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THE TRANSPLANTATION OF HUMAN ORGANS (AMENDMENT)
' BILL 2009 o

. {\A
_ -'Bl]__L .
to. amend ihe Transplamanon of Human Organs Act, 1994

WHEREAS it s expedlent to amend the said law enacted by Parhament refating to
regulatmn of removal, storage and transplantatlon of human organs for therapeutlc

~ purposes and for preventlon of- commerclal dealings .in human organs; .

15

AND WHEREAS Parhament has no power to make or amend laws for the States with
respect to.any. of the matters aforesatd except as prowded in artlcles 249 and 250 of the
Constltutlon, e R

CAND WHEREAS in pursuanee of clause (l) of article 252 of the Conshtutlon, resoiutaons
have been passed by all the. Houses of the Leglslatures of the States of Goa, Himachal

. Pradesh -and West Bengal to. the effect that the aforesald Act should be amended by
10 . :

Parilament _
BE it enacted by Parhament in the Slxtleth Year of the Repubhe of lndia as follow5'—*
. 1 (]) ’I‘hls Act may be cailed the Transplantatlon of Human Organs (Amendment)
Aet 2009, B o
(2) 1t apphes, in the ﬁrst mstance, to the whole of the States of Goa, Hlmachal
Pradesh and West Bengal and to all the Union territories and it shalt also apply to such
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(3) It shalt come into force in the States of Goa, Himachal Pradesh and West ﬁengal
and in all the Union tetritories on such date as the Central Government may, by notification, -
appoint and in any other State which adopts this Act under clause (1) of article 252 of
the Constitution on the date of such adoption; and any reference in this Act to the
commencement of this Act shall, in relation to any State or Union territory, means the date_s~
on which this Act comes into force in such State or Union territory.

2. In the Transplantation of Human Organs Act, 1994 (hereinafter referred 10 a5 42 of 1994.
the principal Act), in the long title, for the words “human organs for therapeutic purposes '
and for the prevention of commercial dealings in human organs”, the words “human
organs and tissues for therapeutic purposes and for the prevention of commercial dealings )¢
in human organs and tissues” shall be substituted.

3'. In section 1 of the principal Act, in sub-section ( I),_for the words ;'Human Organs",
the words "Human Organs and Tissues" shall be substituted. -

4. Throughout the principal Act [except clause (/1) of section 2], unless otherwise
expressly provided, for the words "human organ” and "human organs", wherever they /¢~
occur, the words "human organ or tissue or both" and "hlim_an organs or tissues or both"
shall respectively be substituted with such consequential amendments as the rules of grammar

may require. ‘ '
5. In section 2 of the principal Act,—
(a) for clause (1), the following clause shall be substituted, namely:— 2.0

*(iy "near relative" means spouse, son, daughter, father, mother, brother,
. sister, grandfather, grandmother, grandson or granddaughter;’;

() in clause (o), the word "and" shall be omitted;
(c) after clause (o), the following clauses shall be inserted, namely:—

‘(0a) "tissue" means a group of cells except bleod performing a particular 25
function in the human body; :

(0b) “transplant coordinator” means a person of the hospital appointed
for coordinating all matters relating to removal or transplantation of human

organs or tissues or both; and'.
¢ 6. In section 3 of the principal Act,— ‘ 3D
{a) after sub-Secti_on (), the following sub-sections shall be- inserted, namely:— -

" "(14) In respect of such human organs or tissues or both, as may be
prescribed, it shall be the duty of a registered medical practitioner working in a
hospital registered under this Act, for the purpose of removal, storage or
transplantation of human organs or tissues or both,— 3

(i) to ascertain from the person admitted to the Intensive Care Unit
or from his near relative that such person had authorised at any time
before his death the removal of any human organ or tissue or both of his
body under sub-section (2}, then the hospital shall proceed to obtain the

documentation for such authorisation; , 4p

(i) where no such authority as referred to in sub-section (2) was
made by such person, to make aware to that person or near relative for
option to authorise or decline for donation of human organs or tissues or
both; - ) ' '

—
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(i) to require the hospital to inform in writing to the Human Organ
Removal Centre for removal, storage or iransplantation of human organs
or tissues or both, of the donor identified in clauses (i} and (i) in such
manner as may be prescribed. - ' -

{ (1B) The duties mentioned under clauses (i} to (iii} of sub-section (fA)

lo
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from such date, as may prescribed, shallalso apply in the case of a registered
medical practitioner working in an Intensive Care Unit in a hospital which is not
registered under this Act for the purpose of removal, storage or transplantation
of human organs or tissues ot both."; : '

