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MINISTRY OF LAW AND JUSTICE
(Legislative Department)

New Delhi, the 28th September, 201 LiAsving 6,1933 (Saka)

The following Aot of Parliament received the assent of the President on the
27th Seplembel 20ll stid is hereby published for general informatlon:—

- THETRAN; SI’LANTATION OFHUMAN ORGAN.S.(AMENDMEIELT)
-ACT, 2011

’”'_b_"h—_”‘“‘_“f?
(No. 1608 20121)

AnAct to amend the Transplantahon of Human Organs Act, 1994, N
" 'WHEREAS it Is expedient to amend the sald law cnacted by Parllament relating ‘to

" regulation of removal, ‘storage and transplantation of human organs for therapeutic purposes

"and for prevention of commercial dealings in humaiy organs; .
Awp wrErzAs Parliament has no power to maks.or amend laws for the Slates with

respect to-any of the matters aforesaid excepl as provxded in amcles 249 and. 250 of the ‘

* Congtitution;

AND WHERBAS in pursuance of clause (Dof artlcle 252'of lhe Conslltution resolutions
have been passed by all the Houses of the Legislatures of the. States of Goa, Himachal
Pradesh and West Bengal to the effect that the aforesaid Act should be amended by Parliament;

Be it enacted by Parliament In-the Sixty-second Year of the Republic of India as
follows:—

, 1, (1) This Act may be called the 'lransplantalion of Huoman Organs (Amendment)
Act, 2011 .

[27rh Seprember 2011 I
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(2) It applies, in the first instance, to the whole of the States of Goa, Himachaf?réde‘sh
and West Befigal Q}g[to el the Undon territortos and 1t shall also apply (o such other Siate

which adopts (his AGE by resolution passed i at behalf under claiiss (7) oT ariole 357 o7

* e Tonstitution.

(3) It shall come Info force in the States of Goa, Himacha Pradgsh and West Bengal and
in all the Inion ferritorfes on-sich date as the Contral Govérnnient may. by niotifiéation,
appoint and 17 any oRTeF State which adopts this Act under clause. (7) of artlole 25261 tha
Constiftion on the date of such adoption; and any roferénce’in this Act to the commencement
of this Act shall, In relation to any State or Uni onerritory, means the date on which this Act

- comes hito force-In such State or Union territory. -

2. In the Transpiantation of Human Organs Act, 1994 (hereinafier referred to as 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 preveition of commerclal dealings in human
organs and tissues” shall be substitated. .

3. Insection [ ofthe ﬁrlﬁclpalﬁct, in sub.—éect[bri (), for the words “Human Organs”,

the words “HMuman Organs and Tissues” shall be substituted,

4, Throughout the principal'Act [except clause (4) of section 2, sub-sectlon (5) of
section 9, sub-section (1) of section 18 and section 19], unless otherwise exprossly provided,
for the words “human ergan” and “human organs”, wheraver they occur, the words “human
organ or tissué or both* and “human organs ‘or tissues or both” shall respectively be
substltuted with such consequential amendments as the rulos of grammar may réquire,

5, In section 2 of the principal Agt,—
. '(a) after clause (4), the following clauses shdll be Inserted, namely:;—
“(ha) “uman Organ Retrleval Contre” moans a hos pital—

{#) which has adequate facilities for freating ‘serlously ill patients
who can be potential donors of organs in the event of death; and

(1) which is reglstered under sub-section (/) of section 14 for retrleval
of human organs; L . ‘

(%b) “minot” means a person Wwho h@é_nbt completed the ége of sighteen
years;';. : o :

(b) for claqsé (4), the following clause shalt bo substituted, namely:— -

) ‘() “near relative” n_neané spouse, son, daughter, father, mother, brother,
sister, grandfather, grandmother, grandson or granddavghter:: '

a2 00890
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(¢} In clavse (o), the word “and” shall bo qmittéd; -
(d) after clguse (o), the fo]lowi'ng clausés shall be hls_érte{i, namely:—

_ ‘(oa) “lissus’ means a group of cells, except blood, performing a particutar
* function in the human body; o '

. \ .

