National Organ & Tissue Transplant Organization
Government of India
Ministry of Health & Family Welfare
Directorate General of Health Services

(Report)

National Symposium on Legal and Ethical Aspects of
Organ Donation and Transplantation

On
19th January, 2024
At

India Habitat Centre, Lodhi Road, Lodhi Estate, New
Delhi-110003

Organized by
National Organ & Tissue Transplant Organization

(NOTTO)
Government of India

1of32|Page



TABLE OF CONTENTS

S.No. Content Page No.
1 | Table of Contents 2
2 | Agenda 3
Summary Of Presentations & Panel Discussions

3 | Introduction 6

4 | Structure of the Symposium 6

5 | Panel Discussion 1- Key Legal Procedures 7

6 | Panel Discussion 2- Brain Stem Death: Challenges and 10
Possible Solutions

7 | Inauguration Session 13

8 | Panel Discussion 3- “One Nation One Swap Program” 15

9 | Panel Discussion 4- Issues with Organ Donation and 17
Transplantation of Foreigners in India

10 | Panel Discussion 5- Facilitating Organ Donation and 18
Transplantation in General and in Medico Legal Cases

11 | Panel Discussion 6- Possible Legal and Ethical Solutions in 19
Organ Transplantation in India
Key outcomes and action points

12 | Key outcomes and action points 22
List of Participants

13 | Annexure 1: List of Participants 24
Picture Gallery

14 | Annexure 2: Picture Gallery 30

20f32|Page




AGENDA




Symposium on Legal and Ethical Aspects of Organ Donation
and Transplantation

Theme: Uniform legal and ethical guidelines for organ donation and transplantation across
the nation in alignment with the vision of “One Nation, One Policy”

S. No TIME ACTIVITY NAME OF
SPEAKER/MODERATOR
/PANELIST
09:00AM -09:30AM REGISTRATION
09:30AM - 09:50AM Organ Donation & Transplantation in India: Dr. Anil Kumar
Legal framework and responsibilities of various (Director NOTTO)
authorities
1.2 09:50AM - 10:10AM Ethical Dilemmas & Challenges in Organ Dr. Sanjay Nagral
Donation & Transplantation in India (Co-chair, DICG)
21 10:10 AM - 10:20 AM Procedure of registration of Sh. Sandeep Rawat, NOTTO
Transplant/Retrieval centres and tissue banks
with NOTTO
2.2 10:20 AM- 10:30 AM NTORC Dr. Sunil Shroff, Managing Trustee,
o Simplifying Registration Process Mohan Foundation & Honorary
e Problems and Possible Solutions Consultant, Madras Medical Mission
o Empowerment Hospital
2.3 10:30 AM- 10:40 AM Approval of Living Donors by Competent Dr. Anil Agarwal, Director, GB Pant
Authority / Authorization Committee: Hospital New Delhi
Procedures & Checklist
2.4 10:40 AM- 10:50 AM Consent for transplant surgery: Legal rights of Sh. Mahendra Kumar Bajpai, Advocate
donors and recipients Supreme Court of India and Hon.
Director, Institute of medicine and Law
25 10:50 AM - 11:00AM Legal aspects of Data privacy Prof. (Dr.) Sanjay K. Aggarwal, Senior
Nephrologist, Ex HOD AIIMS, New Delhi
2.6 11:00 AM - 11:10 AM Recent high court judgement on Functioning of Dr Shobhika Shree, MO NOTTO
Authorization and Appellate committee
11:10 AM- 11:30 AM TEA BREAK
31 11: 30AM- 11:40 AM Brain Stem Death Audit in ICUs to maximize Dr. Rahul Pandit
deceased organ donation
3.2 11:40AM-11:50AM Difficulties in Declaring Brain- Death — Battling Dr. Easwer HV

the Perceptions
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3.3 11:50 AM —12:00 PM e Can BSD certification be made mandatory?
e Withdrawal of ventilatory support after

BSD: Current Status and way forward

Controversies in BSD- Current Legal Status

of BSD, need for uniform declaration of

death.

e Minimum no. of donation/transplantation
required for renewal of license of retrieval
centres and/or transplant centres

3.4 12:00PM- 12:30 PM .

Dr. Nobel Gracious

Dr. SK Mathur
Dr. Dhawani Mehta (Vidhi Law Firm)
Dr Arpita Roy Chaudhary

12:30 PM- 12:35 PM Lamp Lighting and Saraswati Vandana

4.2 12:35 PM- 12:40 PM Welcome address

4.3 12:40 PM- 12:50 PM Address by Special Guest

4.4 12:50 PM - 12:55 PM Address by DGHS

45 12:55 PM- 01:00 PM Address by Secretary (H&FW)

01:00 PM- 02:00 PM LUNCH

Dr Anil Kumar, Director, NOTTO

Prof. (Dr.) Atul Goel

Shri. Apurva Chandra

02:00 PM- 02:10 PM One Nation One SWAP Program to expand
donor pool: Legal/Ethical Challenges &

Solutions

5.2 02:10 PM- 02:20 PM Alliance for Paired Kidney Donation:
Suggestions for India
5.3 02:20 PM- 02:40 PM Panel Discussion

02:40 PM - 03.30 PM Deceased donation from Foreigners in India:

Challenges and Possible Solutions

6.2 Ethical Challenges in Foreigners coming for
Transplants in India: Reforming the Regulatory
Procedures (s) for dealing with foreigner cases of
transplant and NOC from Embassy

6.3 Can we facilitate transplant of foreigners waiting
for more than a certain number of years and in
super urgent critical cases.

