To

File No. ECR/1417/Ulhas/Inst/ME2016

Government of India
Minisiry.of Health & Family Welfare
Directorate General of Health Services
Office of Drugs Controller General {India)
Cenlial Diugs Sandand Cantenl Uirganeration

FIxA Bhawan, Kofla Road,
Mew Delli — 110 002, Tndia

Dated: 3.;:1@_[33”:

The Chairman,

Institutional Ethics (Cnmmittee,

Dr. Ulhas Patil Medical College & Hospital,
1" Floor, College Building, DUPMCH,
Jalgaon-425309, Maharashira,

Inclia,

SUB: - Frhics Committee Registration Me. ECR/A5Iust/MH2016 issued under Kule 12200 of the
Drups & Cosmetics Rules 945, '

Sir/Madam,

Please refer to your application no. Nil dated 09.03.2016 submitted to this office for the

Registration of Ethies Commiltee,

Based on the documents submined by you, this office hereby registers the INSTITUTIONAL

ETHICS COMMITTEE, situated at DR. ULHAS PATIL MEDICAL COLLEGE & HOSPITAL, 1
FLOOR, COLLEGE BUILDING, DUPMCH, JALGAON-425309, MAHARASHTRA, INDIA with
Registration number ECR/852/Inst/MH/2016 as per the provisions of Rule 122DD of the Drugs aw
Cusnietics Rules, 1945 subject (o the toliowing conditions:

i«

This Registration is subject to the conditions specified under Rule 12200 and Appendix VI of Sehedule-Y ol
Drugs and Cosmerics Act, 1940 and Rules [945.

The Ethics Committee shall review and accoed its appeoval to a clinieal trial at Appropriate inervals & specified

in Schedule Y and the Good Clinical Practice Guidelines for Clinical Trials in India and other applicable
regulatory requirements for safeguarding the rights, safery and well-being of the trial subjects. *

Ini the case of any serious adverse cvent ocewrring to the clinical mial subjects during the ¢linical wial, the Erhics
Committee. shall analvze and forward ils opinion as per procedures specified under APPENDIX X1 wof
Schedule .

The Ethics Commitiee shall allow inspectors or officials authorized by the Central Dregs Standurd Control
Organization to enter s premises [0 inspect any record, date o any document related o clinical vial and
provice adequite replies o any query raised by such inspectors or officials. as the case may be, in relation 1o the
conduct of clinical wial,

The Fi&nsing athority shall be informed in writing in case of any change in the membership or  the
constitution of the ethics committes takes place, ;

All the records of the ethics commines shall be safely mainmined after the completion ar lemimation of the
study for not Jess than five years from the date of completion or ermination of the wial (Benh in hard and sl

copies), : f”%

Dr Jihas Patil Medical Collage
and Haspital, Jalgaon Kh. .

inward No.:__ Q438

Date.js / o/ 2w)¢
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I¥the Ethics Comminee fails to com ply with 2ny of the conditions of registration, the Licensing Authorin may.
after giving an opponunity 1o show cause why such an order should not be passed. by an order in writing sadiye
the reasons therefore, suspend or cancel the registration of the Ethics Committee for such period as considercd
fnecessary,

This registration shail be in force foor a period of thres vears from the date of issue, unless it is sooner sLspended
or cancelled,

Ethies  Commitee  shall  consist of nod  Jess  than  seven  members  gnd s subject
08 maxivium of | 5. One smang fis members, whe is from owiside the institute, shall be appointed as ehairman.
one member 4 a Member Secretary and rest of the members shall be from Medical, Sciemtific. Man-Medical

The committes shall nchude at legst e member whose primary ares of interce or specalization is MNan.
seientific and ar least ane member whe is independent of the institution besides: tsere should be Bppeogriale
gender representation en the Ethics Commities,

. The Ethics committee can have as jis members, individuals from ether lnstitstions or Commanities, if required.
- Members should be conversant witl the provisions of clinical trials under this Schedule. Good Clinical Practice

Giuidelines for clinical wisls in India and sther regulatory requirements o safeguard the righs. safety and well-
being of the trial subjects,

- For review of each protacol the quorusn of Ethics Commnittes shall be af leas; fve members with the following

representations:

