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Chintan Shivir on Reforms Required for Augmentation of Organ
and Tissue Donation and Transplantation in Terms of Technology,
Processes and Legislative Reforms in India

Background

N ational Organ and Tissue Transplant Organization iIs a national level
organization set up under Directorate General of Health Services, Ministry of Health and
Family Welfare, Government of India located at 4th and 5th Floor of Institute of Pathology
(ICMR) Building in Safdarjung Hospital Campus, New Delhi.

Organ Donation and Transplantation is a Government  -regulated activity in India as per the
provisions of the Transplantation of Human Organs and Tissues Act, 1994 (THOTA 1994)
(as amended in 2011) and rules made thereunder. The main purpose of the Actisto  regulate
the removal, storage, and transplantation of human organs for therapeutic purposes and for

the prevention of commercial dealings in human organs & tissues. Brain stem death has
been recognized as legal death in India under THOTA since 1994. In pu rsuance of the
amended Act, the Transplantation of Human Organs and Tissues Rules were notified on
27.03.2014. The amended Act and revised rules have many provisions for the promotion of
organ donation from deceased donors. The government of India is imple menting the
National Organ Transplant Program (NOTP) to carry out activities as per THOTA 1994,
improving awareness about a healthy lifestyle and the prevention of organ failure, raising
awareness on the donation of organs and tissues from deceased persons , augmenting
infrastructure for transplantation especially in government institutions, and providing
training for manpower and research. For implementing the program activities, the
government has established the National Organ and Tissue Transplant Organi zation
(NOTTO), an apex organization at the national level, and similar organizations at the
regional and state levels to provide an efficient and organized system of organ procurement

& distribution in the country and to maintain a national registry of do nors and recipients
of organs and tissues. The National Human Organs and Tissues Removal and Storage
Network consist of one NOTTO located at Safdarjung Hospital campus in New Delhi, 5
Regional Organ and Tissue Transplant Organizations (ROTTO), and 21 State Organ and
Tissue Transplant Organizations (SOTTO) as on date, which network with organ & tissue
transplant/retrieval hospitals/institutions/centers and the tissue banks. NOTTO also serves
as SOTTO for Delhi and the National Capital Region (NCR), and each  ROTTO also acts as
SOTTO in the state where it is located.

Presently, India ranks third in the world in terms of Organ Transplantation and second in
terms of Corneal Transplantation. India achieved more than 1,000 deceased organ
donations for the first time in the year 2023. Networking is important for the efficie nt
retrieval and distribution of organs in a transparent manner. NOTTO disseminates
information about organ donation and transplantation through its dedicated website
www.notto.mohfw.gov.in and a 24x7 functional Toll -free Helpline No. 1800114770. To
facili tate pledging for organ donation, a new portal notto.abdm.gov.in has been developed

in collaboration with the National Health Authority (NHA), which is operational since 17 th
September, 2023. The newly launched national pledge registry is Aadhaar authenticated.



NOTTO has issued various guidelines, Standard Operating Procedures, and organ
allocation policies/criteria, which are available on the website (www.notto.mohfw.gov.in).
With the efforts of the Government of India, the total number of organ transplants done per
year in the country has increased from 4,990 in the year 2013 to 18,378 in the year 2023.
However, the organ donation rate in our country still continues to be less than 1 per million
population. There is a need to promote organ donation from deceased persons to take care
of the huge organ requirement due to increasing burden of non -communicable and lifestyle
diseases leading to a high number of patients suffering from end stage organ failure disease.
Organs are best donated from brain stem dead person s before the heart stops beating. There
are many myths and misconceptions regarding organ donation which need to be taken care

of. NOTTO also promotes adopting healthy lifestyles so as to address the risk factors of
diseases causing organ failure such as o besity, unhealthy diets, alcohol consumption,
smoking, sedentary lifestyle, mental stress etc. which would indirectly reduce the demand

for organ transplant.

A living donor after the age of 18 years or above can donate either one kidney or part of liver
only, whereas one brain stem dead donor of any age can donate up to 8 vital organs namely
Heart, 2 Lungs, Liver, 2 Kidneys, Pancreas and Small intestine & many tissues like Cornea,
Bone, Skin, Heart valves, etc. A donor after natural cardiac death can donate only tissues

(l'i ke Cornea, Bone, Skin, Bl ood vessel s), el c.
Modi also highlighted the importance of organ donationi n v ari ous episodes o
Baaté, including the recentl109th episode on |28

One Nation One Policy Moving towards 0 One Nat i on iQcoesultRion witrctyed
States, the following reforms have been informed to the States for implementation:

a. Condition of State domicile for registration of recipients to receive deceased donor organ
for transplantation has been removed.

b. Upper age limit for registration of recipients for receiving deceased donor organ has been
removed i.e. Now, a person of any age can register for receiving deceased donor organ.

c. No fees to be charged for registration of patient for receiving deceased donor organ.

It is still required that the country should have one registry system with uniform formats
to register the patients and donors of organs and tissues which at present is not uniform.

The Ministry of Health and Family Welfare has also issued a circular that, for facilitating
organ donation in medico legal cases, facility for round the clock post mortem may be made
available in the hospitals, having adequate infrastructure.

To enable the NOTTO to fulfill its legal mandate as per THOTA,1994 all licensed or
registered organ/tissue transplant/retrieval hospital and tissue banks are required to link
with NOTTO web -portal.

