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DIRECTORATE OF MEDICAl. EDUCATION 

No.CA/09/JDME(M)/2014 

MEDICAL COLLEGE.P.O, 
Thiruvananthapurarn-695 UI I 

11.06. 2014 

AS 

From 

To 

Director of Medical Education, 

Thiruvananthapuram. 

The Secretary for Health & Family Welfare, 

Govt. Secretariat, 

Thiruvananthapurath: 

'ziI2D - T-16 
i3 JUN2014 

J 

Sir, 

Sub:- Transplantation of Human Organ Rules 2014 published by Ministry of Health & Family 

Welfare to be adopted by the State Government - Suitable steps - Request - Reg. 

The Ministry of Health and, FamRy Welfare, Government of Kerala have published the 
—40 	Transplantation of Human Organ and%sues Rules 2014 in their official gazette dated 27.03.2014. 

I request you to take suitable steps to adopt the rules by the Government of Kerala state as 
well, at the earliest. 

Thanking you, 

Yours faithfully, 

DIRECTOR 
Copy to:- 

Sri ShajiD,  

Additional Secretary and Member of Authorization Committee, 
Dept. of Health & Family Welfare, 
Govt. Secretariat, 

Thiruvana ntha pu ram. 
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MINISTRY OF HEALTH AND FAMILY WELFARE 
NOTIFICATION 

New Delhi, the 27th March 2014. 

G.S.R. 218 (E). 	
in exercise of the powers conferred by section 24 of the Transplantation of Human Organs 

.—  
Act. 1994 (42 of 1994) and in supersession of the Transplantation of Human Organs Rules, 1995, except as respects 

things done or omitted to be done before such supersession. the Central Government hereby makes the following rules, 

namely:- I. Short title and commencement - (I) These rules may be called the Transplantation of Human Organs and Tissues 

Rules, 2014. 
(2) They shall conic into force on the date of their publication in the Official Gazette. 

2. DeflriitionS - In these rules unless the context otherwise requires,- 
Act" means the Transplantation of Human Organs Act, 1994; 

"cadaver(s)", organ(s)" and 'tissue(s)" means human cadaver(s), human organ(s) and human tissue(s), 

respectively; 
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in 19TR .................. 
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(c) 	"competent authority" means the Head of the institution or hospital carrying out transplantation or 
committee constituted by the head of the institution or hospital for the purpose; 

(d) 	Form" means a Form annexed to these rules; 
(e) 	National Accreditation Board for Testing and Calibration Laboratories (NABL) means the autonomous 

body established under the aegis of Department of Science and Technology, Government of India with 
the objective to provide Government, Regulators and Industry with a scheme of laboratory 
accreditation through third-party assessment for formally recognising the technical competence of 
laboratories and the accreditation services are provided for testing and calibration of medical 
laboratories in accordance with International Organisation for Standardisation (ISO) Standards; 

(f) 

	

	"the technician who can enucleate cornea" means the technician with any of the following 
qualifications and experience who can harvest corneas (enucleate eyeballs or excise corneas), namely:- 

Ophthalmologists possessing a Doctor of Medicine (MD) or Master of Surgery (M.S) in 
Ophthalmology or Diploma in Ophthalthology (DO,); and 
registered Doctors from all recognised systems of medicine, Nurses, Paramedical Ophthalmic 
Assistant, Ophthalmic •Assistant, Optometrists, Refractionists, Paramedical Worker or Medical 
Technician with recognised qualification from all recognised systems of medicine, provided the 
person is duly trained to enucleate a donated cornea or eye from registered, authorised and 
functional eye Bank or Government medical calltge and, thb training certificate should mention 
that he has acquired theiequired skills to independently cOnduct enucleation of the eyà or removal 
of corneafrom a cadaver; 

(g) 	words and expressions used and not defined in these rules, but defined in the Act, shall have the same 
meanings, respectively, assigned to them in the Act. 

Authority for removal of human organs or tissues.—Subject to the provisions of Section 3 of the Act, a 
living person may authorise the removal of any organ or tissue of his or her body during his or her lifetime as 
per prevalent medical practices, for therapeutic purposes in the manner and on such conditions as specified in 
Form 1,2 an&3. 

Panel of experts for brain-stem death certification,—For the purpose of certifying the brain-stem death, the 
Appropriate Authority shall maintain a panel of experts, in accordance with the provisions of the Act, to ensure 
efficient functioning of the Board of Medical Experts and it remains fully operational. 
Duties of the registered medical practitioner.— (1) The registered medical practitioner of the hospital having 
Intensive Care Unit facility, in consultation with transplant coordinator, if available, shall ascertain, after 
certification of brain stem death of the person in Intensive Care Unit, from his or her adult near relative or, if 
near relative is not available, then, any other person related by blood or marriage, and in case of unclaimed 
body, from the person in lawful possession of the body thefollowing, namely:- 

whether the person had, in the presence of two or more witnesses (at least one of who is a near relative 
of such person), unequivocally authorised before his or her death as specified in Form 7 or in documents 
like driving license, etc. wherein the provision for donation may be incorporated after notification of 
these rules, the removal of his or her organ(s) or tissue(s) including eye, after his or her death, for 
therapeutic purposes and there is no reason to believe that the person had subsequently revoked the 
aforesaid authorisation; 
where the said authorisation was not made by the person to donate his or her organ(s) or tissue(s) after his 
or her death, then the registered medical practitioner in consultation with the transplant coordinator, if 
available, shall make the near relative or person in lawful possession of the body, aware of the option to 
authorise or decline the donation of such human organs or tissues or both (which can be used for 
therapeutic purposes) including eye or cornea of the deceased person and a declaration or authorisation to 
this effect shall be ascertained from the near relative or person in lawful possession of the body as per 
Form 8 to record the status of consent, and in case of an unclaimed body, authorisation shall be made in 
Form 9 by the authorised official as per sub-section (1) of section 5 of the Act; 
after the near relative or person in lawful possession of the body authorises removal and gives consent for 
donation of human organ(s) or tissue(s) of the deceased person, the registered medical •practitioner 
through the transplant coordinator shall inform the authorised registered Human Organ Retrieval Centre 
through authorised coordinating organisation by available documentable mode of communication, for 
removal, storage or transportation of organ(s) or tissue(s). 
The above mentioned duties shall also apply to the registered medical practitioner working in an Intensive 

Care Unit in a hospital not registered under this Act, from the date of notification of these rules. 
The registered medical practitioner shall, before removing any human organ or tissue from a living donor, 

shall satisfy himself- 
(a) that the donor has been explained of all possible side effects, hazards and complications and that the donor 

has given his or her authorisation in appropriate Form 1 for near relative donor or Form 2 for spousal 
donor or Form 3 for donor other than near relative; 
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that the physical and mental evaluation of the donor has been done, he or she is in proper state of health 

and it has been certified that he or she is not mentally challenged and that he or she is fit to donate the 

organ or tissue: 
Provided that in case of doubt regarding mentally challenged status of the donor the registcred medical 

practitioner may get the donor examined by a psychiatrist and the registered medical practitioner shall sign 

the certificate as prescribed in Form 4 for this purpose: 
that the donor isa near relative of the recipient, as certified in Form 5, and that he or she has submitted 

an application in Form II jointly with the recipient and that the proposed donation has been approved by 
the competent authority as defined at rule 2(c) and specified in Form 19 and that the necessary documents 
as prescribed and medical tests, as required, to determine the factum of near relationship, have been 

examined to the satisfaction of the registered medical practitioner and the competent authority: 
that in case the recipient is spouse of the donor, the donor has given a statement to the effect that they are 

so related by signing a certificate in Form 2 and has submitted an application in Form II jointly with the 
recipient and that the proposed donation has been approved by the competent authority under the 

provisions of sub-rule (2)-of rule 7; 
that in case of a donor who is other than a near relative and has signed Form 3 and submitted an application 

in Form II jointly with the recipient, the permission from the Authorisation Committee for the said 

donation has been obtained; 	 - 
that if a donor or recipient is a foreign national, the approval of the Authorisation Committee for the said 

donation has been obtained; 
living organ or tissue donation by minors shall not be permitted except on exceptional medical grounds to 
be recorded in detail with full justification and with prior approval of the Appropriate Authority and the 

State Government concerned. 

(t.'A registered medical practitioner, before removing any organ or tissue from the body of a person after his or her 

death (deceased donor), in consultation with transplant coordinator, shall satisfy himself the following, namely:' 
that caution has been taken to make inquiry, from near relative or person in lawful possession of the body of a 

person admitted in Intensive Care Unit, only after certification of Brain Stem death of the person that the 

donor had, in the presence of two or more witnesses (at least one of whom is a near relative of such 
person),unequivOcally authorised before his or her death as specified in Form 7 or in documents like driving 
license etc. (wherein the provision for donation may be incorporated after notification of these rules), the 
removal of his or her organ(s) or tissue(s) after his or her death, for therapeutic purposes and it has been 

ascertained that the donor has ndt subsequently revoked the aforesaid authorisation, and the consent of near 
relative or person in lawful possession of the body shall also be required notwithstanding the authorisation 

been made by deceased donor: 
Provided that if the deceased person who had earlier given authorisation but had revoked it subsequently and 

if the person had given in writing that his organ should not be removed after his death, then, no organ or tissue 
will be removed even if consent is given by the near relative or person in lawful possession of the body: 
that the near relative of the deceased person or the person lawfully in possession of the body of the deceased 

donor has signed the declaration as specified in Form 8. 
that in the case of brain-stem death of the potential donor, a certificate as specified in Form 10 has been 
signed by all the members of the Board of Medical Experts referred to in sub-section (6) of section 3 of the 

Act: 
Provided that where a neurologist or a neurosurgeon is not available, an anesthetist or intensivist who is not 

part of the transplant team nominated by the head of the hospital duly empanelled by Appropriate Authority 

may certify the brain stem death as a member of the said Board; 
that in the case of brain-stem death of a person of lcss than eighteen years of age, a certificate specified in 
Form 10 has been signed by all the members of the Board of Medical Experts referred to in sub-section (6) of 
section 3 of the Act and an authority as specified in Form 8 has been signed by either of the parents of such 

person or any near relative authorised by the parent. 
6. Procedure for donation of organ or tissue in medicolegal cases-- (I) After the authority for removal of organs or 

tissues, as also the consent to donate organs from a brain-stem dead donor are obtained, the registered medical 
practitioner of the hospital shall make a request to the Station House Officer or Superintendent of Police or Deputy 
Inspector General of the area either directly or through the police post located in the hospital to facilitate timely 
retrieval of organs or tissue from the donor and a copy of such a request should also he sent to the designated post 

mortem doctor of area simultaneously. 

It shall be ensured that, by retrieving organs, the determination of the cause of death is not jeopardised. 
The medical report in respect of the organs or tissues being retrieved shall be prepared at the time of retrieval by 

retrieving doctor (s) and shall be taken on record in postmortem notes by the registered medical practitioner 

doing postmortem. 
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Wherever it is possible, attempt should be made to request the designated postmortem registered medical 
practitioner, even beyond office timing, to be present at the time of organ or tissue retrieval. 
In case a private retrieval hospital is not doing post mortem, they shall arrange transportation of body aloi. 

with medical records, after organ or tissue retrieval, to the designated postmortem centre and the post mortem 
centre shall undertake the postmortem of such cases on priority, even beyond office timing, so that the body is 
handed over to the relatives with least inconvenience. 

7 Authorisation Committee.—(j) The medical practitioner who will be part of the organ transplantation team for 
carrying out transplantation operation shall not be a member of the Authorisation Committee constituted under the 
provisions of clauses (a) and (b) of sub-section(4) of section 9 of the Act. 

(2) When the proposed donor or recipient or both are not Indian nationals or citizens whether near relatives or 
otherwise, the Authorisation Committee shall consider all such requests and the transplantation shall not be 
permitted if the recipient is a foreign national and donor is an Indian national unless they are near relatives. 

(3) When the proposed donor and the recipient are not near relatives, the Authorisation Committee shall,- 
(I) 

	

	evaluate that there is no commercial transaction between the recipient and the donor and that no 
payment has been made to the donor or promised to be made to the donor or any other person; 
prepare an explanation of the link between them and the circumstances which led to the offer being 
made; 
examine the reasons why the donor wishes to donate; 
examine the documentary evidence of the link, e.g. proof that they have lived together, etc.; 
examine old photographs showing the donor and the recipient together; 
evaluate that there is no middleman or tout involved; 
evaluate that financial status of the donor and the recipient by asking them to give appropriate evidence 
of their vocation and income for the previous three financial years and any gross disparity between the 
status of the two must be evaluated in the backdrop of the objective of preventing commercial dealing; 
ensure that the donor is not a drug addict; 
ensure that the near relative or if near relative is not available, any adult person related to donor by 
blood or marriage of the proposed unrelated donor is interviewed regarding awareness about his or her 
intention to donate an organ or tissue, the authenticity of the link between the donor and the recipient, 
and the reasons for donation, and any strong views or disagreement or objection.of such kin shall also 
be recorded and taken note of. 

(4) Cases of swap donation referred to under subsection (3A) of section 9 of the Act shall be approved by 
Authorisation Committee of hospital or district or State in which transplantation is proposed to be done and the 
donation of organs shall be permissible only from near relatives of the swap recipients. 

(5) When the recipient is in a critical condition in need of life saving organ transplantation within a week, the 
donor or recipient may approach hospital in-charge to expedite evaluation by the Authorisation Committee. 