(b) in sub-section {4), the following proviso shall be inserted, namely:—

“Provided thata technician possessing such qualifications and experience,
as may be prescribed, may enucleate a cornga.”;

(c) in sub-section (6), in clause (ifi),—
() the word "and” shall be omitted; and

(i) the follov..fing proviso shall be inserted, namely:—

sprovided that where a neurologist ar a neurosurgeon is not available,

the registered medical practitioner may’ nominate an independent

registered medical.practitioner, being a surgeon or a physician and an

anaesthetist or intensivist subject to the condition that they are not members

of the transplantation team for the concerned recipient and to such
. conditions as may be prescribed;", .

7. In section 9 of the principal Act,—

-

25

{a) after sub-section (1), the following sub-sections shall be inserted, namely:—

'."(IA) Where the donor or the recipient being near relative is a foreign
" national, prior approval of the Authorisation Committee shall be required before

" removing or transplanting human organ or tissue or both:

30 _‘
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- Provided that the Authorisation Commitiec shallnot approve such removal

or transplantation if the recipient is a foreign national and the donor is an Indian

national unless they are near relatives.

S .(IB) No human organs or tissues or both shall be removed from the brody

Amendmeént

. of section 9.

“of a minor before his death for the purpose of transplantation except inthe

. manner as may be prescribed.";

(b) after sub-_section,(&‘), the following sub-section shéll be inserted,
- pamely:— :

'"(3A) Notwithstanding anything contained in sub-section (3), where—

(a) any donor has agreed to make a donation of his human organ
or tissue or both before his death to a recipient, who is his near relative,
but such donor is not compatible biologically as a donor for the
recipient; and - |

7 ~(b) the second donor has agreed to make a donation of his human
" organ or tissue or both before his death to such recipient, who is his near

relative, but such donor is not compatible biologically as a donor for such
recipient; then - | -
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() the first donor who is compatlble biologically as a donor for the -

second recipient and the second donor is compatible biologically as a
donor of a human organ or tissues or both for the first recipient and both
donors and both recipients in the aforesaid group of donor and recipient
have entered into a single agreement to donate and receive such human ¢~
organ or tissue or both accordmg to such blo]og:cal compatlblilty in the
group,

the removal and transp]antatton of the human organ or tissue or both, as per the

agreement referred to above, shall not be done without prior approval of the

Authorisation Committee."; lo

c) for sub~secuon (4), the following sub-section shall be substituted na'mel'y'——

"(4)(a) The compaosition of the Authorisation Commtttees shall be such
as may be prescnhed by the Centrat Government from time to time.

(&) The State Governments and the Union territories shall constitute, by
notification, one or more Authorisation Committees consisting of such members 1§
as may be nominated by the State Governments and the Union territories on ’
such terms and conditions as may be specified i in the notification for the purposes
of thls sectlon ",

8. After sectmn 13 of the prmclpalAct the folfowmg sections shall be inserted, namely:—

“I3A. (1) The Central Govarnment and the State Governments, as the case may 2.4
be, by notification, shall constitute an Advisory Committee for a period of two years to
aid and advise the Appropnate Authority to discharge its functions.

" (2) The Adwsory Committee shall consist of—

(a) one administrative expert not below the rank of Secretary to the State
Government to be nominated as Chairperson of the Advisory Committee; - 25 -

(b) two medlcai experts havang such quallf‘ cations as may be prescribed;
. 7 (c) one officer not below the rank of a Joint Director to represent the
_Mm:stry or Department of Health and Family Welfare, to be destgnated as
. _Member—Secretary, )
' - (d) two eminent social workers of ‘high social standmg and integrity, one 30
' _of whom shall be from amongst representatives of women's organisation;
_ (e) one Iegal expert who has held the position of an Additional District
N 3Judge or. equ:vaiem ‘

. ..(3) The terms and conditions for appomtmem to the Adwsory Committee shail
be such as may be prescrlbed by the Central Government. X

}3B The Approprtate Authorlty shall for the purposes of this Act have all the
powers of a civil court trying a suit under the Code of Civil Procedure, 1908 and, in 5 of 1908,
partlcular in respect of the fol!owmg matters, namely:—-

{a) summonmg of any person who is in possession of any mformataon
relating to violation of the provisions of this Act or the rules made thereunder; Yp-

(5) dlscovery and production of any document or material object;

: (c) issuing search warrant for any place suspected to be indulging in
- unautherised removal, procurement or transpiantatmn of human organs or tissues

_..orbnth and . : : -
' (d) any other matter which niay he prescribed, b




13C. The Central Government may,.b'y notification, es_taﬁlish a'maﬁ&;hai Hu.mz.ni.

