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adopting policies for implementation 
by the OPTN; and 

(2) Provide to the Secretary, at least 
60 days prior to their proposed imple-
mentation, proposed policies it rec-
ommends to be enforceable under 
§ 121.10 (including allocation policies). 
These policies will not be enforceable 
until approved by the Secretary. The 
Board of Directors shall also provide to 
the Secretary, at least 60 days prior to 
their proposed implementation, pro-
posed policies on such other matters as 
the Secretary directs. The Secretary 
will refer significant proposed policies 
to the Advisory Committee on Organ 
Transplantation established under 
§ 121.12, and publish them in the FED-
ERAL REGISTER for public comment. 
The Secretary also may seek the ad-
vice of the Advisory Committee on 
Organ Transplantation established 
under § 121.12 on other proposed poli-
cies, and publish them in the FEDERAL 
REGISTER for public comment. The Sec-
retary will determine whether the pro-
posed policies are consistent with the 
National Organ Transplant Act and 
this part, taking into account the 
views of the Advisory Committee and 
public comments. Based on this review, 
the Secretary may provide comments 
to the OPTN. If the Secretary con-
cludes that a proposed policy is incon-
sistent with the National Organ Trans-
plant Act or this part, the Secretary 
may direct the OPTN to revise the pro-
posed policy consistent with the Sec-
retary’s direction. If the OPTN does 
not revise the proposed policy in a 
timely manner, or if the Secretary con-
cludes that the proposed revision is in-
consistent with the National Organ 
Transplant Act or this part, the Sec-
retary may take such other action as 
the Secretary determines appropriate, 
but only after additional consultation 
with the Advisory Committee on the 
proposed action. 

(c) The OPTN Board of Directors 
shall provide the membership and the 
Secretary with copies of its policies as 
they are adopted, and make them 
available to the public upon request. 
The Secretary will publish lists of 
OPTN policies in the FEDERAL REG-
ISTER, indicating which ones are en-
forceable under § 121.10 or subject to po-
tential sanctions of section 1138 of the 

Social Security Act. The OPTN shall 
also continuously maintain OPTN poli-
cies for public access on the Internet, 
including current and proposed poli-
cies. 

(d) Any interested individual or enti-
ty may submit to the Secretary in 
writing critical comments related to 
the manner in which the OPTN is car-
rying out its duties or Secretarial poli-
cies regarding the OPTN. Any such 
comments shall include a statement of 
the basis for the comments. The Sec-
retary will seek, as appropriate, the 
comments of the OPTN on the issues 
raised in the comments related to 
OPTN policies or practices. Policies or 
practices that are the subject of crit-
ical comments remain in effect during 
the Secretary’s review, unless the Sec-
retary directs otherwise based on pos-
sible risk to the health of patients or 
to public safety. The Secretary will 
consider the comments in light of the 
National Organ Transplant Act and the 
regulations under this part and may 
consult with the Advisory Committee 
on Organ Transplantation established 
under § 121.12. After this review, the 
Secretary may: 

(1) Reject the comments; 
(2) Direct the OPTN to revise the 

policies or practices consistent with 
the Secretary’s response to the com-
ments; or 

(3) Take such other action as the Sec-
retary determines appropriate. 

(e) The OPTN shall implement poli-
cies and shall: 

(1) Provide information to OPTN 
members about these policies and the 
rationale for them; and 

(2) Update policies developed in ac-
cordance with this section to accom-
modate scientific and technological ad-
vances. 

[63 FR 16332, Apr. 2, 1998, as amended at 64 
FR 56658, Oct. 20, 1999] 

§ 121.5 Listing requirements. 
(a) A transplant hospital which is an 

OPTN member may list individuals, 
consistent with the OPTN’s criteria 
under § 121.8(b)(1), only for a designated 
transplant program. 

(b) Transplant hospitals shall assure 
that individuals are placed on the wait-
ing list as soon as they are determined 
to be candidates for transplantation. 
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The OPTN shall advise transplant hos-
pitals of the information needed for 
such listing. 

(c) An OPTN member shall pay a reg-
istration fee to the OPTN for each 
transplant candidate it places on the 
waiting list. The amount of such fee 
shall be calculated to cover (together 
with contract funds awarded by the 
Secretary) the reasonable costs of oper-
ating the OPTN and shall be deter-
mined by the OPTN with the approval 
of the Secretary. No less often than an-
nually, and whether or not a change is 
proposed, the OPTN shall submit to the 
Secretary a statement of its proposed 
registration fee, together with such 
supporting information as the Sec-
retary finds necessary to determine the 
reasonableness or adequacy of the fee 
schedule and projected revenues. This 
submission is due at least three 
months before the beginning of the 
OPTN’s fiscal year. The Secretary will 
approve, modify, or disapprove the 
amount of the fee within a reasonable 
time of receiving the OPTN’s submis-
sion. 

[63 FR 16332, Apr. 2, 1998, as amended at 64 
FR 56659, Oct. 20, 1999] 

§ 121.6 Organ procurement. 

The suitability of organs donated for 
transplantation shall be determined as 
follows: 

(a) Tests. An OPTN member procuring 
an organ shall assure that laboratory 
tests and clinical examinations of po-
tential organ donors are performed to 
determine any contraindications for 
donor acceptance, in accordance with 
policies established by the OPTN. 

(b) HIV. The OPTN shall adopt and 
use standards for preventing the acqui-
sition of organs from individuals 
known to be infected with human im-
munodeficiency virus. 

(c) Acceptance criteria. Transplant 
programs shall establish criteria for 
organ acceptance, and shall provide 
such criteria to the OPTN and the 
OPOs with which they are affiliated. 

[63 FR 16332, Apr. 2, 1998, as amended at 64 
FR 56659, Oct. 20, 1999] 

§ 121.7 Identification of organ recipi-
ent. 

(a) List of potential transplant recipi-
ents. (1) An OPTN member procuring an 
organ shall operate the OPTN com-
puter match program within such time 
as the OPTN may prescribe to identify 
and rank potential recipients for each 
cadaveric organ procured. 

(2) The rank order of potential recipi-
ents shall be determined for each 
cadaveric organ using the organ spe-
cific allocation criteria established in 
accordance with § 121.8. 

(3) When a donor or donor organ does 
not meet a transplant program’s donor 
acceptance criteria, as established 
under § 121.6(c), transplant candidates 
of that program shall not be ranked 
among potential recipients of that 
organ and shall not appear on a roster 
of potential recipients of that organ. 

(b) Offer of organ for potential recipi-
ents. (1) Organs shall be offered for po-
tential recipients in accordance with 
policies developed under § 121.8 and im-
plemented under § 121.4. 

(2) Organs may be offered only to po-
tential recipients listed with trans-
plant programs having designated 
transplant programs of the same type 
as the organ procured. 

(3) An organ offer is made when all 
information necessary to determine 
whether to transplant the organ into 
the potential recipient has been given 
to the transplant hospital. 

(4) A transplant program shall either 
accept or refuse the offered organ for 
the designated potential recipient 
within such time as the OPTN may 
prescribe. A transplant program shall 
document and provide to the OPO and 
to the OPTN the reasons for refusal 
and shall maintain this document for 
one year. 

(c) Transportation of organ to potential 
recipient—(1) Transportation. The OPTN 
member that procures a donated organ 
shall arrange for transportation of the 
organ to the transplant hospital. 

(2) Documentation. The OPTN member 
that is transporting an organ shall as-
sure that it is accompanied by written 
documentation of activities conducted 
to determine the suitability of the 
organ donor and shall maintain this 
document for one year. 
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