It should be ensured, that a unique NOTTO -ID for both donor and recipient, is generated
by the hospital from NOTTO website (www.notto.mohfw.gov.in), in all cases of organ
transplant, whether from a living donor or deceased donor. Besides NOTTO -ID being
mandatory for considering allocation of organ in case of deceased donor transplant, this ID



in case of a living donor transplant, shall also be generated at the earliest, maximum within

48 hours after the transplant surgery is done. All the States are required to devise a system

of regular inspection of the registered transplant/retrieval hospit als by the concerned State
Appropriate Authority, so as to have an onsite monitoring of their activities, g uality of
transplantation, post -operative follow -up of donor and recipient and outcomes of

transplantation.




Introduction:

he Chintan Shivir literally means a camp where various stake holders do introspection,

review, detail and deep discussions on selected subjects and related issues with the aim to
find out the reasons, hurdles and solutions and recommend action points. This chintan
shivir was organised on comprehensive Reforms required for augmentation of organ and
tissue donation and transplantation in terms of Technology, Processes and Legislative
Reformsinindia. These reforms are essential to bridge the gap between demand and supply,
and to ensure the ethical and efficient management of organ donation and trans  plantation
processes in the country.

Chintan Shivir is a crucial platform for different stakeholders to come together, and
brainstorm strategies on the area of organ donation. The event congregates eminent
speakers, experts and officials to address the manifold challenges in this key area of
healthcare. When a diverse group of prominent stakeholders is present, this enhances the
discussion even more with varying views and levels of expertise.

The reforms are required for standardisation of organ donation and transplantation
procedures.

The NOTTO under the aegis of Ministry of Health & Family Welfare organized the Chintan
Shivir held in NCDC Campus, 22 Sham Nath Marg, Civil Lines, New Delhi from 30 th to 31st
August 2024.

The Chintan Shivir had panel discussions with eminent speakers, experts, officials from the
Ministry of Health & Family Welfare & Another Notable individual also participated in this

event. Ten important thematic areas with sub themes related to organ donation &
transplantation were identified for discussions during the Chintan Shivir as given in the
agenda. For each thematic area, separate group of experts were identified with 10 to 12
members in each group. Pre chintan (3 to 4) meetings through virtual co  nference were
conducted and coordinated by NOTTO to finalise a presentation on their respective themes
including the points of recommendations. The presentation was made by the moderator of
each group during the physical meeting of Chintan Shivir for discu  ssing the same in details
with other groups and invited experts/participants. The recommendations have been
finalised based on detail discussions and deliberations held during the 2 days physical
meetings of the Chintan Shivir.

- Discuss the changes that must be made in order to augment organ and tissue donation
& transplantation.
- Examine and discuss technological developments that can enhance organ donation.

- To propose recommendations for legislative reforms in order to strengthen the existing
legal framework related to organ donation and transplantation.



- To improve the current technology used in the procedure s and process of organ donation
in order to create a setting thatis favorable & efficient for organ donation and allocation.

- Encouraging Deceased Donations: Emphasis on promoting organ donations from
deceased /cadaveric donation to meet the high demand.

- Policy and Regulatory Framework: The policy and regulatory frameworks for organ
donation were also discussed. Officials and experts from the Ministry of Health & Family
Welfare, ROTTOs and SOTTOs, various Transplant Hospitals, NGOs & Societies talked
about the measures that are currently in place to make facilitate the organ donat ion and
transplantation process.

Public Education and Awareness: Building public opinion was another main issue
in the Chintan Shivir. Public education campaigns are important in increasing the organ

donation rates. Other than dispelling popular myths, such campaigns are useful in
encouraging a donation friendly and giving culture.

- Experts from the organ transplantation field.

- Senior officials from the Ministry of Health and Family Welfare.

- State nodal officers for organ transplantation.

- ROTTO/SOTTO representatives

- Legal experts

- Representatives of Professional Societies namely ISOT, LTSI etc

- Representatives from high volume transplant centres & retrieval centres (both Govt. &
Pvt.).

- Insurance sectors experts and IRDA authorities

- Representatives from NGOs & Community based organizations

- Media representatives

- Transplant - Recipient representatives

Key topics under following ten themes were discussed in detail:
Plugging Legal Loopholes,
Recent Directive in Court Judgment,
One Nation One Paolicy,
Ensuring Transparency in Sharing for Optimal Use,
Death Related issues,
Heath Insurance Issues in Organ Transplantation,
. Community Participation and Social = Mobilization for Augmenting Awareness on
Organ Donation and Prevention,
8. Correcting Eco -system,
9. Bottlenecks Solutions and Future of Organ Transplantation and
10.Improving Transplant Outcomes

N o gakwdNE
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Chintan Shivir focused on improving deceased organ donation & associated important
issues & challenges related to public awareness & overcoming myths and taboos , ethics in
organ transplantation, use of technology, Transplant outcomes, operational effectiveness
and further policy development

On this occasion of Chintan Shivir, numerous legal and technical reforms that are needed
to increase organ donation in the nation and, eventually, save the lives of citizens who are
suffering from organ failure  were discussed. Our esteemed Prime Minister, Shri Narendra
Modi ji, holds the issue of organ donation in such high regard that he has brought it up four
times during his Mann Ki Baat program.

The inauguration ceremony was held in NCDC auditorium wherein Prof (Dr.) Atul Goel
(DGHS), Ms. L S Changsan (Addl. Sec, MoHFW), Ms. Vandana Jain (Joint Secretary,
MoHFW) & Dr. Anil Kumar (Director, NOTTO) were the dignitaries on the dais.