6.4 Stakeholders for real time data sharing with
NOTTO for Foreigners Organ Transplant

Post- Transplant follow up of Foreigners

Prof. Vivek Kute
(IKDRC) (Speaker/Panelist)

Sh. Atul Agnihotri, Chief Growth Officer

APKD, USA (Speaker/Panelist)
Dr. Vineet Mishra

Dr Anup Kumar
Dr Himanshu Verma
Dr Vipin Kaushal
Dr. Manish Balwani, Secretary ISOT

Dr Harsha Jauhari, SGRH

Dr. Sunil Shroff

Dr Sanjay Nagral
Dr SK Mathur

Dr. S. Senthilnathan
(IH Division)
Ms.Pallavi kumar
Law Expert- Dr. Sanjay Jain

Representative BOI/Ministry of External
Affairs
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7.1

7.2

7.3

7.4

03.30 PM- 03.40 PM

03.40 PM- 03.50 PM

03.50 PM- 04:00 PM

04:00 PM — 04:10 PM

04:10 PM- 04:30 PM

Legal reforms for augmenting organ donation
and transplantation

Tamil Nadu experience in Facilitating deceased
organ donation

Proposal for reforms for augmenting Organ
Donation in Medico Legal Cases

Panel Discussion: Medico Legal Cases

Ms Dhwani Mehta, Vidhi Centre for Legal

Policy, New Delhi
Dr. Amalorpavanathan

Dr. Thejaswi HT, HoD Forensic Medicine,

Dr RML Hospital
Dr. Sarvesh Tandon, HoD Forensic
Medicine, SJH Hospital
Representative, Dept of Legal Affairs

8.2

8.3

10
11

12

04:30 PM- 04:40 PM

04:40 PM- 04:50 PM

04:50 PM- 05:15 PM

05.15PM to 5.45 PM

05:45 PM- 05:50 PM
05:50 PM- 05:59 PM

05:59 PM- 06:00 PM
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Incentivization of BSD Certification & Retrieval
team
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Introduction:

The national-level symposium on ‘Legal and Ethical Aspects of Organ Donation and Transplantation’ was
held on Friday, January 19, 2024, at India Habitat Centre, New Delhi, hosted by the National Organ &
Tissue Transplant Organization. The theme of the event was Uniform legal and ethical guidelines for
organ donation and transplantation across the nation in alignment with the vision of “One Nation,
One Policy.”

Structure of the Symposium:

This symposium witnessed the enthusiastic participation of over 170 people, including various legal experts
from the Supreme Court and the High Court, medical experts in the field of organ donation & transplantation,
and representatives from ROTTOs and SOTTOs. The event was divided into eight sessions, covering the
following broad topics:

1) Key note address by Dr. Anil Kumar and Dr. Sanjay Nagral

2) Panel Discussion on Key Legal Procedures

3) Panel Discussion on Brain Stem Death: Challenges and possible solutions

4) Inauguration session

5) Panel Discussion on One Nation one SWAP Program

6) Panel discussion on Issues with Organ Donation and transplantation of foreigners in India

7) Panel Discussion on Facilitating Organ Donation and Transplantation in General and in Medico
Legal Cases

8) Panel Discussion on Possible Legal and Ethical Solutions in Organ Transplantation in India

Dr. Anil Kumar (Director NOTTO) welcomed the
participants and delivered the key note address
on estimated need and gap of organ donation and
transplantation in India: Legal framework and
responsibilities of various authorities where he
highlighted the current status of organ donation
and transplantation in India, organ transport
policy, Aadhar authenticated digital pledge
campaign.
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He also underlined the idea of establishing at least one multiorgan transplant centre in each state along
with one organ retrieval centre in every medical college and to identify the skill centres for training purpose
and emphasized on One Nation, One Allocation Policy, One Portal for National Registry and Digitalized
Allocation.

Dr. Sanjay Nagral (Co-chair, DICG) was then
invited to deliver key note address on ethical
dilemmas and challenges in organ donation and
transplantation in India. He talked about the
various aspects of ethics in organ donation and
transplantation wherein he highlighted the non-
uniformity in the transplantation process globally
and pointed out the recent global guidelines
specifically highlighting the Declaration of

One Nati

Istanbul. These guidelines oppose - -
commercialism in transplantation, trading and e g L(,)
trafficking which is the focus of the Declaration of

Istanbul. They also oppose the violation of human SYMPOSIUM ON LEGAL

rights. The idea behind all this is to promote
public trust in the process of donation.

One of the challenges that he shared was that of the cost involved in transplantation. Another challenge
would be that the Brain Stem Death should not be looked only from the point of view of organ donation. So,
the idea that we should have a national policy is essentially inevitable but we need to integrate local views
and we also need to encourage the privacy and yet we need to remove inequity with structural biases. Also,
we need to be careful about elite capture and precaution. We need to bring in professional procedure and
policy and procedural uniformity at the same time.

Panel Discussion 1- Key Legal Procedures
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National Organ And Tissue Transplant Organisation

One Nation, One Policy on Legal Framework for Organ and Tissue Donation & Transplantation
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The session was moderated by Dr. Anil Kumar, and the panel members were Dr. Sunil Shroff (Managing
Trustee, Mohan Foundation), Dr. Sanjay K. Aggarwal (Sr. Nephrologist, AIIMS), Dr. Anil Agarwal (Director,
GB Pant & In Charge of Delhi Organ Transplant Cell), Sh. Mahendra Kumar Bajpai (Advocate, Supreme
Court of India), Dr. Shobhika Shree (MO, NOTTO), and Sandeep Rawat (IT, NOTTO).

Sandeep Rawat presented the procedure for
registration of transplant/retrieval centres and
tissue banks on the NOTTO website.

iy & (=)

Dr. Sunil Shroff presented a presentation on Non-Transplant Organ Retrieval Centres (NTORC), where he
gave the definition of NTORC and explained the role of NTORC by showing the statistics of hospitals and
the deaths that occur in our country, the criteria for becoming a NTORC, and the conditions and standards
required for the registration process.

Problems/ Challenges:

- Getting a NTORC license is cumbersome;
the form itself has 49 fields.

- Inadequate knowledge leads to poor
documentation of brain death
certification.

- How to handle postmortem cases

- Lack of resources for maintaining brain
death donors

- Lack of knowledge in brain death
declarations, not only in public but also
among doctors

- Problem of funding for NTORCs

- Shortage of manpower, non-availability
of brain death-certifying experts

Possible Solutions:

- Simplify Form 13

- Providing SOPs, developing checklists, and creating state-specific flowcharts in MLC cases

- Sensitize police and forensic

- Should make 700 medical colleges as retrieval centres, and in the second phase, they can become
transplant centres.

- There is a need to promote awareness through professional bodies like the IMA, and training
opportunities need to be provided.

- can provide funding to these medical colleges to implement the infrastructure.

- Highlight the donations in the media and the helpline for NTORCs. NTORCs will certainly help in
improving organ donation in the country.
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Dr. Anil Aggarwal talked about the approval of living donors by the Competent Authority/Authorization
Committee. He explained the composition of the competent authority and the procedures and checklist for
the same.