I Basic medical sclentist {preferably one pharmacologist)
. Clinician
1, Legal axper
V. Social sclentist or representarive of non-govermmental voluntany ggency or philosopher or
ethigisl or thenlnginn or a gimilar PCE3a,
W L&y person from community

+ The members representing medical scientist and elinicians should have Post praduste quaiificarion and adequane

experience in their respective fislds and aware of their role and responsibilities as committee members

As far as possible, based on the requirement of research area such as HIV. Genetic disorder, elc._ sperific
Palicnt group may also be represented in the Ethics Committes,

- There should be no conflict of interest. The members shall voluntarily withdravw from the Ethics Commiree

meehing while making n deeision on an application which evokes a conflics of interest which may be indicated
m writing 1o the Chairman prios 1o the review and be recorded 5000 the minutes, All members shall sign o

- Subject experts or other Cxpenis may be invited to the meetings for their advice. Bur no such expert shall have

voting rights.
This certificate is isswed 1o you on the basis of declarationfsubmission by you that yours s an fnsthgtion and

registration is sought for Institutional Ethics Commitiee.

(D, G N, Fi

Drugs Controller General (1) & Licensing Autfiiriny
Orugs Caonrobis i
ntl'.‘. Qararg nf Hirgal

Ministry of .-"_E:!_h_EI.: 7
EfhA Bhawan, Kotie A
Mg [al=
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Tao,

File No. ECR/1417/Ulhas/InstMH 2016

Government of [ndia
Ministry of Health & Family Welfare
Drirectorate Creneral of Health Sarvices
Office of Drugs Controller General (India)
Central Drugs Standard Control Ornzanization

FDA Bhawan, Kotla Road,
New Delhi — 110 002, India
Dated: 2o|og (1ol

The Chairman,

Institutional Ethics Committee,
Dr. Ulhas Patil Medical College & Hospital,
1" Floor, College Building, DUPMCH,
Jalgaon-415309, Maharashtra,
Tmdia.

Subject: Ethics Committee Registration No. ECR/BS2/InstMH/2016 issued under Rule [2200D
of the Brups & Cosmetics Rulesi 945

Shrvladan,

regisiration of Ethics Commitiee.

Please refer to yvour application no. Mil dated 09032016 submited w this ofTie [ e

Your Ethics Committes 15 hereby registered wnder Rule 220D wvide Regisimation Mo

ECR/852/Tnst/MH/2016 with the following composition and all the condition mentioned under the
Remstratiom rertifieate sssmed fo yon

Hole/Designation in

Sr. No MName of member Qualification Ethics Committee

1. Dy, Bavindrakumar L. Bakal | M.Pherm, PhD Chairman

P i Dr. Devendra R, Chaudhari | MD (P"harmacology) Wember Scoretary
3. Dir, Maya N, Arvikar MDD (Obst & Gyane) Clinician
4, Dr. Milind P. Joshi MCH, Pediatric Surgery Clinician
5. | Dr. Rahul P. Bhavasar MD (Pharmacology) Basic Medical Scicntist
6. Dr. Sandeep V. Pakhale MS (Anatomy) Basic Medical Scientist

; 7. Dr. Smita C. Pathade MD {Parthology) Basic Mcdic::t-t_ﬂcialis.l_'
8. | Adv. Satish G. Gadge LLM Legal Expen
5. | Mr. Prabhkar M. Jangale | MABEd || LayPerson

| 10. | Dr. Peashant 8. Warke ?;&Eﬁﬂﬁﬁnﬂ ¥l Social Scientist
11. | Mr. Sandesh Yashwant Patil | 12" Pass Non Scientifi Member

Drugs Controller General {1 &:Eic

Ule. Gemargl o
Mintsbry af Hea
Foa



File Mo. EC/21/000320

Govemment of India
Directorate General of Health Sarvices
Central Drugs Standard Control Organization
(Ethics Committse Registration Cvvision)

FDA Bhawan, Kofla Road,
Mew Delhi - 110002, India
Dated: 18-MNow-2021

To

The Chairman

Instiitional Ethies Commitieg

Dr. Ulhas Patil Medical College and Hospital,
1% Floor, College Building, DUPMCH
Jalgaon- 425309, Maharashira, India

Sublect: Ethics Committes Re-Ragistration Na. ECR/B52/InstMH/2016/RR-21 issued under Naw Drugs and
Clinical Trigls Rules, 2019, ;
SirMadarm,

Pleass refer lo your application no. EC/RENEWANST/2021/12770 dated 08-0ct-2021 submitted to this
Directorate for the Re-Registration of Ethics Commities.

