
From, 

The Member Secretary, 
Eth ics Co mm ittee, 
St Theresa ' s Hospita l 
Hyderabd-5000 18 

To, 

Dr. Bharat Vaswani, 
Yashoda Cancer Institute, 
Behind Hari hara kala bhavan 
SP Road, Secunderabad-500003 

Ref: Protocol No: AKY/2019/01 

ST. THERESA'S HOSPITAL 
(A Unit of St. Theresa's Convent Society 

PAN: AAATS74370) 
SANATHNAGAR, HYDERABAD - 50001S 

TELANGANA, Phone : 040 - 23704411 , 23701.01 3 

Date ---------
Date : 20-May-20 18 

Protoco l title: "An observational study to evaluate safety and effectiveness of 
Akynzeo®, an oral fixed dose combination of Netupitant and Palonosetron in the 
management of CINY". 

Sub: Approval of the Study & Study related document s 

After reviewing the Stud y document s submitted by you , during the meeting held on 18-May-
2019 at 17 :00 hrs in the St.Theresa 's I losp ita l Library the Ethics C ommittee is satis11ed wi th the 
ethical considerations of the stud y. 

Further we have also reviewed and approved the fol lowing trial re lated documents ubmitted by 
yo u: 

S.no Documents 

I Covering letter addressed to chai rperson / Member secretary 
---- -- -- -·----- ----· --- ----- -

2 Principal fn ves tigator 's CV and MRC 
·-- ---------· .., 

Study booklet comprising of protoco l. -' 
Antiemesis assessment to,)! 

-·--- -
4 CTA fo r Dr. Bharat vaswan i, Dr Bharat Patodiya and Dr. Dattatreya 

------- ------·-- - -- ----- ---- - ----- ------
5 List of In ves ti ga tor_ 
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The consti tuti on of thi s Eth ics Committee who rev iewed the above documents is as fo llows: ,. 

EC M EM BER A FFILIATION 
S.NO NAME DES IG N A T I Q lJA LI FICA VOTI NG TO T HE G EN DER 

O N TION INSTITlJTION 

01 Dr. S.C. Parakh Chai rman MD.LLM YES NO 

02 Ms. N.Pauline Member M.B.A YES YES 
Secretary I 

03 Dr.K.La li tha Clini cian MBBS, DNB YES YES 

04 Dr.B.Raghu veer Basic Medi ca l MBBS. MD. YES NO 
Scien ti st ~ Pharmaco\9_g_z__ ----·---- ----- ----- ~-- -----~--

05 Ms.Thomasamma Scien ti fi c f3PT NO YES 
Member 

06 Mr. Sobba Tambi La y person B. COM , MBA YES NO 
Joj ibabu 

Social 
07 Ms. Aukapcl ly Scientist I3SC (MSW) YES NO 

Nirmala 
08 Mr. Nagoth u Vij aya Lega l Ex pert MA, LLB YES No 

Bhaskara Rao 

We confirm that the Ethi cs Comm ittee constit uti on and operati on is as per !Cl 1-GCP guidel ines 
and Schedule Y. 

The Ethics co mmi ttee expects to be in fo rmed about the progress of the stupy, any SAE occurring 
in the course of th e study, any changes in the protocol and patien t information / info rmed consent 
and asks to be provided a copy of the fi na l report . 

~ Sr. Pauli ne 
Member Secretary 
Ethics Commi ttee 
St.Theresa 's Hospita l 
Sana thnagar 
Hyderabad -5000 18 
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