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MINISTRY OFLAWAND JUSTICE .
 (Legislative Department) |
New Delhi, the 28th September, 2011/Asving 6, 1933 (Saka)

The following Aot of Parliament received the assent of the: President on the
27th September, 2011, and is hereby published for general information;-—

* THE TRANSPLANTATION OF HUMAN ORGAN

TSRS

(No. 160r 2011)

: . _ | | . e
AnAct to amend the Transplantation of Hiiman Organs Act, 1994, -
_ WmRgas it is expedient to amend the said law enacted by Parliament relating o

 regulation of removal, storage and transplanitation of human organs for therapeutic purposes

and for prevention of commercial dealings in human organs;

AND WHEREAS Parliament has no power to make.or amend laws for the States with
respect to-any of the matters aforesaid except as provided in articles 249 and 250 of the

- Constitution; e , | |

AND WHERBAS in pursuance of clause (/) of article 25 2 of the Constitution, 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:— | |

. L (1) This Act may be cailed the Tr 'p]antation of Human Organs (Amendment)
Act, 2011, = | : | .

[27th September, 2011.]

Short title,.
application
commencerment.
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(2) It applies, in the first instance, to thg whole of the States of Goa, Himachal Pradesh
also apply to such other State
I under CTatiss (7) oF articls 252 of

e Constitution. . -

~(9) It shall come into force in the States of Goa, Himachal Pradesh and West Bengal and
in all the Union terrifores on-such date as the Central Government may. by notifi¢ation,
appoint and | other State which adopts this Act under clause (J) of article. 257 oT the
Constitution on the date of such adoption; and any reference-in this Act to the commencement
of this Act shal, in relation to any State or Union territory, means the date on which this Act

- comes irito force-in such State or Union territory. -

2. In the Transplantation of Human Organs Act, 1994 (hereinfier 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 prevention of commercial dealings in human
organs and tissues” shall be substituted.

3. In section 1 of the p_Srhicipal Act, in sub-,-éectlbrj (J), for the words “Human Organs”,
the words “Human Organs and Tissues” shall be substituted. |

. 4. Throughout ‘the principal Act [except clause (h) of section 2, sub-section (5) of
section 9, sub-section (/) of section 18 and section 19], unless otherwise expressly provided,
for the words “human organ” and “human organs”, wherever they occur, the words “human
organ or tissue or both” and “human o;'gans ‘or tissues or both” shall respectively be
substituted with such consequential amendments as the rulos of grammar may require.
S, In section 2 of the principal A‘gt,-——f |
- (a) after clause (%), the following clauses shll be inserted, namely:—
‘(h&) “Human Organ Retrieval Centre” means a h'oapltal,-—-

(¥) which has adequate facilities for treating ‘seriously ill patients
who can be potential donors of organs in the event of death; and

(i) which is registered under sub-section () of section 14 for retnevul
of human organs; o ~» -

(hb) “minor” means a person who has not completed the age of eighteen
years;’; - T .
(b) for clm (?), the following clause shall be substituted, namely;— -

. ‘(#) “near relative” means spouse, son, daughter, fﬁﬂwr, mofher, brother,
sister, grandfather, grandmother, grandson, or grariddaughter:’; ‘
() in clause (o), the word “and” shall be omitted; - -

(d) after clguse (0), the following cla_uses shall be insénad,'na‘:ngly;_

‘(oa) “tissue™ means a group of cells, except blood, performing a particular
| ﬂlpctlon_ in the human body; B ' -

_ \ | -
(0b) “Tissue Bank” means a facility registered under section 14A for
- carrying out any activity relating to the recovery, screening, tosting, processing,
storage and distribution.of tissues, but does not include a Blood Bank;’;

| (¢) after clause (p), the following clause shall be inserted, namely:—

‘(q) “wansplant co-ordinator” means a person appointed by the hospital
for co-ordinating all matters relating to removal or transplantation of human -
organs*or tissues or both and for assisting the authority for remoyal of human
organs in accordance with the provisions of section 3.. . |
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6. In section 3 of the principal Act,— ' . . . | Afmen:!mcr;t
 (a) after sub-section (1), the following sub-sections shall be inserted, namely:—. e

“(14) For the purpose of removal, storage or transplantation of such human.
Organs or tissues or both, as may be prescribed, it shall be the duty of the
registered medical practitioner working in a hospital, in consultation with transplant
co-ordinator, if such transplant co-ordinator is available,—

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 in such manner as may be prescribed;

(#) where no such authority as referred to in sub-sect; on (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; | |

(iif) to require the hospital to inform in writing to the Human Org
Retrieval Centre for removal, storage or transplantation of human organs
or tissues or both, of the donor identified in clauses (/) and (#) in such
manner as may be prescribed., .