Flease find enclesad registration of -the Ethics Committeer in Formm CT-02 vide Reglstration Mo.
ECR/852/InatMH/Z016/RR-21. The said registration is subject to the conditions as menticned below:-

Yours faifhfully
VENUGOPA, memras v
L ol e T —

L e i
ﬁ..-u..-......
» it ey 8 A

GTRDHAFHLIA e e
L SOMAN] i i

(Or. V.G. Somani)
Druga Controller Genaral (1) &
Central Licensing Autharity

Caonditions of Registration

1. The registration is vakd fram 18-Nov-2021 1o 17-Mow-2026, unless suspended or cancelled by the Central
Licencing Authority,

2. This certificate is issued 1o you on the basis of declaration/submission made by you,
3. Composition of the said Ethics Commities |s as per the Annexure,

4. No clinical trial o bicavallahifity or bicequivalance pratocol and related documents shall be reviewad by an
Ethies Committee in mesting uniess at least five of it memoers as datailed below are present in the meating,
namefy:-

{1} medical seiantist {praferably a pharmacaologist):

(i) clinician;

(iil) legal expart;

() social scientist or represaniative of non-govermmental voluntary agency or philesapher or
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19. Where a Bicavailability or Bloequivalence study centre does not have ite own Ethics
Commities, bioavailability or bicequivalence study at that site may be infisted after obiaining approval of the
pratecol from the Ethics Cammiltes registered under rule 8:Pravided that the approving Ethics Committes sh_all
in such case be responsibie for the study at the centre: Providad further that both the approving Ethics
Commitlee and the centre, shall be located within the same city or within a radius of 50 kms of the bioavailability
or Bltequivalence study centre,

20. Ethics committes shall indicate the reasons that weighed with It while refecting or asking for a change or
rotfication In the protocol in writing &nd a copy of such reasons shall also be made available to the Cantral

Licencing Autharity,

21. Ethics commitiee shall make, at appropriste intervals, an or-golng review of the trials for which they have
reviewed ihe prolocol. Such a review may be based on the pericdic sludy progress reporis furnished by the
investigatars or monitoring and internal audit reports furnished by the sponsor ar by visiting the siudy sites.

£3. The Ethics commitiee shall undertake proper causslity assessmant of SAE's with tha help of subject experts
wharsver required, for dedding relatedness snd quantum of compensation, as per condition no (22} mantianed
above.

24. Where at any stage of a clinical tral, it comes to a conclusian that the trial is likely to compramise the right,
safety or wellbeing of the trial subject, fhe Ethics commitiss may ceder discontinuation or suspensicn of the
clinical frigl and the same shall be intimated to the head of ihe institution conducting clinical trial and the Central
Licancing Autharity, '

25. Ethies committes shall comply with the requirements or condilons in addition to the requirements specified
under the Drugs & Cosmetics Acl, 1940 and New Urugs and Clinical Trlals Ruee, 2019, as may be spacifiad by
the Central Licencing Authority with the approval of the Cenral Govemnment, 1o safeguard the rights of clinical
trial subject or bloavailability or bicequivalanre study subject,

£6. Ethics Committee shall review and approve the suitability of the investigator and trial sita for the proposad
trial.

27. The Ethics Committes shall maintsin data, record, ragisters and other documents related to the functianing
and review of clinical triaf or bioavaillability study or bioequivalsnce Sludy, as the case may ba, for a pesiod of
five years after completion of such dinical trial,

28. Funding mechanism for the Ethics Committes to support their operations should be designad and approved
to ensure that the committee and their members have no financiel incentive o approve or reject particular

study.

28, BOP's for funding of the Ethics committee in order fo support their operations must be maintgined. The
records of income & expenditure of Ethics Commities shall be maintalnad for review and inspection.