(ob) “Tissue Bank” means a facility registered under section 14A for

- carrying out any actlvity relating to the recovery, screening, tosting, processing,
storage and distribution.of tissues, but does not include a Blood Barik;’;

: (&) after clavse (p), the following clause slia}l_be h{serted, namely;—

‘(9) “ransplant co-ordinator” moans a person appointed by the hospital
for co-ordinating all matters relating to removal or transplantatlon of fuman

organs‘or tlssues or both and for asslsting the autliority for remoyal of human

organs in accordance with the provisions of section 3.},
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e

6. In sectlon 3 of the principal Act,— ' o ' . Amendment
(@) ufter sub-section (1), the following sub-sections shall be inserted, namely:— ° .Muun 3

“(14)For the purpose of removal, storage or fransplantation of such human.
organs or tissues or both, as may be proscribed, it shall be the duly of the
registered medical practitioner working ina hospltal, in consultation with transpiant
co-ordinator, if such fransplant co-ordinator is available —

(f) to ascertaln from tho person admitted to the Inferisive 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 awthorisation in such manner as may be proseribed;

(i) where 1o such authority as referred to- in sub-section (2) was
made by such person, to make aware in such manner as may be prescribed
to that person or near relative for option to authorise or decline for donation
of human organs or-tissues or both; :

(if}) o requira the hospital to Inform i writing to the Human Organ
Retrieval Centre forremoval, storage or transplantation of human organs
or tissues or both, of the donor identified-in ¢lauses (i) and (#1) in such
_nanner as may be prescribed, . .

(B) The duties inentloned under clausss () to (i) of sub-section (/A4)
from such date, as may be prescribed, shall also apply in the case of registered
medicat practitioner working in an Intensive Caro Unit Ing hospital which is not
reglstered under this Act for the purpose of retnoval, storage or transplantation
of human organs or tissues or both,”; B :

(6) in sub-section (4), the following provise shall be inserted, namelyf—

“Provided that a techniclan possessing such qualifications and
* experi¢nee, as may be prescribed, may enucleate a cormea.™ :

(¢) In sub-section (6), in clause (#17),—
" () the word “and” shall be omitted; and
() the following proviso shall be inserted, nhmely:——-'
“Provided that where a newrologist or a neurosurgeon is pot
. available, the registgr.e_d medical practitioner may nominate an Independent
“registered medical practitioner, being a surgeon or g physician and an
. anaesthetist or intensivist subject to the condition fhat they are not

members of the transplantation feam for the concemed recipient andto
such conditions as may be prescribed;”, . '

7, Tn section 9 of the principal Act,— e o - Amelldimer;t
- o . o f séotion 9,
" (a) after sub-section (2), the following sub-sections shall be inserted, namely:-~ o1 stetlon. i

‘(14) Where the donor or the recepient belng near relative ls a foreign
national, priér approval ofthe Anthorisation Committee shall be required before
removing or fransplanting uman organ or tissue or-both:

Provided that the Authorisation Committee shall not approve sugh removal
or {ransplantation if the recipient is a foreign national and the donoris an Indian
nattonal unless they are near. relatives. : : ‘

{(/B) No human organs or tissues or both shall be.removed from fhe body
of a minor before his death for the purpose of transplanation except in the ‘
manner s may be prescribed, S '

(JC)No human organs or tissues or both shall be removed from the body
of a mentally challenged person before his death for the purpose of
. transplantation, - . L o
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'Exp!anatioh — Far the purpose of this sub-section,—

. " (/) the expression “mentally challenged person” includes a person
- ' with mental {llness or raental retardation, as the case may be;

(#) the expression “mental iliness” includes dementla, schizophrenia
and such other mental condition that mekes 4 person intellectually disabled;

. (#i) the expression “mental retardation” shall have the same meaning
as asslgned to it in clause () of séction 2 of the Persons With Disabilities

(Bqual Opportunities, ProtectlonofRig.htsandFull Participation) Act, 1995.%; 1 of 1996.] )

(b) after sub-séctiont (3), the following sub-section shall be inserted, namely:—
. . "(_3/1) Noththstandmg anything contal_ned in sub-section (3), where—

- (a) any.donor has agreed to make s donation of his human organ or
tissue or both before his death fo a recipient, who is his near relative, but
such, donor Is not compauble biologically.as a donor for the reclpient;

. and-

(b) the secqnd'dc)nor has agreed to make a donation of his human
organ or tissue or both before.his death to such reciplent, who is his near-.
relative, but such donor is not compatible biotogically as-a donor for
such reciplent; then

(¢) the firsi donior who Is compatible blologleally s a dohor for the. E

second reciplent and the second donor is compatible blologically as a P

donor of a human organ or tissue or both for the first recipient and both o

* -donors and bath recipients in the aforesaid group of donor and recipient

have entered info a single agreement to donate and receive such human

_organor tissue or both according to such blalogical compatibihty in the
group,

the removal and traisplantation of the humein organ or.tissuc or hoth, as per the
agreement roferred-to above, shall not be done without prior approval of the
" ~Authorisation Commiltee.”;