Recommendations:

- DNA profiling can be suggested in cases
where poor documentation or documents
are suspected to be fabricated.

-  SOPs should be made for SWAP
donations.

- Minor living donors in cases of
exceptional medical grounds should only
be allowed after in-depth justification with
prior  approval from  appropriate
authorites and state  government
concerns.

Advocate Sh. Mahendra Kumar Bajpai talked
about consent for transplant surgery and the legal
rights of donors and recipients. He emphasized
that if a person has already consented in Form 7
to organ donation during his or her life, then the
additional consent from relatives after his/her
death is morally and ethically not correct.

= X

SYMPOSIUM ON
& ETHICAL AS|
OF ORGAN DO}

Dr. Sanjay K. Aggarwal elucidated the legal aspects of data privacy and highlighted the importance of
protecting data privacy laws for donors and recipients in the process of organ donation. He also explained
the Digital Personal Data Protection Bill passed by the Government of India.

Recommendations:

- There is a need for a robust law for the
protection of the data privacy of donors
and recipients in the process of organ
donation as the medical history and
records are shared.

- There is a need for transparency and
ethical practices in the handling of
personal data related to organ
transplants.

- Deceased donor details, such as name
and identifiable information, should not
be published in the media.
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Dr. Shobhika Shree presented the recent two
Delhi High Court judgements for approval of on
near-relative living donations, wherein one of the
presentations, she explained the prescribed
timelines of the entire process of submission and
approval for the authorization committee to
function as given in by the Hon’ble Court in its
order and in the second, support required by the

£\ = A
donor for good accommodation and a clean &) ‘ ! ©
environment post-surgery to be provided by the LEGAL \ SYMPOSIUM ON LEGAL
recipient. She also mentioned the ministry order ECTS ﬂﬂlfﬁl:::fﬂsl

for the same.

During the discussion, Director NOTTO highlighted the second judgement, where any kind of support could
be interpreted as anything, and that needs to be challenged. The Law Ministry was approached for the
same, and they agreed.

Further, Advocate Dhwani Mehta was asked: Can the first judgement be the guidelines for the whole
country or can it be for Delhi as passed by the Delhi High Court? For this, she responded that, as a matter
of good policy, uniform guidelines can be made.

Adv. Sh. Mahendra Kumar Bajpai made the point that some judgements are case-specific, so we should
see whether that judgement is setting precedent. The health ministry has the power to make guidelines.
Dr. Sunil Shroff suggested that NOTTO should make clear guidelines on post-surgery donor management.
Dr. Sanjay Nagral made the point that a donor has a right to be looked after; now, who should look after
and upper limits are matters of discussion as donors often take leave and lose income.

Recommendations:

Draft guidelines and timelines for functioning of Authorization Committee may be prepared by NOTTO and
shared with stakeholders for public comments before finalization.

Panel Discussion 2- Brain Stem Death: Challenges and Possible Solutions
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The discussion was moderated by Dr. Anil Kumar and the panelists were Dr. Easwer HV, Dr. Nobel
Gracious, Dr. SK Mathur, Ms. Dhvani Mehta and Dr. Arpita Roy Chaudhary.

Some of the issues shared by Dr. Easwer
through his experiences are as below:

Although critical care and number of
ventilators have improved in our country
post-covid, still Brain Stem Death (BSD)
declaration is low due to lack of
sensitization among the doctors.
Harassment of the BSD certifiers by police
due to lack of proper law and guidelines
especially in Kerala.

Post-mortem/ autopsy takes another 24-
48 hrs after BSD declaration which is a
difficult time for the relatives of the donor
and need to be facilitated.

Lack of Standard Operating Procedures
(SOP’s) other than the THOTA as THOTA
still has grey areas on situations such as
certifying brain stem death where
suggested neurological tests are not
possible. In such cases, which ancillary
tests should be conducted has not been
clarified.

BSD certification for children or new born/
neonates is still unresolved.

Possible solutions as mentioned by him are:

There is a need to alter our medical curriculum that includes BSD also as a form of death, mid-
career educational programs should be there and nurses and ASHA workers should be included to
spread the message.

NOTTO should come forward with directives stating BSD declaration to be a statutory process and
guide the legal process of BSD certification.

Doctors should be compensated for the time and effort they put in for declaration of brain stem death
and transplantation.

Auditing of Brain Stem Death certification, should be made mandatory to avoid any kind of
unnecessary litigation and in order to improve the quality of services.

Although Tamil Nadu has already started autopsy to happen parallelly with organ retrieval, NOTTO
should come forward with sufficient directions and legal corrections required for this happen in all
the states.

Centers of Excellence should be set up by Government to increase the involvement of Public
hospitals in transplant as they are the only ray of hope for poor people.

Sustained media campaign in order to bridge the awareness gap.

In order to increase the organ donation rate, NOTTO should come forward to involve religious gurus
and leaders for awareness and sensitization purpose to increase the involvement of their
communities.
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Dr. Nobel Gracious next talked about BSD
certification and withdrawal of ventilatory support
after BSD. He explained the current process of
BSD certification and stated that declaration of
death by BSD certification criteria has been given
a legal recognition in THOA 1994, still the current
law has confusion regarding how the BSD will be
certified in two different hospital settings if BSD
takes place in a non- transplant hospital or
NTORC. As already the declaration of BSD has
been made mandatory by the Government of
Kerala, still hospitals are not reporting it, hence
any executive orders or Government orders are
not sufficient to declare BSD if doctors are not
ready or willing to declare BSD. Also, when
certified, Form 10 already states that the patient is
dead, so no other certification is required, hence
there is no ambiguity regarding removal of
ventilatory support after Brain Stem Death.

Dr. SK Mathur raised a question that “if death has
been defined under any act/ law of India, is it
applicable uniformly or not’. Opinions were that
the definition is mentioned under a particular act,
it will be applicable to that particular act/ law only.
Therefore, in order to have a common definition of
death, Ministry of Health should approach the
Supreme Court and if required get the definition of
death passed from the parliament accordingly.
THOTA needs to be modified to allow organs to be
used for the purpose of research also which will
allow marginal organs to be utilized. Strict rules
are required under the law for the protection of
doctors declaring BSD.

