






AADHYA INDEPENDENT ETHICS COMMITTEE
First Floor, Alka Hospital , L4- A, Vasant vihar society,

opp'HermetH1".'';il?,Tl,!:*":Hr'[s:ii'oll""'anspura'
Tel: O79- 26425A65

Date: 04 lune 2011

To,
Dr. Hasmukh B. Vora
Alka Hospital, L4lA, Vasant Vihar Society,
Opp Helmet House, Nr. Mithakhali Six Road,

Navrangpura, Ahmedabad- 380009.
Gujarat, India

Study Code: VBO2U2OOB

REF: Efficacy and safety of PEG-Inferon (peg interferon alpha-2b) for the treatment

of chronic hepatitis C- An open-label study in India'

Subject: Approval of Protocol VBO2U2OOg

Dear Dr. Hasmukh Vora,

On, 4th Jun 2011, the Aadhya Independent Ethics Committee met, reviewed and

discussed your application to conduct the clinical trials entitled

..Efficacy and safety of PEG-Inferon (peg interferon alpha-2b) for the treatment of

chronic hepatitis C- An open-label study in India'

During meeting, the EC decided to approve the conduct of the above trial in its

presented form.

The following documents were reviewed during the meeting:

S. No Document Version No. & date

1 Protocol Synopsis Version Number: 2; dated 15tn April, 2009

2 Protocol Version Number: Z; dated f5* Apttl2009-
3 Investigator Brochure Version Number:l ; dated 1't November

.2008

4 Information to Patients, Patient
Consent Form(English, Hindi,
Guiarati)

Version Number: 2; dated 15tn April, 2009

5 Case Report Form Version no.2; dated 15th APril, 2009

6 Insurance Certificate Expiry on 13-04-2012
7 DCGI AoProval Letter Dated 11th Feb 2010
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AADHYAINDEPENDENTETHICSCoMMITTEE
First Floor, Alka Hospital , 14'A, Vasant vihar society,

Opp. Helmet i{ouse, Nr. Mithakhali Six Roads, Navrangpura,
Ahmedabad, Guiarat -38OOO9, India

Tel: O79- 26425o,65

Venue: Alka HosPital, Ahmedabad

Time: 15: 30

Degree

(Qualification)

Designation in
the committee

Member Secretary

Clinicians from
various Institutes

Social Scientist

Lay person/Non
scientific Person

from the
commu

Signature

*r4 s ('4*

ilember name

Dr. Mukulkumar Oza

Dr. Paresh D Shah i MS (Ortho)

Ms. Monica TariYal

B.Sc. (Agri)

Chairperson i

M.D. (Medicine)

Dr. Bhavesh VYas

Dr. Devang Shah
i ^, i Clinicians from

M.D. (Medicine) i ''' i ,arious Institutesii

M i PhilosoPherProf Sumant K

Majmudar

Mr. Mayursinh Thakore i B.com', LLB i f'l

Lay person/Non
scientific Person

from theMr. Farshubhai Kakkad

Mr. Shivabhai B Solanki
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AADHYA INDEPENDENT ETHICS COMMITTEE
First Floor, Alka Hospital, 14- A, Vasant Vihar Society,

Opp. Helmet House, Nr. Mithakhali Six Roads, Navrangpura,
Ahmedabad, Gujarat -38OOO9, India

Tel: O79- 26425465.

It is also confirmed that neither you nor any of the study team members

participated in the voting procedures.

You are requested to report to the Ethics committee during the study:

r All deviations from, or changes of, the protocol to eliminate immediate

hazards to the study subjects

o Changes that increase the risk to participating subjects and/or those that

significantly affect the conduct of the studies.

. All serious adverse events.