Director NOTTO, Dr Anil Kumar, in his welcome address informed that the Chintan Shivir

has drawn participants from all over the country which include various experts and
stakeholders from different sectors associated with Organ transplantation. Welcoming alll
participants, he stated that o0These two days
action points which wil/ be taken forward f o

The Director General of Health Services (DGHS), Prof. (Dr.) Atul Goel, stated that "NOTTO
has taken the lead in the field of organ and tissue transplant in India. The Chintan Shivir
provides an opportunity for introspection to put systems in place." He also said, "We need

to encourage deceased donations as much as possible both in govern ment and private
hospitals.” "In our nation we have a tradition of giving, that is altruism." He emphasised to
focus on the prevention of damage to organs as it is not possible to provide transplantation
treatment to all those who are suffering from organ  failure.

Ms. L S Changsan stated that "Prime Minister Shri Narendra Modi Ji has emphasised the

importance of organ donation in his Mann Ki Baat program and on the fact that one person

donating organs after death can give up to eight patients suffering from various organ

failures a new lease on life." To address the great need for organ donation in the nation, she
emphasised the need of encouraging organ d onation from the deceased donor & stated that
00rgan donation needs to become gieamnawleasefoflifiei f e
to those suffering from organ failure.é Under|l
she highlighted that o0the Government of I ndia
Policy" for organ donation and transplantation and  has also started the consultation process

with the State Governments in this regard. Our focus is to improve the availability of
infrastructure and trained manpower for organ transplantation, especially in government
institutions©é6. S h e nrmdnd lead alréatyairtitiated lare Orgam Doeation
Public Awareness Campaign by the name of O0ANGQg:«
actively underway in various states and institutions.
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The Joint Director, NOTTO, Dr Shiny Suman Pradhan extended her gratitude to all the
participants for their valuable contributions and active participation in the Chintan Shivir

on Organ Donation. Their insightful discussions and innovative ideas will undou btedly play
a crucial role in promoting organ donation and saving lives.

The Chintan Shivir plays a pivotal role in advancing the cause of organ donation by
facilitating informed discussions and fostering collaboration among key stakeholders. By
addressing ethical considerations, leveraging technological advancements, enhancing
public awareness, and refining policy frameworks, the event contributes significantly to the
ongoing efforts to improve organ donation rates and outcomes.

Revamping the organ and tissue donation and transplantation system in India demands
various processes like digitization, standardisation of protocols and sound legal measures.
These are the areas that when addressed can go a long way in increasing organ donation
and transplantation rates while definitely benefiting public interest by saving lives and
increasing healthcare quality of life in India.
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SESSION SCHEDULE

DAY -1
S. NAME OF
No TIMINGS ACTIVITY SPEAKER/MODERATO R/
PANELIST
1 | 08:30 AM to09:30 AM Registration
Inaugural session (NCDC Auditorium Complex)
2 |09:30 AM to 09:35 AM| Arrival of Dignitaries on Dias All Dignitaries, Coordinated
Lamp Lighting and Saraswati by NOTTO Team
Vandana
3 [09:35 AM to 09:6 Welcome Address Dr. Anil Kumar,
AM Director, NOTTO
4 | 09:45AM to 09:55 Address by AS (H&FW) THOTA | Ms. L S Changsan, AddlI.
AM and Organ Transplant Secretary, Ministry of Health
& Family Welfare, Gol
5 |09:55 AMto 1005 Address by Guest of Honour Prof. (Dr.) Atul Goel, DGHS,
AM Gol
6 | 10:05AMto 10:10 Vote of Thanks Dr. Shiny Suman Pradhan
AM Joint Director, NOTTO
7 |10:10 AMto 10:30 High Tea
AM
8 | Sessionl: Ensuring Transparency in Organ Sharing for Optimal Use
10:30 AM to 11:45 AM| | Registration of recipient i | Moderator: Dr. S.K. Agarwal
Identifying and Correcting th| Chairman, Dept. of Nephrolog]
Gaps Marengo  Asia  Hospital
1 Possibility of a digital dashboal Gurugram and Faridabad & E
for Organ and Recipier HOD Nephrology AlIMS, New
Availability Delhi
1 The way forward
1 Heal in India and Organ
Transplantation
9 Discussions and Summary of
Action Points
9 | Sessior2: One Nation One Policy: Issues and Challenges

11:45 AM to 01:00 PM

1 One Nation One Portal: Single
digital registry all over the
country

1 Uniform allocation policy
across States

1 Permissible Statevise
modification in the Organ
specific policy and criteria

9 Discussions and Summary of
Action Points

Moderator: Prof. (Dr.) Vivek
Kute

Professor, Nephrology and
Transplantation IKDRC and Dt
H L Trivedi Institute of
Transplantation Sciences,
Ahmedabad
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01:00 PM to 02:00 PM

LUNCH

10

Sessior3: Plugging leg

al loopholes

02:00 PM to 03:15 PM

)l
T

T
)l
T

Strengthening laws and their
enforcement by authorities
Increasing powers of NOTTO
(Can it be a statutory body like
NMC)

Punitive actions against
defaulters

Implications with respect to Eye

Blood and Tissues for Researc
Discussions and Summary of
Action Points

Moderator: Dr. Anil Agarwal

Director GB Pant Hospita
New Delhi & Incharge Delh
Organ Transplant Cell

11

Sessiord: Recent directives in Court Judgements

03:15 PM to 04:30 PM

il
T
T

Avoiding Court Cases in matte
of Organ Donation

Donation from Minor living
donors

NOTTO Foundation (possibility
and roles)

