To

File No. SND/CT/22/000021
Government of India
Directorate General of Health Services
Central Drugs Standard Control Organisation
(Subsequent New Drugs Division)

FDA Bhawan, Kotla Road,

Mew Delm-110002
Dated:

12 AUG 2007

M/s. Gufic Biosciences Limited,
§.M. House, 11 Sahakar Road,
Vile Parle East Mumbai — 400057.

Subject: Permission to conduct Phase Il Clinical trial of Thymosin Alpha 1 for

injection 1.6mg - A Double blind, Randomized, Placebo Controlled, Multi-
centre, Two-Arm, Phase-lll Clinical Trial Study to Evaluate the efficacy and
safety of Thymosin akfa-1 (Ta-1) as an add-on treatment to existing
Standard of Care Treatment in Sepsis Patients (Protocol No.
GB THY 0002_22, version: 02, date: 09.05.2022) - Reg.

CT NOC No.: CT/SND/017/2022

Sir,

With reference to your Application No SND/CTO4/FF/2022/31237 dated 05-04-2022
please find enclosed herewith the permission in Form CT-06, CT NOC No.
CTISNDI017/2022 to conduct the subject mentioned clinical trial under the provisions of
New Drugs and Clinical Trial Rules, 2018

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

-I.I .
|| Wi

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

Conditions of Permission

Clinical trial at each site shall be initiated after approval of the clinical tnial
nrotocol and ather 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 Fi e
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
e
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Provided further that the approving Ethics Committee and the chinical 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 « al
site;

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 fo seeking approval of another Ethics Committee for the protocol
for conduct of the clinical trial at the same site,

The Central Licencing Authaority shall be informed about the approval granted
by the Ethics Committee within a period of fifteen waorking days of the grant of
such approval,

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 tnal;

Clinical trial shall be conducted in accordance with the approved clinical tnial
pretocol and other related documents and as per requirements of Good Clinical
Practices Guidelines and the provisions of these rules,

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 s
earlier,

Six monthly status report of each clinical trial, as to whether it 18 ongoing,
completed or terminated, shall be submitted to the Central Licencing Authorty
electromcally in the SUGAM paortal;

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

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 V| of the New Drugs and Clinical Trials Rules, 2019,

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,

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 Authorty within thirty working days of receipt
of the order issued by the Central Licencing Authonty in accordance with the
provisions of the said Chapter;
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The premises of the sponsor including s representatives and clinical trial sites,
shall be open for inspection by officers of the Central Licencing Authorty 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 n
relation to clinical trial,

Where the New Drug or Investigational New Drug 1s found to be useful in clinical
development. the sponsor shall submit an application to the Central Licencing
Authority far 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 Authonty;

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 inveshgator <hall maintain the data integrity of the data

generated during clinical trial,

(xwiii) Informed Consent Documents (ICD) wiz. Patient Information Sheet (PIS) and

{xix)

(0]

Informed Gonsent Form (ICF) complete in all respect & must be got approved
from the respective Ethics committee and submitted to COSCO before enrolling
first subject at the respective site.

It may kindly be noted that merely granting permission to conduct Clinical 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.

Should submit the details of safety management plan for SAEs both
expected and unexpected during the study to CDSCO before initiation of
the study.



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

PERMISSION TO CONDUCT CLINICAL TRIAL OF NEW DRUG OR
INH-ESTIG#‘FQHAL—HEW—URUG

BV ES et PRelIRre PR="" ————=

T NOC NO.: CTISND/017/2022

The Central Licensing Authority hereby pemmits M/s Gufic Biosciences Limited, S.M.
House, 11 Sahakar Road, Vile Parle East Mumbai - 400057 to conduct clinical trial of
the new drug or_investigational-new-drug as per Protocol No. GB_THY_0002_22,
version: 02, date: 09.05.2022 in the below mentioned clinical tnal sites.

9 Details of new drug or #vest

_Names of the new drug: | Thymosin Alpha-1 for Injection 1.6mg S
| Therapeutic class. | immune-modulating age R — = :
_Dosage form: njection - ]
| Composition: Each vial contains

Thymaosin Alpha -1..... l.Bmg |

I Exciplents TR « & 3
ilry_:iina_ﬂﬂ_ns: B ':'Sepﬁ'[é_ = "'_ "'_ ' : = _|
| Details of clinical trial sites ‘
Sr. | Name of Principal  Investigator & Trial | Ethics Committee Name/ Registration

| No. | sites Number |

' _| Dr. Pawan Kumar Singh, |_E:st|tu_t'i5naﬁ5_t'h155_ Committee,
: Pandit Bhagwat Dayal Sharma Post Graduate | PT B.D Sharma post Graduate institute of
| Institute of Medical Sciences, Medical Road, Medical Scinece. |

| moiak toryang 124001, | Reg. No. ECRI293/InstHREOISRECC
| Or. Yandrapati Gnana Sundara Raju, IEC King George hospital
| KGH Down Road, Opp KGH OF Gats, kinggesrgehospital maharanipeta
2 | Maharam Peta, Visakhapatnam, ~Andhara collectorofficejunction visakhapatnam

| Pradesh - 530002 | visakhapatnam Andhra Pradesh
| Reg No_ECR/97/InstKGH/2013RR-20 |

| I"Dr. Amnta Gupta,

| institutional Ethics Committee,
oM Medical College. Near Central Library

& N Medical College Raja mandi MNear

| Moti Katra. Mantola, Agra, U P - 282003 | Agra Coliege Agra Central Liprary. maoti
3 | Katra Mantola Agra Utlar F'radeﬁha|
| 282003,
L | | g, No. ECRI4DNSUUPRO0
Dr. Chandrasekhar Valupadas, 1Hakati.ya institutional  ethics  commitiee
| | Mahatma Gandhi Medorial Hospital {MGM), kakatiya medical college sSvp road |
4 |Ehemura,Warangal Teiangana-ﬁﬂﬁﬂuz rangampel  street warangal uman|

| WwWarangal Urban Telangana
e | Reg No ECR/B40/InstTG/2016/RR-20 _|

3. This permission is subject 10 the conditions prescribed in part A of Chapter V of the
New Drugs and Clinical Tnals Rules, 2019 under the Drugs and Cosmetics Act, 1940,

\W
(Dr. V. G. Somani)
Place: New Delhi Central Licensing Authority
Date: Stamp
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