	

8. 	Removal and preservation of organs or tlssues.—The removal of the organ(s) or tissue(s) shall be permissible 
in any registered retrieval or transplant hospital or centre and preservation of such removed organ(s) or tissue(s) 
shall be ensured in registered retrieval or transplant centre or tissue bank according to current and accepted 
scientific methods in order to ensure viability for the purpose of transplantation. 

	

9. 	Cost for maintenance of cadaver or retrieval or transportation or preservation of organs or tissues.—The 
cost for maintenance of the cadaver (brain-stem dead declared person), retrieval of organs or tissues, their 
transportation and preservation, shall not be borne by the donor family and may be borne by the recipient or 
institution or Government or non-Government organisation or society as decided by the respective State 
Government or Union territory Administration. 

	

10. 	Application for living donor transp!antatjon. 	(1) The donor and the recipient shall make jointly an 
application to grant approval for removal and transplantation of a human organ, to the competent authority or 
Authorisation Committee as specified in Form II and the papers for approval of transplantation would be 
processed by the registered medical practitioner and administrative division of the Institution for transplantation. 

The competent authority or Authorisation Committee shall take a decision on such application in accordance 
with the rule 18. 

If some State wants to merge Form II with Form I, Form 2 or Form 3, they may do so, provided the content 
of the recommended Forms are covered in the merged Form and the same is approved by the State Government 
concerned, 

	

11. 	Composition of Authorisation Committees.-_(1) There shall be one State level Authorisation Committee. 
Additional Authorisation Committees in the districts or Institutions or hospitals may be set up as per norms 
given below, which may be revised from time to time by the concerned State Government or Union 
territory Administration by notification. 

No member from transplant team of the institution should be a member of the respective Authorisation 
Committee, 
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(4) Authorisation Committee should be hospital based if the number of transplants is twenty five or more in a 
year at the respective transplantation centres, and if the number of organ transplants in an institution or 
hospital are less than twenty-five in a year, then the State or District level Authorisation Committee would 

grant approval(s). 

12. Composition of Itospital based Autitorisation Committees.— The hospital based Authorisation Committee shall, 
as notified by the State Government in case of State and by the Union territory Administration in case of Union 

territory, consist of,- 
the Medical Director or Medical Superintendent or Head of the institution or hospital or a senior 

medical person officiating as Head - Chairperson; 
two senior medical practitioners from the same hospital who are not part of the transplant team - 

Member; 
two persons (preferably one woman) of high integrity, social standing and credibility, who have served 
in high ranking Government positions, such as in higher judiciary, senior cadre of police service or 

who have served as a reader or professor in University Grants Commission approved University or are 
self-employed professionals of repute such as lawyers. chartered accountants, doctors of Indian 
Medical Association, reputed non-Government organisation or renowned social worker - Member; 

Secretary (Health) or nominee and Director Health Services or nominee from State Government or 

Union territory Administration . Member. 

	

13. 	
Composition of State or District Level Authorisation Committees.— The State or District Level 

Authorisation Committee shall, as notified by the State Government in case of State and by the Union territory 

Administration in case of Union territory, consist of,— 
a Medical Practitioner officiating as Chief Medical Officer or any other equivalent post in the main or 

major Government hospital of the District - Chairperson; 
two senior registered medical practitioners to be chosen from the pool of such medical practitioners 

who are residing in the concerned District and who are not part of any transplant team– Member; 
two persons (preferably one woman) of high integrity, social standing and credibility, who have served 
in high ranking Government positions, such as in higher judiciary, senior cadre of police service or 

who have served as a reader or professor in University Grants Commission approved University or are 
self-employed professionals of repute such as lawyers, chartered accountants, doctors of indian 
Medical Association, reputed non.Government organisation or renowned social worker - Member; 

Secretary (Health) or nominee and Director Health Services or nominee from State Government or 

Union territory Administration–Member: 
Provided that effort shall be made by the State Government concerned to have most of the members' ex-officio 

so that the need to change the composition of Committee is less frequent. 

	

14. 	
Verification of residential status, etc.—When the living donor is unrelated and if donor or recipient belongs to 

a State or Union territory, other than the State or Union territory where the transplantation is proposed to be 

I undertaken, verification of residential status by Tehsildar or any other authorised officer for the purpose with a 
copy marked to the Appropriate Authority of the State or Union territory of domicile of donor or recipient for 

their information shall be required, as per Form 20 and in case of any doubt of organ trafficking the 
Appropriate Authority of the State or Union territory of domicile or the Tehsildar or any other authorised 

officer shall inform police department for investigation and action as per the provisions of the Act. 

IS. 

	

	
Quorum of Authorisation Committee.— The quorum of the Authorisation Committee should be minimum 
four and the quorum shall not be complete without the participation of the Chairman, the presence of Secretary 

(Health) or nominee and Director of Health Services or nominee. 
Format of approval of Authorisatlon Committee.— The format of the Authorisation Committee approval 

should be uniform in all the institutions in a State and the format may be notified by the respective State 

Government as per Form 18. 
Scrutiny of applications by Authorisation Committee.— (I) Secretariat of the Authorisation Committee shall 
circulate copies of all applications received from the proposed donors and recipients to all members of the 

Committee along with all annexures, which may have been filed along with the applications. 

(2) 	
At the time of the meeting, the Authorisation Committee should take note of all relevant contents and documents 
in the course of its decision making process and in the event any document or information is found to be 
inadequate or doubtful, explanation should be sought from the applicant and if it is considered necessary that 
any fact or information requircs to be verified in order to confirm its veracity or correctness, the same be 

ascertained through the concerned officer(s) of the State Government or Union territory Administration. 
IS. Procedure in case of near relatives.— (I) Where the proposed transplant of organs is between near relatives 

related genetically, namely, grandmother, grandfather, mother, father, brother, sister, son, daughter, grandson 
and granddaughter. above the age of eighteen years, the conipeteilt authority as defined at rule 2(e) or 

Authorisation Committee (in ease donor or recipient is a foreigner) shall evaluate: 

(i) 	documentary evidence of relationship e.g. relevant birth certificates, marriage certificate, other 
relationship certificate from Tehsildar or Sub-divisional magistrate or Metropolitan Magistrate 01 
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Sarpanch of the Panchayat, or similar other identity certificates like Electors Photo Identity Card or 
AADHAAR card; and 

(ii) 	documentary evidence of identity and residence of the proposed donor, ration card or voters identity 
card or passport or driving license or PAN card or bank account and family photograph depicting the 

proposed donor and the proposed recipient along with another near relative, or similar other identity 
certificates like AADI-IAAR Card (issued by Unique Identification Authority of India). 

If in the opioion of the competent authority, the relationship is not conclusively established after evaluating the 
above evidence, it may in its discretion direct further medical test, namely, Deoxyribonucleic Acid (DNA) 
Profiling. 

The test referred to in sub-rule (2) shall be got done from a laboratory accredited with National Accreditation 
Board for Testing and Calibration Laboratories and certificate shall be given in Form 5. 

If thedocumentary evidences and test referred to in sub-rules (1) and (2), respectively do not establish a genetic 

relationship between the donor and the recipient, the same procedure be adopted on preferably both or at least 
one parent, and if parents are not available, the same procedure be adopted on such relatives of donor and 
recipient as are available and are willing to be tested, failing which, genetic relationship between the donor and 
the recipient will be deemed to have not been established. 

Where the proposed transplant is between a married couple the competent authority or Authorisation Committee 
(in case donor or recipient is a foreigner) must evaluate the factum and duration of marriage and ensure that 
documents such as marriage certificate, marriage photograph etc. are kept for records along with the information 
on the number and age of children and a family photograph depicting the entire family, birth certificate of 
children containing the particulars of parents and issue a certificate in Form 6 (for spousal donor). 

Any document with regard to the proof of residence or domicile and particulars of parentage should be relatable 
to the photo identity of the applicant in order to ensure that the documens pertain to the same person, who is the 

proposed donor and in the event of any inadequate or doubtful information to this effect, the Competent 
Authority or Authorisation Committee as the case may be, may in its discretion seek such other information or 
evidence as may be expedient and desirable in the peculiar facts of the case. 

The medical practitioner who will be part of the organ transplantation team for carrying out transplantation 
operation shall not be a competent authority of the transplant hospital. 

The competent authority may seek the assistance of the Authorisation Committee in its decision making, if 
required. 

	

19. 	Procedure in case of transplant other than near relatives.- 

Where the proposed transplant is between other than near relatives and all cases where the donor or recipient is 
foreign national (irrespective of them being near relative or otherwise), the approval will be granted by the 
Authorisation Committee of the hospital or if hospital based Authorisation Committee is not constituted, then by 
the District or State level Authorisation Committee. 

	

20. 	Procedure in case of foreigners.- 

When the proposed donor or the recipient are foreigners; 

a senior Embassy official of the country of origin has to certify the relationship between the donor and the 

recipient as per Form 21 and in case a country does not have an Embassy in India, the certificate of 
relationship, in the same format, shall be issued by the Government of that country; 

the Authorisation Committee shall examine the cases of all Indian donors consenting to donate organs to a 
foreign national (who is a near relative), including a foreign national of Indian origin, with greater caution 
and such cases should be considered rarely on case to case basis: 

Provided that the Indian living donors wanting to donate to a foreigner other than near relative shall not be 
considered. 

	

21. 	Eligibility of applicant to donate.— In the course, of determining eligibility of the applicant to donate, the 
applicant should be personally interviewed by the Authorisation Committee which shall be videographed and 
minutes of the interview shall be recorded. 

	

22. 	Precautions in case of woman donor,- 

In case where the donor is a w.oman, greater precautions ought to be taken and her identity.and independent 
consent should be confirmed by a person other than the recipient. 

	

23. 	Decision of Authorisation Committee.— (I) The Authorisation Committee (which is applicable only for living 
organ or tissue donor)should state in writing its reason for rejecting or approving the application of the 
proposed living donor in the prescribed Form 18 and all such approvals should be subject to the following 
conditions, namely:- 

the approved proposed donor would be subjected to all such medical tests as required at the relevant 
stages to determine his or her biological capacity and compatibility to donate the organ in question; 
the physical and mental evaluation of the donor has been done to know whether he or she is in proper 
state of health and it has been certified by the registered medical practitioner in Form 4 that he or she is 
not mentally challenged and is fit to donate the organ or tissue: 
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Provided that in case of doubt for mentally challenged status of the donor the registered medical 

practitioner or Authorisation Committee may get the dnnor examined by psychiatrist; 
all prescribed forms have been and would be filled up by all relevant persons involved in the process of 

transplantation; 
all interviews to be video recorded. 

The Authorisation Committee shall expedite its decision making process and use its discretion judiciously and 

pragmatically in all such eases where, the patient requires transplantation on urgent basis. 
Every authorised transplantation centre must have its own website and the AuthorisatiOn Committee is required 

–tp take final decision within twenty four hours of holding the meeting for grant of permission or rejection for 

tiansplant. 
The decision of the Authorisation Committee should be displayed on the notice board of the hospital or 

Institution immediately and should reflect on the website of the hospital or Institution within twenty four hours 

of taking the decision, while keeping the identity of the recipient and donor hidden. 

24. 	
Registration of hospital or tissue bank.— (I) An application for registration shall be made to the Appropriate 
Authority as specified in Form 12 or Form 13 or Form 14 or Form IS, as applicable and the application shall be 

accompanied by fee as specified below, payable to the Appropriate Authority by means of a bank draft, which 

may be revised, if necessary by the Central or State Government, as the case may be:- 

for Organ or Tissue or Cornea Transplant Centre: Rupees ten thousand; 

for Tissue orEye Badk Rupees ten thousand; 

for NonTransplant Retrieval Centre: Nil. 
The Appropriate Authority shall, after holding an inquiry and after satisfying itself that the applicant has 

complied with all the requirements, grant a certificate of registration as specified in Form J6
. and it shall be valid 

for a period of five years from the dätè of its issue and shall be renewable. 
Before a hospital is registered under the provisions of this rule, it shall be mandatory for the hospital to appoint a 

transplant coordinator.' -  fi 

25. 	
Renewal of registration of hospital or tissue bank.— (1) An application for the renewal of a certicate of 
registration shall be made to the Appropriate Authority at least three months prior to the date of expiry of the 
original certificate of registration and shall be accompanied by a fee as specified below, payable to the 

Appropriate Authority by means of a bank draft, which may be revised, if necessary by the Central or State 

Government, as the case may be,- 
for Organ or Tissue or Cornea Transplant Centre: Rupees five thousand; 

for Tissue or Eye Bank: Rupees five thousand; 
for NonTransplant Retrieval Centre: Nil. 

A renewal certificate of registration shall be as specified in Form 17 and shall be valid for a period of fve years. 

If. after an inquiry including inspection of the hospital or tissue bank and scrutiny of its past performance and 
after giving an opportunity to the applicant, the Appropriate Authority is satisfied that the applicant since grant 
of certificate of registration under sub-rule (2) of rule 24 has not complied with the requirements of the Act and 
these rules and the conditions subject to which the certificate of registration has been granted, shall, for reasons 

to be recorded in writing, refuse to grant renewal of the certificate of registration. 

