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DIRECTOR- SCON <director@scon.edu.in> Tue, Jan 28, 2025 at 3:13 PM
To: Sonopant Joshi <drjoshisg@scon.edu.in>, "Dr. Sheela Upendra" <sheelaupendra@scon.edu.in>, Jasneet Kaur
<jasneetkaur@scon.edu.in>, Seeta Devi <sitadevi@scon.edu.in>, Shital Waghmare <shitalwaghmare@scon.edu.in>, "Dr.
Manisha Mistry" <manishamistry@scon.edu.in>, Mangesh Jabade <mangesh@scon.edu.in>, Ranjana Chavan
<ranjanachavan@scon.edu.in>, Dipali Dumbre <dipalidumbre@scon.edu.in>

Dear Faculty Members,

Greetings from Symbiosis College of Nursing!

The Independent Ethics Committee (IEC), in collaboration with the Symbiosis College of
Nursing (SCON), is delighted to announce a workshop on ‘ICMR National Ethical
Guidelines 2017 & NDCTR 2019, scheduled for February 18, 2025 (Tuesday), at

the Lecture Hall No 2, Symbiosis Medical College for Women, Lavale Hill Base, Pune.

This workshop is designed to enhance participants' understanding of essential ethical
principles and regulatory frameworks in biomedical and clinical research. The program will
cover critical topics such as:

« Overview & Update: New Drugs & Clinical Trial Rules 2019

« ICMR National Ethical Guidelines for Biomedical & Health Research 2017

« Informed Consent Process and Designing Informed Consent Forms (ICF)

« Research process at SIU - Role of Institutional Ethics Committees (IECs) & IRC

The workshop details are as follows:

o Date: February 18, 2025

Day: Tuesday

Time: 9:00 am to 2:00 pm

Venue; Lecture Hall No 2, Symbiosis Medical College for Women, Lavale Hill Base, Pune.

Mode: Hybrid (Online and Oftline options available)
Registration Fee: 3300/-

For any queries, kindly contact Dr. Samir Barve at 8237425116.

This workshop is a valuable opportunity for faculty members, researchers, and students to
stay updated on research ethics and compliance with regulatory standards. We kindly request
you to attend this important event and encourage your colleagues and students to participate.

PFA the Brochure.

Thanks and Warm Regards

Dr Sonopant. G. Joshi M Sc¢ (N) M Sc (DM) Ph D
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DIRECTOR & PROFESSOR
Symbiosis College Of Nursing Pune (Maharashtra) INDIA
Member Secretary - Institutional Ethics Committee - SITU

Tel - +91-20-66975051,52

Web: www.scon.edu.in

Vidwan - https://vidwan.inflibnet.ac.in/profile/43451

Orcid- https://orcid.org/0000-0001-8298-8689

Research Gate https://www.webofscience.com/wos/author/record/K-7079-2015

Google scholar -- https://scholar.google.com/citations?authuser=3&user=Woj8VUsAAAAJ
Scopus- https://www.scopus.com/results/authorNamesList.uri?name=name&st1=joshi&st2=
sonopant&institute=Symbiosis+College+of+Nursing&origin=searchauthorlookup

WoS- https://www.webofscience.com/wos/author/record/K-7079-2015
This email is governed by the Disclaimer Terms of SIU which may be viewed at http://www.siu.edu.in/downloads/email-disclaimer.php
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SYMBIOSIS INTERNATIONAL (DEEMED UNIVERSITY)
INDEPENDENT ETHICS COMMITTEE & IQAC OF SIU

WORKSHOP ON
‘ICMR NATIONAL ETHICAL
GUIDELINES 2017 & NDCTR 2019’

=T & OEEE——

Day & Date :- Tuesday, February 18, 2025,
Timing :- 0900 - 1400 hrs
Venue: Lecture Hall No 2, Symbiosis
Medical College for Women,
Lavale Hill Base, Pune.