(/B) The duties mentioned under clauses (¥) to (##7) of sub-section (14)
from such date, as may be prescribed, shall also apply in the case of registered
medical practitioner working in an Intensive Care Unit ina hospital which is not
registered under this Act for the purpose of removal, storage or transplantation
of human organs or tissues or both,”: s -

(b) in sub-section (¥), the fo] lowing proviso shall be inserted, nametyﬁ——

“Provided that a technician possessing such qualifications and
| experience, as may be prescribed, may enucleate a cornea.”; |
(¢) in sub-section (6), in clause (#1),—

(¥) the word “and” shall be omitted; and
(#) the following proviso shall be inserted, namely:—
| “Provided that where a neurologist or 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 sub ject to the condition that they are not
members of the transplantation team for the concerned recipient and“to

such conditions as may be prescribed:”. o | .
7. In section 9 of the principal Act,— X o - Amendment
(@) after sub-secti on.(7), the following sub-sections shall be irisertéd, namely:~— Ot 9,

‘(14) Where the donor or the recepient being near relative is a foreign
national, prior approval ofthe Authorisation Committee shall be required before
removing or transplanting human organ or tissue or-both:

Provided that the Authorisation Committee shall notapprove such removal
or transplantation if the recipient is a foreign national and the donor is an Indian
national unless they are near. relatives, ‘ - |

(JB) No human organs or tissues or both shall be.removed from the body
of a minor before his death for the purpose of transplanation except in the
manner as may be prescribed, o

(7€) 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. - : | - I
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Expzanam — For the purpose of this sub-section,—

(/) the expression “mentally challenged person” includes a person
with mental illness or mental retardation, as the case may be;

(i) the expression “mental illness” includes dementia, schizophrenia
and such other mental condition that makes a person intellectually disabled;

. (i) the expression “mental retardation” shall- have the same meaning
as assigned to it in clause (r) of séction 2 of the Persons With Disabilities '
(Equal Opportunities, Protecnon of Rights and Full Participation) Act, 1995.”; 1 of 1996.

() aiter sub-section (3), the followlng sub-section shall be inserted, namely:—
- ,“(34) Notwithstanding anything contamed in sub-gection (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
it - | such denor is not competlble biologically.as a doner for the recipient;
. and
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(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 campatible biologically as-a donor’ for

such recipient; then

(¢) the first donor who is compatible biologically as a donor for the. |
second recipient and the second donor is compatible biologically asa
donor of a human organ or tissue or both for the first recipient and both
donors and both 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 biological compatibility-in the

group,

f " . theremoval and transplantation ofthe human organ ortissue or both, as per the
Y ¢ B agreement referred-to above, shall not be done without prior approval of the
- - "Authorisation Committee,”; w,

(¢) for sub-sectlon (4), the following‘ sub-section shall be substituted, namely:—

“(4) (a) The composition of the Authorisation Committees shall be such
as may be prescribed by the Central Government from time to time. |

~(b) The State Government and the Union territories shall constitute, by
. " notification, one ¢r more Authorisation Committees congisting 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 pm'poses
of this section.”. |

- :f{n’:z;:f%- ~ 8.In section 10 of the principal Act, in sub-section (i~
s - (@) in clause (b), the word “and” occurring at the end shall be. omltted
() in clause (c), the word “and” shall be inserted at the end; o
(c) after clause (c), the following clause shall be inserted, namely:—

“(d) no Tissue Barik, unless registered under this Act, shall carry out any

activity relatlng to the recovery, sereenmg, testmg, proceesmg, storage and
* distribution of tissues,”.

At‘_m;l;gmer;; 9. In section 13 of the principal Act, in sub-section (3),—
0 on 1J.
| (a) for clause (ill), the followmg clause shall be substituted, namely —

l S | L .o “(m) to enforce such standards as may be prescribed,—

(4) forhospitals engaged in the removal, storage or tmnsplantatlen L
of any human organ, o, |
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o (B) for Tissue Banks éngéged in recovery, séreening, testing,
ptocessing, storage and distribution of tissues;”; .

 (b) after clause (v), the following clause shall be inserted, namely:—
“(iva) to inspect Tissue Banks periodically;”.

10. After section 13 of the principal Act; the following sections shall be inserted,
namely:-— '

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

(2) The Advisory Committee shall consist of—

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

(b) two medical gxperts having such qualifications as may be prescribed; -

(¢) one officer not below the rank of a Joint Director to represént-thc; E

Insertion of
new sections
13A, 13B,
13C and 13D.