26. 	
Conditions and standards for grant of certificate of registration for organ or tissue transplantation 
centres.— (I) No hospital shall be granted a certificate of registration for organ transplantation unless it fulfills 

the following conditions and standards, namely:- 

A. 	
General manpower requirement specialised services and facilities: 

Twenty-four hours availability of medical and surgical. (senior and junior) staff; 
twenty-four hours availability of nursing staff (general and specialty trained); 
twenty-four hours availability of Intensive Care Units with adequate equipment staff and support 

system, including specialists in anesthesiology and intensive care; 
twenty-four hours availability of blood bank (in house or access) . laboratory with multiple discipline 

testing facilities including but not limited to Microbiology. Bio.Chcmistry. p
athology-Hematology and 

Radiology departments with trained staff; 

(c) 	
twenty-four hours availability of Operation Theater facilities (OT facilities) for planned and emergency 

procedures with adequate staff, support system and equipment; 
(fl twenty-four hours availability of communication system, with power backup, including but not limited 

to multiple line telephones, public telephone systems, fax, computers and paper photo-imaging 

machine; 
(g) experts (other than the experts required for the relevant transplantation) of relevant and associated 

specialties including but not limited to and depending upon the requirements, the experts in internal 
medicine, diabetology, gastroenterology, nephrology, neurology. pediatrics, gynecology, immunology 

and cardiology, etc., shall be available in the transplantation centre: 
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one medical expert for respective organ or tissue transplant shall be available in the transplantation 
hospital; and 	 I  

Human Leukocyte Antigen (HLA) matching facilities (in house or outsourced) shall be available. 
Equipments: 

Equipments as per current and expected scientific requirements specific to organ (s) or tissue (s) being 
transplanted and the transplant centre should ensure the availability of the accessories, spare-pans and back-up, 
maintenance and service support system in relation to all relevant equipments. I 

Experts and their qualifications: 
Kidney Transplantation: 

M.S. (Gen.) Surgery or equivalent qualification with three years post M.S. training in a recognised 
transplant center in India or abroad and having attended to adequate number of renal transplantation as 
an active member of team; 

Transplantation of liver and other abdominal organs: 
M.S. (Gen.) Surgeryor equivalent qualification with three years post M.S. exerience in the speciality 
and having one year training in the respective organ transplantation as an active member of team in an 
established transplant center; 	 I  

Cardiac, Pulmonary, Cardio-Pulmonary Transplantation: 
M.Ch. Cardio-thoracic and vascular surgery or equivalent qualification in India or abroad with at least 
three years' experience as an active member of the team performing an adequate number of open heart 
operations per year and well-versed with Coronary by-pass surgery and Heart-valve surgery; 

the hospital registered under Clinical Establishment (Registration and Regulation) Act, 2010 (23 of 2010) shall 
also follow the minimum standards prescribed in respect of manpower, equipment, etc., as prescribed under that 
Act; 

the hospital registered shallhave to maintain documentation and records including reponiig of adverse events. 
(2) 	No hospital shall be granted a certificate of registration for tissue transplantation under the Act unless it fulfills 

the following conditions and standards, namely:- 	 I 

Cornea Transplantation: 

M.D. or M.S. or Diploma (DO) in ophthalmology or equivalent qualification with three months post M.D. or 
M.S or DO training in Corneal transplant operations in a recognised hospital or institution; 
Other tissues such as heart valves, skin, bone, etc.: 

Post graduate degree (MD or MS) or equivalent qualification in the respective specialty with three months 
post M.D. or M.S training in a recognised hospital carrying out respective tissue transplant operations and for 
heart valve transplantation, and the qua!ification and experience of expert shall be MCh degree in 
Cardiothoracic and Vascular Surgery (CTVS) or equivalent qualification with three months post MCh training 
in a recognised hospital carrying out heart valve transplantation; 

the Hospital registered under Clinical Establishment (Registration and Regulation) Act, 2010(23 of 2010) shall 
also follow the minimum standards prescribed in respect of manpower, equipment, etc., as prescribed under that 
Act; 

the Hospital registered shall have to maintain documentation and records including reporting of adverse events. 
27. 	Conditions and standards for grant of certificate of registration for organ retrieval centres.- 

(I) 	The retrieval center shall be registered only for the purpose of retrieval of organ from deceased donors and the 
organ retrieval centre shall be a hospital having Intensive Care Unit (ICU) facilities along with manpower, 
infrastructure and equipment as required to diagnose and maintain the brain-stem dead peson and to retrieve 
and transport organs and tissues including the facility for their temporary storage. 
All hospitals registered as transplant centres shall automatically qualify as retrieval centres. 
The retrieval centre should have linkages with nearby Government hospital designated for post-mortem, for 
retrieval in medico-legal cases.  

(4) 	Registration of hospital for surgical tissue harvesting from deceased person and for surgical
I 

 tissue residues, that 
are routinely discarded, shall not be required. 

28. Conditions and standards for grant of certificate of registration for tissue banks.-
A, Facility and premises: 

(I) Facilities must conform to the standards and guidelines laid down for the purpose and the States and Union 
territories may have separate registration fee and procedure to keep track of their tissue bank activities. 
The respective State or Union territory Appropriate Authority may constitute an expert committee for advising on 
the matter related to tissue specific standards and related issues. 	 I 

The tissue bank must have written guidelines and standard operating procedures for maintenanceof its premises and 
facilities which include- 	 I  

controlled access; 

cleaning and maintenance systems; 
waste disposal: 
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health and safety of staff; 

risk assessment protocol; and 

(fl follow up protocol. 

(4) Equipments as per scientific requirements specific to tissue (s) being procured, processed, stored and distributed and 
the tissue bank should ensure the availability of the accessories, sparc-parts and back-up, maintenance and service 

support for all equipments. 

(5) Air particle count and microbial colony count compliance shall be cnsured for safety where necessary. 

(6) Storage area shall be designated to avoid contact with chemicals or atmospheric contamination and any known 

source of infection. 

(7) storage facility shall be separate and distinguish tissues, held in quarantine, released and rejected. 

8. Donor screening; 
(8) Complete screening of donor must be conducted including medical or social history and serological evaluation for 

medical conditions or disease processes that would contraindicate the donation of tissues and the report of corneas 

10 

	

	
or eyes not found suitable for transplantation and their alternate use shall be certified by a committee of two 

Ophthalmologists. 

C. Laboratory tests: 
(9) Facility for relevant Laboratory tests for blood and tissue samples shall be available and testing of blood and tissue 

samples shall begin at Donor Screening and continue during retrieval and throughout processing. 

D. Procurement and other procedures: 
(10) Procurement of tissue must be carried out by registered health care professionals or technicians having necessary 

experience or special training. 

(II) Consent for the procurement shall be obtained, 

(12) Procurement records shall be maintained. 

(13) Standard operating procedure for following shall be followed, namely:- 

procurement or Retrieval and transplantation; 

processing and sterilisation; 

packaging, labeling and storage; 

distribution or allocation; 

transportation; and 

(1) reporting of serious adverse reactions. 

• 	E. Documentation and Records: 
(14) A log of tissue received and distributed shall be maintained to enable traceability from the donor to the tissue and the 

tissue to the donor and the records shall also indicate the dates and the identities of the stall performing specific steps 

in the removal or processing or distribution of the tissues. 

F. Data Protection and Confidentiality: 
(15) A unique donor identification number shall be used for each donor, and access to donor records shall be restricted. 

G. Quality Management: 
(16) The Quality Management System shall define quality control procedures that include the following, namely:- 

environmental monitoring; 
equipment maintenance and monitoring; 
in –process controls monitoring; 
internal audits including reagent and supply monitoring; 

(c) compliancc with reference standards, local regulations, quality manuals or documented standard operating 

procedures; and 
(f) monitoring work environment, 

H. Recipient Information: 
(17) All tissue recipients shall be followed up and prompt and appropriate corrective and preventive actions taken in case 

of adverse events. 
tor.— (1) The transplant coordinator shall be an employee of the 

29. Qualification, role, etc., of transplant coordina  

registered hospital having qualification such as: 
graduate of any recognised system of medicine; or 

Nurse; or 
Bachelor's degree in any subject and preferably Master's degree in Social work or Psychiatry or 

Sociology or Social Science or Public Health 
(2) The concerned organisation or institute shall ensure initial induction training followed by retraining at periodic 

interval and the transplant coordinator shall counsel and encourage the family members or near relatives of the 
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deceased person to donate the human organ or tissue including eye or cornea and coordinate the process of donation 
and transplantation. 

(3) The transplant coordinator or counselor in a hospital registered for eye banking shall also have qualificatic 
specified in sub-rule (I). 

	

30, 	
Advisory committee of the Central or State Government to aid and advise appropriate authority.— (1) 

The Central Government and the State Government, as the case may be, shall constitute by notification an Advisory 
Committee under Chairpersonship of administrative expert not below the rank of Secretary to the State Government for a 
period of two years to aid and advise the Appropriate Authority and the two medical experts referred to in c!ause(b) of 
sub-section(2) of section 13A of the Act shall possess a postgraduate medical degree and at least five years' experience 
in the field of organ or tissue transplantation. 
(2) The terms and conditions for appointment to the Advisory Committee are as under: 

the Chairperson and members of the Committee shall be appointed for a period of two years; 
the Chairperson and members of the Committee shall be entitled to the air fare and other allowances to attend 
the meeting of the Committee equivalent to the officer of the level of the Joint Secretary to the Government of 
India; 

the Central, Government or State Government or Union territory Administration shall have full powers to 
replace or remove the Chairperson and the members in cases of charges of corruption or any other charges 

- 	after giving a reasonable opportunity of being heard; 
the Chairperson and members can also resign from the Committee for personal reasons; 
there shall not be a corruption or criminal case pending against Chairperson and members at the time of 
appointment; 

(1) the Chairperson or any of the members shall cease to function if charges have been framed against him or her 
in a corruption or criminal case after having been given a reasonable opportunity of being heard. 

	

31. 	Manner of establishing National or Regional or State Human Organs and Tissues Removal and Storage 
Networks and their functions.— (1) There shall be an apex national networking organisation at the centre, as the 
Central Government may by notification specify., 

There shalt also be regional and State level networking organisations where large number of transplantation of 
organ(s) or tissue (s) are performed as the Central Government may by notification specify. 

The State units would be linked to hospitals, organ or tissue matching laboratories and tissue banks within their 
area and also to regional and national networking organisations. 

. 	The broad principles of organ allocation and sharing shall be as under,- 

(a) The website of the transplantation center shall be linked to State or Regional cum State or National 
networks through an online system for organ procurement, sharing and transplantation. 

(b) patient or recipient may get registered through any transplant centre, but only one centre of a State or 
region (if there is no centre in the State) and his or her details shall be made available online to the 
networking organisations, who shall allocate the registration number, which shall remain same even if 
patient changes hospital; 

(c) the allocation of the organ to be shared, is to be decided by the State networking organization and by the 
National networking organization in case of Delhi; 

(d) all recipients are to be listed for requests of organs from deceased donors, however priority is to be given 
in following order, namely:- 

those who do not have any suitable living donor among near relatives; 

those who have a suitable living donor available among near relatives but the donor has refused in 
writing to donate; and 

those who have a suitable living donor available and who has also not refused to donate in 
writing; 

(e) sequence of allocation of organs shall be in following order: State list ---- Regional List-----National List----
Person of Indian Origin ----Foreigner; 

(fl the online system of networking and framework and formats of national registry as mentioned under rule 
32 shall be developed by the apex networking organisation which shall be followed by the States 
Governments or Union territory Administrations and the allocation criteria may be State specific which 
shall be finalised and determined by the State Government, in consultation with the State level networking 
organisation, wherever such organisation exists: 

Provided that the organ sharing and networking policy of States or locations of hospitals shall not be 
binding on the Armed Forces Medical Services (AFMS) and the armeti forces shall be free to have their 
own policy of organ or tissue allocation and sharing, and the Director General Armed Forces Medical 
Services shall have its own networking between the Armed Forces Medical Services hospitals, who shall 
be permitted to accept organs when available from hospitals with in their State jurisdiction. 

0 

0 
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The networking organisations shall coordinate retrieval, storage, transportation, matching, allocation and 

transplantation of organs and tissues and shall develop norms and standard operating procedures for such 

activities and for tissues to the extent possible. 
The networking organisations shall coordinate with respective State Government for establishing new transplant 

and retrieval centres and tissue banks and strengthening of existing ones. 
There shall be designated organ and tissue retrieval teams in State or District or institution as per requirement, to 

be constituted by the State or Regional networking organisation. 

For 	tissue 	retrieval, 	the 	retrieval 	teams 	shall 	be 	formed 	by 	the 

State Government or Union territory Administration where ever required. 
Networking shall be e-enabled and accessible through dedicated website. 

(ID) 	
Reference or allocation criteria would be developed and updated regularly by networking organisations in 

consultation with the Central or State Government, as the ease may be. 

(II) 	
The networking organisation(s) shall undertake Information Education and Communication (IEC) Activities for 

promotion of deceased organ and tissue donation. 

(12) 	
The networking organisation(s) shall maintain and update organ or tissue Donation and Transplant Registry at 

respective level. 

32. 	
Information to be included in National Registry regarding donors and recipients of human organ and 

tissue.— The national registry shall be based on the following, namely:- 

Organ Transplant Registry: 
(I) The Organ Transplant Registry shall include demographic data about the patient, donor, hospitals, recipient and donor 

follow up details, transplant waiting list, etc., and the data shall be collected from all retrieval and transplant centers. 

