§274f-4

for fiscal year 2005, and such sums as may be
necessary for each of fiscal years 2006 through
2009.

(July 1, 1944, ch. 373, title III, §377C, as added
Pub. L. 108-216, §5, Apr. 5, 2004, 118 Stat. 587.)

§274f-4. Report relating to organ donation and
the recovery, preservation, and transpor-
tation of organs

(a) In general

Not later than December 31, 2005, and every 2
years thereafter, the Secretary shall report to
the appropriate committees of Congress on the
activities of the Department carried out pursu-
ant to this part, including an evaluation de-
scribing the extent to which the activities have
affected the rate of organ donation and recov-
ery.

(b) Requirements

To the extent practicable, each report submit-
ted under subsection (a) of this section shall—

(1) evaluate the effectiveness of activities,
identify effective activities, and disseminate
such findings with respect to organ donation
and recovery;

(2) assess organ donation and recovery ac-
tivities that are recently completed, ongoing,
or planned; and

(3) evaluate progress on the implementation
of the plan required under subsection (c)(5) of
this section.

(¢) Initial report requirements

The initial report under subsection (a) of this
section shall include the following:

(1) An evaluation of the organ donation
practices of organ procurement organizations,
States, other countries, and other appropriate
organizations including an examination across
all populations, including those with low
organ donation rates, of—

(A) existing barriers to organ donation;
and

(B) the most effective donation and recov-
ery practices.

(2) An evaluation of living donation prac-
tices and procedures. Such evaluation shall in-
clude an assessment of issues relating to in-
formed consent and the health risks associ-
ated with living donation (including possible
reduction of long-term effects).

(3) An evaluation of—

(A) federally supported or conducted organ
donation efforts and policies, as well as fed-
erally supported or conducted basic, clinical,
and health services research (including re-
search on preservation techniques and organ
rejection and compatibility); and

(B) the coordination of such efforts across
relevant agencies within the Department
and throughout the Federal Government.

(4) An evaluation of the costs and benefits of
State donor registries, including the status of
existing State donor registries, the effect of
State donor registries on organ donation
rates, issues relating to consent, and recom-
mendations regarding improving the effective-
ness of State donor registries in increasing
overall organ donation rates.
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(5) A plan to improve federally supported or
conducted organ donation and recovery activi-
ties, including, when appropriate, the estab-
lishment of baselines and benchmarks to
measure overall outcomes of these programs.
Such plan shall provide for the ongoing coordi-
nation of federally supported or conducted
organ donation and research activities.

(July 1, 1944, ch. 373, title III, §377D, as added
Pub. L. 108-216, §6, Apr. 5, 2004, 118 Stat. 588.)

§274g. Authorization of appropriations

For the purpose of carrying out this part,
there are authorized to be appropriated $8,000,000
for fiscal year 1991, and such sums as may be
necessary for each of the fiscal years 1992 and
1993.

(July 1, 1944, ch. 373, title III, §378, as added Pub.
L. 101-616, title II, §206(a), Nov. 16, 1990, 104 Stat.
3285; amended Pub. L. 105-196, §4(1), July 16, 1998,
112 Stat. 636.)

AMENDMENTS

1998—Pub. L. 105-196 made technical amendment re-
lating to placement of section within part H of this
subchapter.

PART I—-C.W. BILL YOUNG CELL
TRANSPLANTATION PROGRAM

AMENDMENTS

2005—Pub. L. 109-129, §3(e), Dec. 20, 2005, 119 Stat. 2562,
substituted ‘‘C.W. Bill Young Cell Transplantation Pro-
gram’’ for ‘‘National Bone Marrow Donor Registry’’ in
part heading.

1990—Pub. L. 101-616, title I, §101(a)(2), Nov. 16, 1990,
104 Stat. 3279, added part I ‘‘National Bone Marrow
Donor Registry” and redesignated former part I ‘“Bio-
medical Ethics” as J.

1985—Pub. L. 99-158, §§3(b), 11, Nov. 20, 1985, 99 Stat.
879, 883, added part I ‘“‘Biomedical Ethics”’, and repealed
former part I ‘‘National Library of Medicine’.

1970—Pub. L. 91-212, §10(a)(2), Mar. 13, 1970, 84 Stat. 66,
redesignated part H ‘‘National Library of Medicine”’, as
part I ‘““‘National Library of Medicine’’.