Advisory
Committees
(o ‘advise
Appropriate
Authority.

Ministry or Department of Health and Family Weifare, to be designated as

- Member-Secretary;

(d) two eminent social workers of high social standing and intég:ity, one
of whom shall be from amongst representatives of women'’s organisation;

(e) one legal expertlwho has held the position of an Additional District
Judge or equivalent; | -

(/) one person to represent non-governmental organisations or

- associations which are working in the field of organ or tissue donations or
human rights; | . i
| (g) one specialist in the field of human organ transplantation, provided

L]

he is not a member of the transplantation team.

(3) The terms and conditions for appointment to the Advisory Committee shall

be such as may be prescribed by the Central Government.

13B. The Appropriate Authority 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
particular, in respect of the following matters, namely;— - cm

(@) summoning of any person who is in bo'sscssion of any information

-relating to violation of the provisions of this Act or the ruiés'made thereunder; "

* {6) discovery and production of iny document.or material object;

(c) issuing search warrant for any place suspected to be'indulging in
unauthorised removal, procurement or transplantation of human organs or
tissues or both; and - *

'(dJ any other matter which may be prescribed.

13C. The Central Government may, by notification, establish a National Human
Organs and Tissues Removal and Storage Network at one or more places and Regional
Network in such manner and to perform such functions, as may be prescribed.

Powers of
Appropriate
Authority.

National
Human

Organs and
Tissues
Removal and
Storage

- Network.
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13D. The Central Government shall 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.”. | | | -

11. In section 14 of the principal Act,—

(@) in sub-section (/), for the words “No hospital”, the words “No hospital
~  (including Human Organ Retrieval Centre)” shall be substituted; :

(b) after sub-section (3), the following sub-section sha!l be inserted, namely:-—;

~ "(4) No hospital shall be registered under this Act, unless the Appropriate
Authority is satisfied that such hospital has appointed a transplant co-ordinator
‘having such qualifications and experience as may be prescribed.”.

12. After section 14 of the principal Act, the following section shall be inserted,
namely:— ' . * -k

“14A. (/) No Tissue Bank shall, after the commencement of the Transplantation
of Human Organs (Amendment) Act, 2011, commence any activity relating to the
recovery, screening, testing, processing, storage and distribution of tissues unless it
is duly registered under this Act; ' |

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

' sixty days from the date of such commencement: -

Provided further that such facility shall cease to engage in any such activityon -
the expiry of three months from the date of commencement of the Transplantation of
-Human Organs (Amendment) Act, 2011, unless such Tissue Bank has applied for
~ registration and is so registered, or till such application is disposed of, whichever is
earlier. '

(2) Evéry application for registration under sub-section (7) shall be made to the
Appropriate Authority in such form and in such manner and shall be-accompanied by
~ such fees as may be prescribed. | , -

| (3) No Tissue Bank shall be registered under this Act unless the Appropriate

~ authority is satisfied that such Tissuc Bank is in a position to provide such specialised

‘services and facilities, possess such skilled manpower and equipments and maintain
such standards as may be prescribed.”. | -

13, In section 15 of the principal Act, in sub-section (7), for the words “grant fo the

hospital”, the words “grant to the hospital or to the Tissue Bank, as the case may be.” shall
be inserted. - R -

14.In soctién 16 bf the princiﬁal Act, for the word “hésﬁital”, wherever it occurs, the

words “hospital or Tissue Bank, as the case may be,” shall be substituted.

15. In section 17 of the principal Act, after the words; brackets and figure “under sub-

section (6) of section 9, or any hospital”, the words “or Tissue Bank, as the case may be,”
shall be inserted. | | | |

16. In section 18 of the principal Act,—

(a)in sub-section (/), for the words “five years and vnth fine which may extend
to ten thousand rupees”, the words “ten years and with fine which may extend to
twenty lakh rupees” shall be substituted; ' | -
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(b)in sub-soctlon (2), for the words “two years” the words “three years” shall

be' substituted.

(c) after sub-section (2), the following sub-aootwn shall be inaertad namely —_—

“(3) Any person who renders his services to or at any hospital and who
conducts, or associates with.or helps in any manner in the removal of human
tissues without authority, shall be punishable with imprisonment for a term
‘which may extend to three years and with fine which may extend to five lakh

rupees.”.
17, In section 19 of the princlpal Act,—
(a) after clause (9 the following clause shall be maerted namaly ——

f

9 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, as a near relative or by reason of aﬂ‘eotlon or attachment towarda
the recipient.”; |

(b) for the words “two years but which may oxtend to seven years and shall be |

liable to fine which shail not be léss 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 twenty lakh rupees but may
~ extend to one crore rupees” shall be substituted,

(c) the proviso shall be omitted.