NGOGO6s Perspect
responsibilities)

Discussions and Summary of
Action Points

Moderator: Mr. Prashant
Ajmera, Advocate

Founder, Immigration Lawyer &
Author Immigration Law Firm

04:30 PM to 04:50 PM

Tea

12

Sessiorb: Improving Transplant Outcomes

04:50 PM to 06:05 PM

T

1
1

Experience from the last 25
years

Optimizing Outcomes
Alternative Systems and their
role in improving outcomes.
Discussions an8ummary of
Action Points

Moderator: Dr. Rajani M

Joint Director (Medical) an(
Member Secretary of SOTT
Karnataka

07:00 PM onwards

DINNER
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DAY -2

S.N NAME OF
0 TIMINGS ACTIVITY SPEAKER/MODERATOR/PA
NELIST
13 | 08:30 AM to 09:00 AM Summarization of Day One Dr. Shiny Suman Pradhan/
Proceeding and Action Points / | pr. Shobhika Shree
Resolutions
14 | Sessior6: Death related Issues
09:00 AM to 10:15 AM| § Uniform Definition of Death Moderator: Dr. (Col) Avnish
The challenges Seth,
 Difficulties in Declaring Brain | Chairman, Manipal Institute of
Deathi Battling the Perceptions Gastroenterology & Hepato
{1 Controversy surrounding BSD | Biliary-Pancreatic Sciences,
Bioethical issues and the way | pvanipal Hospital Delhi
forward . :
: : Head, Manipal Organ Sharing 4
1 D_onatlop after Circulatory Deat Transplant (MOST)
7 Discussions and Summary
Action Points
10:15 AM to 10:35 AM High Tea
15 | Session7: Correcting Ecosystem
10:35 AM to 11:50 AM| § Organ retrieval centres in each| Moderator: Dr. Sunil Shroff,
medical college Senior Consultant Urologist &
1 Training in Organ Retrieval Transplant Surgeokladras
1 Retrieval policy targeting zero | Medical Mission Hospital,
loss of eligible donor ChennaiManaging
1 Maximizing utilization of Trustee MOHAN Foundation
donated organs
1 Discussions and Summary of
Action Points
16 | Sessionr3: Health Insurance Issues in Organ transplantation
11:50 AM to 1:05 PM | § Insurance related issues of Moderator: Dr. Anil Kumar,
Donors and recipient in India. | Director, NOTTO
1 Current status anfditure
directions.
1 Health Protection of living
donors- whose responsibility?
1 Role and Responsibility of
IRDA.
9 Discussions and Summary of
Action Points.
01:05 PM to 02:05 PM LUNCH
17 | Sessior9: Bottlenecks, Solutions and Future of Organ Transplantation

Part i 9 A Bottlenecks and Solutions in Organ Transplantation

02:05 PM to 03:05 PV

1 Identifying the Problems
1 Learning from Mistakes

i Learning from Each Other

Moderator: Dr. Rashmi Gupta
Additional Director (M. E.)
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1 Best practices

1 Suggestingsolutions

1 Discussions and Summary
Action Points

Directorate of Medica
Education, Govt. of Rajasthan

18

Part i 9 B Future of Or

gan Transplantation

03:05 PM to 04:05 PM

1 The threat of AntiMicrobial
Resistance (AMR) with respect
to future of Organ Transplant

1 Adoptive cell transfer or
Cells/Organoids from Stem Cel
i Possibilities in future

1 Bio-ethical Issues likely to
emerge

1 Discussions and Summary of
Action Points

Moderator: Dr. Nirupama
Trehanpati, Professor and
Faculty in charge in the
department of Molecular and
Cellular medicine, ILB&

Dr. Anupam Kumar, Associate
Professor, ILBS, Specialist
Hepatic Regenerative Medicing

04:05 PM to 04:25 PM

Tea

19 | Sessionl0: Community Participation and Social Mobilization for augmenting Awareness
on Organ Donation and Prevention
04:25 PM to 05:40 PM| 1 Views of Stakeholders o Moderator: Ms. Sunayana
augmenting awareness on B Singh,
and Donation Chief Executive Officer ORGAN
{ Alternative Systems and thg (Organ Receiving & Giving
role inprevention. Awareness Network)
1 The Case for PreventiérRole of
NOTTO and NGOs.
1 Discussions and Summary
Action Points.
20 | 05:40 PM to 06:10 PM Summarization of Chintan Shivir | Dr. Awadhesh Kumar
Proceedings, Resolutions and | Yadav/Dr. Shobhika Shree
Action Points
21 Valedictory
06:10 PM to 07:00 PM| Certificate distribution tq Conference Room/Auditorium

Organizations and Participants

Hall

Vote of Thanks

Dr. Awadhesh Kumar Yadav

National Anthem

07:00 PM Onwards

DINNER/BANQUET
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Session-1: Ensuring Transparency in Organ Sharing for  Optimal Use

He highlighted the need for
ensuring Transparency in Organ
Sharing which is required to

build greater public  and

community trust , promote equity
in organ allocation , assess impact
of policy changes, real time

information gathering , prevent

and detect unethical activities |,

facilitate s potential recipient in
choosing the hospital for his treatment, h elps in improving deceased donation, identify
better performing centres and helps in aligning with global practices .

Transparency is required at all level/for all stakeholders namely NOTTO (Administration,
Government), SOTTO, Hospitals & Professionals , Media, Public & Patient etc. The
parameters to be covered under transparency may be m andatory or reported automatic ally
through registry or the information may be provided as per demand.