{c) for sub- sectidn (), the follc;wing' sub-section shall be substituted, namely:—*

“(4) (@) The composnhon of the Authorisation Commitiees shall be such
as may be prescribied by the Central Governunent from time to time, T “

(b)Y The State Government and the Union territories shall constitute, by

" notification, one ¢r more Avthorlsation Commnlitees consisting of such members.

as may be nominated by the State Governments and the Union territories on

such terms-and conditions as may be speciﬁed in the notification for the purposes
of this section”,

. Amendmient 8 In section 10 of the prmcipaiAcl in sub scctlon H— - A . Col
GF s.mkm 10. . (a)inclause (b), the word “and” oceurring at the énd shall be omnted ' i
(b) in clause (c), the word “and” shall be inseried at the end, _'
{c) after clause ©), the following, clause shall be Inserted, namely —
“(d) no Tissue Barik, unless registered under this Act, shall carry out any
activity re[atmg 1o the recovery, screenmg, teshng, processmg, storage and
- distribution of tlssues,”.

Amendment 9, Tn section 13 of the’ principal Act, in sub-section ®—

of sectlon 13, G o

(a) for clause (m), the followmg clause shall be substituted, namely —
“(IH) to enforco such standards, as may be prescribed,— .

(A) forhospitals engaged in the removal, storage or transplantation s
of any human. organ' .
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B for Tissue Banks engagecl In vecovary, screeuing, tosting,
processiug, storage and distributfon of tissues;";

(b) after clause (/v), the foflowing clause shall be inser(ed namely:—
“(iva) to Inspect Tissuc Banks periodically;”.

10, After sectlon 13 of the prmclpal Act; the following sections shall be inserted,
namely:——

“13A. (1) The Central Govemment and the State Governments, as the case may
be, by notification, shall constitute an Advisory Committee for a period of two years
. toald and advise the Appropriate Authorlty to discharge its functions,

{2 The Advisory Commitiee shall conslst of—

(@) one administrative expert not below the rank of Secretary to the State
Government, {o be nominated pg Chairperson of the Advisory Committee;

() two medical experts having such qualifications as wmay be prescribed' -

(¢)-one officer not below the rank of a Joint Director to represent the B
Ministry or Department of Health and Famil)r Watfare to be designated as

- Member-Secretary;

() two eminent social workers of high soclal standmg and mtegrity, one
of whom shall be from amongst Tepresentatives of women's organisation;

(e) one legal expert who has held the position of an Additional D:strict
Judge or equivalent;

{f} ono person to. represent non Bovernmentai’ orgamsations or

" associations which are working in the field of organ or tissue donatlons or
human rights;

(g) one specialist in the field of human organ transplantation, provided

he is not a member of the transplantation team,

(3) The terms and conditions for appointment o the Adwsory Commmee shall

_ be such as may be prescribed by the Central Government.

I3B. The Appropriate Authorliy shall for the putposes of this Act-have all the
of 1908, powers of a civil court trylng a suit under the Code of Civil Procedurs, 1908 and in
particuiar Inrespect ofthe followlng matters, namely;~— :

Insertion of
now seclions
134, 13B,
“13C and 3D,

Advisory
Commitises
to -advise
Appropriate
Authorily.

Powers of
Appropriate
~ Authority,

* () discovery and prcduction of ény document.or material cbject;

{c) issuing search warvant for any place suspected to be indulglng in
unauthorised removal, procurement or transplantation of human organs or
tissues or both; and

* (d) any other matter which may be prescribed. _

13C. The Central Governmént may, by notification, establish a National Human
‘Organs and Tissues Removal and Storage Network at one or mare places and Reglonal
Network In such manner and to perfonn such functions, as may be prescribed.

" Metwork.

- @)-summoning of any person who s in- possessimg of any ﬁlfbrnmtﬁun.
-relating to violation of the provisions of this Act or the rulés made thereunder;

National
Human
Organs and
Tissues
Removal und
Storage
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National . 13D, The Central Governmeént shall maintain a national registry of the donors
reglstry. and recipienis of human organs and ‘tissues and such registry shatl have such
information as may bo prescribed to an ongoing c\'aiuatton of the sc{entlﬁc and {
clinical status of human organs and tissues,”. : !

