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File No. CT/22/000011

To
M/s. GlaxoSmithKline Pharmaceuticals Limited,

Plot 252, Dr. Annie Basant Road, Worli, Mumbai,
Maharashtra — 400030, India.
Sir,

With reference to your application no. GCT/CT04/FF/2022/30357 (GCT/11/22) dated 03-
02-22, please find enclosed herewith the permission in Form CT-06 for conduct of clinical
trial titled,” A Phase I/ll, observer-blind, randomised, placebo-controlled study to
assess safety, immunogenicity and efficacy of GSK S. aureus candidate vaccine
when administered to healthy adults (dose-escalation) and to adults 18 to 64 years
of age with a recent S. aureus skin and soft tissue infection (SSTI)” Protocol no.
208833 (STAPH AUREUS BIOCONJ-001STG), Amendment 4 Final dated 30-
November-2021 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:-

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;

(i) In case an ethics committee of a clinical trial site rejects the approval of the protocol, the

(iv

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;

) 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,
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(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 electronically in the
SUGAM portal;

(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;

(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 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;

(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 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;

(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 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;

(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 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;

(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.
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(xviii) Merely aranting permission to conduct the clinical trial with the Investigational Drua
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,

(xix) 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.
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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 GlaxoSmithkline Pharmaceuticals

Limited, 252, Dr. Annie Besant Road, Worli, Mumbai (India) —

400030 to conduct clinical trial

of the new drug or investigational new drug as per Protocol no. 208833 (STAPH AUREUS
BIOCONJ-001STG), Amendment 4 Final dated 30-November-2021 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

VENUGOPA=

Drugs Control errseneral

LGS

Digitally signed by VENUGOPAL G
DN c=IN, o=CENTRAL DRUGS STA

SOMANI
NDARD

TROL QRGANIZATION, 0u=RRUGS
lconvkol %ﬂl&ml

pseudonym 112046a34e21727bacb255748

s by @liga)ss748eest

13c postaICode—HO 02, st=DELHI,

z renaatotity

Sd cn=VENUGOPAL G SOMANI
Date: 2022.05.11 16:21:47 +05'30"

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

Staphylococcus aureus candidate vaccine

Therapeutic
class:

Vaccine

Dosage form:

Lyo powder for inj reconstituted with adjuvant

Composition:
of the target
dose (0.5 mL)
after
reconstitution
with 0.6 mL
ASO1E

Water for Injection -ASO1E adjuvant component = 0.5000 ml U.S.P.,J.P.,
Ph. Eur Inactive

NaCl - ASO1E adjuvant component = 4.3850 milligram (mg) U.S.P.,J.P., Ph.

Eur Inactive

KH2PO4 -ASO1E adjuvant component = 0.5400 milligram (mg) J.P., Ph.
Eur Inactive

Na2HPO4 - ASOLE adjuvant component = 150.0000 micrograms (ug)
U.S.P.,J.P., Ph .Eur Inactive

Cholesterol - ASO1E adjuvant component =12 5.0000 micrograms (ug) Ph.

Eur Inactive

Dioleoyl phosphatidylcholine (DOPC) - ASO1E adjuvant component =
500.0000 micrograms (ug) In House Specification Inactive

QS21 - ASO1E adjuvant component= 25.0000 micrograms (ug) In House
Specification Inactive
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Monophosphoryl lipid A (MPL) - ASO1E adjuvant component = 25.0000
micrograms (ug) Ph. Eur Inactive

Sucrose = 20.0000 milligram (mg) U.S.P.,E.P. Inactive

Polysorbate 80 =83.0000 micrograms (ug) U.S.P. Inactive

Dipotassium phosphate (K2HPO4) =165.4000 micrograms (ug) U.S.P.,E.P.
Inactive

Monopotassium phosphate (KH2PO4) = 437.5000 micrograms (jug)
U.S.P.,E.P. Inactive

Capsular polysaccharide 8 bioconjugated to inactivated clumping factor A
(CP8 -CIfA) = 60.0000 micrograms protein and 8 micrograms saccharide In
House Specification Active