He elaborated on the transparency required for following processes involved during the

Organ Sharing and Transplantation:  Static and Dynamic Information , Registration of

Hospitals , Recipient Registration , Living and Deceased Donor registration , Deceased Donor
Information , Deceased Donor Allocation , Details of Organ Transplantation & Outcomes of
Organ Transplantation

He suggested the following Matrix for accessibility of information by important stakeholders
for ensuring optimumt ransparency in Organ Sharing and Transplantation

General Information:

Features SOTTO | Hospital | PT.” Publi Media

THOTA Act and Rules

SOTTO, ROTTO, Appropriate Authority with
Email and Office Phone

FAQs on THOTA , Organ Donation
Transplantation

Transplant Outcome: Overall and Different
Hospitals

Recipient List
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Hospital related information

Features

SOTTO | Hospital

Hospital doing transplant

Hospital Staff Details

Hospital Transplant Data

ICU Brain Stem Deaths

Hospital Donation Rates

Recipient List

Complaint/Case against hospital

Recipient related information :

Features

Initial recipient registration

Recipient data evaluation by organ
specific committee at NOTTO/ROTTO or
SOTTO level as applicable

Recipient hospital record

Verification of urgent listing

Urgent listing Information

Regular recipient data updating

Living donor reg istration details for
specific recipient

SOTTO | Hospital

Deceased Donor (DD) Registration related information:

PT.

Public

Media

Features

Potential DD registration earliest  (from

BSD audit Performa)

DD alert with details

Potential recipient alert to hospitals

for transplant

Alert to 5 recipients accepted by hospitals

All rejections of recipient as per
seniority /priority in the waiting  list

SOTTO | Hospital

PT.”

Public

Media
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Deceased Donor Organ Allocation related information:

Features SOTTO | Hospital | PT.* | Public | Media

Updated organ allocation policy & criteria

Computerised organ allocation

Seniority list of recipients visible till organ
allocated

Final recipient details

Short, medium and long -term outcome

Discarded organ details

1 PT.” stands for patient

He highlighted the Challenges in Ensuring Transparency while Organ Sharing which
includes p privacy /confidentiality of data, uniformity across India , implementation and
identifying responsible agency , legal challenge & overlap with RTI .

The data sharing for ensuring transparency on organ transplantation will not violate the
any existing provision of the Digital Personal Data Protection Act 2023, IT Act 2023 , Digital
India Act & Information Technology (Amendment) Bill 2023

Key Recommendations after discussions :

1 Registration of patients for pre -emptive kidney transplantation , before starting dialysis
may be permitted on case to case basis with the approval of Apex Kidney advisory
committee.

1 The organ allocation policy, should be hospital -centric not patient -centric to give a
chance to new upcoming
transplant centres to
further develop their
capacity.

9 Discarded organ data
should also be maintained
by all hospitals and reported
every month to their
respective SOTTO/ROTTO
& NOTTO.

1 It was suggested by the
group that G overnment of

India should start
transp lantation facilities for deceased donor organsin at least one Government hospital
in each state.

1 Suggestions for creating a report immediately after the transp lantation of the organ is
necessary for the hospitals which should be also shared with NOTTO/ ROTTO/ SOTTO.
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They should make a short commentary which should be shared with all stakeholders.
This k ind of policy is already existing in Tamil Nadu and it has helped them immensely
in ensuring transparency. Adding a final report on the overall allocation process will be
of great help.

Data of all the potential donors and how many of them were converted to actual donors
should be shared by all transplant / retrieval centres/tissue banks / hospitals to
SOTTO/ROTTO/NOTTO on monthly basis .

Hospitals should provide all information regarding the actual reasons for non-
acceptance of the organs as per their waiting list

Organ wise uniform Nat ional allocation policy/ guidelines should be updated
periodically after considering the trends and issues from data analysis received through
SOTTOs.

Real time digital comprehensive national registry including waiting lists for vario us
organs & tissues to be put in place by NOTTO .

Seniority list of individual patient/potential  recipient at hospital level should be visible
also to Patient in addition to Hospital/l SOTTO/ROTTO/NOTTO.

Reci pientds hospi t aéaccessible o SOTIO/ROTDHOU& NOTTOefor
verification of details of patients for the purpose of  organ allocation.
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Session-2: One Nation One Policy
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28
DDKT

W >0
B 100-200
| 50-100
B 1-50

Kidney Transplants in
India 2022

Deceased donor

1541(14.5%)

Living donor

10614 (85.5%)

Minutes of the zoom meeting

One Nation One Registration Policy — Uniform national allocation policy.
Robust and single window registration system for all SOTTOs, ROTTOs, NOTTO
Robust registry needs to have four parts
= Recipientregistry (bothliving and deceased)
= Pre-transplant Recipientregistry including waiting list
= Transplant registry along with Transplant surgeon’s and hospital name etc.
= Followup and outcome registry
* Organdonor registry (both living and deceased)

= Tissueregistry

= Organ and Tissue Donation Pledge Registry (already functional)

There should be an accessible waiting list for the patients waiting to receive organs.
Healthis a state subject, but same allocation and registration policy for all States.

Encourage maximum local utilization of DD organs because of CIT & high transport cost.

Organ-wise criteria for registration to be finalized by experts.
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+ Minutes of the zoom meeting

* Detailed provisional consent to be taken by reciplent at registration.