Amendment 11, In section 14 of the principal Act— ) Dodn
of section 14, . _

(@) in sub-section (/), for the words “No hospital®, the words “No hospital
* (Including Human Organ Retrieval Centye)” shall be substituted;

(b) after sub-section (3), the following sub-section shall be inserted, namely:-—‘—

"(4) N6 hospital shall be registered under this Act, unless the Appropriate
Authority is satisfled that such hospital has'appointed a fransplant co-ordinator
-having such qualifications and cxperlence as may be prescribed.”,

Insestion of 12. After sectlon 14 of thc principal Act, the fcllowmg sectlon shall be msened
new seetion namely:-— .
F4A.

~ Registration of . “14A. (D NoTissueBauk shall, after !hsconnneucementof the Transplantation
Tissue Bank. . of Human Organs {Amendment) Act, 2011, commence any actlvity relating to the

recovery, screening, testing, processing, storage and distrlbution of tissues unless it
iz duly registered under this Act: :

Provided that any facllity engaged, either partly or exclusively, In any activity RIS
relating to the recovery, screening, testing, processing, storage and distribution of Vo
tissues immediately before the conunencement of the Transplantation of Human
Organs (Amendment) Act, 2011, shall apply for reglstration as Tissue.Bank within

" sixty days from the dfate of such commencement

Provided further that such facility shall cease to engage in any such activity on
the expiry of three months from the date of commencement of the Transplantation of
' . - Human Organs (Amendment) Act, 2611, unless such Tissue  Bank has applied for
' - reglstration and Is so registered, or till such application is dlsposed of, whichover is
earlier .

(2 Every application for registvation under sub-section (1) shall be made to the
Appropriate Authorlty in such form and in such manner and shall be- accompamed by
) such fees as may be prescribed.

, (3) No Tissus Bank shall be registered under this Aci unless the Appropriate
authority is satisfied that such Tissue Bank is-in a position to provide such speciallsed
services and facilities, possess such skilled manpower and equipmeuts and maintain
such standards as may be prescribed.”.

A Amendment of 13, Tn section 15 of the principal Act, in sub-section (7), for the words Harant to the
seotion 15, hospital”, the words “grant to the hospital orto, the Tissue Bank, as tho case may be,” shall
' be inserted,

Amendmenl of 14, In section 16 of the princlpal Act, for the word “hdspital", wligar@er it oceurs, the ; S
sestion 16, words “hospital or Tissue Bank, as the case may be,” shall be substituted. '

Amendment of C 18 In section 17 of the principal Act, after the words, brackets and i igure “under sub-
seotion 17. section {6) of section 9, or any hospital” the WOrds “or Tissue Bank, as the case may be,”
shall be inserted. _

Amendment of . 16.1n section 18 of the principal Act,—
section 18, .
o (a) in sub-section (/), forthe words “five years and with fine which may extend

to ten thousand rapees”, the words “ten years and with {ine whlch may extend to -
twenty lakh rupees” shall be substituted; - . ,i
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(0] §n sub-sectlon (2, fo: the wurds “two years” the words “three years” shall
. be substltoted: '

(c) after sub-section (2), the followmg sub- soction shall be inserted namely -

“(3) Any person who renders hls services to or at any hospital and who
conducts, or associates with.or helps In any manner in the removal- of human
tissues withoul authority, shall be punishable with imprisonment for a term
which may extend to three years and with fine whith may extend to five lakh
rupees.”,

;
[
B
i
I
i
{.
i
]
{
I

17, In section 19 ofthe prlnclpat Act— . ' . Amendment
of section 19,
() after clause (0 the following clause shall be mserted name!y —
€} abets ini the preparation or submission of false documents including
giving false affidavits to establish that the donor is making the donatlon of the
hwman organs, as anear re!ative orby reason of affecnon or attachment towards
the recipient,”, : :

(b) for the'words “two years but which may extend to seven years and shall be
Hable to fine which shall not be. fess than ten thousand rupees but may extend to
twenty thousand rupees”, the words “five years but which may extend {o ten years
and shall be liable to fine which shall not be less than twenty iakh rupees but may .
_ extend to one crore rupees” shall be substituted;

(¢) the proviso shall be omitted,

L3

18, After soction 19 of the principal Act, the follownng seotion shall be mserted Tnsertlon of

nan]ely_. . :]u;\; section
“19A, Whoever— - : . ' - Punishment
h : ' for ilfegal
(@) makes or receives any payment for the supply of, or for an offer to  dealings in
supply, any human Hssue; or : humas tissues:
' {(b) seeks to find person willing to supply for payment and human
tissue; or

{¢) offers to supply any human tissue for payment;. or :
() Initlates or negotlatés any arrangement involving the maklng of any ' : g
payment for the supply of, or for an offer to supply, any human tissue; or Lo
(¢) takes part in the management or control of abody of persons, whether ' L
a society, firm of company, whose activities consist of or include the initiation
. or negotiation of any arrangement referred to fin clause (dyor .