. New information that may affect adversely the safety of the subjects or the

conduct of the studies

. Any changes in the study documents

Yours sincerely,

AytP\,\n
Member Secretary/ Chairperson,
Aadhya Independent Ethics Committee
First floor, t4lA, Alka Hospital,
Vasant Vihar Society. Opp Helmet House,
Nr. Mithakhali Six Roads, Navrangpura,
Ahmedabad-380009.
Gujarat, India
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Iil n-oependent Eth ics Gomm ittee-Aditya
ACEAS Clinical Research
00'1 , fuadhya Apartments, Behind Hero-Honda Show Room, Under New Shreyas Fly Over, Ambawadi, Ahmedabad 380 015. lndia.
Telephones : +91 79 26460930, Mobile : +91 93280 18777 t9327924927,emiit : aieas@redifrnail.com . wwwa@as.co.in

Dr. Manoj Kumar Agarwal
Belle Vue Clinic
9, Dr. U.N. Brahmachari Stree! (Formerly Loudon Street)
KOLKATA 700 017 01-November-2010

Dear Dr. Agarv'ral,

Subject: Review and approval of clinical study No. : VB021 /2008, Protocol Version 2,
Dated 15-April-2009, Dated 15-April-2009, titled "Efficacy and safety of pEG-lnferon
(Peginterferon alpha-Zb) for the treatment of chronic hepatitis C - An open label study
in India"

This has reference to your letter for approval of the protocol and other related
documents of the above clinical study, being sponsored and organized by M/s.
Virchow Biotech Private Limited, Plot No. 4, S.t. io-operative Indusirial Estatl, IDA,
|eedimetla, HYDEMBAD 500 055.

Independent Ethics Committee-Aditya (lEC-Aditya) has reviewed the protocol and
other necessary documents of t}te above clinical study in its meeting held on Monday,
01-November-2010, in which the following members were present :

7 Dr. A.K. Batham
2 Dr.lavesh V. Trivedi
3 Dr. V.M. Khandhar
4 Mrs. Sanchita Mitra

5 Dr. I.P. Ioshioura
6 Dr. S.D. Biswas
7 Mr. Raiendra D. Raiput

Following documents have been reviewed :

i. Protocol for the study code : vB02t/2008, version No. 2, dated 15-April-2009

ii. Case Report Form, Version No. 2, dated 15-April-2010

iii. Information to Patients and Patient's Consent Form in English, Version No. Z,
Dated 1S-April-2009

Investigator's Brochure, Version Number 1, Dated 01-November-2008

Investigator's Undertaking dated 19-August-2 0 10

Investigator's CV, dated 19-August-2010
copy of regulatory permission/no-objection from the office of the Drugs controller
General Qndia), New Delhi, to conduct the study, letter no, F.No. 2/PMS
dated t1-February-2010

iv.

V.

vi,
vii.

\

9\\4',
Ll-

H'g

Study Code VB02 I /2008, Protocol Version 2, Dr. Manoi KumarAgarwal, Kolkata \srr



[I ndependent Ethics Committee-Aditya
ACEAS Clinical Research
001 , Aradhya Apartments, Behind Hero-Honda Show Room, Under New Shreyas Fly Over, Ambawadi, Ahmedabad 380 015. lndia.
Telephones : +91 79 26460930, Mobile : +91 93280 18777 19327924927, Email : aceas@rediftnail.com . www.aceas.co"in

Liability Insurance Certifi cate No. 6t2200 I 36 / I0 / 6L / 00000009 for the Period
14 / 04 /2010 to L3 / 04 /20L1

Copy of the votes of the members of the IEC-Aditya who participated in the meeting
are attached herewith for confirmation and record. Based on the favorable opinion
given by all the 7 out of 7 members who participated in the meeting, lndependent Ethics
Committee - Aditya is pleased to grant approval to the conduct of the reviewed clinical
study by you at Belle Vue Clinic, 9, Dr. U.N. Brahmachari Street, (Formerly Loudon
Street), KOLKATA 8700 017, subject to the following conditions:

i. you will conduct the clinical study in full compliance to the regulatory and
ethical requirements adhering to the Good Clinical Practice guidelines

ii. the IEC-Aditya shall do a continuing review of the progress of the trial for which
you shall provide periodic clinical updates on the progress ofthe study,

iii. the IEC-Aditya shall provide, according to the applicable regulatory
requirements, expedited review and approval/favorable opinion on minor
change(s) in the trial during the course of its conduct, if required,

iv. that no deviations from, or changes ol the protocol would be initiated without
prior written IEC-Aditya approval/favorable opinion of an appropriate
amendment, except when necessary to eliminate immediate hazards to the
subjects or when the change(s) involves only logistical or administrative
aspects of the trial (e.g., change of monitor(s), telephone number(s))

v. that you would promptly report to the IEC-Aditya: (a) deviations from, or
changes made in, the protocol to eliminate immediate hazards to the trial
subjects, (b) changes increasing the risk to subjects and/or affecting
significantly the conduct of the trial, (c) all adverse events including, serious and
unexpected, and (d) new information that may adversely affect the safety of the
subjects or the conduct ofthe trial, and

vi. that the IEC-Aditya would promptly noti$r in writing the
investigator/institution concerning: (a) its trial-related decisions/opinions, (b)
the reasons for its decisions/opinions, and (c) procedures for appeal on its
decisions/opinions.