» Consent for marginal donor by recipient at registration > allocation

+ ECD guidelines are to be revised by experts

+ Marginal donor to marginal recipient priority for allocation

+ ECD donor: donor hospital should get priority for all organs to prevent high transport cost and inconvenience to those
who are coming from a distance and organs are not found suitable for transplant.

» All hospitals are requested to promote DD = LD otherwise such hospitals may not be allowed to continue transplant
program in future.

+ NOTTO id mandatory for DD and LD

{@ N"II“ LN;;L%N#EQAEE‘;N‘}?JggE TRANSPLANT ORGANIZATION
b ]|
ALLOCATION CRITERIA
FOR DECEASED DONOR KIDNEY TRANSPLANT

(GUIDELINES)

SI. No. Criteria for scoring Points allotted
1 Time on dialysis (+1) for each month on dialysis
2 Previous immunological graft failure within 3 | (+3) for each graft failure
M et months of transplantation
3 Age of recipient (+3) for less than 6 years

(+2) for6to less than 12 years
(+1) for12to lcss than 18 ycars

4 Patient on temporary Vascular access
(a) | With Failed all AV Fistula sites (+2)
(b) | With Failed AV Graft after all failed AVF sites | (+4)
5 PRA (Panel Reactive Antibody) (+ 0.5) for every 10% above 20%
6 Previous Living donor now requiring Kidney | (+5)
Transplant
7 Near relative (as per definition of THOTA) of | (+5)

Previous deceased donor now requiring kidney
transplant




NOTTO: Principles of Allocation

Regional Priority City — State o Region »|  Nationally
Age Group Priority Pediatric Donor —— Pediatric Patient ——{ Adult Patient
Blood Group Priority Allocate to same blood group only
0 — A B AB
A/ B » AB
Clinical Priority Urgent List »|  Multiorgan [——»| Retrieval Center
Govt. Center —* Govt. — Combined Pvt.
Pvt. Center Pvt. —| Combined Govt.

Other provisions of NOTTO-Allocation system

* Urgent Listing
+ Patient who no longer has dialysis access and thus cannot be maintained on dialysis

+ Patients with ESRD who is unlikely to get a donor with a negative cross-match.
[> 90% Panel Reactive Antibody (PRA)]

* Priority for multi-organ list
* Recipient requiring multi-organ transplant will get priority
* Unclear:

* Whether metabolic diseases (Oxalosis, aHUS, Type-1 diabetes) should be given priority as multi-
organ transplants OR

» Whether for such patients LIVER/PANCREAS SHOULD FOLLOW THE KIDNEY when the
kidney turn arrives
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STATES WITH EXISTING
ALLOCATION POLICY

Chandigarh

B Novel System
B Priority Groups
[ NOTTO Score

[] Registration

Telangana Deceased Donor Kidney Allocation

Consideration

Criteria

Points

Vascular access

Failure of A-V shunt /fistula / graft

0.5 (per) vessel

failure Failures of Synthetic Graft after multiple vascular access failure | failed
Those who had synthetic graft failure without prior A-V fistula (Maximum of 2)
failure will continue to get 0. 5 per vessel failure score.
3.0 score.
Cytotoxic antibodies | Each 10% more than 50% PRA 1 Score
Age 3to 5years 3.0 points
6to 10 2.0 points
11to 45 1.0 points
Period on dialysis Per month on dialysis 0.1
Time on deceased Per month of registration 0.1
donor registration
HLA Match Each Ag match 1 Score (NOT
used)
Age group Identical (+ 10) 2
Donor Previous Kidney Donor 3
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Maharashtra Kidney Allocation System

Table 6: Maharashtra Kidney Allocation Score (MKAS)
Age group 0-6 3 points
(years) 6-12 2 points
12-18 | points
Donor age Recipients are classified according to | 2 points will be given to all
matching following age groups: the patients in the same age
¢ 0-18 years group as the donor
o >18-45 years
 >45 years and above
Female patients | point
Period on 0.1 points per month on
dialysis dialysis
Period of 0.1 points per month on list
registration
Identical blood 3 points
group
Failure of 0.5 points
dialysis access
Previous failed 2 points for each failed
grafts graft
PRA For positivity to Class 1 or 2 5 points
For positivity to both classes 10 points
Living donor 10 points
needing a
transplant

Gujarat Kidney Allocation System

HLA B Mismatch 0 1 point Recipient<18 years old | 0-5 years 6
1 0.5 6-10 years 4
2 0 11-18 years 2

HLA DR Mismatch 0 2 point Recipients Waiting Time | 0-6 months 1
1 1 7-12 months 2
2 0 13-18 months 3

Previous Graft loss <3months |6 19-24 months 4
-2 manths [ 25-30 months 5
>12 months |0

Female Recipient 2 31-36 months 6

Highest Serological PRA | 275% 6 Points based on Anti- None 0
50-74.99% |3 HLAantibodytiters | 5000 MF 2
25-49.99% |2 5000-10000 MFI 4
5-24.99% 1 10000-15000 6
<5% 0 3DSA >5000 MFI 8

Previous Kidney Donor 6 Zero Antigen Mismatch 6

26



PGIMER, Chandigarh

Criteria:

Age < 65 years;

Living within 250 km from center;

Patient compliant to dialysis, with follow-up
visits 3 monthly.

No domicile of state required.

Enrollment waiting time starts from day of
registration to start of dialysis whichever is
later.

“Sensitized”: PRA >20%, with at-least one
MFI = 5000 or CDC, Flow matches positive
or previous failed desensitization.

Marginal kidneys to be allocated only to age
> 50 years.

