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What is Organ Donation?

When someone decides
to donate an organ to another person
while alive or after death



Why Organ Donation?

To improve quality of life or save life of
person suffering from serious organ
malfunction or organ failure
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500,000

People waiting for an organ in India

People die everyday for lack of an
organ in India

Organ donations in 2022 in India



Global Deceased Organ Donation Rate

The Global Gulf in
Organ Donation Rates
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Organs &

Heart Heart Valves Tlssues
that can be
Cornea Skin  Connective tissue d o n a ted
'E One person can save upto
A eight lives by donating
Pancreas Intestine Bone Marrow hiS/heI' OrganS and many

more by donating tissues ©



GLOBAL DEMAND FOR AN ORGAN IN
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WHO CAN BE AN
ORGAN DONOR?

A DECEASED person of any age and blood
group can donate an organ provided:

The person is declared brain dead &
The person’s near relatives give consent
for donation

A LIVING person, over the age of 18 yrs can
donate his/her organ to a near relative or
anyone else out of natural love & affection



v WHO CANNOT BE

AN ORGAN DONOR?

Individuals with the following MEDICAL
conditions cannot donate their organs:

HIV, Hepatitis B and Hepatitis C, STD,
generalized infection and septicemia
(Pneumonia, TB, etc.).

Any kind of skin infection, malignancy,
and having evidence of skin cancer.



TYPES OF ORGAN TRANSPLANT

2
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LIVE CADAVER
[}
Can be made to near Can be made after death to
relatives and non-relatives an unknown person,who is on
solely out of love and government organ donation
affection wait list

Organs & Tissues - Blood, 1 Organs & Tissues - Kidneys
kidney, part of liver, part lung, (2), liver, lungs (2), heart,

intestine, pancreas & bone corneas (2), skin, pancreas,
marrow intestines, hands & face




How to pledge for
organ donation?

https://notto.abdm.gov.in/

Register on Government Of India
website with Aadhar carcl



BODY
DONATION

Towards A Healthy Society

How to pledge for
body donation?

Contact nearest medical college in
your state anatomy department
www.organindia.org/body-donation/
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Indian Act & Rules Governing /
Organ Donation & Transplant
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Art. 21:

Protection of Life and
Personal Liberty

Fundamental Right
under the constitution

No person shall be deprived of his life
or personal liberty except according
to procedure established by law.



Art. 21:
Right to Life

Central v State
Authority for health

Article 246: Central Government has
no authority to make Law, Rules &
Regulation in respect of healtl®
matter




Indian Constitution -> Act -> Rules -> Notification

; Constitution Article 21 - Right to Life

The Transplantation of

Human Organs & Tissues Act
Act g
1994
The Transplantation of
RLI|eS Human Organs & Tissues
Rules 2014
Notification Central & State
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The Transplantation of
Human Organs & Tissues Act
(’ 1994
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TRANSPLANTATION OF HUMAN
ORGAN & TISSUE ACT 1994 (AMD 2011) (%

Rules made in 1995 and amended in 2014
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OBJECT -1 OBJECT -2
Enacted to provide a proper Enactec} to prevent
system for removal, storage and commercial dealings in

transplantation of human organs human organs

! & tissues for therapeutic purposes




v Histo ry of the Act (895) One India Ore Law

Sec. & Sub-Sec.

The Transplantation of

Human Organs & Tissues
| Diilace DN1 A

Ministry of Health & Family
Welfare

i |
Date & Year Title ssued by /Rules
| | |
! The Transplantation of ! President assent ! Section and
1 July 1994 i Human Organs Act 1994 i approved by Parliament i Subsection
——————————————— e e e bbb
| | |
| The Transplantation of i Ministry of Health & Family 1 Notification of Rules
4 Feb. 1995 i Human Organs Rules 1995 i Welfare i Introduction of Forms
_______________ e
| . | | ege .
| The Transplantation of | p s .1 Notification of Rules
31 July 2008 | Human Organs ' Ministry o\l;vlgﬁglrt: &Family | corms (1-10) were
| (Amendments) Rules 2008 | | modified
——————————————— G SRR
| | President assent |
| The Transplantationof | approved by Parliament - | Section and
| | |
28 Sept. 2011 | Human Organs Act 2011 | Ministry of Law, Justice & | Subsection
| | Company Affairs |
——————————————— e e
| | |
| | |
| | |
| | |
| |