20. The Chairman of Ethics Committss shall enter inte MOU with head of Institution, that necessary support and
faciltles and independance will be provided to Ethics Committee and their records will be maintained,

41. The Ethics Committes ghall allow any afficer authorzed by the Cantral Licercing Autharity to enter, with or
without prior notice, to inspect the premises, any record, or any documents relatad to clinical trigl, furnish
information to any query raised by such authorized persan, in relafion to the conduct of clinical trial and to verify
compliance with the requirements of thesa rules, Good Clinlcal Practices Guidalines and sther applicable
regulations for safeguarding the rights, safety and well-being of frial subjects,

d2. Whera Central Licencing Authority Is of the opirion that Ethics Committee fails to comply with any prevision
of the Drugs and Cosmetics Act, 1940and MNew Drugs & Clinical Trials Rules, 2018, it may issue show cause
natice 1o such Ethics Commitiee specifying therein such non-compliances and the pericd within which reply
shall be fumnished by such Ethics Committee. After consideration of the facts and reply given by the Ethics
Committes, the Ceniral Licencing Authority may take one or more aciions specified under provision of Rule 14,
Chapter [l of New Drugs and Clinical Trials Rules, 2048,
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File Ma. EC/21/000320
Govarmment of India

Annexure

Directorate General of Health Sarvices
Cantral Drugs Standard Contral Organization
(Ethics Committee Registration Divigian)

FDA Bhawan, Kotla Road,
Mew Dalhi - 110002, Indig
Dated: 18-Mav-2021

Compasition of the Ethics Commities:-

Page 4

Sr. | Name nf Member ' Qualification Raole/Designation In Ethics Commities ]
Bla. |
1 | Mr. Satish Govindrao Gadage | LLB (Master of Laws (AN Legal Expert ==
2 | Dr. Paray Ramchandra Pam B.Pham (M.Cham.. PO Chair Ferson
Nenrmpharmacalo
] Dr. Rahu! Prakash Ehavasar MBBS (MD-Pharmacology) | Menmiber an'etar!..r
4| Dr. Vaishall Bapurao Nagose ™ WBEE (MD- Pathology) Medical Sciental
5 |Ur. Shubhangl Devendra Chaudhar| MBES (DGO, DNB-Obstatrics Clinician
and Gynecology)
& | Dr. Praghant Sudhakar Warake B.E (MBAPhD) Social Scientist
7 | Ms. Swara Jayesh Waghodkar HEC, S8C (B.Com) Lay Parson o
8 Dr. Nilesh Prakash Bendale MBES (MD-Communiy Cliniclan =
Medicing)
9 |Dr. Shivaji Pandurangrac Sadulwad MBES (MS-General Surgery] | Clinlcian N
10 | Dr. Gifsh Ashok Kulkarmi BE (ME. Ph.DElectical Member
Engineering)
VENUGOPAL SRS
GIRDHARILA Tiassem
LSOMAN] — ssssier™

VT T WA

(Or. V.G. Somani)
Drugs Coniroller General ( )&
Ceniral Licensing Autherity



FORM CT-02
(See rules 8, 9, 10 and 14)

GRANT OF REGISTRATION OF ETHICS COMMITTEE RELATING TO CLINICAL
TRIAL OR BICAVAILABILITY AND BIOEQUIVALNENCE STUDY

Registration No, ECR/B52/Inst/MH/2016/RR-21

The Central Licencing Authority hereby registers and permits Institutional Ethics Committee, Dr, Ulhas
Palil Medical College and Hespial, st Floor, College Bullding, DUPMCH, Jalgaon- 425309,
Maharashira, India. Contac! No. 0257-2366657 Fax Mo.: 0257-2366648 to perform duties of athics
commitiee as specified in the New Drugs and Clinical Trials Rules, 2016,

2. The ethics commitiee shall chserve the conditions of registration specified in Chapter lil of the Mew
Drugs and Clinical Trials Rules, 2019 and the Drugs and Cosmetics Act, 1940,

]
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Place: Mew Delhi Central Licencing Aulhority
Date: 18-NOV-2021 i