Dr. Arpita Roy Chaudhary mentioned that since the inception of THOTA, we have not progressed much and
the growth is uneven which indicates non-comfort in declaring BSD. Hence, BSD must be de-linked from
organ donation.

- She further suggested that medical R
curriculum must include every single part bt Guest
of organ donation and the related law. I, DGHS, Govt. of
- Madifications in the allocation criteria are k, India Habitat C:

required.

- All the medical colleges can be declared
as NTORC's.

- Quarterly training should be implemented
for medical staff related to organ donation
and transplantation.

- Problem, discussion with the NTORC'’s for
possible solutions and hand holding till the
center matures is needed.

- Renewal of license for transplant centers
must include questions such as the

120of32|Page



presence of transplant coordinator, number of BSD’s declared, number of families counselled,

number of organs donated, etc.

Equal medical care and attention must be provided to elderly with transplants unbiased as results
have shown that elderly patients also respond well and have better survival.

Conclusively, Ms. Dhvani Mehta came forward with 3 key legal interpretations as mentioned below:

Brain Stem Death is an objective clinical
fact and is a procedure that can be carried
out by doctors irrespective of the fact that
there is a consent for organ donation or
not. As there is already sufficient text
available clinically, this should be
accompanied by strong  medical
guidelines.

BSD can be recognized as a legal form of
death without any doubt.

Treatment or life support can be
withdrawn from a brain-dead person
without having to follow the “Three Tier
Process”

The panel discussion ended with a brief note on the “Three Tier Process” that includes broadly the formation
of two different medical boards for declaration of death and informing the district magistrate for the withdrawal
of life support. Also, panel members emphasized on the need for rapport building and counselling of BSD
patient relatives.

Inauguration Session

i
:
*
A
&
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The session began with the felicitation of distinguished guests namely Sh. Elangbam Robert Singh (JS,
MoHFW), Prof. (Dr.) Atul Goel (DGHS, MoHFW), Dr. Anil Kumar (Director, NOTTO), Sh. Adish Agarwal
(Advocate President, Supreme Court Bar Association) and Dr. Pranjal Modi (Director, IKDRC) and further
proceeded towards the lamp lighting session.
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Dr. Anil Kumar (Director NOTTO) welcomed the esteemed guests and thanked Dr. Atul Goel for his
guidance and expansion of the transplant program nationally as well as internationally. He further thanked
Sh. Elangbam Robert Singh for his constant support towards the transplant program of India. He
emphasized on the aim of the conference that is to bring in uniformity in a legal and transparent manner
and to find solutions to various issues related to organ and tissue transplantation.

Moving further, Sh. Elangbam Robert Singh
addressed the gathering and delivered his
speech on organ donation and transplantation.
He stated that it is our responsibility to ensure that
our healthcare system operates in a
compassionate manner and it is imperative that
our approach is of highest ethical standards. He

also talked about the huge requirement of & Z= 8§ &
transplants as compared to the donation citing ON LEGAL smrosmuolggl\
the figures of organs availability versus \SPECTS ‘Fﬂmlﬁ;nm
requirements which is continuously growing. 9.'.'.‘1!'.9!_, Agnmllsm'“

Therefore, the need for regular assessment and refinement of legal instruments such as THOTA to address
emergency challenges like organ donation, ensuring transparency and allocation mechanism is required.
He emphasized on the solutions for speedy disposal of grievances received regarding delay in acceptance
of applications for organ donation by various authorization committees and institutions. He added that
India’s third rank worldwide in organ donation and transplantation is a testament of tireless efforts of our
states and medical professionals, along with that also raised a concern on the non-reporting of data
specially living transplant data by the states. And, he wished the symposium to be a platform to discuss and
work upon such issues to achieve the call of “One Nation One Policy on Organ Donation and
Transplantation”.

Sh. Adish Agarwal also addressed the gathering
and applauded the efforts of NOTTO for hosting
such an event. He appraised the efforts of current
Government in helping the speedy amendments

required in the existing acts and legal system. He

emphasized on the necessity and importance of 1 = 3 &

digitization in any sector. & \ SYMPOSIUM ON LEGAL
s & ETHICAL l\SI’EI:J‘?I
w OF ORGAN DONTL

Dr. Pranjal Modi then appreciated the efforts of
Director NOTTO towards organizing the
symposium. He further addressed the gathering
stating transplantation has to be a
multidisciplinary approach that includes medical
fraternity, law, ethics etc with service, education
and research to be an integrated component of it.
He emphasized on establishing a structure and
function in such a way so as to establish one of
the best transplant centers and universities. He
also highlighted Gujarat University of
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Transplantation Sciences and Institute of Kidney Disease and Research Center to be one of the first few in
steps towards giving a model to the country which will work as benchmark to other parts of the country.

Prof. (Dr.) Atul Goel, Chief Guest shared
wonderful words of encouragement with the
gathering, emphasized bio-ethics, and elucidated
the significance of prevention in order to reduce
the number of organ failures. He shared the
achievement of acceptance by court of flowchart
of withdrawal of life support in the impending that

= 8§ O

gt’)‘

situation with futility of care. He also requested o :sl:’é:;m N\ s:";ﬁ;‘;{‘&'{,}f,ﬁé‘
that doctors be more patient-oriented and N DoNATION nrom:m‘;:'““:'
thoughtful about prescriptions and avoid :g;’"““ﬂll MOTES -
prescribing unnecessary medications. [T atonl g T T

Panel Discussion 3- “One Nation One Swap Program”

The session was moderated by Dr. Sourabh Sharma and the panel members were Prof. Vivek Kute, Sh.
Atul Agnihotri, Dr. Pranjal Modi, Dr. Anup Kumar, Dr. Himanshu Verma and Dr. Manish Balwani.

=
-
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OSIUM ON LEGAL & ETHICAL ASPECTS OF ORGAN DONATION AND TRANSPLANTATION

National Organ And Tissue Transplant Organisation
One Nation, One Policy on Legal Framework for Organ and & Transplantation

Prof. (Dr.) Atul Goel, DGHS, Govt. of Ind
19" January, 2024 | Silver Oak, India Habitat Cen!i(
=

Recommendations:

- NOTTO, ROTTO and SOTTO should promote SWAP donation through IEC activities

- One nation one advisory is needed for SWAP transplantation along with state and central registry.