Organs and Tissues Removal and Storage Network atone or more p’la_c,és_and Regional
Network in such manper and to perform such functions, as may be prescribeéd,

13D, The Central Government shal! maintain a national registry of the donors

" and recipients of human organs and tissues and such registry shall have such

information as may be prescribed to an ongoing evaluation of the scientific and clinical

+ . status of human organs and tissues.".

9, In section 14 of the principal Act, after sub-section (3), the following sub-sections

shall bc inserted, namely,—

10
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"(4) No hospxtat shall be registered under this Act, unless the Appropriate
Authority is satisfied that such hospital has appointed a transplant coordinator havmg
such qualifications and experience as may be prescribed.

(5) The non-governmental organisations, registered societies, charitable trusts

- and such other entities engaged, either partly or exclusively, in any activity relating to

the rémoval, storage or transplantation of any human organ and tissues for therapeutic
purposes, shall immediately apply for registration in such manner as may be prescribed.".

10. In section 18 of the principal Act,—

" (a) in sub-section (1}, for the words "fi ve years and with fine which may extend

- to ten'thousand rupees”, the words "ten years and with fine which' may extend to five

lakh rupees" shall be substituted;

(b) in sub~section (2), for the words "two years", the words "three years” shall
be substituted

I} In sectlon 19 of the prmclpalAct —

: (a) after clause (), the fo!lowmg clavse shall be mserted namely:—

"(g) abets in the preparation or submission of false documents including
“giving false affidavits to establish that the donor is making the donation of the
. human organs or tissues or both, as a near relative or by reason of aﬂ"ectlon or
- attachment towards the recipient.";

' (b) for the words "two years but which may extend to seven years and shal! be
hable to-fine which shall not be less than ten thousand rupees but may extend to

twenty thousand rupees", the words "five years but which may extend to ten years

and shall be liable to fine which shall not be less than five lakh rupees but may extend

. to twenty lakh rupees” shall be substituted;

-+ {c) the provise shall be omitted. )
12. Insection 20 of the principal Act, for the words "three years or with fine which may

extend {o five thousand rupees”, the words "five years or with fine which may extend to five
lakh rupees” shall be substituted. .
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" "13. In section 24 of the principal Act, in sub-section (2)},—

_ (a) after clause {a), the following clauses shall be inserted, namely —

""(aa) the human organs or tissues or both under sub-section (14} and the
manner of informing to the Human Organ Removal Centre under clause (iif) of
sub-section (14) of section 3 and the date from which duties mentioned in

- clauses (i) to (iii) of sub-section (1A)are to applyto aregistered medical practioner
" working in a Intensive Care Unit of a hospital which is not nglstered under this
‘Act under sub-sectwn (IB) of that sectlon,

National
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(ab) the qualifications and experience of a technician under the proviso to
sub-section.(4) of section 3;";

(b) after clause (), the following clause shall be inserted, namely:;m

"(ba) the conditions for nomination of a surgeon or a physician and an
anaesthetist or intensivist to be included in the Board of medical experts under _5
the proviso to cfause (iff) of sub-section (6) of section 3;";

(¢} after clause (e), the following clauses shall be inserted, namely:—

"(eé) the manner of removal of human organs or tissues or both from the
body of a minor before his death for transplantation under sub-section (/B) of
section 9; - ' D

{eb) the composition of the Authorisation Committees under‘suﬁ-scctiuﬂ
(4) of section 9;"

(d) after clause (r), the following clauses shall be inserted, namely —

, "(ia) the qualifications of medical experts and the terms and conditions
for appomtmem to Advisory Committee under sub-sections (2) and (3) of section .5
13A;

{ib) the power of the Approprlate Authonty in any other matter under
clause () of sectton 13B;

- (ic) the manor of establishment of a National Human Organsand Tissues
Removal ‘and -Storage Network and Regional Network and functions to be 20
performed by them under section 13C; :

A (id) the mformatlon inthe natlonal registry of the donors and recipients of
human organs and tissues and all information under section 13D;";

(e) aﬂer clause (l.) the foliowung clauses shall be inserted, namely:—

' "(ka) the quahﬁcations and experience of a transplant coordinator under 15
sub-sectlon ) of section 14;

(k) the manner of registration of the non-governmental organisations,
Areglstered societies, charitable trusts and such other entities under sub-section
(5) of section 14;”.