BQst regards,\
( \s'--\;:\

A. K. Batham, M.D, S\ \SS. fS
Chairman,

lndependent Ethics Comrnittee-Aditya
001 . AradhYa APartrnents'
Behind Hero-Honda Shor,v Roorn,
Under New ShreYas FIY Over,
Ambawadi. Ahnredabad-38001 5' lndia

vllt.
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m ndependent Eth ics Committee-Aditya
ACEAS Glinical Research
001, Aradhya Apartments, Behind HereHonda Show Room, Under New Shreyas Fly Over, Ambawadi, Ahmedabad 380 015. lndia.

Telephones : +91 79 2&160930, Mobile : +91 93280 18777 19327924927, Email : aceas@rediftnail.com'www.aceas.co.in

VOTING SHEET

Virchow Biotech Frivate Limited, Hyderabad 500 055

30-October-2010, Time: 06:30 Pm

Snrdy Code : VBOZU2008, Protocol Version 2, Dated 15-April-2009

Clinicat Shrdy : Efficary and safety of PEG-lnferon (Peginterferon alpha-2b) for the treatnent of

chronic hepatitis C - An open label study in India

Clinical Investigator : Dr. Manoi Kumar Agarwal, Belle Vue Clinic, 9, Dr. U.N. Brahmachari

Street, (Formerly Loudon Street), KOLKATA pZOO Of Z

No.

Member Approvable Non-

approvable

Modifications
required for
approval

1 Dr.A.K Batham
\O- -1.1,-.s,

2 Dr.Vinod M. Khandhar

V\-nol/'v 
/'^

3 Mrs. Sanchita Mitra

4 Dr. Swapna D.Biswas (tK,. ^"=
5 Dr. jagdish. P, foshiPura

&Q 2'fr'lf 
ur-14

6 Dr. JayeshV. Trivedi
J

7 Mr. Rajendra D. RajPut

























c Mahalasa lndependent Ethics Committee, r
. {AIRMAN, - SECRE.IAKY,
c Dr. l{. Y. Kazi r ilr. Raleldra Kotnls. M,D,
- consulting physlcian, - L 14' E '
- Jehangir Nuning tlome, pune.

MIEqA+lU157

To,
Dr. Nitin V, Pai,
Pai Glinic & Diagnosilflc Genter,
778. I *.r+ Abhinav Apts.,
Shivajinagar, Prme 411 OOS.

Dear Dr. Nitin Pai,

This has reference to the proposed diniel ilial on'Emffy and Saftty of pEGlnhron (pegr,nbrftrort
alpha-2b) for the treatment of drmnic hepattis C - nn open tabel study m India" (vird;w-Bbtedt
hrt. Ltd.)
Project l{o MI EC/ Projl02- UlO38.
The Protocol was reviewed by the ncmbers at the meeting held on 19s Mardt 2011 at 3.@m.at die
committee office.
The following stndy-related doslmenb were revier',ed:

Sr. no Docment Version No. &dab
7 Prrotool Synopsis Version Number:Z; daEd 15P

ADril.2009
2 Proto6l Version lfumber:2; dated $F

Aoril,2009
3 Investigator Brochure Ver$on Numbenl; daH 1$

$lorember- 2mB
4 Information tio paterG, ffilent 0onsent

Form(Enqlish, Marathi & Hindi)
Verslon Nun$sr:2; dabd $ul
Aorll,2(m

5 Case Report Form Version Nunrber:2; daEd $d'
April,2mg

6 Insurance Certificate boirv on 13-0+2mf
7 DCGI apnrold letter med llur Rb 2010
I CTRI Resisbation Number
9 Cl-Aq Draft

The following members were pesert in the meeting:

Names of members Role in the BC Designatims Geillel

1. Dr. N.Y. Kazi Clinician Chairmar Male
2. Dr. V.S.Padbidri Badc ScientisVPhilosodrer Member l{ale
3. Dr. D.D.Shetty Onician Member Male
4, Dr. Kalpana U. Shah Pharmaologist Menrber Fernale
5. Mrs. Perveen Bharudra SocialWorker Member Female
6. Mrs. Anita S. Pawar LeglEpert t4enDer Fernale
7. Dr. fikas G. Pai Clini,cian Member Male8, Mr. R.G.Kohis Lay Person Member Seoeftary Male

19$ Afit 2O1l



. Mahalasa lndependent Ethics Commitlee, .
. CHAIRMAN,
c - N.Y.Kazi
- t'r, )r
- Consulting Physidan,
- Jehangir Nursing Home, Pune.

. SECREIAFY,

r Mr. RaJendra Kotnis
- L. M. E.,

We have received the clarifications regardirg the queries raised vide your letter dLGu'April 2011.
The Ethics Committee in vieur of the above gnlnB a final approval fur ondrrctirg the bial as per the
documents submitted. The committee shorld be kept infonned about arry amendments in the
protocol, receive periodical progress reports and be given a copy of the final report.
Please note, one of the members, Dr. Vikas G.Fai being related to the PI dad not participate in the
process of decision making.
it is mmpulsory to register the fial urder'Oinical fid @istry of India'

Thanking you,

R^:rrmd. rotni"
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'0ol:1000Peerless Hospilol & B. K. Roy Reseorch Centre
-( A Unit oJ Peerless Hospitex Hospital and Research Center Limited )

Date Apdl 13, 2011

Dr. Ashokananda Konar
Sr. Gastroenterologist
Dept. of Gastroente.ology,
Peerless Hospital & B K Roy Research Centre,
360, Panchasayar,
Kolkata - 700 094

Dear Dr. Konar,

IPt* y9u very much for you. presentation on clinical t.ial for ..Eficacy and safety of pEG-
Inferon (peginterferol alpha-2b) for the rreatmenr of chronic hepalitis C An open-label,
multicent.e study in lndia" which we have reviewed thorougl y'in the institutional Ethicai
Committe€ of P€erless Hospital & B K Roy Research Centre in the meeting held at peerless
Hospital & B K Roy Research Centre on 5d January, 2011 and 1ld' April, 201 I respectively.

Members p.esent in the said Ethical Committee meeting have unanimously agreed and suggested
to reconsider the following poilts;

> The Ethical Committee discusses all the ethical issues oflhe project proposal ofDr. A.
Konar (Safely_and Effjcacy ofpEG_Interferon.l and appreciating the urgency ofthe sttdy
Qj* qlsentgd by the principal tnvesrigator) has gi-ren'their PROVISIONAL
CLEARANCE for the study subject to approval of tie Informed Conseft by the
Sponsorers containing the necessary criteriae as mentioned by Ethicai Committee in the
previous meeting, held on Janua.y 05, 2011

As soorl as you get the modification of the above point, piease let us know for firrtherproceedings.

Thanking you,

Yours faithfully,
A/

<)-:L-^,,\ ).>1b
Dr. Amitava Sarkar
Chairman. Elhical Committee
Peerless Hosptal & B K Rolr Research Centre

REGD.0FFICE r360, Pa.haald, Kolkata 700 094, Pirone i 2462 2394 I 24621 a07i.11, Fa:91 13 2462 0766, E mail : hospitd@sil.on, Uebsite rwpeer *h6pilil.cod
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Peerless Hospilol & B. K. Roy Reseorch Cenlre
( A Unit of Peerless Hospitex Hospital and Research Cenrer Limited )

D. Ashokananda Konar
Sr. Gastroenterologist
Dept. of GastroenterclogY.
Pecrless Hospital & B K Roy Reseatch Ccnire-

Date r January- I l, 20 I I

360, Panchasalat
Kolkara - 700 094

Dear Dr. Konar,

Thank you ver.v much for your presentalion ol} clinical uial for "Efficacy and safety of PEc-lnferon
(peginterferon alpha-2b) for the treaiment of chronic hepatitis C An openJabel, multicentre

study in India" which $e halc revie*ed iho.ougily in tie instituhonal gthical Committec of Peerless

