
File No. SND/MA/20/000103
Government of lndia

Directorate General of Health Services
Central Drugs Standard Control Organisation

(Subsequent New Drugs Division)

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

To
M/s. Akums Drugs & Pharmaceuticals Ltd,
304, Mohan Place, L.S.C Block-C, Saraswati Vihar,
Delhi - 110034.

Subiect: Permission to conduct Phase lll Clinical trial of Cetirizine Ophthalmic
Solution 0.24o/o wlv, Title:- "A Prospective, Randomized, Double-blinded,
Multi-centric, Two-arm, Parallel-group, Active-Controlled, Phase lll Study
to Assess the Efficacy and Safety of Cetirizine Ophthalmic Solution in
Patients having ocular itching associated with allergic conjunctivitis".
(Protocol No. VRL-CT-23-005; Version 2.0; Date 13/06/2023) - Reg.

CT NOC No.: CT/SND/O1/2024

Sir

With reference to your Application No. SND/CT21|FF|2020|197B0 dated 19-05-2020
please find enclosed herewith the permission in Form CT-06, CT NOC No.

CT/SND/01/2024 to conduct the subject mentioned clinical trial under the provisions of
New Drugs and Clinical Trial Rules, 20'19.

This permission is subject to the conditions, as mentioned below

Yours faithfully,

(Dr. eev ng ghuvanshi)
Central icensing Authority

Conditions 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 clinicaF.ialsite or the bioavairabirity ano oioequivai"n."1"nu", as the case may be, sha,be rocated within the same city or within a radius of 50 kms of tne ciiiriial triat

(iii) In case an ethics committee of a crinicar triar site rejects the approvar of theprotocor' the detairs of the same srratt oe sunmitted to *," c"ntiriLl"nr,,,,gAuthority prior to seeking approvar 
"rrr"tn",. e*rics committee for the protocoifor conduct of the clinicai triri 

"t 
m" 

"rru .it""; 
'

(iv) The Central Licencing Authority shall be inforr
by the Ethics corritt"" within a period of ,,o.n"o 'oo" the approval granted

such approval; d Ptrr roo or llmeen working days of the grant of
(v) ctinicar triar sha, be registered with the crinicar Triar Registry of rndia I

ffi::t}#,iJ,tj;.'no'"n 
council 't n'r"oi"'i nu"earch berore eiroiiins-the rirst

(vi) crinicar triar shalr be. conducted in accordance with the approved crinicar triarprotocol and other related, documents and ,, p".. .."qrlr"rents of Good ClinicalPractices Guidelines and the provisions oiri"J" ,r,".,(vii) status of enrolment of the triar subiects .t,ril o" submitted to the centralLicencing Authority 
":^:rrT,"rly basis or as-rppropriat" as per the duration of

ffi,t]:" 
in accordance with the ,ppror"J Jiriicat triat protocor, whichever is

(viii)

(ix)

(x)

(xi)

six monthry status report of each crinicar triar, as to whether it is ongoing,completed or terminated, shall be suOmitteO to ifrl Celectronically in t" suCnrrrr potrr: )entral Licencing Authority

ln case of termination of any crinicar triar the detaired reasons for suchtermination sha' be communicated to *," c"nir.r Licencing Authority withinthirty working days of such termination,
Any report of serious adr
c r i n ica r t ria r, 

" 
n,,, 

-",,* l",l'ffi ::?J, [rJ:iJ:l 1ffii, [1 
"..?"i 

lfil."JAuthority, the chairperson of the itni". cor,.niiel ano the institute where the
lffi mj"S;ilt":X11ln'l-1",T"";*,";;l;ccurrence as per rabre 5 or
chapter vr 

"rth" N;;;;,J];.1l8ffi[:: #,,[ ffi":::r::t'". ". ,o".ni"o" ,
ln case of injury during crinicar triar to the subject or sucrr triat, comprete medicalmanagement and comor
*,, p t", v r'"r ;: ;;, H : n' l.' :1i: iJ^ J,::'flil ,.,;, l:.llU:, Xl,:lcases shall be intimated t

*X,,.# ffi J:.f*.i, I,#."j,ff "'fi 
:J "li"'" fl:,t"l,I H II lTi ;:i{U I

ln case of crinicar triar rerated death or permanent disabirity of any subject ofsuch trial during the trial, compensation shall u. prorio"a in accordance with theChapter Vt and detaits of 
"grnun"rtion ;#;J rn such cases shal beintimated to the centrar Licencing Authority wi*rin tnirty working days of receiptof the order issued by the. Cential i,""""i"g'ori#rity in 

"""ordrnce with theprovisions of the said Chapter;

(xii)
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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 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 lnvestigational 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 lndia, 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.