For each month spent on dialysis
Age <15 years

Graft loss in first living donor transplant,
with etiology other than non-compliance

“Sensitized”

First degree relative of deceased donor

Familial kidney disease, whose siblings
have undergone transplant

Living donors who presents with ESKD

Score

20

30

40

10

50

States Following Seniority Criteria only

West Bengal
Karnataka
Rajasthan

Kerala

Other Mechanisms of Allocation

Madhya Pradesh and Chhattisgarh: Categories

Priority given as per Category of recipient:

living doner transplant

'I. Patients who do not have any suitable living
CatA ’H I]']. donor among near relatives,
s Patients who have a suitable living donor

m available among near relative, but the denor

refused in writing at the time of donation.

Patients with suitable living donor available

0 _ 0O
CatC w among near relatives and listed in waiting list of

Tamil Nadu

3 Separate Zones
NORTH - SOUTH - WEST
Organ stays in the Zone

Clockwise sharing if needed
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Points For Near Relatives Of Deceased Donor

Maharashtra

Points NOTTO | Telangana Gujarat PGIMER

v Points for near relatives v v
of deceased donor

v

* |[ncentivizes deceased donation

* |ssues:
* How to establish NEAR-RELATIVE?
* Valid for how long?

* How many Near-Relatives can be given the
benefit?

* Extension beyond state of donation?
* How much weightage?

Suggested:

* Near relative of previous
deceased donor: 15 points
(4.1 Years benefit)

* Valid ONCE
* Should be valid PAN-INDIA

* At the time of deceased
donation, donor family should
be issued ORGAN CREDIT
CERTIFICATE by SOTTO

Points For Previous Graft Failure

Maharashtra

Points NOTTO Telangana Guijarat PGIMER

| v' Points for previous Tx ‘\/ (early) _V" (graded) | v ¥ _v" ‘

* More difficult to transplant in view of sensitization,
drug related adverse effects, etc.

* |ssues:
* Should patients with failed graft get extra points?
* Should those with drug default be excluded from this benefit?
* How much weightage?
* Points for previous LDKT and DDKT?

Suggested:

* Allocate points to patients
with previous transplant
* Early graft loss (<3 months): 3 points
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Points For Age Of Recipient (Children)

Maharashtra

Points NOTTO Telangana Guijarat PGIMER

Points for Children

v (graded) -v" (graded) v (graded) ./ (ungraded) _;ge matching)

* Universally accepted

* Children difficult to manage on dialysis: .
* |ssues: Access, Nutrition, Development, Schooling, Apathy of * Allow Preemptive

Suggested

parents * Categories & Weightage
* Policy: (Compare with 24-36 points for a standard . <6 years: 3
recipient) * 6-<12years: 2
* Allow Pre-emptive registration? (eGFR <15 ml/min/1.73m?) . 12<18 years: 1

* How much weightage?
* Age categories: Graded points?

Points For Temporary Vascular Access

Points NOTTO Telangana Gujarat PGIMER Maharashtra ‘
V/ .
Points for v v No y ‘ P ‘
vascular access

* Difficult to maintain this cohort on HD Suggested:
* Atleast 1 RC and 1 BC AVF
with primary or secondary

* Issues: failure in each limb
* How to qualify “multiple access failures”?

* Who can qualify is AVF creation is not possible?
* Will PD willingness alter points?

* How much weightage? Or URGENT listing?

* With failed all AV Fistula sites +2

* With failed AV Grafts after all failed AVF sites +4  eightage: Urgent Listing

* Some patients repeatedly have access failures

* OR Labelled as not possible
after doppler

* AND: Failed PD
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Points For Dialysis And Or REGISTRATION Vintage

Maharashtra

Points NOTTO Telangana Gujarat | PGIMER TN, WB, Kerala, Karnataka, Raj
v' Points for
v v v v v v
vinge @ YR VR V(D) ‘ (DR) (R)
* Universally Acceptable Preemptive for child
o Importa nt predictor of mortality Presently, it is not practiced in India.
* How to Count: Dialysis Vintage or Registration Vintage USA, UK, Europe , Brazil Yes
* Registration Vintage: Difficult to manipulate To avoid an overtly disproportionate
. . . . . . advantage to this preemptively
* Registration Vintage: Impetus to early registration registered group, the additional
* Standard comparator while deciding weightage of other points awarded at intervals to the
variables waitlisted candidates on dialysis, may
: : i : : be modified.
* 3 months dialysis mandatory for registration except child?
(+0.1) for each month on dialysis
(+0.2) for each month of registration
Points For Sensitization
Points NOTTO Telangana Gujarat PGIMER Maharashtra
v’ Points for sensitization v v 4 v v ‘
* Universally accepted: Suggested
* Poor chances of cross-match negative offer * PRA>50%
* |ssues: * (.1 for every 10% above 50%

* Quantify degree of sensitization
* PRA not standardized for Indian Donor pool s Or
+ Changes as per beads/vendors and between batches

*+ Assesses only the breadth of sensitization, doesn’t account for
actual MFls

* What Criteria to use?
* How much weightage?