§ 274k. National Program

(a) Establishment

The Secretary, acting through the Adminis-
trator of the Health Resources and Services Ad-
ministration, shall by one or more contracts es-
tablish and maintain a C.W. Bill Young Cell
Transplantation Program (referred to in this
section as the ‘““Program’’), successor to the Na-
tional Bone Marrow Donor Registry, that has
the purpose of increasing the number of trans-
plants for recipients suitably matched to bio-
logically unrelated donors of bone marrow and
cord blood, and that meets the requirements of
this section. The Secretary may award a sepa-
rate contract to perform each of the major func-
tions of the Program described in paragraphs (1)
and (2) of subsection (d) of this section if deemed
necessary by the Secretary to operate an effec-
tive and efficient system that is in the best in-
terest of patients. The Secretary shall conduct a
separate competition for the initial establish-
ment of the cord blood functions of the Pro-
gram. The Program shall be under the general
supervision of the Secretary. The Secretary
shall establish an Advisory Council to advise,
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assist, consult with, and make recommendations
to the Secretary on matters related to the ac-
tivities carried out by the Program. The mem-
bers of the Advisory Council shall be appointed
in accordance with the following:

(1) Each member of the Advisory Council
shall serve for a term of 2 years, and each such
member may serve as many as 3 consecutive 2-
year terms, except that—

(A) such limitations shall not apply to the
Chair of the Advisory Council (or the Chair-
elect) or to the member of the Advisory
Council who most recently served as the
Chair; and

(B) one additional consecutive 2-year term
may be served by any member of the Advi-
sory Council who has no employment, gov-
ernance, or financial affiliation with any
donor center, recruitment organization,
transplant center, or cord blood bank.

(2) A member of the Advisory Council may
continue to serve after the expiration of the
term of such member until a successor is ap-
pointed.

(3) In order to ensure the continuity of the
Advisory Council, the Advisory Council shall
be appointed so that each year the terms of
approximately one-third of the members of the
Advisory Council expire.

(4) The membership of the Advisory Coun-
cil—

(A) shall include as voting members a bal-
anced number of representatives including
representatives of marrow donor centers and
marrow transplant centers, representatives
of cord blood banks and participating birth-
ing hospitals, recipients of a bone marrow
transplant, recipients of a cord blood trans-
plant, persons who require such transplants,
family members of such a recipient or fam-
ily members of a patient who has requested
the assistance of the Program in searching
for an unrelated donor of bone marrow or
cord blood, persons with expertise in bone
marrow and cord blood transplantation, per-
sons with expertise in typing, matching, and
transplant outcome data analysis, persons
with expertise in the social sciences, basic
scientists with expertise in the biology of
adult stem cells, and members of the general
public; and

(B) shall include as nonvoting members
representatives from the Department of De-
fense Marrow Donor Recruitment and Re-
search Program operated by the Department
of the Navy, the Division of Transplantation
of the Health Resources and Services Admin-
istration, the Food and Drug Administra-
tion, and the National Institutes of Health.

(5) Members of the Advisory Council shall be
chosen so as to ensure objectivity and balance
and reduce the potential for conflicts of inter-
est. The Secretary shall establish bylaws and
procedures—

(A) to prohibit any member of the Advi-
sory Council who has an employment, gov-
ernance, or financial affiliation with a donor
center, recruitment organization, transplant
center, or cord blood bank from participat-
ing in any decision that materially affects
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the center, recruitment organization, trans-
plant center, or cord blood bank; and

(B) to limit the number of members of the
Advisory Council with any such affiliation.

(6) The Secretary, acting through the Advi-
sory Council, shall submit to the Congress—
(A) an annual report on the activities car-
ried out under this section; and
(B) not later than 6 months after Decem-
ber 20, 2005, a report of recommendations on
the scientific factors necessary to define a
cord blood unit as a high-quality unit.
(b) Accreditation

The Secretary shall, through a public process,
recognize one or more accreditation entities for
the accreditation of cord blood banks.

(c) Informed consent

The Secretary shall, through a public process,
examine issues of informed consent, including—
(1) the appropriate timing of such consent;
and
(2) the information provided to the maternal
donor regarding all of her medically appro-
priate cord blood options.

Based on such examination, the Secretary shall
require that the standards used by the accredi-
tation entities recognized under subsection (b)
of this section ensure that a cord blood unit is
acquired with the informed consent of the ma-
ternal donor.
(d) Functions
(1) Bone marrow functions

With respect to bone marrow, the Program
shall—

(A) operate a system for identifying,
matching, and facilitating the distribution
of bone marrow that is suitably matched to
candidate patients;

(B) consistent with paragraph (3), permit
transplant physicians, other appropriate
health care professionals, and patients to
search by means of electronic access all
available bone marrow donors listed in the
Program;

(C) carry out a program for the recruit-
ment of bone marrow donors in accordance
with subsection (e) of this section, including
with respect to increasing the representa-
tion of racial and ethnic minority groups
(including persons of mixed ancestry) in the
enrollment of the Program;

(D) maintain and expand medical contin-
gency response capabilities, in coordination
with Federal programs, to prepare for and
respond effectively to biological, chemical,
or radiological attacks, and other public
health emergencies that can damage mar-
row, so that the capability of supporting pa-
tients with marrow damage from disease can
be used to support casualties with marrow
damage;