3




STATEMENT OF OBJECTS AND REASONS

“The Transplantation of Human Organs Act, 1994 came into force on the 4th day of
'February, 1995 in the States of Gea, Himachal Pradesh and Maharashtra and all the Union
territories. Thereafler, it has been adopted by all the States except the States of Jammu and
Kashmir and Andhra Pradesh which have enacted their own ‘legislation to regiilate
transplantanon of human organs. The main purpose of the Act is to regulate the removal,
storage and transplantation of human organs. for therapeutic purposes and to prevent
commercial dealmgs in human organs.

L2 It has been observed that despite havmg put into place a regulatory mechamsm for
transplantation of human organs, there has been a spate of reports in the print and electronic
media about thrwmg human organ trade in India and the consequentral explortatron of
economrcally weaker sections of the society. There has, therefore, been an increasing
perception in civil society that the said Act has not been effective in curbing commercial
transactions in organ transplant and thwarted genuine cases due to the compheated and
long. drawn process of organ donation, : :

3, On the above 1ssue, Hon’ble High Court of Dethiin its Judgment dated 6-9-2004 in
W.P.No, 813 of 2004 Balbir Singh v.s. Union of India and Others constituted a committee to
examine the lacunae in nnplementation of the said Act. The recommendations of the said ~ -
Committee were exannned along with the recommendations of the Rajiv Gandhi Foundation.
The draft gurdmg prmc:ples of the organ transplantation prepared by the World Health
Organisation were also taken into consrderataon and after wide consultatlon, the admmrstratwe
Mmrstry proposes to amend the sa1d Act '

. 4 The amendments proposed mter alia, are as fol!ows —

(r) presentty the said Act regulates transplantatlon of the human organs, it has
.been proposed that the said Act also regulate the transplantation. of tissues of the -
human body Therefore, itis proposed to amend the long title, short title of the Actand.
- also to insert appropriate definition of “tissues” in the defi mtton clause and
: consequenttal amendments in other sectrons of the Act ' oy

(i) to expand the definition of “near relatlve" in order to mclude the grandfather,
grandmother grandson and granddaughter as near relatrve ' SN

(ttl) amendment of seetton 3 wrth a vrew to make mandatory for the Intenstve
Care Unitor Treatmg Medical Staffto request relatives of brain dead patients for organ
donation and to provide for the enucleating of corneas by a trained technician. Further
to enable a surgeon ora physrcran and an anaesthetrst or rntenswrst to be mcluded in

certrﬁcatlon of bram death

(rv) amendment of section 9 to regulate the transplantation of organs for foreign
natronals to prevent the exploitation of minors, to provide for Swap Donations.of
organs, to empower the Central Government to prescribe the composition of
Authorisation Committees and to empower State Governments and Umon terrrtottes
to set up: then' own Authortsatron Committees; ' - .

o (v) msertlon of a new section 13A o constrtute the Advtsory Comnuttees fo
: adwse the Approprrate Authortttes : : :

(vr) msertron of a new sectton 13B to empower the Approprrate Authorrties to -
summon persons, seek productlon of documents, issue search warrants, efc.;

7
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(vii} insertion of new section 13C to establish a National Human Organs and
Tissues Removal and Sforage Network;

(viii) to provide for the development and maintenance of a national registry of
the recipients of human organs transplants; :

(ix) amendment of section 14 to appoint a “transplant coordinator” in all hospitals
registered for organ retrieval and transplantation; and to provide for the registration
of non-governmental organisations working in the field of organ retrieval, banking
and tr'ansplan_tation; N - _

) amgandrﬁent of sections 18, 19 and 20 to enhance the penalties provided-

under the Act; and '

(xi) consequential amendment in section 24 in respect of the rule making power
of the Central Government, :

5. The Bill seeks to achieve the above objectives.

Naw DELHI;
The 174h November, 2009. " GHULAM NABI AZAD

PRESIDENT'S RECOMMENDATION UNDER ARTICLE 117 OF THE CONSTITUTION
o OF INDIA

[Copy of letter No. 8.1201 1/13/2007—MS dated the 30th November, 2009 from
.Shri Ghulam Nabi Azad, Minister of Health and Family Welfare to the Secretary-General,
Lok Sabha] - ' : : '

"_I‘_he"-_l_’rcsideht, having been informed of the subject matter of the proposed
Transplantation of Human Organs (Amendment) Bill, 2009 recommends to the House
the consideration of the Bill under article 117(3) of the Constitution.