Major Changes In the Act-1/4 B

Provision THOA 1994 THOA 2011 THOTA 2014

President & Approved by
Parliament consent Parliament — Gazette

Define Rules to set-up
Tissue Bank

Must be approved by
Swap Donation Yes: Allowed Authorization
Committee




Major Changes In the Act — 2/4

Provision

Near Relatives

Brain Dead
Declaration Team

One India One Law
— The Voice of Organ Donors & Recipients —
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THOA 1994 THOA 2011 THOTA 2014

Grandparents & Second degree

First degree Grand Children included continued

FORM 10 - All medical
board members
required to sign

Neurologists & Physicians, Anesthetists &
Neurosurgeons Intensivists added

Not provided

Quality of
Laboratory

Offences &
Punishment

Not provided

Ten years &

Ten years & Fine of Rs. 20 Lakhs

Five years & Fine of Rs. 20 Lakhs

Fine of Rs. 10,000



Major Changes In the Act - 3/4 s
o

Provision THOA 1994 THOA 2011 THOTA 2014

Necessary to have TC —

Transplant No provision Eligibility & job duties More detailed job duties

Coordinator defined

Advisory Committee, Advisory Committee,
Appropriate Authority & Appropriate Authority &
Authorization Committee | Authorization Committee

Regulatory
Bodies

Authorization Central, State & Hospital

Committee

Defines scope & work at
National & Regional level




Provision

Organ Allocation
Foreign National
Transplant

Video recording of
patient consultation
& counseling

Proof of Genetic
relationship

Future>>>
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THOA 1994

No provision

THOA 2011

No provision
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Major Changes In the Act - 4/4 .

THOTA 2014

Provided in Sec. 31 (e)
State, Regional, National
foreign

Further defined.
FORM 21 for NOC

Further Clarifications Amendments and Reforms




TRANSPLANTATION OF HUMAN

ORGAN & TISSUE ACT 1994 (AMD 20T1) %
Rules made in 1995 and amended in 2014
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OBJECT -1 OBJECT -2
Enacted to provide a proper Enactec} to prevent
system for removal, storage and commercial dealings in

transplantation of human organs human organs

! & tissues for therapeutic purposes



REGULATING AUTHORITIES IN INDIA

Under Central Minsitry of Heath
3 LEVELS ¢

Central Regional State
NOTTO ROTTO SOTTO
NATIONAL ORGAN & REGIONAL ORGAN & STATE ORGAN & TISSUE
TISSUE TRANSPLANT TISSUE TRANSPLANT TRANSPLANT

ORGANISATION ORGANISATION ORGANISATION



National & State Functions

Three functions ¢

License & Aproval of Live Maintain
Regulate Donation Cadaver List

Hospital & Authorisation State Level
Retrival center Commitee
Approval, lincence & Approval or rejection of Maintain waiting list as

renewel — live donation - per organ —



2

High Court & Supreme Court

< 2

-
Question of Law? Question of Fact?
Only question of law is Question of fact is NOT
interpretated & decided by court decided by the HIGE Court or
Art. 14 & 226 Supreme Court

O



Authority Under THOTA ACT 1994 -1

SECTION 2 (d) : “Brain-stem death” means the stage at which all functions of the brain-stem have
permanently and irreversibly ceased and is so certified under sub-section (6) of section 3;

AUTHORITY UNDER THOTA ACT 1994
Section 3 (1)

Section 3 (2)

Section 3 (3)

Section 3 (4)

Section 3 (5)

Section 3 (6)

Removal before death - Live donor

Removal after death — Deceased donor. Consent in writing before death

Certificate by Board of Medical Experts — (i) RMP In-charge (ii) Independent RMP (jii)
Neurologist & Neurosurgeon OR Surgeon, Physician, Anesthetist or Intensivist (iv) RMP
treating person