(E) carry out informational and edu-
cational activities in accordance with sub-
section (e) of this section;

(F) at least annually update information
to account for changes in the status of indi-
viduals as potential donors of bone marrow;

(G) provide for a system of patient advo-
cacy through the office established under
subsection (h) of this section;
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(H) provide case management services for
any potential donor of bone marrow to
whom the Program has provided a notice
that the potential donor may be suitably
matched to a particular patient through the
office established under subsection (h) of
this section;

(I) with respect to searches for unrelated
donors of bone marrow that are conducted
through the system under subparagraph (A),
collect, analyze, and publish data in a stand-
ardized electronic format on the number and
percentage of patients at each of the various
stages of the search process, including data
regarding the furthest stage reached, the
number and percentage of patients who are
unable to complete the search process, and
the reasons underlying such circumstances;

(J) support studies and demonstration and
outreach projects for the purpose of increas-
ing the number of individuals who are will-
ing to be marrow donors to ensure a geneti-
cally diverse donor pool; and

(K) facilitate research with the appro-
priate Federal agencies to improve the avail-
ability, efficiency, safety, and cost of trans-
plants from unrelated donors and the effec-
tiveness of Program operations.

(2) Cord blood functions

With respect to cord blood, the Program

shall—

(A) operate a system for identifying,
matching, and facilitating the distribution
of donated cord blood units that are suitably
matched to candidate patients and meet all
applicable Federal and State regulations (in-
cluding informed consent and Food and Drug
Administration regulations) from a qualified
cord blood bank;

(B) consistent with paragraph (3), allow
transplant physicians, other appropriate
health care professionals, and patients to
search by means of electronic access all
available cord blood units made available
through the Program;

(C) allow transplant physicians and other
appropriate health care professionals to re-
serve, as defined by the Secretary, a cord
blood unit for transplantation;

(D) support studies and demonstration and
outreach projects for the purpose of increas-
ing cord blood donation to ensure a geneti-
cally diverse collection of cord blood units;

(B) provide for a system of patient advo-
cacy through the office established under
subsection (h) of this section;

(F) coordinate with the qualified cord
blood banks to support informational and
educational activities in accordance with
subsection (g) of this section;

(G) maintain and expand medical contin-
gency response capabilities, in coordination
with Federal programs, to prepare for and
respond effectively to biological, chemical,
or radiological attacks, and other public
health emergencies that can damage mar-
row, so that the capability of supporting pa-
tients with marrow damage from disease can
be used to support casualties with marrow
damage; and

TITLE 42—THE PUBLIC HEALTH AND WELFARE Page 370

(H) with respect to the system under sub-
paragraph (A), collect, analyze, and publish
data in a standardized electronic format, as
required by the Secretary, on the number
and percentage of patients at each of the
various stages of the search process, includ-
ing data regarding the furthest stage
reached, the number and percentage of pa-
tients who are unable to complete the search
process, and the reasons underlying such cir-
cumstances.

(3) Single point of access; standard data
(A) Single point of access

The Secretary shall ensure that health
care professionals and patients are able to
search electronically for and facilitate ac-
cess to, in the manner and to the extent de-
fined by the Secretary and consistent with
the functions described in paragraphs (1)(A)
and (2)(A), cells from bone marrow donors
and cord blood units through a single point
of access.

(B) Standard data

The Secretary shall require all recipients
of contracts under this section to make
available a standard dataset for purposes of
subparagraph (A) in a standardized elec-
tronic format that enables transplant physi-
cians to compare among and between bone
marrow donors and cord blood units to en-
sure the best possible match for the patient.

(4) Definition

The term ‘‘qualified cord blood bank’ means
a cord blood bank that—

(A) has obtained all applicable Federal and
State licenses, certifications, registrations
(including pursuant to the regulations of the
Food and Drug Administration), and other
authorizations required to operate and
maintain a cord blood bank;

(B) has implemented donor screening, cord
blood collection practices, and processing
methods intended to protect the health and
safety of donors and transplant recipients to
improve transplant outcomes, including
with respect to the transmission of poten-
tially harmful infections and other diseases;

(C) is accredited by an accreditation entity
recognized by the Secretary under sub-
section (b) of this section;

(D) has established a system of strict con-
fidentiality to protect the identity and pri-
vacy of patients and donors in accordance
with existing Federal and State law;

(E) has established a system for encourag-
ing donation by a genetically diverse group
of donors; and

(F) has established a system to confiden-
tially maintain linkage between a cord blood
unit and a maternal donor.

