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Government of India [Fax No. :011 -23236973
Directorate General of Health Serviges

Central Drugs Standard Contro|
Crganization
(FDC Division)

FDA Bhawan, Kotla Road

New Delhij-11 0002
; Dated:
0

: 1 & SEP 2010
Mls. Troikaa Pharmaceuticals Lid., SEP 218
Commerce House I, Satya Marg,

Bodakdev, Ahmedabad-380054, Gujarat.

Subject: Permission for conducting phase [V clini i i :

Ical trial with FDC of Bupivacaine
Hydrochloride |p Tmg/1.25mg €q. to anhydrous Bupivacaine

CT No. CT/Drugs/80/2019

Please refer to your letter no. TPL/DCGY/ Bupivacaine & Fentanyl /Executive
Summary/90i2019-20 gated 22.08.2019 on the subject mentioned above. This Direclorate
18 NG ofyection to your conducting clinical trial with the said drug under the supervision
Gf uliowing investigators mentioned and as per the Vide CT/55/01/18, Version No. 2,
vated 16.04.2019 submitted (© this Directorate.

Dr. Chiranjib Bhattacharya,[PGME&R, SSKM Hospital, 244, AJC Bose Road,
Kolkata-700020.

2. Dr. Sumathi Shankar, 21, Greams Lane, Off Greams Road. Che
600006

3 Dr. Usha Bansal Apollo hospitals Internaiotnal Ltd., Plot no. la, GIDC Estate, bhat
Gandhinagar-382428

4 Dr Valsamma Abraham, Christian Medical College & Hospital Ludhiana, Funjab

5. Dr. Satyen Parinda, Jawaharial Institute of Postgraduate Medical Education ang
Research (JIPMER), Dhanvantri Nagar, Puducherry-805006

6. Dr Manjunath HG, Mysore Medical College and Research Institute, KR Haspitai.
lrwin Road, Mysore-570001

7. Dr. Yogesh Tank, Asian Bariatrics, S No. 2352, Bis. Tata Moltors showroomn, Opp.
Rajpath Club, S0 Highway, Badakdey. Ahmeuanad-380015

. Dr Vengala Sreeiatna. Govi, Sidnartha Medicat College Ring Road. Gunadala,
Vaayawaos,

9. Dr Apurva Agarwal, GSVM veaica) College, Swaroop Nagar, Kanpur-208002

10.0r Amlendu Yaday PGIMER & DR RML Hospital, New delh-1 10601

11.0r Vipul Patej, Sanjivani Super Speciality Hospital, 1, Uday Park. N Surnrisse
Park. Vastrapur. Ahmedabad

12.0r. Manjunath Patit, KLES Dr. Prabhakar Kore Hospital, J N. Medieal Coliege,
Beigaum, Belagavi-590010

18.0r Prakash BC, s Siddnartha Medica] College, B.H. Roac Agalkote,
Tumakuru, Karnataka-527107

14.Dr. Shirley Dsouza, Goa Medical College, Goa Meaical College. Bambolitn, Goa,
North Goa, Goa-403607

18, Dr Nitin Tiwari Gowt Medical College, Near Heauman tagar, Nagour-440000

nnal. Tamilnaduy-



16.Dr. Bhaskar, NRR Hospital. Janapriya Apartments, No, 3&3A. Hesarghalta n- -
Road, Chikkasandra, Next to Geleyara Balaga Layout, Jalahalli Wes(, Bengalii..
Karnataka-560090 -

The clinical trial permission is subject to the foliowing conditions:-

a.

Clinical trial shall be conducted in compliance with the approved protocals,
requirements of Schedule Y, Good Clinical Practice Guigelines issued by
this Directorate and other applicable regulations:

Approval of the Ethics Committee duly registered with the office of DCG (1
snall be obtained before initiating the clinical trial.

Clinical trials shall be registered at Clinical trials Registry of India before
enrolling the first patient for the study;

Annual status report of each clinical trial, as to whether i IS ongoing,
completled or terminated, shall be submitted to the Licensing Authority. anrg
in case of termination of any clinical trial the detailed reasons for the sarre
shall be communicated to the said Licensing Authority;

Any report of serious adverse event cceurring during clinical tral stugy ‘o
lhe subject, after due analysis, shall be forwarded within fourteen days of s
accurrence as per Appendix X| and in compliance with the nroced
prescribed in Schedule Y:

In case of an injury or death during the study to the subjects, the applicart
shall provide complete medical management and compensation In the casc
of trial refated injury or death in accordance with rule 122 DAB and the
procedures prescribed under Schedule Y, and the details of compensation
provided in such cases shall be intimated to the Licensing Autharily wits»
thirty days of the receipt of the order of the said authority;

The premises of Sponsor including their employees, subsidiarios ang
tranches, their agents. contraciors and sub-contractors and clinical tra!
study sites shall be open 1o inspection by the officers authorized by tho
Central Drugs Standard Control Organization, who may be accompanicn by
an officer of the Stale Drug Control Authority concerned, to verify
cempliance to the reguirements of Schedule Y, Good Clinical Practices
guidetines for conduct of clinical trial  in India and other applicabic
regulations:

The Sponsor including their employees, subsidiaries and branches, ther
agents, contractors and sub-contractors and clinical trial study sites anc
fnvestigator shall allow officers authorized by the Central Drugs Standamr
Control Organization, who may be accompaniec by an ofiicer of the State
Drug Conirol Authority concerned, to enter with or without prior notice, any
premises of Sponsor including their employees, subsidiaries and branches

(heir agents, contractors and sub-contractors and clinical trial sites to
inspect, search and seize any record, data, document, booxs.
investigational drugs, etc. related to clinical trial  and provide adcguaio
replies to any queries raised by the nspecting authority in relation 1o the
conduct of clinical trial.

iy addition to the requirement of avtaining written informed consent, a»
audio-video recording of the informed consent process in case of vulnerabio
subjects in clinical trial of New Chemical Entity or New Molacular Entity
including procedure of providing information to the subject and g
understanding on such consent, shall be maintained by the investigator ‘or
record; provided that in case of clinical trial of anti-HIV and anti-leprosy
drugs, only audic recording of the informed consent process of individual
subject including the procedure of providing information to the subject and
his understanding on such consent shall be maintained by the investigalor
for record, as per Government of India, Gazette Noilfication vide G. S @

no. 611(k) dated 31.07.2015,

Preer
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I informed Consent Documents (ICD} viz. Patient Information Sheet (PI1S)
and Informed Consent Form (ICF) complete in ajf respect as per the
requirements specified in Appendix V of Schedule Y of the Drugs ang
Cosmetics Rules, 1945 must be got approved from the respective Ethics
committee and submitted tq CDSCO before enrolling first subject at the
respective site.

K. It may Kindly be noted that merely granting permission to condyct clinical
trials with th drug does not convey or imply that based on the clinical trial

]
data generateq with the drug, permission to market this drug in the country
will automatically be granted to you.

Yours faithfully,

(Dr. V: G. Somani)
Drugs Controljer General (India)

Copy to:-
All Zonal/Sub Zonal offices of CDSCOo.