- No need to take legal permission from different states when donor and recipient are from different
states. Hospital, district or state in which transplantation proposed to be done should give
permission for the SWAP.

- Robust structural framework will be way forward for INDIA in view of swap donation and
transplant.

- User friendly software for digitalized application and document verification (linked with Aadhar) can
be helpful in streamlining and fastening the SWAP transplant.
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- The transplant human organ reforms are needed. Single Window Clearance through NOTTO.
(Action point Notto)

- Mandatory counselling about all replacement therapies so that patients can take informed decision
before registering into deceased organ donors list.

- Process should be equity and utility based.

- Every document including marriage certificate to be available online.

- Creating trust b/w countries.

- There should be provision for inter organ transplant

- City wise list for living transplant donors.

- Software to be either at authorization committee level or at institute level

- Felicitation to the deceased donor family and incentives to support donor families in the form of any
insurance or other benefits to boost their confidence.

- SOPs are required for paired kidney donation.

- APKD (Alliance for Paired Kidney Donation) software can be solution for India for best output in
terms of kidney donation. It is an improvised version to cater all recent developments in medical

science to give better output.

- Other than near relative donor to be given permission for SWAP donation. Need to amend the
organ transplant act. (Action point MOHFW).

- Resist political influence

- Flow of organ to various sections of the society not to the riches only.

- There should be flexibility in organ donation system

- swap donation is the cost-effective way to expand the living kidney transplant donor pool.

- Same checklist criteria for all states.

- donor pool increased in swap donation
- better quality of organ matches
- cost effective
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Panel Discussion 4- Issues with Organ Donation and Transplantation of Foreigners in India

-

SYMPOSIUM ON LEGAL & ETHICAL Aspicts-(;r ORGAN DONATION AND mnsr‘

National Organ And Tissue Transplant Organisation
~ One Nation, One Policy on Legal Framework for Organ and Tissue Donation & Transplantation

Prof. (Dr.) Atul Goel, DGHS, Govt. of India
19" January, 2024 | Silver llakﬂn)dia Habitat Centre, New Delhi

& &

GAL
SYMPOSIUM ON LE
& ETHICAL ASPECTS
OF ORGAN DOI:‘I;I‘IT?SN o s
TRANSPLA
AND s
nd Tissue Transplant

an -
O,ganisanon e

an And Tissue Transplant

Nationa! ovgmamsa‘\"”

National 09

Ties d @
P st

The session was moderated by Dr. Awadhesh Kumar Yadav and the panelist were Dr. Harsha Jauhari,
Dr. Sunil Shroff, Dr. Sanjay Nagral, Dr. S.K Mathur, Dr. S Senthilnathan and Ms. Pallavi Kumar.

Recommendations:

- Mandatory NOTTO ID registration for all foreigners who are coming to India for transplantation.

- Portal for registration and transplant of foreign nationals to be explored in line with IH division
under the aegis of NOTTO.

- Detail of arrival, transplantation, follow up and departure. All information under one portal.

- Arrangement of interpreter for foreign nationals

- Representative from the concerned embassy to be present at the time of consent.

- SOP’s and guidelines are required for transplant in foreign nationals in India.

- Notto must be empowered to have all the information regarding the foreign donors and recipients.

- Strict audit to be in place in regards to the transplantation process of foreigners.

—
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Panel Discussion 5- Facilitating Organ Donation and Transplantation in General and in Medico
Legal Cases
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19 January, 2024 | Silver 0ak, }l}dia Habitat Centre, New Delhi
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The session was moderated by Dr. S.S. Lalwani and the panel members were Dr. Thejawsi HT, Dr.
Yogendra Singh Bansal, Mr. Sanjay Kumar Nagpal and Dr. Sarvesh Tandon.

Tamil Naidu experience
Web application, Dedicated transplant coordinator, Dedicated transplant coordinator, Continuous training,
are the few crucial things which strengthen the deceased donation program in Tamil Nadu.

Way forward:

All regions need to have homogeneous transplant facility so all the organs can be utilized within the region
Organ donation-legal cases

- More IEC to strengthen awareness with police and other stakeholders.
- NOC not be obtained from police.
- Simultaneous autopsy or virtual autopsy can be explored in view of strengthening the program.

In case of Brain Stem Death, hospitals need to inform the nearest police station, postmortem doctor and
the retrieval team as soon as possible after confirmation of 1st apnoea test of a potential brain stem dead
donor in medico legal cases. Physical presence of postmortem doctor is not required during organ retrieval
as it takes 6-8 hours for retrievals to be completed. Therefore, simultaneous forensic examination is not
feasible.

A discussion regarding the difference between the definitions of death for postmortem and organ donation
and transplantation was done in detail, it was concluded that postmortem should be done subsequently
rather than simultaneously, only after organ retrieval is done. Hence it may not be required for the
postmortem doctor to be present alongside the transplant surgeon, as it will consume a lot of time of forensic
experts.

It was discussed that protocol for virtual autopsy (postmortem CT) could also be an option before organ
retrieval, however, it was opined that it may be as ascertained from radiology physicians, whether the
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radiations used during virtual autopsy can cause damage to organs. Further, some samples of the potential
donor can be collected prior to organ retrieval like urine, blood and vitreous fluid, which can be sent for
toxicological analysis later on in MLC cases.

Honorarium for postmortem doctors deputed for postmortem in private hospital was also suggested for the
postmortem doctors. Exemption for postmortem can be allowed in Medico Legal cases of railway
accidents/Road Traffic Accidents (RTA), as it is already being practiced in many states of India like
Rajasthan.It was emphasized that SOPs should be created in order to designate a nodal officer(SHO) at
each police station, district, and state level.Additionally, it was considered for private hospitals that, should
forensic experts not be able to arrive, retrieval may still occur with police clearance. Retrieval notes, which
would be included in the post-mortem report, would be written for each patient.

Panel Discussion 6- Possible Legal and Ethical Solutions in Organ Transplantation in India
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The session was moderated by Dr. Avnish Seth (HOD Gastroenterology & Hepatology, Manipal Hospitals)
and the panel members were Dr. Vrishali Patil (Program Director, HOD Multiorgan Transplant &
Hepatobiliary Surgeon, DY Patil Hospital), Dr. RK Mani (Director of Clinical Services, Yashoda Hospital),
Dr. R Raghvendran (Director, Madras Medical College), Dr. Pranjal Modi (Director, IKDRC), Dr. Sumana
Arora (Senior Consultant, NITI Aayog) and Dr. Sonal Asthana.