Data collection frequency, etc., will be as per the norms decided by the Advisory Committee which may preferably be 
through a web-based interface or paper submission and the information shall be maintained both specific organ wise 

and also in a consolidated format. 
The hospital or Institution shall update its website regularly in respect of the total number of the transplantations done 
in that hospital or institution along with reasonable detail of each transplantation and the same data should be 

accessible for compilation, analysis and further use by authorised persons of respective State Governments and 

Central Government. 
Yearly reports shall be published and also shared with the contributing units and other stakeholders and key events 
(new patients, deaths and transplants) shall be notified as soon as they occur in the hospital and this information shall 

be sent to the respective networking organisation, at least monthly. 

Organ Donation Registry: 
The Organ Donation Registry shall include demographic information on donor (both living and deceased), hospital, 

height and weight, occupation, primary cause of death in ease of deceased donor, associated medical illnesses, 
relevant laboratory tests, donor maintenance details, driving license or any other document of pledging donation, 

donation requested by whom, transplant coordinator, organs or tissue retrieved, outcome of donated organ or tissue, 

details of recipient, etc. 
l'issue Registry: 

The Tissue Registry shall include demographic information on the tissue donor, site of tissue retrieval or donation, 
primary cause of death in case of deceased donor, donor maintenance details in case of brain stem dead donor, 

associated medical illnesses, relevant laboratory tests, driving license or any other document pledging donation, 
donation requested by whom, identity of counsellors, tissue(s) or organ(s) retrieved, demographic data about the 
tissue recipient, hospital conducting transplantation, transplant waiting list and priority list for critical patients, if 

these exist, indication(s) for transplant, outcome of transplanted tissue, etc. 
Yearly reports in respect of National Registry shall be published and also shared with the contributing units and other 

stakeholders 
Pledge for organ or tissue donation after death: 

. Those persons, who, during their lifetime have pledged to donate their organ(s) or tissue(s) after their death, shall 
in Form 7 deposit it in paper or electronic mode to the respective networking organisation(s) or institution where 

the pledge is made, who shall forward the same with the respective networking organisation and the pledger has 

the option to withdraw the pledge through intimation. 
The Registry will be accessible on-line through dedicated website and shall be in conformation to globally 

maintained registry (ies), besides having national, regional and State level specificities. 

(tO) 	National or regional registry shall be compiled based on similar registries at State level. 
(II) The identity of the people in the database shall not be put in public domain and measures shall be taken to ensure 

security of all collected information. 
(12) The information to be included shall be updated as per prevalent global practices from time to time 
33. Appeal.— (1) Any person aggrieved by an order of the Authorisation Committee under sub-section (6) of section 9 

or by an order of the Appropriate Authority under sub-section (2) of section 15 or sub-section (2) of section 16 of the 
Act, may, within thirty days from the date of receipt of the order, prefer an appeal to the Central Government in case of 

the Union territories and respective State Government in ease of States. 
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(2) Every appeal shall be in writing and shall be accompanied by a copy of the order appealed against. 
FORM 1 

For organ or tissue donation from Identified living near related donor 
(to be completed by him or her) 

(See rules 3 and 5(3)(a)) 

4 

My full name (proposed donor) is ............................................................................................. 

and this is my photograph 	
To be affixed here. - 

Photograph of the Donor 
(Attested by Notary Public 
across the photo after affixing) 

My permanent home address is 

........... .............Tel 
My present address for correspondence is 

. .......................... Te.............................  

Date of birth .............................................................................(day/month/year) 
I enclose copies of the following documents: (attach attested photocopy of at least two of followinE relevant 
documents to indicate your near relationship): 
• 	Ration/Consumer Card number and Date of issue and place . ................................ 

and/or 
• 	Voter's 1-Card number, date of issue, Assembly constituency.............................. 

and/or 
• 	Passport number and country of issue............................................................ 

and/or 
• 	Driving License number, Date of issue, licensing authority..................................... 

and/or 
• 	Permanent Account Number (PAN) ........................................... ......................................... 

and/or 
• 	AADHAARNo.......................................................................... 

and/or 
• 	Any 	other 	valid 	proof 	of 	identity 	and 	address 	reflecting 	near 	relationship 

I authorise removal for therapeutic purposes and consent to donate my ........................ 
(Name of organ/tissue) to my relative .............................(Specify son/daughter/father/mother/ brother/sister/grand- 
father/grand-mother/grand-sonJgranddaughtr) 	whose 	particulars 	are 	as 	follows 	and 	name 	is 

	

and 	who 	was 	born 	on 
..............(day/month/year) 

To be affixed here. 

Photograph of the Recipient 
(Attested by Notary Public 
across the photo after affixing) 

The copies of following documents of recipient are enclosed (attach attested photocopy of at least two relevant 
documents to indicate your near relationship): 

Ration/Consumer Card number and Date of issue and place. ........................... ... 
and! or 
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Voters 1-Card number, date of issue. Assembly constituency 	 . 
and/or 

Passport number and country of issue ........................................................ 
and! or 

Driving License number, Date of issue, licensing authority............ 
and/or 

Permanent Account Number (PAN) ........................................ 
and/or 

AADI-IAAR Nojissued by Unique Identification Authority of India). 
and/or 

Any 	other 	valid 	proof 	of 	identity 	and 	address 

I solemnly affirm and declare that: 

Sections 2,9 and 19 of The Transplantation of Human Organs Act, 1994 have been explained to me and I confirm that: 

I. I understand the nature of criminal offences referred to in the sections. 

No payment as referred to in the sections of the Act has been made to me or will be made to me or any other 

person. 

I am giving the consent and authorisation to remove my ...................................(name of organ/tissue) of 

my own free will without any undue pressure, inducement, influence or allurement. 

I have been given a full explanation of the nature of jhe medical procedure involved and the risks involved for 

me in the removal of my ..... .............. ............. (name of organ)/tissue). That explanation was given by 

................... . ......... . ............ (name of registered medical practitioner). 

1 understand the nature of that medical procedure and of the risks to me as explained by that practitioner. 

I understand that I may withdraw my consent to the removal of that organ at any time before the operation takes 

place. 

I state that particulars filled by me in the form are true and correct to the best of my knowledge and belief and 

nothing material has been concealed by me. 

Date 	
Signature of the prospective donor 

(Full Name) 

Note: To be sworn before Notary Public, who while attesting shall ensure that the person/persons swearing the 

affidavit(s) signs(s) on the Notary Register, as well. 

FORM 2 
For organ or tissue donation by living spousal donor 

(To be completed by hint/her) 
(See rules 3. 5(3)(a) and 5(3)(d)) 

My full name (proposed donor) is ............................................................................ 

	

and this is my photograph 	 I 

	

Photograph of the Donor 
	

To be affixed here 

(Attested by Notary Public 

across the photo after affixing) 

My permanent home address is 

reflecting 	near 	relationship 
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.......................................... . ................................ Tel................  

My present address for correspondence is .................................................................................... 

................. . ............ .............................. ...................... Tel. .......... ......... 

Date of birth ........................................... .................................. (day/month/year) 

I authorize removal for therapeutic purposes and consent to donate my ......................(Name of organ) to 
my husband/wife ....................... 	..................... whose 	particulars are as follows and full name is 

and 	who 	was 	born 	on 
............(Day/month/year): 

To be affixed here 	 - 
Photograph of the Recipient 
(Attested by Notary Public 
across the photo after affixing) 

I enclose copies of the following documents (attach attested photocopy of at I 
documents to indicate the spousal relationship): 
. Ration/Consumer Card number and Date of issue and place 

and/or 
• 	Voter's Identity-Card number, date of issue, Assembly constituency.............................. 

and/or 
• 	Passport number and country of issue............................................................ 

and/or 
• 	Driving License number, Date of issue, licensing authority.................................... 

and/or 
• Permanent Account Number (PAN) 

and/or 
• AADHAAR 	No. 	(issued 	by 	Unique 	Identification 	Authority 	of 	India) 

.................................................... 
and/or 

• 	Any 	other 	proof 	of 	identity 	and 	address 	establishing 	spousal 	relationship 

I submit the following as evidence of being married to the recipient:- 

A certified copy of a marriage certificate 

An affidavit of a near relative' confirming the status of marriage to be sworn before Class-I Magistrate/Notary 

Public. 

Family photographs 

Letter from Head of Gram Panchayat / Tehsildar / Block Development Officer/Member of Legislative 

Assembly/Member of Legislative Council (MLC)/Member of Parliament with seal certifying factum and status 

of marriage, 

OR 

Other credible evidence 

I solemnly affirm and declare that sections 2,9 and 19 of the Transplantation of Human Organs Act, 1994 (42 of 1994), 
have been explained to me and I confirm that 

1. 1 understand the nature of criminal offences referred to in the sections. 
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No payment of money or money's worth as referred to in the Sections of the Act has been made tome or will be 

made to me or any other person. 

I am giving the authorisation to remove my ................................(organ) and consent to donate the same 

of my own free will without any undue pressure, inducement, influence or allurement. 

I have been given a full explanation of the nature of the medical procedure involved and the risks involved for 

me 	in 	the removal 	of my 	................................(organ). That explanation 	was given by 

...................( name  of registered medical practitioner). 

1 understand the nature of that medical procedure and of the risks to me as explained by that practitioner. 

I understand that I may withdraw my consent to the removal of that organ at any time before the operation takes 

place. 

I state that particulars tilled by me in the form are true and correct to to the best of my knowledge and nothing 

material has been concealed by me. 

Signature of the prospective donor 	 Date 
(Full Name) 

Note: 	To be sworn before Notary Public, who while attesting shall ensure that the person/persons swearing the 
affidavit(s) signs(s) on the Notary Register, as well 

FORM 3 
For organ or tissue donation by other than near relative living donor 

(To be completed by him/her) 
(See rules 3, 5(3)(a) and 5(3)(e)) 

Myfull name is ................................................................................................. 
and this is my photograph 

Photograph of the Donor 
(Attested by Notary Public 
across the photo after affixing) 

My permanent home address is 
.............................. . ............. . ................................................ Tel' 

To be affixed here 

My present address for correspondence is 

.................................. 	. ..................... 	.... 	................................... Tel' ................... 

Date 	of birth 	................................................ .... .... ..................... (day/month/year) 

I enclose copies of the followln2 documents: (attach attested photocopy of at least two of following relevant 
documents to prove your identity): 
• 	Ration/Consumer Card number and Date of issue and place'. ..... ............................ 

(Photocopy attached) 

and/or 
• 	Voter's I-Card number, date of issue, Assembly constituency...,...,..,..,.,.,........,.,, 

(Photocopy attached) 

and/or 
• 	Passport nuniber and country of issue........................................................... 

(Photocopy attached) 

and/or 
• 	Driving Licence number, Date of issue, licensing authori;y..................................,.. 

(Photocopy attached) 

and/or 
• 	PAN...................................................................................................... 
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and/or 
• 	AADHAARNo ......................... ................................................. 

and/or 
• 	Other proof of identity and address ................................................................ 

Details of last three years income and vocation of donor (enclose documentary evidence) 

I authorize removal for therapeutic purposes and consent to donate my ...... .......................... (Name of 
organitissue) to a person whose full name is 	... ...... . ...... .. ........ .............. and who was born on 

.................... .. .......... (day/monthlyear) and whose particulars are as follows: 

Photograph of the Recipient 
(Attested by Notary Public across the 	 To be affixed 
Photo after affixing) 	 here 

(attach attested photocopy of at least two relevant documents to prove identity of 
recipient)  

• 	Ration/Consumer Card number and Date of issue and place . ................................ 
(Photocopy attached) 

and/or 
• 	Voter's I-Card number, date of issue, Assembly constituency.............................. 

(Photocopy attached) 

and/or 
• 	Passport number and country of issue............................................................ 

(Photocopy attached) 

and/or 
• 	Driving Licence number, Date of issue, licensing authority..................................... 

(Photocopy attached) 

and/or 
• 	PAN..................................................................................................... 

and/or 
• 	AADHAARNo. ........................... .............................................. 

and/or 
• 	Other proof of identity and address ................................................................ 

I solemnly affirm and declare that sections 2,9 and 19 of the Transplantation of Human Organs Act, 1994 (42 of 1994), 
have been explained to me and I confirm that 

1 understand the nature of criminal offences referred to in the Sections. 

No payment of money or money's worth as referred to in the Sections of the Act has been made to me or will be 

made to me or any other person. 

1 am giving the consent and authorisation to remove my ...................................(name of organ/tissue) of 

my own free will without any undue pressure, inducement, influence or allurement. 

1 have been given a full explanation of the nature of the medical procedure involved and the risks involved for 

me in the removal of my ................................(name of organ/tissue). That explanation was given by 

(name of registered medical practitioner). 

I understand the nature of that medical procedure and of the risks to me as explained by the practitioner. 

1 understand that I may withdraw my consent to the removal of that organ at any time before the operation takes 

place. 

1 state that particulars filled by me in the form are true and correct to the best of my knowledge and nothing 

material has been concealed by me. 

Signature of the prospective donor 	 Date 
(Full Name) 
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Jote: 	'l'o be sworn before Notary Public, who while attesting shall ensure that the person/persons swearing the 

affidavit(s) signs(s) on the Notary Register, as well. 

FORM 4 

For certification of medical fitness of living donor 

- 	 (To be gi pen by the Registered Medical Practitioner) 

[See proviso to rule 5(3)(b)] 
I. Dr.........................................possessing qualification of .............................registered as medical 

practitioner at serial no . ................. by the ............... .. ....................................................... Medical 

Council, certify that I have examined Shri/ Smti Km. .................................. ...... Sb, D/o, W/o Shri 

aged ............who has given informed consent for donation of his/her 

...........(Name of the organ) to Shri/Smt./Km ....................... ..................... who is a near 

relative' of the donor/other than near relative of the donor and has been approved by the competent authority or 

Authorisation Committee (as the case may be) and it is certified that the said donor is in proper state of health, not 

mentally challenged * and is medically fit to be subjected to the procedure of organ or tissue removal. 