_ (/) publishes or distrlbutes or causes to be publlshed or distributed any
radVertlsement——-- .

(f) inviting persons to supply for payment of any human tissue,, or -
_(#)-offering to supply any human lissue for payment; or -

(#i7) Indicating that the advertiser'is willing to tnuialo or negotiate , - s | i
any arrangement Teferred to in clause (d); or - i

(g) abets in'the preparation or submisslon of false documents including .
gwlng false affidavits to establish that the donor is making the donation of the “
human tissues as a near relative or by reason of affection or attachmant towards
the reciplent, .

* shall be puiiishable with imprisonment fora term which shall hot be fess than one year
but which may extend to thirce years and shali be liabié to fine which shaIE not be loss
than five lakh rupees but which may oxtend to twenty-five lakh rupees.”, ’

3
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‘Amendment 19, Tn section 20 of the pringipal Act, Tor the-words “thice years or with fine which

-of seolon 20.  may extend to five thousand rupees”, the words “five years or with fine which may extend
to twenty lakh rupees” shall be substituted. .

Amendment 20, Tnt section 24 of the prinelpat Act, in sub-seciion-(.?);«

of section 24, .
(a) after clause (a), the following clauses shall be inserted, namely:—

“{aa) the human organs of tissues or both in respect of which duty is cast
on regisiered medical practitloner, the manner of obtaining documentation for
authorisation under clavise () of sub-section (1A} of section 3;

(ab) the manner of making the donor or his relative aware under clause (I
of sub-section (14) of section 3;

{ac) the manner of informing the Human Organ Retiieval Centre under-
clause (iif) of sub-section (/4) of section 3;

(ad) the date from which duties menti_oned in sub-section (/4) are
-applicable to registered medical practitioner working in a unregistered hospital
under sub-section (/B) of section 3;

 (ae) the gualifications and experience ofa technlcian under the prowso
() sub-sect[on (4).of section 3;”

(6) after clause (b), the fo]lowing clause shall be mserted namely:—

“(ba) the conditlons for nomination of a surgeon or a physician and an o
anaesthetist or intensivist to bo included In the Board of medical experts under L
the proviso to clause (i) of sub-section (6} of sectlon 3;"; '

(¢) after clause (e), the'foilowing clauses shail be Inserted, namely:— -

“(eq) the manner of removal of human organs or tissues or both from the
.body of a minor before his death for transplantatlon under sub-section (/B) of
section 9;

"{eb) the compositmn of the Authorisat[on Commiittees under sub-section
($) of sectlon 95"

(d) after clause (£), the following clauses shall be inserfed, namety s

1)

" %(ig) the qualifications of medical experts and the terms and condllwns ..
for appoiintment (o Advlsory Committee under sub-sections )] and (3) of
section 134

{ib) the power of‘ the Appropriate Authorlty in any other matter under
“‘ucn (D m“qp:-lmn 13B:

AR RS et

. (ic) the manner of estabiishiment of a Naiional I—Iuman QOrgans and Tissuos
‘Removal and Storage Network and Regional Network and ﬁlnctions to be
performed by them under sectlon 13C;

(id} the information in the natlonal reglstly of the donors and recipients
of hunyan organs and fissues ﬂnd atl informatwn under section 13D;"; .

- (e) after clause (k), the following c)auses shail be inserted; namely:—

_ “(ka) the quafifications and experlence ofa transptant co-ordinator under
sub-section (#) of section 14}

. (kb)the form and the manner in which an apphcation for registration shall’
~be made, and the fee, which shall be accompanled under sub-section (2) of -

scctionMA‘ e _ o o : .

“ . ’ ' N P
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~ (ke) the specmiiscd services and the facilities 1o be provided, skilled:
manpower and the cquipmeits to be possessed and the standards fo be
maintained by a Tissue Bank, under sub-secz!on {3) of section 14A;” '

{Hin clause (), for the worci “hospital“ the words “hospltal or Tissue Bank”

* shalt be substituted.

_ V.K. BHASIN,
Secy, to the Govl. of India.
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