Provision Under THOTA ACT 1994 -Z

Section 4 No removal if organ or body required for any investigation
Section 5
Section 6

Section 9 (1) Restriction & Removal

Section 9 (1A) If donor or recipient Foreign nationals & near relative approval of authorization committee
necessary - If recipient foreign national & Donor Indian no approval given

Section 9 (1B)
Section 9 (1C)
Section 9 (3)

Section 9 (3A)
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Provision Under THOTA ACT 1994 -3

Section 9 (4) Composition of authorization committee at State, Hospital or District level

Section 9 5)

authorization committee REJECTS WITH REASONS WRITING application for live donation
after inquiry

Section 9 (6)
Section 10
Section 11

Section 12

Appropriate Authority to approve, reject & renew hospital license — Transplantation

Section 13 and/or retrieval

Section 13A

Section 13 B/C/D




Provision Under THOTA ACT 1994 -4

Section 14 & 14A

Section 15

Section 16

Section 17

Section 18 - Offences and Penalties
Section 19 - Commercial dealing
Section 20 - Violation of

Section 21 - Offence By companies

Registration of Hospitals & Registration of Tissue Bank

Company, person In charge of the company unless happen without knowledge and/ or no
negligence of any officers or staff of the company

One India One Law
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Provision Under THOTA ACT 1994 -5

Section 23 No legal case against a person or government for the Act done in Good faith

Section 24

One India One Law
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The Transplantation of Human
Organs & Tissues Rules 2014
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Provision Under THOTA 2014 -1

Section 3

Section 4

Section 5 (1) Duties of RMP
(a)

(b)

(c)

5(2)

Living person can authorize removal for therapeutic purpose in form 1,2 and 3

One India One Law
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Provision Under THOTA 2014-2

Section 5 (3) Must satisfy- Before removing organ from LIVING DONOR

(a) Side effects are explained and Authorization given in Form 1 - relative, 2 — spouse or 3 non relative

(b) Physical and mental evaluation is done

(C) Joint application in form 11, approval given by appropriate authority in Form 19 and Near
relationship and documents verification is done by appropriate authority - APPLICATION IN FORM -1

(d) Same verification for Spouse relationship — APPLICATION IN FORM 2

(e)

(f) Foreign national approval of authorization committee

(9) No approval in case of minor unless it is rare case with reason in writing

One India One Law
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Provision Under THOTA 2014-3

Section 5 (4) RMP Must satisfy

(a)

(b)

(€)

(d) In case of child - All members of board of medical expert has signed FORM - 10

And parents or near relative authorized by parents have sighed FROM -8

i — The Voice of Organ Donors & Recipients —
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Provision Under THOTA 2014-4

Section - 6
Section -7 (1)

Section -7 (2)

Section 7 (3) — approval - NON RELATED

Section (4)
Section - 8

Section 9

Section 10

Medico Legal case — inform police, remove organ without compromising investigation
and request postmortem officer to remain present

Examine — no commercial transection, link between two, reason for donation and
documents , photos , agent not involved, respective financial status, Donor is not a
drug edict, near relative of donor is interviewed and made aware of donation intention

Cost of cadaver/ donor body maintenance, retrieval of organ, transportation and
preservation will not be born by DONOR family — but by recipient, hospital,

Living donor must make joint application in form, 11 with form 1,2 or 3 and approval in
form 18

m One India One Law
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Provision Under THOTA 2014-5

Section 11 Authorization committee State level and if more the 25 transplant hospital level
Section 12 Hospital Authorization Medical superintended as chair, Two senor medical practitioner, Two people of high
committee integrity and standing from Government / IPS / university / judiciary / lawyer/ CA /

NGO / Social worker, one from state or central heath department
Section 13 State / District Authorization
committee

Verification of domicile / resident — unrelated living donor / recipient from different

STy L state the transplant hospital

Section 15 - Quorum
Section 16

Section 17

— The Voice of Organ Donors & Recipients —
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Provision Under THOTA 2014-5

Section 18 — process in case of Near
Relative

Section 18 (1)

Section 18 (2)