* Omit PRA from scoring
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Points For Age Group Match

Points NOTTO | Telangana Gujarat | PGIMER Maharashtra
v' Points for age group match v v 4
* Ensures best outcomes Suggested:

+ Graft life should match recipient life expectancy ~ * Pediatricdonor organs should
* UNOS uses EPTS score and KDPI score go pediatric recipients

* Matching all donors: Age matched donors will * ECD donors should go to

g * Those opting for ECD kidneys at
have priority for each organ registration

* Those >50 years
* General Pool

* Issues: Criteria for allocation of -

* Pediatric donors (<18 years)
* Marginal/ECD donors
* All donors

* All donors

* If Donor Age = Recipient Age + 10
years: 2 points

qﬁ*"w‘ﬁm%:a
Around the World {@ b\

%}w mwf’

India: Gender Disparities in Organ Donation
and Transplantation

Male to Female ™ Female to Female ® Maleto Male ™ Female to Male

""I“I-I-"I"“

1999 000 2001 00 2008 2004 2005 2006 2007 200 2008 2010 2011 2012 2013 2014 2015 2016 2017 DB 2% 200

Donor to recipient gender disparity in LDKT; IKDRC-ITS: 1999 — 2020 (n=4787)
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Gujarat SOTTO
implemented

6154 8469 5634 8472  j0gy 7857 7547 8357 7021 9335 7243 87.16 | 6429 8409 5432 843 5974 8652 411 9074

a0 BRI
For the first time,
female DDKT has surpassed male DDKT at our centre &

2023

2014 2015 2016 2017 2018 2019 2020 2021 2022
24 ‘xu 40 ‘m‘ [73 ‘m 80 ‘173 |66 ‘zu }u isul ‘n Exui ‘u hml ‘n Iml 30 ‘n

Male DDKT Recipients Male LDKT Recipients m Female DDKT Recipients m Female LOKT Recipients

Fig. Distribution according to gender in DDKT and LDKT at IKDRC-ITS over the last decade. Graph depicts the
percentage of male and female transplant recipients. Table shows the number of male and female transplant
recipients

Points for FEMALE recipients

Maharashtra

Points NOTTO Telangana Gujarat PGIMER

v' Points for FEMALE recipients v (2) ‘ V(1)

* Females are at triple handicap: Lower
access to HD, Lower Enrollment, More
sensitization Suggested:

* Gujarat Experience: 45-50% organs goto  * Allocate points to Females
females with addition of 2 points * Allocate 2 points OR MORE ?

* |ssue:
* To allocate extra points to Females?
* How many?
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Points for HLA matching : Feasibility?

Points NOTTO Telangana Gujarat PGIMER Maharashtra
v' Points for HLA matchi Y
oints for matching (DISABLED)

* HLA matching
* Immunological barrier lesser: Graft survivalis higher
* Possible to do a Virtual-Xm and decrease CIT
* Pick-up Xm-negative, DSA+ cases: Informed Tx

* Feasibility a question at national level
* (Can be kept in scoring system but made optional
for every state
* [ssue:
* How to include?
* How much weightage?
* HLA and donor investigations after apnea test 2

Suggested:
* Keep as optional criteria

* Allocate
* 2 points for each DR-locus match
* 1points for each DQB1-locus match
* 1point for each A and B Locus match
Implication
* Full 6-Antigen match = 8 points
* Full 8-Antigen match = 10 points

Points for patients with familial diseases

Points NOTTO

Telangana  Gujarat PGIMER

v' Familial Disease

* Multiple members of a family may require
donors.

* Usually young patients (genetic)

* [ssue:
* To allocate extra points to all familial CKD?

* |f another family donor is fit/eligible, should
points still be awarded?

* What weightage?

v

Suggested:

* Allocate points to patients
with familial diseases if:

* At least one near relative has
undergone living donor kidney
transplant

* Allocate points irrespective of

other donor in family being
available/ unwilling

* Allocate 6 points
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Timeline of Dialysis, Registration and POINT accumulated

(+0.1) for each month on dialysis

Dialysis
Initiation
Registration

(+0.2) for each month of registration

3 month 1 month

Mandatory Other 1year 2 years 3 years
Waiting | Formalities

0.1 points per month 0.3 points per month = 3.6 points per year
ADDED ADDED
—_—eee 4 POINTS —
POINTS ACCRUED = 3.6 points 3.6 points
TOTAL POINTS 2 | ————————— 4 POINTS 7.6 POINTS 11.2 POINTS [~

NOTTO Criteria for scoring Points allotted (CURRENT) | Points allotted ( PROPOSED ) m

Time on dialysis (+1) for each month on dialysis  (+0.1) for each month on dialysis REF
Time on deceased donor registration NIL (+0.2) for each month of registration REF
Previous graft failure within 3 months of transplantation (+3) for each graft failure (+3) for each graft failure 10
(immunological) Months
Age of recipient (+3) for less than 6 years (+3) for less than 6 years 10mo
(+2) for 6 to less than 12 years (+2) for 6 to less than 12 years 6 mo
(+1) for 12 to less than 18 years  (+1) for 12 to less than 18 years 3mo
Patient on temporary Vascular access
(a) With Failed all AV Fistula sites (+2) (+2) bmo
(b) With Failed AV Graft after all failed AVF sites  (+4) (+4) 12 mo
PRA (Panel Reactive Antibody) (+0.5) for every 10% above 20%  (+ 0.1) for every 10% above 50% Max 6
Omit PRA from scoring ? Months
Previous Living donor (+5) (+15) or more ? 4.1Y

now requiring Kidney Transplant

Near relative (as per THOTA) of Previous deceased donor  (+5) (+15) or more ? 4.1Y
now requiring kidney transplant

Donor and patient Age group matching (+10) NIL Identical (+ 10) is 2 6mo

Female Recipient (+2) (+2) 6mo

Note: Patients with the same score, priority will be decided based on the seniority in the waiting list














































































































































































































































































































































































































