Dr. Vrishali Patil started the discussion through a presentation on ethical responsibility of organ donation,
allocation and retrieval teams in multi-organ donations. She shared some of her experiences and difficulties
faced in organ donation in everyday life. She put forth the idea of bringing opt-in system and spreading
awareness regarding the organ donation pledge linked with AADHAR to be a valid consent. Emphasis was
made on further clarification on distribution of responsibilities between the clinicians and the management
of the hospital in terms of authentication of the patient and relatives. She suggested for bringing in the
health insurance scheme for family of deceased donor and for the patient itself in case of living donor by
the Government. She emphasized on asking for multi organ rather than individual organ consent.
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In order to provide better transplant outcomes One Nati
more number of investigations are required
sometimes, which according to her, require either
more funds or distribution of these funds. Hence,
revised SOP’s and guidelines on donor
management are needed. Additionally, she
stressed on the mandatory yearly audit including

organ injury audit, precise operative summary, six £
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months course for the coordinators and an
established legal pathway to be contacted in case
of any emergency.

Dr. Sonal Asthana shared his valuable comments
that organ donations have increased in the past
few years, but problems like availability of
logistics are still major concerns. Huge gap
persists between the deceased organ donations
in the north and the south which is high in the
south as compared to the north. Moving towards
the end he stated that all over India, the system
is individual led rather than system supported, the
knowledge about law is still inconsistent and a lot
of public versus private bias that needs to be
confronted.
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Moving further, Dr. RK Mani stressed on the importance of delinking organ donation from the withdrawal of
life support highlighting drawbacks of continuing life support such as perpetuation of unethical activities,
financial and emotional drain to the family, distress to the caregivers etc. Huge pool is available in case of
cardiac death, which is not utilized to its full, as declaring cardiac death is not controversial as in the case
of brain stem death. It can increase the organ pool which is an extremely desirable outcome.

Dr. R Raghvendran was then called to share his
thoughts on “whether India is ready for opt out
system”. He talked about the apprehensions of
people on donating organs fearing their organs
might be used for research purpose later. Also,
experiences from other countries show that opt-
out system increases initially to a certain stage
and then becomes stagnant. The success of
Spain is not only because of the opt-out system

- & &

but also because of educating the public through
mass media. So, every country needs to examine
which system best aligns with their political
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system.

Also, he commented that the success of opt-out system relies on the clear communication from the state
to the public responding to the public as and when required, improve human resource infrastructure,
establishing registry and maintaining transparency. He suggested on implementing opt-out system in few
states initially as a pilot project to see the outcomes and meanwhile maximally utilize the opt-in system.
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Dr. Avnish Seth concluded the thought stating that opt-out system can initially be implemented for cornea
donation and after proper research, accordingly results can be utilized for other organs as well. Dr. Pranjal
Modi finalized the discussion by supporting on the provision of professional fee for the clinicians as it helps
in the overall declaration of brain stem death.

Dr. Shiny presented a vote of thanks to the chief guest DGHS, other dignitaries, senior officers from Ministry
& Dte. GHS, legal luminaries, panelists, speakers and participants for their active participation.
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Key Outcomes and Recommendations

By the end of this symposium, the following key outcomes and action points are recommended by
participants:

Development of Infrastructure:

e Toincrease organ donation, the government should register all 700 plus medical colleges as Non-
Transplant Organ retrieval centres, and in the second phase, they can become transplant centres.
The Government can provide funding to these medical colleges to build the infrastructure required.

e Centres of Excellence of Multi-Organ Transplant should be set up by the Government to increase
the involvement of public hospitals in transplants, as they are the only ray of hope for poor people.

Reforms in law:

e Single Window Clearance through NOTTO (Action Point NOTTO) for implementing One-nation
One Swap program.

e There is a need for a robust law for the protection of the data privacy of donors and recipients in
the process of organ donation as the medical history and records are shared.

e Other than a near-relative donor may also be considered for giving permission for SWAP donation,
for this we need to amend the Organ Transplant Act. (Action point: MOHFW).

e An opt-out system can initially be implemented for corneal donation, and after proper research, the
results can be utilised for other organs.

Guidelines and SOPs should be made for the following:

e SOPs on SWAP donations.

e In MLC cases, state-specific flowcharts are required for providing SOPs and developing checklists.

e NOTTO should make clear guidelines and protocols for post-surgery donor and recipient
management.

e Draft guidelines and timelines for the functioning of the Authorization Committee may be prepared
by NOTTO and shared with stakeholders for public comments before finalization.

e SOPs should be created in order to designate a nodal officer (SHO) at each police station, district,
and state level.

BSD Declaration:

e NOTTO should come forward with directives stating BSD declaration to be a statutory and
mandatory requirement and guide the legal process of BSD certification.

e Doctors should be compensated for the time and effort they put in for the declaration of brain stem
death and transplantation.

e Auditing of brain stem death certification should be made mandatory to avoid any kind of
unnecessary litigation and to improve the quality of services.

e Brain stem death is an objective clinical fact and is a procedure that can be carried out by doctors
irrespective of whether there is consent for organ donation or not. As there is already sufficient text
available clinically, this should be accompanied by strong medical guidelines.

e BSD should be recognized as a legal form of death without any doubt and information should be
widely disseminated.
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Registry and digitalization:

e One nation-wide advisory is needed for SWAP transplantation, along with a state and central
registry.

e APKD (Alliance for Paired Kidney Donation) software can be considered as a solution for India for
the best output in terms of kidney donation, already software is being used in IKDRC. It is an
improvised version to cater to all recent developments in medical science and give better output.

o User-friendly software for digitalized applications and document verification (linked with Aadhar)
can be helpful in streamlining and fastening the SWAP.

o Portal for registration and transplant of foreign nationals are to be explored in line with the IH
division under the aegis of NOTTO. Details of arrival, transplantation, follow-up, and departure; all
information should be under one portal. A strict audit is to be in place in regards to the
transplantation process for foreigners.

e City-wise list for living transplant donors can be part of the registry.