Section 18 (5)

Section 18 (6)

Section 19 - NON RELATED
Section 20

Section 21
[ J

Grand mother, father, mother, father, brother, sister, son, daughter, grandson & grand
daughter over the age of 18

Relationship documents — Birth certificate, marriage certificate, other
relationship certificate from Tehsildar/ sarpanch / similar authority for family
tree or Election card / Addhar card

Ration card, voters card, passport, driving license , PAN card, Bank account, ®

— The Voice of Organ Donors & Recipients —
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Provision Under THOTA 2014-6

Section - 23

Section - 24

Section - 25

Section - 26

Section - 27

Section - 28

Section 29 -

Section 30

Decision of Authorization committee — approval or reject with reason in writing ant
subject all positive test and evaluation . Complete all forms, video recording, expedite
decision with 24 hours of meeting and decision on web site and notice board but keep

Qualification and Role of Transplant Coordinator — Graduate in Medicine, Nurse, Social
worker, Psychiatry, Sociology, social since or public health — Encourage family to
Donate and coordinate process of Donation & Transplnataion

m One India One Law
\ ) —— The Voice of Organ Donors & Recipients —



Provision Under THOTA 2014-7

Section 311,2and 3 Creation of NOTTO, ROTTO and SOTTO and each licensed hospital connected to SOTTO

Section 31

State List -> Regional List -> National List -> POl and Foreigner
(i) Public v Private hospitals — Not allowed
SECTION 31(4) (e) (ii) District / Zones within states — Not Allowed

(iii) Adult & Child — Not allowed

@ One India One Law
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THOTA FORMS 2014 -1 GOkttt

FORM NUMBER Purpose of the FORM

No. 1
No. 2
No.
No.
No.
No.
No.
No.
No.

No. For certification of Brain-Stem Death by the Board of Medical experts
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FORM NUMBER Purpose of the FORM

Form 11
Form 12
Form 13
Form 14
Form 15
Form 16
Form 17
Form 18

Form 19

Verification of domicile / resident status when donor or recipient are not from state where transplant to

R A take place

Form 21 NOC from foreign Government / Embassy and confirmation of relationship




ORGAN DONATION & TRANSPLANT

CADAVER

Only possible between close Organ Allocated by SOTTO as per the
relatives and non related can donate waiting list and emergency of the
provided it is out of love and patient

affection



ORGAN DONATION & TRANSPLANT PROCESS

Contact licensed hospital with live donor

Undergo necessary tests

Provide identity, prove relationship to donor & make an
application for transplant in prescribed forms and provide
supporting documents

Hospital and/or State Authorisation Committee gives approval
or refusal for transplant

Upon approval, transpant operation is conducted .




ORGAN DONATION & TRANSPLANT PROCESS

CADAVER

Register with licensed hospital
Hospital will register patient with SOTTO according to type of

organ and blood group
Organ allocated as per organ match and number on waiting list

Wait list — State -> Regional -> National -> Foreign nationals



Four Types of Medical Institutes

Tissue & Organ Skin

Retrieval Center

Tissue & Organ Eye

Eye Bank /TP /
retrieval

(Except Eye)



Problem & Challenges -1

Center v State jurisdiction

1994 to 2014 — Decentralize
2014 to present — Centralized — One nation — One Policy

Domicile v Resident Terms

No procedural manuals / Training / Legal expert to assist in the interpretation to Authorization
committee members, medical and para medical professionals and Transplant coordinators

Every state and hospital have made different interpretation

From 2014 onwards — Public v Private hospitals clash

No National portal for organ wait list

Transplant Coordinators Roles and Duty — Medical, Physiological and Legal
FORMS - Does not collect detail information of donor and recipient

Medical Professionals try to interpreted law and no lawyers appointed or consulted
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\ One India One Law
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Problem & Challenges -2

Government schemes / Yojana / Train discount not made aware to patients

No system established or USED for verification of documents for Indian citizen

Very poor system for verifying foreign donor and recipient relationship & documents