Place' 
Signature of Doctor 

Date' 	 Seal 

To be affixed 
	

To be affixed 
(pasted) here 
	

(pasted) here 

Photograph of the Donor 	 Photograph of the recipient 

	

(Attested by doctor) 	 (Attested by the doctor) 

The signatures and seal should partially appear on photograph and document without disfiguring the face in photograph 

* in case of doubt for mentally challenged status of the donor, the Registered Medical Practitioner may get the donor 

examined by psychiatrist. 

FORMS 
For certification of genetic relationship of living donor with recipient 

(To be filled by the head of Pathology Laboratory certifying relationship) 
ISee rules 5(3)(c) and 18(3)] 

I, 	DriMr./Mr/Miss. 	............................................... 	working 	as 	...............................at 

.................and possessing qualification of ........... ..... ........... certify that Shri/ Smt./ Km. 

....................S/o, D/o, W/o Shri/ Smt. 	........ ...... ............... .......... ............................. 

aged .................the donor and Shrif Snit. .............................................................. Si D/o, Wbo 

ShriJS nit ......................................aged ............the prospective recipient of the organ to he donated by the said 

donor are related to each other as brother/sister/mother/father/son/daughter, grandmother, grandfather, grandson and 

granddaughter as per their statement. The fact of this relationship has been established / not established by the results of 

the tests for DNA profiling. The results of the tests are attached. 
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brain stem death as well as cardiac death) 

Heart 	 Corneas/Eye Balls 

Lungs 	 C 	Skin 	 C 
Kidneys 	 Bones 	 C 
Liver 	 C 	I-tears Valves 	 C 
Pancreas 	 Blood Vessels 	 C 
Any Other Organ (P1. specify) 	 Any other Tissue (P1. specify) 

All Organs 	 C 	All Tissues 	 C 

My blood group is (if known)...................................... 

Signature of Pledger..................................... 

Address for correspondence................ 

Telephone No............................. 

Email . ............................... 

• 	 Dated: 

(Note: In case of online registration of pledge, one copy of the pledge will be retained by pledger, one by the institution 
where pledge is made and a hard copy signed by pledger and two witnesses shall be sent to the nodal networking 
organisation.) 

(Signature of Witness I) 

I. Shri/SmtiKm ........ . ....................................... S/o,D/o,W/o.........................................................  

aged ...................resident of. ........................................................................ Telephone 

No................................................ Email . ..................................................... 

(Signature of Witness 2) 

2. Shri/Smt./Km ................................................. S/o,D/o,W/o .................................................... ..... 

aged ...................resident of ..............................Telephone 

No ....................................... Email .  ....................... ........ 	is a near relative to the donor as ........................... 

Dated...................... 

Place ....................... 

Note: (i) Organ donation is a family decision. Thercfore, it is important that you discuss your decision with family 
members and loved ones so that it will be easier for them to Follow through with your wishes. 

One copy of the pledge form/pledge card to be with respective networking organisalion, one copy to be retained by 

institution where the pledge is made and one copy to be handed over to the pledger. 

The person making the pledge has the option to withdraw the pledge. 

FORM 8 
For Declaration cum consent 

(To be filled by near relative or lawful possessor of brain-stein dead person) 
[See rules 5(l)(b), 5(4)(b) and 5(4)(d)1 

DECLARATION AND CONSENT FORM 
Sfo,D/o,W/o......................................................... 

aged...................resident of ............................................................in the presence of persons mentioned 

below, hereby declare that: 

I. 	I have been informed that my relative (specify relation) ..................................................... 

S/o,Dlo.W/o ......................................................... aged ...................has been 	declared 	brain-stem 	dead / 

dead. 

2. To the best of my knowledge (Strike off whichever is not applicable): 
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He/She. (Name of the deceased)...........................................had / had not, authorised before his/her 

death, the removal of .........................(Name of organ/tissue/both) of his/herbody after his/her death f 

therapeutic purpose. The documentary proof of such authorisation is enclosed/not available 

He/She. (Name of the deceased) ................ ...... ..................... had not revoked the authority as at No. 2 (a) 

above (If applicable) 

C. 	There are reasons to believe that no near relative of the said deceased person has objection to any of 

his/her organs/tissue being used for therapeutic purposes. 

I have been informed that in the absence of such authorisation, I have the option to either authorise or decline 

donation of organ/tissue/both including eye/cornea of ...................................(Name of the deceased) for 

therapeutic purposes. I also understand that if corneas/eyes are not found suitable for therapeutic purpose, then 

may be used for education/research. 

I hereby authorise / do not authorize removal of his/her body organ(s) and/or tissue(s), namely (Any organ and 

	

tissue! Kidney ILiver IHeart Itungs lintestine ICornea /Skin Iflone /Heart Valves lAny other; please specify) 
	

[1 
.....................................for therapeutic purposes. I also give permission for drawing of a blood 

sample for serology testing and am willing to share social/behavioural and medical history to facilitate proper 

screening of the donor for safe transplantation of the organs/ tissues. 

Date......................Signature of near relative /person in lawful possession of the dead body, and address for 
correspondence*. 
Place ....................... Telephone No ................ Email 

* in case of the minor the declaration shall be signed by one of the parent of the minor or any near relative authorised 
by the parent. In case the near relative or person in lawful possession of the body refuses to sign this form, the same 
shall be recorded in writing by the Registered Medical Practitioner on this Form. 

(Signature of Witness 1) 

1 .Shri/Smt./Km.................................................S/o,D/o,W/o......................................................... 

aged ....... ............ resident of. ................................................. ....................... Telephone 

No................................................ EmaiP ..................................................... 

(Signature of Witness 2) 

2,Shri/Smt./Km ................................................. S/o,D/o,W/o.........................................................  

aged...................resident of ........ ...................... Telephone 

No....................................... Email . .............................. 

FORM 9 
For unclaimed body in a hospital or prison 

(To be completed by person in lawful possession of the unclaimed body) 
[see rule 5(1)(b)J 

I............. ...  ...... ...  ....... ...................... S/o,D/o,W/o ....................... ..................................  

aged...................resident of ............................................ ................ having lawful possession of the dead 

body 	 of 	 Shri/Smt,/Km................................................. 

S/o,D/o,W/o ......................................................... aged ...................resident 	 of 

......................................and having known that no person has come forward to claim the body 

of the deceased after 48 hours of death and there being no reason to believe that any person is likely to come to claim the 

body I hereby, authorise removal of his/her body organ(s) and/or tissue(s), 

namely...  ... ....... ...........  ... ......  ..... ............ for therapeutic purposes. 
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Signature, Name, designation and Stamp of person in lawful possession of the dead body. 

Dated..............Place ............... 

Address for correspondence................................................... 

TelephoneNo .............................. .................. Email ..................................................... 

(Signature of Witness I) 

I.Shri/Smt./Krn.................................................5/o,D/oW/o......................................................... 

aged.... ............... resident of. .......................... ...... ... ...................... ............... Telephone 

No................................................Email .................................................... 

(Signature of Witness 2) 

2.Shri/SmtjKm ................................................. 5/oD/oW/o......................................................... 

aged ...................resident of ..............................Telephone No.......................................Email 

FORM 10 

For certification of brain stem death 

(To be filled by the board of medical experts certifying brain-stem death) 

[See rules 5(4)(c) and 5(4)(d)] 

We, the following members of the Board of medical experts after careful personal examination hereby certify 
thatShri/Smt ,/Km........................................................... 

aged ahout .. ....................... son of/wife off daughter of ... ........................................... Resident of 

is dead on account of permanent and irreversible cessation of all functions of the brain-stem. The tests carried out by us 
and the findings therein are recorded in the brain-stem death Certificate annexed hereto. 
Dated 	

Signature................................... 
1. 	R.M.P.- Incharge of the Hospital 	 2. 	R.M.P. nominated from the panel of 

In which brain-stem death has occurred. 	 Names sent by the hospitals and 
approved by the Appropriate Authority. 

3. 	NeurologistfNeuro-Surgeon 	 4. R.M.P. treating the aforesaid deceased person 
• 	 (where Neurologist/Neurosurgeon is not available, any Surgeon or Physician and Anaesthetist or Intensivist, 

nominated by Medical Administrator lncharge from the panel of names sent by the hospital and approved by the 
Appropriate Authority shall be included) 

BRAIN-STEM DEATH CERTIFICATE 
(A) 	PATIENT DETAILS ................... 
I. 	Name of the patient; 	Mr/Ms.............................................. 

S.OID.O./W.O. 	Mr/Ms................................................ 
Sex....................... Age...........................  

2. 	Home Address; 

3. 	Hospital Patient Registration Number (CR No.); 
4. 	Name and Address or next of kin or person....................................... 

responsible for the patient 
(if none exists, this must be specified) 

5. 	I his the patient or next of kin agreed 
to any donation of organ andior tissue? 

6. 	Is this a ?.ledico-Iegal Case? 	 Yes ...... .... ................. No.....................  
(B) 	PRE-CONDITtONS 
I. 	Diagnosis; 	Did the patient suffer from any illness or accident that led to irreversible brain damage? 

Specify details ................................ .................................................... 
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Date and time of accident/onset of illness.......................................................... 
Date and onset of nbn-reversible coma............................................................ 

2. 	Findings of Board of Medical Experts: 
First Medical Examination Second Medical Examination 

(I) 	The following reversible causes of coma have been excluded: 
Intoxication (Alcohol) 
Depressant Drugs 
Relaxants (Neuromuscular blocking agents) 
Primary Hypothermia 
Hypovolaemic shock 
Metabolic or endocrine disorders 
Tests for absence of brain-stem functions 
Coma 
Cessation of spontaneous breathing 
Pupillary size 
Pupillary light reflexes 
Doll's head eye movements 
Corneal reflexes (Both sizes) 
Motor response in any cranial nerve distribution, any responses to stimulation of face, limb or trunk. 
Gag reflex 
Cough (Tracheal) 
Eye movements on caloric testing bilaterally. 
Apnoea tests as specified. 
Were any respiratory movements seen? 

Date and time of first testing: 
Date and time of second testing. 	..................................... . ........................ . ............. ............ 

This is to certify that the patient has been carefully examined twice after an interval of about six 
hours and on the basis of findings recorded above, 
Mr/Ms ....................................................... is declared brain-stem dead. 
Date: 
Signatures of members of Brain Stem Death (BSD) Certifying Board as under: 
I. 	Medical Administrator lnchárge of the hospital 	2. 	Authorised specialist. 
3. 	Neurologist/Neuro-Surgeon 	 4. 	Medical Officer treating the Patient. 

Note. 
I. 	Where Neurologist/Neurosurgeon is not available, then any Surgeon or Physician and 	Anaesthetist or 

Intensivist, nominated by Medical Administrator Ihcharge of the hospital shall be the member of the board of 
medical experts for brain-stem death certification. 

11. 	The minimum time interval between the first and second testing will be six hours in adults. In case of children 6 
to 12 years of age, I to 5 years of age and infants, the time interval shall increase depending on the opinion of 
the above BSD experts. 

III. 	No.2 and No.3 will be co-opted by the Administrator Incharge of the hospital from the Panel of experts 
(Nominated by the hospital and approved by the Appropriate Authority), 

FORM 11 
APPLICATION FOR APPROVAL OF TRANSPLANTATION FROM LIVING DONOR 

(To be completed by the proposed recipienr and the proposed living donor) 
[See rules 5(3)(d), 5(3)(e) and 10] 

To be self attested 
across the affixed 

photograph 
without disfiguring 

face 

To be self attested 
across the affixed 

photograph 
without disfiguring 

face 

n 

Photograph of the Donor 	 Photograph of the recipient 
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\Vhercas 	I 	 5/0, 	D/o, 	W/o. 	Shri/Smt. 

aged 	 residing 	 at 

.......................................... . ....................... . ......................................... 	have 	been 	advised 	by 	my 

doctor 	... . ................................... . ......... 	that 	I 	am 	suffering 	from 

and 	may 	be 	benefited 	by 	transplantation 	of 

...........................into my body. 

And 	whereas 	I 	........................................ ......... ................ ..5/0. 	D/o, 	W/o, 	Shri/Smt. 

aged 	 residing 	at 

......................................................by the following reason(s):- 

by virtue of being a near relative i.e........................................... 

by reason of affection/attachment/other special reason as explained below 

	

I 	would therefore like to donate my (name of the organ) ........................................to Shri/Smt. 

We................................. ................ and .......................................................... 
(Donor) 	 (Recipient) 

hereby apply to competent authority / Authorisation Committee for permission for such transplantation to be carried out. 

We solemnly affirm that the above decision has been taken without any undue pressure, inducement, influence 
or allurement and that all possible consequences and options of organ transplantation have been explained to us. 
Instructions for the applicants:- 

	

I. 	Form ii must be submitted along with the completed Form 1 or Form 2 or Form 3 as may be applicable. 

The applicable Form i.e. Form I or Form 2 or Form 3 as the case may be, should be accompanied with all 

documents mentioned in the applicable form and all relevant queries set out in the applicable form must be 
adequately answered. 