(xviii)lnformed consent Documents (lcD) viz. Patient lnformation sheet (Pls) and

lnformed consent Form (lcF) complete in all respect & must be got approved

from the respective Ethics committee and submitted to GDSCO before enrolling

first subject at the respective site

(xix) lt 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.

(xx) Firm is required the use GMP manufactured batches of cetirizine

ophthalmic solution 0.24o/o wtv as test product to conduct Phase lll

Clinical trial study



FORM CT-06

(See rules 22, 25, 26, 29 and 30)

PERMISSION TO CONDUCT CLINICAL TRIAL OF NEW DRUG OR
NVES,HGA+TONAI_NEWDRU G

CT NOC NO.: CT/SND/0112024

Names of the new drug: Cetirizine Ophthalmic Solution 0.24o/o wlv

Antihistam ines

Ophthalmic Solution

Each ml Contains

Cetirizine Hydrochloride 1P.... . ...
w/v)

Benzalkonium Chloride Solution
preservative)

(Eq. to Cetirizine 0.24ok

IP 0 .02o/ov lv (As

-l
for

rgic 
I

Details of clinical trial sites

Ethics Commiftee Name/ Registration
Number

Penta-lvled Ethics committee,
lVledipoint, hospitals Pvt. Ltd.,24'tl'1 New D.

P. Road, Near Sai Heritage, Aundh, Pune
411007, Maharashtra.
Reg. No.: ECR/357/|nsUMH/2013/RR-20
IVGM Eye lnstitute Ethics Committee Raipur
MGM Eye lnstitute 5th N/ile, Vidhan Sabha
Road, Saddu, Raipur, Chhattisgarh
493111, lndia.
Reg. No.: ECR/14 1 9/lnsVCGl2020

It is a histamine-1 (Hl) receptor antagonist
treatment of ocular itching associated
conjunctivitis.

indicated
with alle

I

Dr. Shubhratha S Hegde,
Department of Ophthalmology,
Mysore medical college and
research institute, KR Hospital, lrwin
road, tt/ysore-S70001.

I nstitutional Ethics Comm ittee,
Mysore Medical College and research
lnstitute and Associated hospital, lrwin
Road, [Vlysuru (Mysore) Karnataka-570001 .

Reg. no. ECR/1 34/lnsVKA/2O1 3/RR-1 I

Therapeutic class:

Dosage form:

Com position:

Sr.
No.

Name of Principal lnvestigator &
Trial sites

1

Dr. Prabodhini Ajay Gupta,
Medipoint, hospitals Pvt. Ltd., 24111
New D. P. Road, Aundh Pune
411O07, Maharashtra.

2

Dr. Samrat Chatterjee,
MGM Eye lnstitute Hospital 5th tt/ile,
Vidhan Sabha Road, Saddu, Raipur,
Chhatisgarh 493'1 11, lndia.

The Central Licensing Authority hereby permits M/S. Akums Drugs & Pharmaceuticals
Ltd, 304, Mohan Place, L.S.C Block-C, Saraswati Vihar, Delhi - 110034 to conduct
clinical trial of the new drug e+-investigatienal-new-d+ug as per (Protocol No. VRL-CT-23-
005; Version 2.0; Date 13/06/20233) - Reg. in the below mentioned clinical trial sites.

2. Details of new drug or inves+igatien€l€€w4+ug:

lndications:

a
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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, 1 940.

(D f.
Central
Stamp

Singh Raghuvanshi)
ensing AuthoritycPlace: New Delhi

Date:

? s JAN 2021
: C:r,:icll:r Gen_'r'I (

.s itand3d Ccntr'r (J

it: ccnerat ci l_tt'at n '
a7 .a t:3al!h & F''n':rl)'V
'c., =rn-.nl ot tnc,o
;,i. E,nav,/a,r. Koll3 Koa

,!ev/ Delhr (lnd 3)

4

Dr. Kiran Kumar. L.,
Kempe Gowda lnstitute of Medical
science and Research Centre,
Krishna Rajendra Road,
Parvathipuram, Vishweshwarapura,
Shankarapura, Bengaluru,
Karnataka-560002, lndia.

KIMS lnstitutional Ethics Committee,
Kempe Gowda lnstitute of Medical science,

Attimabbe Road Banashankari 2nd Stage
Bangalor, Bengaluru (Bangalore) Urban
Karnataka - 560070.
Reg. No. ECR/21 6/lnsUKar/2O1 3/RR-1 9

5

Dr. Amit Gupta,
Advanced Eye Centre Hospital,
Room no. 307, 3rd floor, PGIMER,
Sector -12,
Chandigarh 160012

lnstitutional Ethics Committee PGIMER
Room no 6006, IEC Office, 6th floor, P. N
Chuttani Block, Chandigarh 160012.

Reg. No. ECR/25llnsVCH/2O1 3/RR-20
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