HospitaL a e K Ro) Research Ccntre Ln thc meeting held at Pccrlcss Hospital & B K Roy Research

Centre on 5' Janual\,2011

M€mben present in th€ said Ethicsl Connitfee meetlng have unani oltsly agreed and suggostcd to

.econsid$ th.3 following pointsi

> Reimbursemedt of tlavel expcnses should be provided to all the paticnts wiih one attendan! if
needed, for trar,eling to and jlom the hospital for the study, which will b€ bomc by the sponsor

company.
> Tfre patients should tte given furthe! treatrneds and/or .ehabititation (if acccssary') if any damage

/ complications / adversi effed cefs€€-to arises afrecting the patienls, due 10 thc stsdy

l Corsint form sho*ld also bc prtuted in Bengali language along with English and Hindi'

> In the consent form there should bc a clear indication liut danage caused bl* lhis tdal sho'tld bc

covercd by the Insurarce Ctmpany i.e. the New India Assumace company Lirited
F The patien* taking part in the study should bc cleally infolmed as to how thcy will get beneflt in

future course ifthey have to rcceive the same medication in future

l Regarding compensatiols for any darnage due to the siudv. the -gorxent 
form should clearll

*"ition irat Pcerless Hospital & B K Roy R€search Centre shall not bc held liable for a:ry

compensatiotr if any question aris€s and it has rc rolc in the study The sponsor shall kccp the

patient indemnified agains all damage, ifany' caused to:hi; palient through lnsurancc cole'agc

under The New lndia Assu.ance Company Limited as pct their temN and condinons

> Paticnt should be given sufficient and reasonable time to examil1e all the papers alrd other factors

which helshe may mnsialor necassary b{rforc givrag consed to thestudy for the purpose and time

should also bc given to enable the paticnt to consult with othots before giving consent

As soon as you get the modrfication ofthe abo!€ points, please let us kjlow for ftrther proceedings'

Tharking -vou,

Yours faithtullv.

[.-.t-*-^J.-.,-
Dt. Amitava Sarkar
Chairman. Ethical Committ€e
Peedess Hospltal&8 {igy&!t!rqh!9!!rq

REGD oFFICE 360, Pdchasaya, Kolkata - 700 09 4, Phore 24i2 ?194 I 24621 AA11 71. Fd : 9l I I ?46 Z 0 766, E-ma I hospitexr@s nl.on, llebte r Nw. Peer esshospltal.com
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HUMAN ETHICAL COMMITTEE
MEDICAL COLLEGE, THIRUVANANTHAPURAM

(Constituted as per order No. G1/14540/06 MCT Dated 03-07-2006)

IEC. No.0 1/33i20 1 l/h{CT. r4lu20rl.

Communication of flecisipn of the Institutional Ethics Committee flEC)l
Institutional Review Board flRB)

Please note*
- Inform IEC/IRB innnediately in case of any Adverse events and

. Serious adverse events
- Inform IECIIRB in case of any change of shrdy procedure, site

and Investigator
- This permission is only for period mentioned above. furnual report

to be submined to IEC/IRB.
- Members of IECIIRB have right to monitor the trial with prior

Secretary

IECIIRB
ir
Q

n.
Add ress for corre sponO6tt&-itfuidr$€r.Sd$]ebdiH u ma n Eth i ca I C o mm ittee,

DepartmentorenarmJ5Jrolv,lrt Effimiiuvananttrapuram-695f-4tlrh'iia
Telephone :91 - 47'l -2528378 '.-"

I,f

ffiacy and Safefy of Peg-Inferon (peginterferon Alpha-2b)
forthe Treaftnent of Chronic Hepatitis C ".

Principle Investigator : Dr. Premaletha. N

Name & Address of In$inrtion: DeparEnent of Gastroenterolo gy,

Medical college, Trivandrum.

fl Revisedreview I :#:*"t
Date of rwiew (D/Itd/Y): l4/0ll20ll.

Date of prwious review, if rsvised ap'plication:

Decision of the IEC/IRB:

ffi Recommended n Recommended with suggestions

[*-] Rwision t] Rejected

Suggestions/ReasonsiRsmarks :

Recommended for a period of study : I lea"/ ,