Completed Form 5 must be submitted along with the laboratory report. 

The doctor's advice recommending transplantation must be enclosed with the application, 

In addition to above, in case the proposed transplant is between unrelated persons, appropriate evidence of vocation 
and income of the donor as well as the recipient for the last three years must be enclosed with this application. It is 

clarified that the evidence of incotne does not necessarily mean the proof of income tax returns, keeping in view 
that the applicant(s) in a given case may not be filing income tax returns. 

The application shall be accepted for consideration by the competent authority / Authorisation Committee only if it 

is complete in all respects and any omission of the documents or the information required in the forms mentioned 
above, shall render the application incomplete. 

When the donor is unrelated and the donor and/or recipient belong to a State/Union Territory other than the 

State/Union Territory, where the transplant is intended to take place, then the Tehsildar or the officer authorised for 
the purpose of the domicile state.of the donor or recipient as the case may be, would provide the verification 

certificate of domicile of donor/recipient as the case may be as per Form 20. The approval for transplantation 

would be considered by the authorisation committee of the State/District/hospital (as the case may be) where the 

transplantation is intended to be done. Such verification Certificate will not be required for near relatives including 
cases involving swapping of organs (permissible between near relatives only). 

We have read and understood the abovc instructions. 
Signature of the Prospective Donor 	Signature of Prospective Recipient 
Address for correspondence: 	 Address for correspondence: 
Date : 	 Date 

Place : 	 Place 

FORM 12 
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APPLICATION FOR REGISTRATION OF HOSPITAL TO CARRY OUT ORGAN OR TISSUE 
TRANSPLANTATION OTHER THAN CORNEA 

(To be filled by head of the institution) 

(See rule 24W) 
To 

The Appropriate Authority for organ transplantation 

(State or Union territory) 

We hereby apply to be registered as an institution to carry out organ/tissue transplantation. 

Name(s) of organ (s) or tissue (s) for which registration is required 

The required data about the facilities available in the hospital are as follows:- 

	

(A) 	HOSPITAL: 

	

: 	Name: 

Location: 

GovernmentJPrivate: 

Teaching/Non-teaching: 

Approached by: 

Road: 	 Yes 	 No 
Rail: 	 Yes 	 No 
Air: 	 Yes 	 No 

Total bed strength: 

Name of the disciplines in the hospital: 

Annual budget: 

Patient turn-over/year: 

	

(B) 	SURGICAL FACILITIES: 

	

I. 	No. of beds: 

No. of permanent staff members with their designation: 

No. of temporary staff with their designation: 

No. of operations done per year: 

Trained persons available for transplantation (Please specify 

Organ for transplantation): 

	

(C) 	MEDICAL FACILITIES: 

No. of beds: 

No. of permanent staff members with their designation: 

No. of temporary staff members with their designation: 

Patient turnover per year: 

Trained persons available for transplantation (Please specify 

Organ for transplantation): 

No, of potential transplant candidates admitted per year: 

	

(D) 	ANAESTF{ESIOLOGy: 

	

I. 	No. of permanent staff members with their designations: 

No, of temporary staff members with their designations: 

Name and No, of operations performed: 

Name and No. of equipments available: 

Total No. of operation theatres in the hospital: 

No, of emergency operation-theatres: 

No. of separate transplant operation theatre: 

	

(E) 	I.C.U,/I-I.D.U. FACILITIES: 

	

1. 	I.C.U./FI.D.U. facilities: 	Present............................Not present 

	

1 	No, of I.C.U. and H.D.U. beds: 

	

3. 	Trained:- 

Nurses: 

S 

S 
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Technicians: 

Name of equipment in I.C.U. 

(F) 	OTHER SUPPORTIVE FACILITIES: 

Data about facilities available in the hospital: 
(F!) 	LABORATORY FACILITIES: 
I. 	No. of permanent staff with their-designations: 

No. of temporary staff with their designations: 

Names of the investigations carried out in the Department: 
Name and number of equipments available: 

(P2) 	IMAGING FACILITIES: 
I. 	No. of permanent staff with their-designations: 

No. of temporary staff with their designations: 

Names of the investigations carried out in the Department: 
Name and number of equipments available: 

(F3) HAEMATOLOGY FACILITIES: 
No. of permanent staff with their-designations: 
No, of temporary staff with their designations: 

Names of the investigations carried out in the Department: 
Name and number of equipments available: 

BLOOD BANK FACILITIES ( Inhouse or access): 	 Yes .... ..................... No 
DIALYSIS FACILITIES: 	 Yes .........................No 

F 6. Transplant coordinators (Eye Donation Counselors, in case of Cornea Transplantaion): 
Yes 	 No 

Number Posted 

Number Trained 
(F 7) OTHER SUPPORTIVE EXPERT PERSONNEL: 

Nephrologist 	 Yes/No 
Neurologist 	 Yes/No 
Neuro-Surgeon 	 Yes/No 
Urologist 	 Yes/No 
G.I. Surgeon 	 Yes/No 

6, 	Paediatrician 	 Yes/No 
7. 	Physiotherapist 	 Yes/No 
S. 	Social Worker 	 Yes/No 

Immunologists 	 Yes/No 
Cardiologist 	 Yes/No 

I]. 	Respiratory physician 	 Yes lNo 
12. 	Others...............................Yes / No 

The above said infonnation is true to the best of my knowledge and I have no objection to any scrutiny of our facility by 
authorised personnel. A Bank Draft/cheque of Rs. 10000/ (for new registration) and Rs. 5000 (for renewal) in favour of 

is enclosed. 

Sd/- 
HEAD OF THE INSTITUTION 

FORM 13 
APPLICATION FOR REGISTRATION OF hOSPITAL TO CARRY OUT ORGAN/TISSUE RETRIEVAL 

OTHER THAN EYFJCORNEA RETRIEVAL 

(To be filled by head of the institulion) 
(See rule 24(11) 

Note: Retrieval Hospitals may also be identified based on pre-defined criteria and registered as retrieval hospital by the 
appropriate authority. 

To 

The Appropriate Authority for organ transplantation................ 
(State or Union territory) 

We hereby apply to be registered as an institution to carry out organ/tissue retrieval. 
The required data about the facilities available in the hospital are as follows:- 
(A) 	HOSPITAL: 

Name: 
Location: 

Government/private: 
leaching/Non_teaching: 
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Approached by: 
Road: 	 Yes 	 No 
Rail: 	 Yes 	 No 

Total bed strength: 	
Air: 	 Yes 	 No  

Name of the disciplines in the hospital: 
Annual budget: 
Patient turn-over/year: 

	

(B) 	SURGICAL FACILITIES: 

	

I. 	No. of beds: 
No. of permanent staff members with their designation: 
No. of temporary staff with their designation: 
No. of operations done per year: 
Trained persons available for retrieval (Please specify 
Organ and/or tissue for retrieval): 

	

(C) 	MEDICAL FACILiTIES: 

	

I. 	No, of beds: 
No, of permanent staff members with their designation: 
No, of temporary staff members with their designation: 
Patient turnover per year: 
Trained persons available for retrieval (Please specify 
Organ and/or tissue for retrieval): 
No.of critical trauma cases admitted per year. 

No.of brain stem death declared per year. 

	

(D) 	ANAE5THE5IOLOGy: 
No. of permanent staff members with their designations: 
No. of temporary staff members with their designations 
Name and No. of operations performed: 
Name and No. of equipments available: 
Total No. of operation theatres in the hospital: 
No. of emergency operation-theatres: 
No. of separate retrieval operation theatre: 

	

(E) 	IC.U.IH.D.U. FACILITIES: 

	

I. 	I.C.U.'I-LD.U, facilities: 	Present............................Not present 
No. of I.C.U. and H.D.U. beds: 
Trained:- 

Nurses: 
Technicians: 

	

4, 	Name of equipment in I.C.U. 

	

(F) 	OTHER SUPPORTIVE FACILITIES: 
Data about facilities available in the hospital: 
(Fl) LABORATORY FACILITIES: 

	

I, 	No, of permanent staff with their-designations: 
No. of temporary staff with their designations: 
Names of the investigations carried out in the Deptt.: 
Name and number of equipments available: 

0) IMAGING FACILITIES: 

	

I. 	No, of permanent staff with their-designations: 
No. of temporary staff with their designations: 
Names of the investigations carried out in the Deptt.: 
Name and number of equipments available: 

(F3) HAEMATOLOGY FACILITIES: 
No of permanent staff with their-designations: 
No. of temporary staff with their designations: 
Names of the investigations carried out in the Deptt.: 
Name and number of equipments available: 

	

(1 74) 	BLOOD BANKFACILITJES (in house or access) 	Yes ................No 

	

(F 5 ) 	Transplant coordinators: 	 Yes 	 , 	 No 
Number Posted: 
Number Trained 

r 
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The above said information is true to the best of my knowledge and I have no objection 10 any scrutiny of our 
'ility by authorised personnel. 1 hereby give an undertaking that we shall make the facilities of the hospital including 

the retrieval team of the hospital available for retrieval of the organ/tissue as and when needed. 

SW- 
HEAD OF THE INSTITUTION 

FORM 14 
APPLICATION FOR REGISTRATION OF TISSUE BANKS OTHER THAN EYE BANKS 

(To be filled by head of the institution) 
(See rule 24(1)) 

To 

The Appropriate Authority for organ transplantation ................ 
(State or Union Territory) 

We hereby apply to be registered as Tissue bank , Name 

Name(s) of tissue (s)(Bone, heart valves, skin, cornea etc) for which Registration is required.................................. 
The required data about the facilities available in the institution are as follows:- 

A. 	General Information 
1. Name 

Address 

Governmen(/Prjvate/NG0 
Teaching /Non- teaching 
Approached by: 

Rail: 	 Yes 	 No 
Road: 	 Yes 	 No 
Air: 	 Yes 	 No 

5.1nformation Education and Communication ( IEC) for Tissue Donation 
6.Type of tissue bank: Auto Logons /Allographllioth 

B. DONOR SCREENING 
REMOVAL OF TISSUE AND STORAGE: 

I Availability of adequate trained and qualified Yes/No 
Personnel for removal Tissue 

annex detail). 

2. Names, qualification and address of the doctors/technician who will be doing removal of Yes/No 
tissue. 

(annex details) • 	3.Facilities for removal of Tissues Yes/No 
4.Whether register of recipient waiting list available. 

Yes/No 

5. Telephone arrangement available. Yes/No 
(Telephone Number ........... . ... . 

Availability of ambulance/ vehicle or funds to 
Pay taxi for collecting tissue from outside: 

Yes/No 
Sets of instruments for removal of tissue 

Yes/No 

Facilities for processing of tissue Yes/No 
Refrigerator for preservation of tissue Yes/No 

Special containers for preservation of 	 tissue during transit. Yes/No 

II. Suitable preservation media Yes/No 
12. 	Any other specific requirement as per tissue Yes/No 

C.PRESERVATIONS OF TISSUE 

Arrangement of preservation of'l'issue Yes/No 

D . RECORDS 

1. Arrangement For maintaining the records Yes/No 
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2. Arrangement for registration of cases, donors 	 Yes! No 
and follow up of cases. 

E.EQIJIPMENT: 

Instruments specific for the tissue 	 Yes/No 
F.LABORATORY FACILITIES(If the information is exhaustive please annex it) 

a. Names of the investigations carried out 
in the department. 

b. Facility for 	testing for: 
Human Immunodeficiency Virus Type land II 	 . Yes/No 

Hepatitis B Virus - HBc and HBs 

Hepatitis C Virus - HCV 

Syphilis - 	VDRL 

c. If no where do you avail it? Please mention 
name and address of institute, 

d. Facility for culture andsensitivity of tissue 	 Yes/No 

G.OTHER PERSONNEL 
I, No. of permanent staff member with their designation. 

No. of temporary staff with their designation 
No. of trained persons 

ANY OTHER INFORMATION 

The above said information is true to the best of my knowledge and I have no objection to any scrutiny of our facility by 
authorised personnel. A Bank Daft/cheque of Rs. 10000/ (for new registration) and Rs. 5000 (for renewal) in favour of 
________is enclosed. 

Sd/- 
HEAD OF THE INSTITUTION 

FORM 15 
APPLICATION FOR REGISTRATION OF EYE BANK, CORNEAL TRANSPLANTATION CENTRE, EYE 
RETRIEVAL CENTRE UNDER TRANSPLANTATION OF HUMAN ORGANS ACT 

(See rule 24(1)1 
I. EYE BANKING: 

A. EYE BANK and institution affiliated Ophthalmic / General Hospital  
Name 
Address 
Government/Private/Voluntary 
Teaching /Non- teaching 
IEC for Eye Donation  

B. REMOVAL OF EYE BALLS AND STORAGE:  
Availability of adequate trained and qualified personnel for removal of whole globe or Yes/No 
corneal 

(annex detail) 
Names, qualification and address of the designated staff who will be doing removal of Yes/No 

whole globe / cornea retrieval. 
(annex details) 

Availability of following as per requirement: Yes/No 

Whether register 	maintained 	for tissue 	request received 	from 	surgeon of corneal 
transplant centre. 
Telephone arrangement available Yes/No 
(Dedicated Telephone Number 

Transport facility for collecting Eyeballs from outside: Yes/No 
Sets of instruments for removal of whole globe / 	cornea as per requirement Yes/No 

n 
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c. Special bottles with stands for preservation of Yes/No 
Eye balls/ cornea during transit. 

f Suitable preservation media Yes/No 
S. Biomedical Waste Management. Yes/No 
Ii. Uninterrupted Power supply. Yes/No 

C Manpower 
I. 	Incharge / Director (Ophthalmologist) - 

Eye Bank Technician- 2 

Eye Donation Counselors (EDC)-2 per attached HCRP (Hospital Cornea Retrieval 
Cornea Programme) Hospital, who will be posted at eye Bank. 
Multi task Staff(MTS) -2 

D. Space requirement for eye Banks Yes/No 
________ (400sqft minimum) 

E. RECORDS 

I. 	Arrangement for maintaining the records Yes/ No 
Arrangement for registration of pledges,/ donors Yes/ 
and maintenance of utilization report No 
Computer with internet facility and Printer Yes/ No 

F. EQUIPMENT: 

I. SlitLamp Biomicroscope-1 Yes/No 
2. Specular Microscope for Eye Bank-I 
3. 	Laminar flow(Class 11)-I 
4. 	Sterilization facility (In-house or outsourced) 
5. Refrigerator with temperature monitoring for preservation of eye balls/Cornea-I 

G .LABORATORY FACILITIES 

Facility for HIV, Hepatitis B and C testing. Yes/No 
2. 	If no where do you avail it? Please mention Name and address of institute. 

