C. 9012/16.07.19 | File No. FDC/MA/19/000051 ¥ Tele. No.:011-23236965
o by - Government of India | Fax Ne. : 011-23236973
Directorate General of Heaith Services
Central Drugs Standard Control Organization
(FDC Division)
FDA Bhawan, Kotla Road
New Delhi-110002
Dated:

M/s. Cipla Limited, 85 AUG 208

Lower Parel, Mumbai-400013.

T,

Subject: Permission for conducting Clinical Trial with FDC of Fluticasone Propicnate
100meg + Salmeterol 50meg inhalation powder (Dry powder inhaler) (Vide
Protocol No. CRD/31 and CRD/34, Version No. 2.0, dated 27.06.2019) for
export purpose-regarding.

LYear Sir,

With reference to your letter No. CIPLA/DCG(1)/181/2018 dated 16.07.2019 pledse

ind enclosed herewith the “permission to conduct ciinical trial study of new drug bearing

no, CT-Drugs/70/2019 under the provisicn of Drugs and Cosmetics Act and Rules. The
PEIMISSION IS subject to the conditions mentioned below.

Kindly acknowledge receipt 1o this letter and its-enclosures.
Yours faithfully,

(Dr. S. Eswdra Reddy)
. Drugs Controller General (India)

CONDITIONS OF PERMISSION

Clinical trial at each site shall be initiated after appraval of the clinical trial protacol and other
relalec documents by the Ethics Committee of thal site, registerad with the Central Licencing
Authornty under rule 8
Where a clinical trial site does nol have Its own Ethics Commiittee, clinical trial at that Site riay
ae ritated after oBtaining approval of the prolocal from the Ethics Committee of anciher 1ral
sie. Or &n Independent Ethios Committee for clinical trial constituted in aoeordance with the
provisisns of rule: 7

Provided that the approving Ethics. Committee for clinical trial shall i sugh case be
fesponsible 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 tral sita ar the
biouvailabllity 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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Ingase an ethics committee'ol a g'nicat trial site rejecis the approval of thg genr=-~ L
of the same shall be submittes to the Central Licersing Authority prinr 4o spes - E
another Ethics Committee for tho protoco! Tar candict of the clinigal ralat lFosa~c 30

Tha Cantrat Licensing Authority shall b infarmad aiaul the approval geanted oy =« T
Committee within a period of fiftesn working Jays of the grant of such approval:

Clinigal Irial shall be registered with the Clinica Tral Registry of India maintained by the Inga-
Louncil of Medical Researeh before enrofiing the first subject for the trial:

Chinical trial shall be conducted in accordance with the Approved clinical trial protocol and other
rolated. documents and as per reéquircmenis of Eood Clinical Praclices Guidelines and (b
provisions 6f these rules:

Status of enrolment of the trigl Subjects shall be submitted to the Central Licencing Authanty g-
quarterly basis or as appropriate as per the duration of treatment 1n accordance with tho
approved clinical trial prolocol, whichever is earlier:

Six monthly  status report of each clinical trial as to wnether it is. ongoing, completed or
terminated, shall be submitted to the Central Licencing Authority,

In case of fermination of any clinical trial the detailed reasons for such termination shail he
communicated to the Central Licencing Autharity within thirty warking days of such termination
Any report of seripus aﬂverSE"eveni-chrring dunng clinica trial to a subjec| of clinical (na
shall, afler due analysis, be forwarded lo the Centra! | iceneing Authority, the chairperson of the
Ethigs Commiltee and the institute where the trial has been conducted within fourteen days of
Ils occurrence 'ds per Table 5 of the Third Sehedule and in compliance with the procedures as
specified in Chapter Vi

In‘zase of injury during clinical trial to the subject of such trial, complete medical management
#4nd compensation shall be provided in accordance with Chapter VI and details of compensation
provided in such cases shall be intimated ta 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 Chapler 4

In case of clinical trgl related death or permanent disabllity of any subject of such trigi during the
irial, compensation shall be provided in accordance with Chapter VI and detsils of
compensation provided in such cases shall be intimated to the Central Licencing Authority
within thirly working days of receipt of the order issued by the Central Lict_anc;ing.ﬁuthnnty in

Atcordance with the provisions of the said Chapter:

he premises of the spensaor including his representatives and clinical trial sites, shall be open
for Inspection oy officers of the Centrai Licencing Authority who may be aceompanied by pficers
of the State Licencing Autharity or ou'side experts as autharised by the Central Litenoing
Authornty, to verify compliance of the requirements of these rules and Good Clinical Practices
Guidelines, 1o inspect, search and seize any racard, result, document, investigaliona! product,
related to clinical tral and furnish reply to guery raised by the said officer in relation to clinical