Time

Topic

Speaker

9:00 to 9:10 am

Keynote address

Dr. Rajiv Yeravdekar
Provost FOMHS

9:10 to 9:55 am

Overview & Update:
‘New Drugs & Clinical
Trial Rules 2019’

Dr. Ravindra Ghooi
Director, Scientia Clinical Services,
Pune

9:55 to 10:40 am

ICMR National Ethical
Guidelines for
Biomedical & Health
Research, 2017’

Dr. Raman Gangakhedkar
Distinguished Prof. FOMHS, SIU

10:40 to 10.50
am

Tea break

10:50 to 11.50
am

Informed Consent
Process & Designing
Informed Consent Form
(acr)

Dr. Aditi Apte
Senior Medical Scientist, KEM
Hospital Vadu Rural Health
Program, Pune

11:50 to 12:50
pm

Research Process @
SI1U:
Role of IRC & IEC

Dr. Sonopant Joshi
Director, Symbiosis College of
Nursing, Pune.
Member Secretary, Independent
Ethics Committee, SIU

12: 50 to 1:15
pm

Question and Answer session

1:15 to 1:20 pm

Vote of Thanks

Dr. Sheela Upendra
Deputy Director, Symbiosis College

of Nursing, Pune

1:20 to 2 pm

Lunch
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Symbiosis International (Deemed University)
{Established under section 3 of the UGC Act, 1956)
Re-accredited by NAAC with 'A++' Grade | Awarded Category -~ 1 by uGec

Eounder: Prof. Dr. 5. B. Mujumndar, M. Sc., pPh. D. {Awarded Padma Bhushan and Padma Shri by President of india}

SCON/Admin/ &% Date: 07/01/2025
To,

Dr. Rajiv Yeravdekar,
Provost - FoMHS
Symbiosis International (Deemed Unijversity), Pune

Subject: Request for Approval to Organize a Workshop on ‘ICMR National Ethical
Guidelines 2017 & NDCTR, 2019’

Respected Sir,
Greetings from Symbiosis College of Nursing!

Symbiosis College of Nursing (SCON) is proposing to conduct a workshop on ‘ICMR
National Ethical Guidelines 2017 & NDCTR, 2019’ on 215t February 2025.

This workshop is designed to enhance the knowledge of Ethics Committee members, faculty,
students, PhD scholars, and researchers at SIU on key topics in health research ethics. It will
provide training on the principles outlined in the ‘New Drugs & Clinical Trial Rules 2019” and
the ‘ICMR National Ethical Guidelines for Biomedical & Health Research, 2017.
Additionally, the workshop will focus on the informed consent process and the design of
effective Informed Consent Forms (ICFs), which are crucial for ethical research conduct.

Workshop Details:
« Day & Date: Friday, 21 February 2025
. Time: 9:00 AM to 2:00 PM
« Venue: Vinca Auditorium, 4th Floor, Symbiosis University Hospital & Research
Centre, Building No. 1, Lavale Hill Base, Pune
« Mode: Hybrid

Resource Persons:
1. Dr. Aditi Apte - Senior Medical Scientist, KEM Hospital Vadu Rural Health
Program, Pune
2. Dr. Raman Gangakhedkar - Distinguished Professor, Faculty of Medical and Health
Sciences, SIU ;
3. Dr. Ravindra Ghooi - Director, Scientia Clinical Services, Pune



The workshop is particularly relevant for Institutional Research Committee (IRC)
members from all institutes under Symbiosis. Therefore, we recommend that their
participation be mandated.

The registration fee is Rs. 300 per participant (reimbursable from the Faculty Development
Program [FDP] fund). A working lunch will be provided. We are expecting 200 participants.

We believe this workshop will contribute significantly to enhancing research quality and
ethical compliance within Symbiosis International University. I kindly request your approval
to proceed with the event and your guidance regarding any additional requirements.

Enclosed with this letter are the following documents for your review and approval:
1. The tentative program schedule
2. The proposed budget for the event

Thank you for your consideration and support.

A

Dr. Sonopant G.Joshi
Director & Professor
Symbiosis College of Nursing(SCON)
Hill Base Campus
Lavale, Pune-412 115.