Awareness-related recommendations:

e Inordertoincrease the organ donation rate, NOTTO should come forward to involve religious gurus
and leaders for awareness and sensitization purposes to increase the involvement of their
communities.
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ANNEXURE 1

LIST OF PARTICIPANTS

S.No. Confirmed Participants Institution

1 Mr. Elangbam Robert Singh Joint Secretary, MoHFW

2 Mr. Zuber Ahmed Khan DS, MoHFW

3 Prof. (Dr.) Atul Goel DGHS

4 Mr. Akshat Agarwal IT, NCS

5 Dr. Anil Kumar Director NOTTO

6 Dr. Pankaj Baruah Joint Director, ROTTO GUWAHATI

7 Dr. Sanjay K Agarwal AIIMS New Delhi

8 Dr. Vivek Kute Professor and Unit Head Nephrology and
Transplantation, IKDRC Gujarat

9 Dr. Deepak Gupta Professor and Consultant Neurosurgeon, Dept of
Neurosurgery, AIIMS New Delhi

10 Dr. Bibhuti Bhushan Nayak Joint Director Orissa

11 Dr. Sanjeev Puri Joint Director, SOTTO J&K

12 Mr. Irfan Ahmed Transplant Coordinator, SOTTO J&K

13 Dr. Preeti Varghese Joint Director, SOTTO Goa

14 Dr. Pranjal Modi MS, DNB Professor & Head of Liver
Transplantation, IKDRC Gujarat

15 Dr. Rajesh Harshwardhan SOTTO UP

16 Dr. Sanjeev Lalwani AIIMS New Delhi

17 Dr. Dhvani Mehta Senior Research Fellowship

18 Dr. Shubnum Singh Senior Pathologist

19 Dr. Sumana Arora NITI Ayog

20 Dr. (Col). Avnish Seth Manipal Hospital New Delhi

21 Dr. Nobal Gracious Nodal Officer SOTTO Kerala

22 Mr. Binoy Mathew A O SOTTO Kerala

23 Dr. Harsha Jauhari SGRH New Delhi
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24

Dr. R Raghvendra

Director Institute of Neurosurgery Madras
Medical College

25 Dr. S K Mathur ZTCC

26 Dr. Sunil Shroff Mohan Foundation

27 Dr. Anil Aggarwal G B Pant Hospital
New Delhi

28 Dr. Rahul Pandit Fortis ICU

29 Dr. Sanjay Nagral Transplant Surgeon

30 Dr. Amalopravathan Retired Member Secretary of TRANSTAN

31 Dr. Vrishali Patil Dr. D Y Patil Hospital

32 Mr. Atul Agnihotri Kidney recipient

33 Ms. G. Bensi George Transtan, Program manager, SOUTH ROTTO

34 Mr. P Sanjay Anand Transtan

35 Dr. Rajani M Joint Director Medical / Member Secretary,

SOTTO Karnataka

36 Mr. Naushad Pasha Incharge Chief Transplant Coordinator,
Karnataka

37 Mr. Choodesha AV Senior Transplant Coordinator, Karnataka

38 Mahendra Kumar Bajpai Supreme Court, advocate

39 Dr. Sourabh Sharma Nephrologist, Safdarjung Hospital

40 Dr. Lalnunpuiii Senior Medical Officer, Mizoram

41 Dr. S Tandon HOD, FMT, VMCC & SJH

42 Dr. Thejaswi HOD, FMT, Dr. RML Hospital

43 Ms. Pallavi Mohan Foundation

44 Dr. Himanshu Verma HOD, Nephrologist, SJH

45 Dr. Himanshu Mahapatra HOD, Nephrologist, RML

46 Dr. Anup Kumar Nodal Officer, Urology, SJH

47 Dr. Chetna Sharma AHRR

48 Mr. Sanjay Kumar Nagpal ACP Crime Branch

49 Dr. Sachin Mittal Sr Medical RML Officer

50 Mr. Shridhar India Leader, Alliance for Paired Kidney

Donation
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51

Ms. Sunayana Singh

Chief Executive Officer, ORGAN (Organ
Receiving & Giving Awareness Network

52 Dr. Shikha Gupta Plastic Surgeon, Amrita Institute, Faridabad
(code 44)

53 Dr. Pawan Vasudeva Transplant Surgeon, VMMC & SJH

54 Dr. Sourabh Organ India

55 Dr. Suhas Parnami Dr. B.L. Kapoor Memorial Hospital

56 Dr. Shree Yadav Assistant Medical Superintendent, Sanar
Hospital, Gurugram

57 Dr. Asfi Ansari Assistant Medical Superintendent, Sanar
Hospital, Gurugram

58 Dr. Anju Wali Medical Director, PSRI

59 Dr. Sumit Batra QRG Medicare, Faridabad

60 Dr. Varun Praakash Sir Ganga Ram Hospital

61 Dr. Meenakshi Mittal Sri Balaji Action Medical Institute

62 Dr. Saurabh Gahlote Sarvodaya Hospital & Research Centre

63 Dr. Priti IP Apollo Hospitals

64 Dr. Swadesh Kumar Narayana Superspeciality Hospital, Gurugram

65 Dr. R.K. Mani Critical care specialist & pulmonologist,

Yashodha hospital, Mumbai
66 Dr. Garvit Gupta Asst. Medical Superintendent, DMS Action
Hospital

67 Dr. Manoj Kumar Dokania Renal Transplant Surgeon, Dr. RML

68 Dr. Nitin Agarwal Transplant Expert, Dr. RML

69 Dr. Hemant Goel Transplant Expert, Dr. RML

70 Dr. Vandana Chakravorty Addl MS, SJH

71 Dr. Prajit Majumdar Yashoda-Kaushambi

72 Mr. Jitendra Thakur Yashoda-Kaushambi

73 Dr. Dhirendra Kumar Transplant Surgeon, B.L. Kapoor

74 Dr. Sheetal Joshi Professor, Dept Of Anatomy, LHMC

75 Dr. Nilesh Sadashiv Patil Associate Professor, ILBS

76 Dr. Nihar Ranjan Mohapatra Assistant Professor, ILBS
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77 Dr. Abhiyutthan Singh Jadaon, Assistant Professor, ILBS