Form 21 -NOC and confirmation of relationship from embassy / consulate

Living donor face most difficulties in proving relationship

Rule 14 - verification of domicile / resident by Tehsildar or any other appropriate authority
Rule 18 - All documents asked including DNA test in all cases for living donation

NOC asked from husband / spouse when donating to her relative

No mention of OCI Card Holder Living in India or Abroad

State by state different allocation system and points system

No development of National Portal under section 32
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OnelndiaOnelLaw.org

The only legal portal in India on
Organ Donation Law & Rules

—
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LEGAL ACTIONS IN HC & PIL IN SC

DOMICILE

° Writ petition in the High
Court of Gujarat
PIL in Supreme Court of
India
Removal of - Domicile
certificate, 65 yr age cap
& removal of registration
fees for cadaver

transplant
Noted by PM of India

NOC

No NOC from foreign
government for live
trasnplant o

Gujarat Governemnt
gave approval for live
transplant without NOC
from foreign government



Resources on organ Donation

Resources

* Case law
Stories
Act & Rules 2014
Government organization
[\ [e]o)
Reports
Books Movies
Journals

Our Presentation
Video

Pro Bono

Advice TC, Doctors,
Hospitals on legal and
documents °

On Panel of SOTTO
Karnataka

Intent to raise funds for
Organ Transpintation
Train the Trainers



Future Plans... o

Conduct Legal Workshops

Develop Procedural & Training Manuals for TC,
medical and Para medical professionals and
Authorisation committee members «
Establish Global legal frame work /
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RAG-BOD-INDIA

ROTARY ACTION GROUP /
BLOOD & ORGAN DONATION, INDIA CHAPTER
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RAG AND IT’S MISSION °

Rotary Action Groups are independent, Rotary-
affiliated groups made up of people from around
the world who are experts in a particular field

Action groups offer their technical expertise and
support to help clubs plan and implement projects
to increase their impact, one of Rotary's strategic
priorities.

o+ N
. (I

'S




RAG BOD - INDIA CHAPTER .

1. Unite and bring all Rotary and non-Rotary individuals
and entities under one umbrella for organ donation
awareness and advocacy

2. Create a central pool of resources for use by Rotary «
clubs & Rotary Districts for organ donation related /

projects \

3. Conduct workshops on organ donation awareness — \/
- Train the Trainers ‘Y N

- Create ambassadors for OD, focus on youth
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RAG BOD - INDIA & RC RESOURCES

BOOK ART WORK CHATBOT
A Rotarian’s Guide to Ready art work for Ready CHATBOT in nine
Organ Donation awareness regional languages

GLOBAL GRANT SEMINARS SUPPORT

For LIFT UP project - Faculties for seminars & Support to Rotary Clubs &
Grant for kidney webinars Districts Across India
transplant



Prashant Ajmera - Advocate

Personal:
Indian immigration lawyer, NRI, and Canadian citizen since 1997.
30+ years of experience in immigration law including EB5 investor visa for USA Green Card

Author of two books and advised 15,000+ children interested in foreign education and settlement
planning.

o Rotary: .
Member of Rotary Club Ahmedabad Metro and served as President in 2016-17.
Four-time served as Rotary International Convention Chair for District 3054.
Board member of Rotary Action Group - Blood and Organ Donation — India Chapter .
His legal work on organ donation was featured in Rotary News International edition as a cover story

Organ Donation:

Gained extensive knowledge of organ donation laws in India following a personal legal experience
with his wife, related to her organ transplant and the domicile certificate requirement
Actively advocates for organ donation LEGAL awareness using his portal OnelndiaOneLaw.org.
Invited by the NOTTO,to provide input on reforming organ donation laws in India at the Chintan
Shivir in August 2024. ®
SOTTO Karnataka Panel Member of Advisory Committee
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By:
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Rtn. Prashant Ajmera THANK YOU!

Advocate
Rotary Club Ahmedabad Metro RID 3055
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Do you have any questions?
info@OnelndiaOnelLaw.org
+91 9898698184
www.OnelndiaOnelaw.org
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http://bit.ly/2Tynxth
http://bit.ly/2TyoMsr
http://bit.ly/2TtBDfr