Workshop on ‘ICMR National Ethical Guidelines 2017 & NDCTR,

2019’
CONCEPT NOTE
Bioethics is a dynamic area having various dimensions from maintaining confidentiality of
the data, informed consents t0 good clinical practice in research studies. The ethical
practice in research can be continued by regular and repeated sensitization and time-to-
time updating of knowledge of the researchers as well as the regulating bodies like Ethics
Committees. The concerns and issues about the ethical dilemmas are a constant scenario
during the conduct and review of biomedical research and they need to be addressed to

protect the rights and safety of the research participants involved in clinical research.

This workshop aims to discuss and update the knowledge of the Ethics Committee
members, faculties, students, PhD Scholars & researchers at STU; and about selected topics
in health research ethics. It will serve as a training activity for the members of the IECs of
STU. The workshop will be very useful for all participants to get introduced to the ethics

related information and procedures.

This workshop will introduce the participants to general principles and issues in ethics with
reference to the ‘New Drugs & Clinical Trial Rules 2019” & ‘JCMR National Ethical
Guidelines for Biomedical & Health Research, 2017". These are an essential base for
ethical conduct of a research study. The workshop will also cover one of the most important

topics in ethics i.e. Informed Consent process and designing Informed Consent Form (ICF).
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SCHEDULE
% Day & Date: 21 February 2025

% Timing: 9 amto 2 pm

Venue: Vinca Auditorium, 4" floor, Symbiosis University Hospital & Research Centre

L/
.

building no 1, Lavale hill base, Pune. >
<+ Mode: Hybrid
Time Topic | | Speaker
9:00 to 9:10 Dr. Rajiv Yeravdekar
am hsgngs gddress Provost FOMHS
Overview & Update: Dr. Aditi Apte
9:10 to 9:55 ‘New Drugs & Clinical Trial Senior Medical Scientist, KEM
am Rules 2019’ Hospital Vadu Rural Health Program,
Pune
9:55 to ICMR National Ethical Guidelines for Dr. Raman Gangakhedkar
10:40 am Biomedical & Health Research, 2017 Distinguished Prof. FoMHS, SIU
10:40t0 | '
10.50 am Tea break

" Dr. Ravindra Ghooi

10:50 to Informed Consent Process & Designing Director. Seintic CllisabSer o

11.50 am Informed Consent Form (ICF)
Pune
Dr. Sonopant Joshi
Di biosis Col
11:50 to Research Process @ SIU: zrecto;;ffi; n.ln;?;lc: legecy
1
12:50 le of IRC & ; ]
i ol st Member Secretary, Independent Ethics
Committee, SIU
12: 50 to ) _
1:15 pm Question and Answer session
1:15 to 1:20 I?r. Sheela Up-enc-ira
o Vote of Thanks Deputy Director, Symbiosis College of
. Nursing, Pune
1:20 t
% Lunch
pm
Note:

% Registration charges: Rs. 300
&% Certificates: The certificates will be issued to those who will attend the workshop completely.
The certificates will be provided in soft copy format only. :

< Tea and cookies will be given during the Tea break.
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SYMBIOSIS COLLEGE OF NURSING

PROPOSED

BUDGET

Training on Topic : Workshop on ‘ICMR National Ethical Guidelines 2017 &
NDCTR, 2019’ on 21/2/2025

A INCOME Quantity Unit Cost GST Total
Registration Fee-Delegates (Rs 300) @ 200 participants ' .
(Internal) 350 300 0 105000
External participants 50 300 2288 12712
Total 11?_? 12

B EXPENDITURE
1. Rent charges - Conference hall (LCD, Mike)

Moringa Auditorium 22200
2. Honorarium of speakers - 3 persons S 2200 6600
3. Memento/ Prize 0
Plants for 3 speakers (3*200) 200 600
Jute Bag 5 175 525
4. Stationery -

Colour Print / Certificate 50 20 1000
Flex/Banner il 1000 1000
Note Pad 250 10 2500

5. Catering - Pav bhaji + (Gulab Jamun) Sweet (90/-) j
& Tea (15/-) 250 105 26250
Grand Total 60675
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