ThHe laboratory owned by any person or a tompany or any other legal entity and utilised by that
person to whom permission far clinical trial has been granted used for research and
development, shall be deemed to be registered with the Central Licensing Authority and may he
used for test or analysis of any drug for and on behalf of Central Licensing Althority

The Centrat Licencing Authaerity, may, if considared necessary, impose any other conditian n
wriling with justification, in respect of speclfic clinical trials. regarding the objeclive, design,
subject population, subject efigibility, assessment, conduct and ftreatment of such specific
clinical trial; :

The sponsor and the investigater shall maintain the data integrity of the data generated during
elinical trial,

informed Consent Documents (ICD) viz, Patient Information Sheet (PI8) and Infarmed Consenl
Form (ICF) complete in all respect & must be| gol approved fram the respeclive Ethics
cammitlée and submitted to CDS8CO before enralling first subject at the respeciive sile

In addition to the requirgément of obtaining written informed cansent, an audin-video recarding of
e infarmed consent process in case of vulperable subjects in clinical trial of New Chemical
Entity or New Molecular Entity including procedure of providing Information to the subject and
his understanding on such consert, shall be maintained by the investigator for record; provided
thal in case of clinical trial of anti-HIV and anti-leprosy drugs, only audio recording of the

nforrmed conseril pProcess of individual subiect ineluding the procoedure of groviding infarmatine
lev the sUbiget and hig inArretandic. - - v )



§ A
2%

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

PERMISSION TO CONDUCT CLINICAL TRIAL OF NEW DRUG OR
INVESTIGATIONAL NEW DRUG

Permission no.: CT-Drugs/70/2019

i

1. The Central Licencing Authority hereby permits M/s. Cipla Limited, Lower
Parel, Mumbai-400013 (Name and full address with contact details of the
applicant) to conduct clinical trial of the new drug or investigational new drug
as per protocol number CRD/31 and CRD/34, Version No. 2.0, dated

27.06.2019 for export purpose i'p the below mentioned clinical trial sites.

2. Detalls of new drug or 1r1vesttg_aiiqnal new drug and clinical trial site [As per

Annexure]. I

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 Cosmelics

Act, 1840.
i
PISBHL o sy Central Licencing Authority
DaEte! ..o meenmrons B ‘ Stamp
) 5 AUS 2K |
AI"I!“EE.‘J(LIT&'. | I‘.a1|.|1?f.t;?-'%i‘?r'lur:.:, !'"";’."-‘_.!'i.'r :‘:'l-_!".'il'f:_':-:.ll
FOR Bins, L Faniy ek,
Details of new drug or investigational new|drug: West DNt e 0
|Narl:1§fs r::;r_the Fnew déug_ or Ftuticascjwne Propionate 100meg + Salmeteral E:'Gmcg
investigational new grug! Inhalation powder (Dry powder inhaler) |
Therapeulic-class; ' Respirattry |

Dosage form: Dry Powgier Inhaler

Composition;

inhalation powder (Dry powder inhaler)

| = = {
Fluticasgne Propionate 100mcg + Salmeterol 50meg

[Indications: For the treatment of asthma

Details of clinical trial site:

INames and address of clinical trial Site IAs per annexure- A

i—\— qrrrr— - . 1
Ethics committee details: IAs per annexure- A

Name of principal investigator, |
| |

rﬁ\s per annexura- A
1




Annexure- A

' 8n | 4 = Sl _TE'{Hi'c%'Eai-ﬁ?ﬁittEé' Name/Registration |
| No. | Investigator & Trial site

Number
. ] Dr. Gayal Ashish Omprakash, ‘tPenta Med Ethics Committee,
| Medipoint Hospital Pvl. Ltd., 241/1, New | Medipoint Hospital Pyt, Lid., 2411,
D P. Road, Aundh-Baner Boundry, | New D. P, Road, Aundh, Pune-411007
' Baner, Pune-411007. ECR/357/Inst/MH/2013/RR-16 .
2 | Dr. Nikalje Rajkumar Gautam, Lifepoint Research Ethics Committee, |
| Lifepoint Multispeciality Hospital, | 145/1, Mumbai Bangalore Highway, |
' 145/1, Mumbai Bangalore Highway, | Hotel Sayajii Wakad, Pune-411057
| Haotel Sayajii Wakad, Pune-411057, - ECRIT51/InstiMH/2015

43,

Place Centr;eﬁil Elc&g;q Autharity .
Dabes i g Stamp
5 6
0 5 AUG 2018
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