Facility for culture and sensitivity ofCorneoscleral ring. Yes/No 
H RENEWAL OF REGISTRATION: 

Period of renewal 5years after last registration. 

Minimum of 500 corneas to be collected inS years. 
Maintenance of eye bank standards( as per Guidelines) 

II. EYE RETRIEVAL CENTRE (ERC): 
A. RETRIEVAL CENTRE— A Centre affiliated to an Eye Bank 

I. 	Name 
2. 	Address 
3. 	Government/Private/Voluntary 
4. 	Teaching /Non- teaching 
5. 	Information, Education and Communication Activities for Eye Donation 
6. 	Name of Eye Bank to which ERC is affiliated. 

B REMOVAL OF EYE BALLS AND STORAGE: 
I. 	Manpower: Adequate trained and qualilied personnel for removal of eye balls/cornea 

(annex detail): 
lncharge / Director) - 
l'echnician -1 
MTS ( Multi task Staff) -I 

t facility( or ouLsource) with storage medium 
C fication and address of the personnel who will be doing enucleationi removal of 

ails) 
D 

Fqualification 

ITY OF FOLLOWING: 
phone. 

(Number............... 

ulance/ vehicle or funds to pay taxi for collecting eyeballs from outside: 
3. 	Sets of instruments for removal of Eye Balls/cornea 

Special bottles with stands for preservation of 
Eye balls/ cornea during transit: 

6. 	Suitahle preservation media 
7. 	Waste Disposal (Biomedical waste Management) 
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__________ 8. 	Space requirement: Designated area 
E RECORDS 

_________ 1. Arrangement for maintaining the records 
F EQUIPMENT: 

Sterilization facility 
Refrigerator temperature control 24 hrs for preservation of Eye balls/Cornea.(power 
back up) - 

The retrieval centre is affiliated with an Eye bank and Eye Bank is only authorised to 
distribute corneas. 

HI; CORNEAL TRANSPLANTATION CENTRE 
A I. 	Name of the Transplant Centre /hospital: 

Address: 
Government/Private/voluntary: 
Teaching /Non- teaching: 
IEC for Eye Donation: 	Yes/No 
Name of the registered Eye Bank for procuring tissue: 

B Staff details: 
I. No. of permanent staff member with their designation. 
(Note : Eye Surgeon's Experience: 3 month post MD/MS/DNB/DO)  

No. of temporary staff with their designation 
Trained persons for Keratoplasty and Corneal Transplantation with their names and 

tions: 2 (one Corneal Transplant surgeon should be on the pay roll of the Institute) 
ent : Slit lamp, Clinical Specular, Keratoplasty or intraocular instruments 
ities 

=Reco

rds 
rage facility 
 Registration and follow up 
er information 

The above said information is true to the best of my knowledge and I have no objection to any scrutiny of our facility 
by authorised personnel. A Bank draft/cheque of Rs. 10000- for new registration and Rs 50001 for renewal of 
registration drawn in favour of _______ is enclosed. 

Head of the institute 
(Name and designation) 

FORM 16 
CERTIFICATE OF REGISTRATION FOR PERFORMING ORGAN/TISSUE 

TRANSPLANTATION/RETRIEVAL AND/OR TISSUE BANKING 
(See rule 24(2)) 

This is to certify that ..............................Hospital/Tissue Bank located at...........................has been 
inspected and certificate of registration is granted for performing the organ/tissue retrieval/transplantation/banking of the 
following organ(s)/tissue(s) (mention the names) under the Transplantation of Human Organs Act, 1994 (42 of 1994):- 

 
 
 

This certificate of registration is valid for a period of five years from the date of issue. 
This permission is being given with the current facilities and staff shown in the present application form. Any reduction 
in the staff and/or facility must be brought to the notice of the undersigned. 
Place................................. Signature of Appropriate Authority...................... 

Date............. 	................. 	
Seal...................................... 

.  

FORM 17 
Certificate of Renewal of Registration 

(To be given by the appropriated authority on the letter head) 
[See rule 25(2)] 

This is with reference to the application dated ...... ................ from ..................... (Name of the 
hospital/tissue bank) for renewal of certificate of registration for performing organ(s)/tissue(s) 
retrieval/transplantationlbankjng under the Transplantation of Human Organs Act, 1994 (42 of 1994). 

After having considered the facilities and standards of the above-said hospital/tissue bank, the Appropriate 
Authority hereby renews the certificate oiregistration of the said hospital/tissue hank for a period of five years. 



{t:.; I1 - rCt30)] 	 imt1tirq :a1%mvl 	 69 

This renewal is being given with the current facilities and staff shown in the present application form. Any 
'Juction in the staff and/or facility must be brought to the notice of the undersigned, 
lace ................................. 	 Signature of Appropriate Authority...................... 

Date............................... Seal................................................................. 

FORM 18 
Certificate by the Authorisation Committee of Hospital (If Hospital Authorisation committee is not available then the 

Authorisation Committee of the district/State) where the transplantation has to take place 
(To be issued on the letter head) 

(See rules 16 and 23! 

This is to certify that as per application in form./O for transplantation of 	 (Name  of 
Organ/tissue)from living donor, other than near relative/swap donation cases/ all foreigner under the Transplantation 
of Human Organs Act. 1994 (42 of 1994) submitted on............................by the donor and recipient, whose details and 
photographs are given below, along with their identifications and verflcation documents, the case was considered after 
the personal interview of donor and recipient (if medically fit to be interviewed) and their relatives as applicable by the 
Authorisation Committee in the meeting held on . . .dated........................................ 

Deta 	Recipient 	 ls 
Name......... 

ils  
... 

of 
............... 	 .' ........... Name................. Detai .... 	

of  Donor
................... 

Age........................................ Age .......................................... 
Sex....................................... Sex ........................................... 
Father! Husband Name Father / Husband name................. 

Adddress: 	 Address: 

Hospital Reg. No 	 Hospital Reg. No........................... 
Relation of donor with Recipient ........................................................................... 

Recipient 	 Donor 
(Photo of recipient and donor must be signed and stamped across the photo after affixing) 
Permission is granted, as to the best of knowledge of the members of the committee, donation is out of love and affection 
and there is no financial transaction between recipient and donor and there is no pressure on /coercion of the donor. 
Permission is withheld pending submission of thefollowing documents.............................. 

Permission is not granted for the following reasons 

(Member) 	 (Member) 	 (Member) 	 (Member) 
Name and Designation Name and Designation Name and Designation 	Name and Designation 
(Member) 	 (Member) 	 (Sign of Chairmanwith stamnp) 
health Secretary 	 DIIS or Nominee 	 Name and Designation 
Or ,Vominee 	 Name and Designation 
Date and place.................................. 

* In case of SWAP transplants, details are to be annexed 

FORM 19 
Certificate by conipeteni authority jas defined at rule 2(c)) For Indian near relative, other than spouse, cases (In case 

of spousal donor, Form 6 will be applicable) 
Wee rule 5(3)(c)] 

(Format for the decision of Competent Authority) 

	

This is to certify that as per application in Form- Il for transplantation of 	 (N ame  of Organ or 
Tissue) from living donor who is a near relative of the recipient under the Transplantation of Human Organs Act, 
1994(42 of 1994), submitted on ................ ...  ......... by the donor and recipient, whose details and photographs are 
given below, along vi th (heir identifications and yen fications documents, the case was considered after the personal 
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interview of donor and recipient (if medically fit to be interviewed) by the competent authority in the meeting held on 

Details of Recipient Details of Donor 
Name...................................... 

Name' ........................................ 
Age........................................ Age 	.......................................... 
Sex........... ............................ Sex 	............................................ 
Father or Husband Name Father or Husband name................ 

Adddress: Address: 

Hospital Reg. No Hospital Reg. No........................... 
Relation of donor with Recipient ........................................................................... 

Recipient 	 Donor 
(Photo of recipient and donor must be signed and stamped across the photo after affixing) 
Permission is granted, as to the best of knowledge of the members of the committee, donation is out of their being near 
relative and there is no financial transaction between recipient and donor and there is no pressure on I coercion of the donor. 

Permission is withheld pending submission of following documents............................ 

Permission is not granted for the following reasons 

Date and place.................................. 	
(Signature and stamp of competent authority) 

 

FORM 20 
Verification certificate in respect of domicile status of recipient or donor 

[To be issued by tchsjldar or any other authorised officer for the purpose (required only for the donor - other than near 
relative or recipient if they do not belong to the state where transplant hospital ident ified for operation is located)] 

[Sn rule 141 
Part I (To be filled by applicant donor or recipient separately in triplicate) 
In reference to application for verification of domicile status for donation of _(Name  of 

organlTissue) from living donor (other than near relative) or recipient under Tansplantation of Human Organ Act, 1994 
(42 of 1994), submitted on (date) ............................ by the applicant donor or recipient, with following details and 
photograph , along with his or her identification and domicile status for verification 
Details of Applicant Recipient or Donor 
Name...................................... 
Age........................................ 
Sex....................................... 

(Recent Photo of Applicant must be signed by him or her across the photo after affixing it) 
The detail of my donor or recipient are as under and I have enclosed his or her self-signed recent photograph 
Name. ..................................... 

I 
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Address: 

Hospital Reg. No 

/ 	Signature of Applicant 
• 	Enclosure : Self signed copy of the-donor or recipient for the applicant (to be enclosed) 

Part 11 (To be filed by the certificate issuing authority): 
• - 	- The aboverequesf/iaS been examined and it is-certified-that-the domicile status of the applicant donor or recipient 

- 	mentioned as above has been verified as under: 
Rdñe. .......-:..... -.-, 	"5ororDauihfer9r4Yife-Of......................... 

-resident of village or ward ..............................Tehsil or Taluka .................... District ................ State or 

UT 	 . 	- 
-and found correct or-incorrect 

.... ........................................... 

Authorised Signatory 
Date............. .....Place. ..................... 	. 	

..  

. 	. . 	
Name and Designation 

Reference No  
Office Stamp 

2.The author-ised signatory will hand over this verification certificate to the applicant or his or her representative 
for submission to the Chairperson of the Authorisation committee of the hospital or district or state (as 

_____ 	- 1iëTase may be), where u'ailsplautaGui. has hi takeplaee. 

- 	 3.The authoristd signatory shall' keep one áojy of the bóve verification certificate for his records and send a copy 

- 	 to the Secretary, Health and Family Welfare of the State Governmer!t (Attention Appropriate authority 

fe1`-er-gafl-tr-afispa4t) for infrm" 	 -- 
4.ln case of any suspicion of organ trading,,the authorised signatory mentioned above or Approptite Authority 

- 	 of the state may inTorm police . for making enquiry and taking necessary action as per the 

- 	 Transplantation of Human Organs Act. 1994 (42 of 1994). 

FORM 21 

- 	 Certificate of relationship between dpnor and recipient in case of.foreigners 

(To be issued by the Embassy concerned) 

0 	 ' . 
	[See rule 20(a)] 

- The embassy of - 	
(Name of Country) in India; is in receipt of an application received - 

from ' (Name of Organ donor and recipient) on ______________(Date) recommended 
by_(Name of Government DepartmSt of-country of origin) for facilitation of donation of 

• . (Name of Organ or Tissue) from living donor _________________________(Name of 

donor) to the recipient - 	• 	 - - (Nahe of recipient) for therapeutic purposes under the 

Transplantation of Human Organ Act, 1994(42 of 1994). The details oldci6or- and recipient and photographs are as given 

below,  

Details of Recipient 	 - Details of Donor 

Name...................................... - 	 Nam .....  ...................................... - 	 - 

Age......................................... 	
Age ........................................... 

Sex........... ............................ 	
Sex ........................................... 

_Fatheror Husbandname ........ ........ 

Adddress: 	 , 	Address: 
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• . 	- Rébipiëb  
(Photo of recipient and donor must be signed and staniped across the photo after affixing) 	. 
I, This is to certify that-relationship betwén donor and Recipient is ... ............................... ........................ 
I The authenticity of folloiing enclosed identification and verification ddcuments is certified 

-- ..:a.. 	. 	. 	..- . 	. 	 . 

b._ 

'No. objection certificate' is,grañ(edatbthe best of fñyknbtvledgö;'the donor is donating out of love and affection or 
affection and attachment towards the recipient and therc is no financial transaction between recipient and donor and 
there is no pressureon or coercion of the donor. .• - .. . . . 