Capsular polysaccharide 5 bioconjugated to detoxified alpha- haemolysin
(CP5-Hla) = 60.0000 micrograms protein and 8 micrograms saccharide In
House Specification Active

Staphylococcal protein A (SpA) = 60.0000 micrograms (ug) In House
Specification Active

Indications: Active immunisation for the prevention of S. aureus infection
(SSTI/Surgical Site Infection [SSI] / Blood Stream Infection [BSI])
in adults aged 18 years or older

Annexure:

Details of clinical trial site:

Thane Belapur Road Kalwa. | Chhatrapati  Shivaji Maharaj
Thane 400605 Maharashtra, | Hospital, Thane Belapur Road,

S. No. | Name and address of Ethics Committee Details Name of
clinical trial site Investigator
1. Rajiv Gandhi Medical | Institutional ~ Clinical  Ethics | Dr. Sharma Yogesh
College and Chhatrapati | Committee (I.C.E.C), Rajiv | Bhikanlal
Shivaji Maharaj Hospital, | Gandhi Medical College and

India Kalwa. Thane-400605,
Maharashtra, India
ECR/469/Inst/MH/2013/RR-20
2. Government Medical | Institutional Ethics Committee | Dr. Gupta Brajesh
College & Hospital, Medical | (IEC), Department of | Baijnath
College  Square Road, | Pharmacology, Government
Nagpur-440003, Medical College, Nagpur-
Maharashtra, India 440003, Maharashtra, India

ECR/43/Inst/MH/2013/RR-19

3. All India Institute of Medical | Institutional Ethics Committee | Dr. Dubhashi

Science, Plot No. 2, Sector | for Clinical Trials (IECCT), | Siddharth Pramod
20, MIHAN, Nagpur-441108, | Department of Pharmacology,
Maharashtra, India All India Institute of Medical

Sciences, Plot No.2, Sector 20,
MIHAN, Nagpur - 441108,
Maharashtra, India

ECR/1392/Inst/MH/2020
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4.

Om Surgical Center &
Maternity Home, SA-17/3,
P-4, Sri Krishna Nagar,
Paharia, Ghazipur Road,
Varanasi, UP-221007, India

Institutional Ethics Committee-
Om Surgical Center & Maternity
Home, SA-17/3, P-4, Sri Krishna
Nagar, Paharia, Ghazipur Road,
Varanasi, UP-221007, India

ECR/628/Inst/UP/2014/RR-20

Dr. Pankaj
Srivastava

Atharva
Hospital
Centre,

Multispeciality
and Research

H-4/comm.-2,
Construction Div-21, UP
Avas Vikas Parishad,
Sector-E, Lucknow-226003,
Uttar Pradesh, India

Institutional Ethics Committee
for  Atharva  Multispeciality
Hospital and Research Centre,
H-4/comm.-2, Construction Div-
21, UP Avas Vikas Parishad,
Sector-E, Lucknow-226003,
Uttar Pradesh, India

ECR/1241/Inst/UP/2019

Dr. Sanjeev Mohan

Clinical Research
Department, Room No. 201,
2n Floor, Life Line
Diagnostic Centre  Cum
Nursing Home, 4A, Wood
Street, Kolkata-700016,
West Bengal, India

Institutional Ethics Committee,
Life Line Diagnostic Centre Cum
Nursing Home, 4A, Wood
Street, Kolkata-700016

ECR/1334/Inst/WB/2020

Dr. Jayanta Kumar
Barua

V.S. General Hospital
Ellisbridge, Ahmedabad
380006, Guijarat, India

Riddhi Medical Nursing Home
Institutional Ethics Committee,
A-101, Jalaram Plaza, Jawahar
Chowk, Vatva Road, Archana

Society, Bhairavnath,
Maninagar, Ahmedabad,
Gujarat 380008

ECR/886/Inst/GJ/2016/RR-19

Dr. Khushali Shah
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