18. After section 19 ot' the pﬂncnpal Act, the followmg section shall be mserted
namely:— .

“19A. Whoever—

(a) makes or receives any payment for the supply of, or for an offer to
supply, any human tissue; or -

(b) seeks to find person willing to supply for payment and human
tissue; or

(c) offers to aupply any human tissue for payment; or

(@) initiates or negotiatés any arrangement involving the making of any
payment for the supply of, or for an offer to supply, any human tissue; or

(¢) takes part in the management or control of a body of persons, whether
a society, firm or company, whose activities consist of or include the initiation
. or negotiation of any arrangement referred to in clauaa (dyor . |

| (/) publishes or distributes or qauses to be publlahed or distributed any
-adverti sement—— i

~ Amendment

of section 19.

¥

Insertion of
new section
19A.

Punishment
for illegal
dealings in
human tissues:

(i) inviting pemons to supply for payment of any human tlssua or :

. (#) offering to supply any human tissue for payment; or -

(itf) indicating that the advertiser i willing to imliato or negotiate

any arrangement referred to in clause (d); or

(g) abets in'the preparation or submission of false documents including
glving false affidavits to establish that the donor is making the donation of the
human tissues as a near relative or by reason of aﬁ‘ectnon or attachment towards
the recipient, .

- shallbe punishable with i nnpnsonmant for a term which shall hot be less than one year
but which may extend to three years and shall be liablé to fine which shall not bc less
than five lakh rupees but which may extend to twcnty -five lakh rupees.”. '

Page 8 of 10

m e e m—— e —




5 ._:_!- 'i"""

SERIES — I No. : 03
DATED : 8™ MAY, 2015.

X

- e i "

Sy ——— P p——y .

'Amndmem 19. In section 20 of the principal Act, for the words “three years or with fine which
of section 20. oy extend to five thousand rupees”, the words “five years or with fine which may extend

to twenty lakh rupees” shall be substituted.
Amendment 20, In section 24 of the principal Act, in sub-section-(2),—
f section 24, : .
WA, () after clause (a), the following clauses shall be inserted, namely:—

“(aa) the human organs or tissues or both in respect of which duty is cast
on registered medical practitioner, the manner of obtaining documentation for
authorisation under clause (i) of sub-section (74) of section 3;

(ab) the manner of making the donor or his relative aware under cl ause (i)
of sub-section (/4) of section 3; -

(ac) the manner of informing the Human' Organ Rettieval Centre under-
clause (iii) of sub-section (/4) of section 3;

(ad) the date from which duties menttoned 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 expertence of a technician under the provnso
. to sub-eection (4).of section 3;”

(b) after clause (b), the follomng clause shall be msemd namely:—

“(ba) the conditions for nomination of a surgeon or a physician and an
anaesthetist or intensivist to be included in the Board of medioal experts under
the proviso to clause (/#7) of sub-section (6) of section 3;"

(¢) after clause (e), the following cleuaes shall 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 oompus:tlon of the Authorlsatlon Commiittees under sub-section
(4) of section 9;” -

(d) after clause (i), the following clauses shall be inserted, namely:-—-

" “(ig) the qualifications of medical exj::erts and the terms and conditions .
for appointment to Advisory Committee under sub-soctions (2) and (3) of
section 13A; |

(ib) the power of the Appropnate Authonty in any other matter under
~ clause (d) of section 13B;

- (ic) the manner of establishment of a Nattonal Human Organs and Tissues
Removal and Storage Network and Regional Network and ﬁmctions to be
porfonnod by them under sectlon 13C;

(id) the information in the national regtstry of the donors and recipients
of human organs and tissues and all information under section 13D;”;

- () after clause (k), the followiug clauses shall be inserted, namely:—

| “(ka) the qualifications and experience ofa transplant co-ordutator under
sub-section (¢) of section 14;

. (kb)the form and the manner in which an apphcation for registration shall'
-be made, and the fee. wluch shall be accompanied, under sub-sectlon (2) of
section 14A; D .
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~ (ke) the specnahsed servloes and the facilities to be provided, skilled-
manpower and the equipments to be possessed and the standarda to be
maintained by a Tissue Bank, under sub-seetlon (3) of section 14A;” -

(/) in clavse (), for the word “hospital“ the words “hosp:tal or Tissue Bank”

" shall be substituted.

| V.K.BHASIN,
Secy. to the Gowt. of India.
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