﬂtaha —_559[192_

Road Sahakarnagar  Bangalore.

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

Place: New Delhi
Date:

1Jb 2022

\ e

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

'iiedstar  Speciality  Hospital  Ethics
Medstar Speciality Hospital, Second Committee.
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