78 Dr. Irshad Ali Consultant, ILBS

79 Dr. Chandni Bhagat Assistant Professor, ILBS

80 Dr. Hari Shankar ILBS

81 Dr. Satyam, HOD Assistant Professor, RML

82 Dr. Anubhav Gupta CTVS Surgeon, SJH

83 Dr. Nihar Ranjan Mohapatra Asst Professor, ILBS

84 Dr. Satyam Asst. Professor & HOD, A.B.V.I.M.S- Dr. Ram

Manohar Lohia Hospital,

85 Dr. Ashutosh Medical Administrator, Amrita Hospital Faridabad

86 Dr. S. Roy Choudhury Director Professor, Pediatric Surgery, LHMC

87 Dr. Raj Ghoekar Director Professor & HOD, Dept. of Medicine,
LHMC

88 Dr. Anil Kumar Professor, LHMC

89 Ms. Vaishnavi lyer Yoga Professional, NITI Aayog

90 Dr. Abhishek Johari Asst. Prof. Urology, SJH

91 Dr. Priya Bansal Prof., LHMC

92 Mr. Atish Agarwal Advocate, Supreme Court

93 Dr. Muthu Kumar B Asso. Prof., RML Hospital

94 Dr. N.S Jhajhria Professor, RML Hospital

95 Prof Nitin Agarwal Professor, RML Hospital

96 Mr. Raj Kumar DEO, DGHS

97 Mr. Ajay Kumar MTS, DGHS

98 Dr. General Vipin Puri Director Medical Services, Apollo Hospital Sarita
Vihar

99 Dr. Abhishek AD.MS, Max Hospital Vaishali

100 Dr. P.K. Gangwar deputy legal adviser, Deptt. of legal affairs

101 Dr. Abhiyutthan Ass. Professor, ILBS

102 Dr. Vivek Gupta MS, VENKATESHWAR HOSPITAL

103 Dr. Sukhbir Singh Nodal Officer Sotto Haryana, PGIMS ROHTAK

104 Mr. Shri Shridhar INDIA LEADER, APKD, USA

105 Dr. Swadesh Kumar MS, Narayana hospital
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106

Mr. Narendra Singh

SPO, Medical Health Rajasthan

107 Dr. Ashish Sharma Prof. & Head department of kidney transplant,
PGI CHANDIGARH
108 Dr. Atul Kumar Singh Nodal Officer SOTTO, UTTARAKHAND
109 Dr. Saurabh MANAGER PROJECTS &OUT REACH, ORGAN
INDIA

110 Mr. Bermadict Minj RML, DNS- TC

111 Dr. Ashutosh Sharma Medical Administration- MS, Amrita Hospital,
Faridabad

112 Dr. L H Ghotekar Prof & Head, LHMC

113 Prof. Sanjay Anand Website Manager, South ROTTO

114 Ms. Aprajita Coordinator, Organ India

115 Dr. Garvit Gupta AMS, Sri Balaji Action Medical Institute

116 Dr. Sachin Asso. Prof. Joint Director, DHME, U.P.

117 Brig Dr. Manoj Brig., Army Hospital, Pune

118 Dr. Anil Kumar Prof., LHMC

119 Dr. Amlendu Yadav MD, FNB, RML Hospital

120 Ms. Lorraime Director, Advocacy, Sight Life

121 Dr. Tanmay Pandya Director, NEUROLOGY, Sarvodaya Hospital,
Faridabad

122 Ms. Anisha John Intern, NITI Aayog

123 Ms. Urmila APTC, VIMS

124 Dr. Shree AMS, Sanar Hospital

125 Dr. Prajit Sr. Consultant, Yasodha hospital, Kausambhi

126 Dr. Jasmin Diwan Deputy Director, Govt. of Gujarat

127 Dr. Sachin Mittal Sr. Medical Officer, RML Hospital

128 Mr. Pinky Pandey transplant team, fortis hospital, Noida

129 Dr. Daljit Kumar Addl. DGHS, Govt. of NCT of Delhi

130 Dr. Vishal Chaurasiya Director Liver Transplant, VENKATESHWAR
HOSPITAL

131 Dr. Rahul Gupta Consultant, Nephrology, Fortis Hospital, Noida

132 Ms. Menka Verma Transplant team, Fortis Hospital, Noida
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133

Dr. Priti Bansal

MS, IAH, New Delhi

134 Dr. Suman Dir, MD, NHM, Chandigarh

135 Dr. Vasundhra Jain Consultant, Plastic Surgery, Amrita Hospital,
Faridabad

136 Dr. Awadhesh Kumar Yadav CMO, NFSG, NOTTO

137 Dr. Shiny Suman Pradhan CMO, NFSG, NOTTO

138 Dr. Shobhika Shree MO, NOTTO

139 Mr. Gopal Prasad Sr. Account Officer, NOTTO

140 Dr. Reena Paul Consultant Coordination, NOTTO

141 Ms. Bharti Chauhan Consultant, IEC, NOTTO

142 Dr. Archana Consultant Coordination, NOTTO

143 Dr. Braj Bhushan Ojha Consultant Coordination, NOTTO

144 Dr. Rajesh Consultant Coordination, NOTTO

145 Ms. Girija Sikarwar Coordinator- Tissue Bank, NOTTO

146 Mr. Raj Singh Store Officer, NOTTO

147 Ms. Shweta PS to Director, NOTTO

148 Mr. Chander Prakash Tele Counselor, NOTTO

149 Ms. Priyanka Tele Counselor, NOTTO

150 Mr. Sandeep Rawat Tele Counselor, NOTTO

151 Mr. Avinash Ojha Tele Counselor, NOTTO

152 Mr. Pankaj Pal DEO, NOTTO

153 Mr. Aman Tiwari DEO, NOTTO

154 Mr. Nitin DEO, NOTTO

155 Mr. G Shri Ram DEO, NOTTO

156 Ms. Nishi DEO, NOTTO

157 Ms. Meenakshi DEO, NOTTO

158 Mr. Ashish Robert DEO, NOTTO

159 Mrs. Manvi Thukral DEO, NOTTO

160 Mr. Shubham Singh DEO, NOTTO

161 Mr. Rajveer MTS, NOTTO

290f32|Page




Picture Gallery




Annexure 2

Picture Galler

g
!
!
!
i

Pic 1: Participants
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Pic 2: NOTTO Staff
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Pic 3: Inaugration of National Symposium
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Pic 4a Pic 4b

Pic 4a: Address by Director General of Health Services
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Pic 4b: Address by Director NOTTO
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Pic 5: Participants attending the National Symposium