.- 	. .............................. ..... t - 
	 . . .......... (Signature of SeSr Embassy official) 

- 	.. 	. 	. 	 . 	.. 	. 	•-- 	. - Nathe' ...................... 
Place: , 	. 	: 	 - .: 

	 . . 	. 	Designation .................... ... 
[NoS 12011128/2012 MG/MS] 

. .- 	 ARUN K. PANDA, it. Secy.- 

. 	.....:- 	 . 	 .- 	. 	 . S 
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THE TRANSPLANTATION OF HUMAN ORGANS (AMENDMENT) 
L  TH  

- 	 (As pss B

B J, 2011 

HousEs oF Pt.min.isr) 

1I 
to amend the Transplantation ofBurn an Organs Act, 1994. 

WHEREAs it is expedient to amend the said law enacted by Parliament relating to 

- regulation of removal, storage and transplantation of humah organs for therapeutic purposes 
and for prevention of commercial dealings in human organs; 

AND winatw Parliament has no power to make or amend laws for the States with 

respect to any of the matters aforesaid excej,t as-provided in articles 249 and 250 of the 
Constitution; 

Man wimn.s in pursuance of clause (I ).of article 252 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:- 

1. (1) This Act may be called the Transplantation of Human Organs (Amendment) Short title, 
Act, 2011. 	 application 

and 
(2) It applies, in the first instance, to the whole of the States of Goa, Himachal Pradesh commaccment. 

and West Bengal and to all the Union territories and it shall also apply to such other State 

which adopts thisAct by resolution passed in that behalf under clause (I) of article 252 ofthe 
Constitution. 

P 



(3) It shall come into force in the States of Goa, Himachal Pradesh and West Bengal and 
in all the Union territories on such date as the Central Government may, by notification, 
appoint and in any other State which adopts this Act under clause (I) 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 on which this Act 
comes into force in such State or Union territory. 

Amendment 	2. In the Transplantation of Human Organs Act, 1994 (hereinafter referred to as the 42 of 1994. 
of long title. . principalAct) 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. 

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

Substitution 	 4. Throughout the principal Act [except clause (h) of section 2, sub-section (5) of 
section 9, sub-section (1) of section 18 and section 191, unless otherwise expressly provided, 

expressions 	for the words "human organ" and "human organs", wherever they occur, the words "human 
by certain 	organ or tissue or both" and "human organs or tissues or both" shall respectively be 
other 	substituted with such consequential amendments as the rules of grammar may require. 
expressions. 

Amendment 	5. In section 2 of the principal Act,- 
of section 2. 

after clause (Ii), the following clauses shall be inserted, namely:-

'(ha) "Human Organ Retrieval Centre" means a hospital,- 

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

(ii) which is registered under sub-section (1) ofsection 14 for retrieval 
of human organs; 

(Jib) "minor" means a person who has not completed the age of eighteen 
years;'; 	 -I + 

for clause (I), the following clause shall be substituted, namely:-

'(i) "near relative" means spouse, son, daughter, father, mother, brother, 
sister, grandfather, grandmother, grandson or granddaughter;'; 

in clause (o), the word "and" shall be omitted; 

after clause (o), the following clauses shall be inserted, namely:-

'(oa) "tissue" means a group of cells, except blood, performing a particular 
flmction in the human body; 

(ob) "Tissue Bank" means a facility, registered under section 14A for 
carrying out any activity relating to the recovery, screening, testing, processing, 
storage and distribution of tissues, but does not include a Blood Bank;'; 

after clause (p), the following clause shall be inserted, namely:- 

'(q) "transplant 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 removal of human 
organs in accordance with the provisions of section 3.'. 

Amendment 	6. In section 3 of the principal Act,- 
of section 3. 	- 

(a) after sub-section (1), the followmg sub-sections shall be mserted, namely:- 

"(1A) 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 

A 



registered medical practitioner working in a hospital, in consultation with transplant 
co-ordinator, if such transplant co-ordinator is available,- 

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 in such manner as may be prescribed; 

where no 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; 

-1 	 (ii:) to require the hospital to inform in writing to the Human Organ 
Retrieval Centre for removal, storage or transplantation of human organs 

• 	
or tissues or both, of the donor identified in clauses (1) and (II) in such 
manner as may be prescribed. 

(IB) The duties mentioned under clauses (I) to (iii) of sub-section (IA) 

I  
from such date, as may be prescribed, shall also apply in the case of 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 or both."; - 

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

"Provided that a technician possessing such qualifications and 
experience, as may be prescribed, may enucleate a omeá."; 

• 	 (c) in sub-section (6), in clause (iii),- 

(I) the word "and" shall be omitted; and 

I (ii) 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 subject to the condition that they are not 
members of the transplantation team for the concemed recipient and to 
such conditions as may be prescribed;". 

7. in section 9 of the principal Act,- 

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

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

T 	 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 rrational and the dpnor is an Indian 
national unless they are near relatives. 

(IB) 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. - 

(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. 

Explaiation.— For the purpose of this sub-section,- ---- 

Amendment 
of section 9. 



(z) 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; 

(iii) the expression "mental retardation" shall have the same meaning 
as assigned to it in clause (r) of section 2 of the Persons With Disabilities 
(EqualOpporftmities,ProtectionofRightsandFullParticipation)Act, 1995.'; 1 of 1996. 

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

"(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 

(1') the second donor has agreed to make a donation of his human 
organ or tissue or both bcfore his death to such recipient, who is his near 
relative, but such donor is not compatible biologically as a donor for 
such recipient; then 

(c) the first donor who is áompatible biologically as a donor for the 
second recipient and the second donor is compatible biologically as a 
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 into a single agreement to donate and receive such human 
organ or tissue or both according to such biological compatibility in the 
group, 

the removal and transplantation 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."; 

for sub-section (4), the following sub-section shall be substituted, namely 

"(4) (a) The composition oftheAuthorisation 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 or more Authorisation Committees 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.". 

Amendment 	8. In section 10 of the principal Act, in sub-section (1),-- 
of section 10.  

(a) in clause (b), the word "and" occurnng at the end shall be omitted; 

in clause (c), the word "and" shall be inserted at the end; 

after clause (c), the following clause shall be inserted, namely:- 

"('0 no Tissue Bank, unless registered under this Act, shall carry out any 
activity relating to the recovery, screening, testing, processing, storage and 
distribution of tissues.". 

Amendment 	9. In section 13 of the principal Act, in sub-section (3),- 
of section 13. 

(a) for clause (iii), the following clause shall be substituted, namely:- 

"(iii) to enforce such standards, as may be prescribed,- 

a 

0 
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5 of 1908. 
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for hospitals engaged in the removal, storage or transplantation 
of any human organ; 

for Tissue Banlcs engaged in recovery, screening, testing, 
processing, storage and distribution of tissues;"; 

(b) after clause (iv), the following clause shall be inserted, namely:-

"(tva) to inspect Tissue Banks periodically;". 

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

"I 3A. (I) 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 dommittee 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; 

two medical experts having such qualifications as may be prescribed; 

one officer not below the rank of a Joint Director to represent the 
Ministry or Department of Health and Family Welfare, to be designated as 
Member-Secretary; 

two eminent social workers of high social standing and integrity, one 
of whom shall be from amongst representatives of women's organisation; 

• 	(e) one legal expert who has held the position of an Additional District 
Judge or equivalent; 

(I) one person to represent non-governmental organisations or 
associations which are working in the field of organ or tissue donations 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 to the Advisory Committee shall 
be such as may be prescribed by the Central Government. 

summoning of any person who is in possession of any information 
relating to violation of the provisions of this Act or the rules made thereunder; 

discovery and production of any document or material object; 

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

any other matter which may be prescribed. 

11 

tnsertion of 
new sections 
13A, 138, 
DC and 131). 

Advisory 
Committees 
to advise 
Appropriate 
Authority. 

13B. The Appropriate Authority shall for the purposes of this Act have all the Powers of 
powers of a civil court trying a suit underthe Code of Civil Procedure, 1908 and, in Appropriate 
particular, in respect of the following matters, namely:—. 	 Authority. 

13C. The Central Government may, by notification, establish aNational Human National 
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. 

Human 
Organs and
Tissues 
Removal and 
Storage 
Network. 



National 	 13D. The Central Government shall maintain a national registry of the donors 
registry. 	 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.". 

Amendment 	11. In section 14 of the principalAct,- 
of section 14. 	- 

in sub-section (1), for the words "No hospital", the words "No hospital 
(including Human Organ Retrieval Centre)" shall be substituted; 

after sub-section (3), the following sub-section shall 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.". 

Insertion of 	12. After section 14 of the principal Act, the following section shall be inserted, 
new section 	namely:- 
1 4A. 
Registration of 	 "14A. (1) No Tissue Bank shall, after the commencement of the Transplantation 
Tissue Bank. 	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 activity on 
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. 

Every application for registration under sub-section (1) 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. 

No Tissue Bank shall be registered under this Act unless the Appropriate 
authority is satisfied that such Tissue 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.". 

Amendment of 	13. In iection 15 of the principal Act, in sub-section (1), for the words "grant.to the 
section 15. 	hospital", the words "grant to the hospital or to the Tissue Bank, as the case may be," shall 

be inserted. 

Amendment of 	14. In section 16 of the principal Act, for the word "hospital", wherever it occurs, the 
section 16. 	words "hospital or Tissue Bank, as the case may be," shall be substituted. 

Amendment of 	15. In section 17 of the principal Act, after the words, brackets and figure "under sub- 
section I?. 	section (6) of section 9, or any hospital", the words "or Tissue Bank, as the case may be," 

shall be inserted. 

Amendment of 	16. In section 18 of the principal Act,- 
section 18. 

(a) in sub-section (1), for the words "five years and with 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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in sub-section (2), for the words "two years", the words "three years" shall 
be substituted: 

after sub-section (2), the following sub-section shall be inserted, 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 principal Act,— Amendment 

after clause (, the following clause shall be inserted, namely:— 
of section 19. 

"(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, as a near relative or by reason of affection or attachment towards 
the recipient."; 

for the words "two years but which may extend to seven years and shall be 
- liable 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 twenty lakh rupees but may 
extend to one crore rupees" shall be substituted; 	- 

the proviso shall be omitted. 

18. After section 19 of the principal Act, the following section shall be inserted, insertion of 
namely:— new section 

19A. 

"l9A. Whoever— Punishment 

makes or receives any payment for the supply of, or for an offer to 
for illegal 
dealings in 

• 	 supply, any human tissue; or human tissues. 

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

offers to supply any human tissue for payment; or 

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

(e) 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 clause (ca; or 

W publishes or distributes or causes to be published or distributed any 
- . 
	 advertisement- 

(0 invitingpersons to supply for payment of any human tissue; or 

offering to supply any human tissue for payment; or 

indicating that the advertiser is willing to initiate or negotiate 
any arrangement referred to in clause (; or 

(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 tissues as a near relative or by reason of affection or attachment towards 
the recipient, 

shall be punishable with imprisonment for a tenn which shall not be less than one year 
but.which may extend to three years and shall be liable to fine which.shall not be less 
than five lakh rupees but which may extend to twenty-five lakh rupees". 



Amendment 	19. In section 20 of the principal Act, for the words "three years or with fme which 
of section 20, may extend to five thousand rupees", the words "five years or with fine which may extend 

to twenty lakh rupees" shall be substituted. 

Athendment 	20. In section 24 of the principal Act, in sub-section (2).-- 
of section 24. 

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-sectibn (IA) of section 3; 

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

(ac) the manner of informing the Human Organ Retrieval Centre under 
clause (iii) of sub-section (IA) of section 3; 

(ad) the date from which duties mentioned in sub-section (íA) are - 
applicable to registered medical practitioner working in a unregistered hospital 
under sub-section (IB) of section 3; 	 Q 

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

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

"(ha) the conditions for nomination of a surgeon or a physician and an 
ana6sthetist or intensivist to be included in the Board of medical experts ubder 
the proviso to clause (Hi) of sub-section (6) of section 3;"; 

after clause (e), the following clauses shall be inserted, namely:- 

"(ea) 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 (IB) of 
section 9; 

(eb) the composition of the Authorisation Committees under sub-section 
( of section 9;"; 

after clause (1), the following clauses shall be inserted, namely:- 

"(Ia) the qualifications of medical experts and the terms and conditions 
for appointment to Advisory Committee under sub-sections (2) and (3) of 
section 13A; 

(ib) the power of the Appropriate Authority in any other matter under 
clause (d) of section 1313; 

(Ic) the manner of establishment of a National Human Organs and Tissues 
Removal and Storage Network and Regional Network and functions to be 	 • 
performed by them under section 13C; 	. 

(Id) the information in the national registry of the donors and recipients 
of human organs and tissues and all information under section 13D;"; 

after clause (A), the following clauses shall be inserted, namely:-

"(ka) the qualifications and experience of a transplant co-ordinator under 
sub-section (4) of section 14; 

(At) the form and the manner in which an application for registration shall 
be made, and the fee which shall be accompanied, under sub-section (2) of 
section 14A; 
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(Ice) the specialised services and the facilities to be provided, skilled 
manpower and the equipments to be possessed and the standards to be 
maintained by a Tissue Bank, under sub-section (3) of section I4Af'; 

(/9 in clause (I), for the word "hospital", the words "hospital or Tissue Bank" 
shall be substituted. 
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