(e) Bone marrow recruitment; priorities; infor-
mation and education

(1) Recruitment; priorities

The Program shall carry out activities for
the recruitment of bone marrow donors. Such
recruitment program shall identify popu-
lations that are underrepresented among po-
tential donors enrolled with the Program. In
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the case of populations that are identified
under the preceding sentence:

(A) The Program shall give priority to car-
rying out activities under this part to in-
crease representation for such populations
in order to enable a member of such a popu-
lation, to the extent practicable, to have a
probability of finding a suitable unrelated
donor that is comparable to the probability
that an individual who is not a member of an
underrepresented population would have.

(B) The Program shall consider racial and
ethnic minority groups (including persons of
mixed ancestry) to be populations that have
been identified for purposes of this para-
graph, and shall carry out subparagraph (A)
with respect to such populations.

(2) Information and education regarding re-
cruitment; testing and enrollment
(A) In general

The Program shall carry out informa-
tional and educational activities, in coordi-
nation with organ donation public awareness
campaigns operated through the Department
of Health and Human Services, for purposes
of recruiting individuals to serve as donors
of bone marrow, and shall test and enroll
with the Program potential bone marrow do-
nors. Such information and educational ac-
tivities shall include the following:

(i) Making information available to the
general public, including information de-
scribing the needs of patients with respect
to donors of bone marrow.

(ii) Educating and providing information
to individuals who are willing to serve as
potential bone marrow donors.

(iii) Training individuals in requesting
individuals to serve as potential bone mar-
row donors.

(B) Priorities

In carrying out informational and edu-
cational activities under subparagraph (A),
the Program shall give priority to recruiting
individuals to serve as donors of bone mar-
row for populations that are identified under
paragraph (1).

(3) Transplantation as treatment option

In addition to activities regarding recruit-
ment, the recruitment program under para-
graph (1) shall provide information to physi-
cians, other health care professionals, and the
public regarding bone marrow transplants
from unrelated donors as a treatment option.

(4) Implementation of subsection

The requirements of this subsection shall be
carried out by the entity that has been award-
ed a contract by the Secretary under sub-
section (a) of this section to carry out the
functions described in subsection (d)(1) of this
section.

(f) Bone marrow criteria, standards, and proce-
dures

The Secretary shall enforce, for participating
entities, including the Program, individual mar-
row donor centers, marrow donor registries,
marrow collection centers, and marrow trans-
plant centers—

(1) quality standards and standards for tis-
sue typing, obtaining the informed consent of
donors, and providing patient advocacy;

(2) donor selection criteria, based on estab-
lished medical criteria, to protect both the
donor and the recipient and to prevent the
transmission of potentially harmful infectious
diseases such as the viruses that cause hepa-
titis and the etiologic agent for Acquired Im-
mune Deficiency Syndrome;

(3) procedures to ensure the proper collec-
tion and transportation of the marrow;

(4) standards for the system for patient ad-
vocacy operated under subsection (h) of this
section, including standards requiring the pro-
vision of appropriate information (at the start
of the search process and throughout the proc-
ess) to patients and their families and physi-
cians;

(5) standards that—

(A) require the establishment of a system
of strict confidentiality of records relating
to the identity, address, HLA type, and man-
aging marrow donor center for marrow do-
nors and potential marrow donors; and

(B) prescribe the purposes for which the
records described in subparagraph (A) may
be disclosed, and the circumstances and ex-
tent of the disclosure; and

(6) in the case of a marrow donor center or
marrow donor registry participating in the
program, procedures to ensure the establish-
ment of a method for integrating donor files,
searches, and general procedures of the center
or registry with the Program.

(g) Cord blood recruitment; priorities; informa-

tion and education
(1) Recruitment; priorities

The Program shall support activities, in co-
operation with qualified cord blood banks, for
the recruitment of cord blood donors. Such re-
cruitment program shall identify populations
that are underrepresented among cord blood
donors. In the case of populations that are
identified under the preceding sentence:

(A) The Program shall give priority to sup-
porting activities under this part to increase
representation for such populations in order
to enable a member of such a population, to
the extent practicable, to have a probability
of finding a suitable cord blood unit that is
comparable to the probability that an indi-
vidual who is not a member of an under-
represented population would have.

(B) The Program shall consider racial and
ethnic minority groups (including persons of
mixed ancestry) to be populations that have
been identified for purposes of this para-
graph, and shall support activities under
subparagraph (A) with respect to such popu-
lations.

(2) Information and education regarding re-
cruitment; testing and donation

(A) In general

In carrying out the recruitment program
under paragraph (1), the Program shall sup-
port informational and educational activi-
ties in coordination with qualified cord
blood banks and organ donation public
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awareness campaigns operated through the
Department of Health and Human Services,
for purposes of recruiting pregnant women
to serve as donors of cord blood. Such infor-
mation and educational activities shall in-
clude the following:

(i) Making information available to the
general public, including information de-
scribing the needs of patients with respect
to cord blood units.

(ii) Educating and providing information
to pregnant women who are willing to do-
nate cord blood units.

(iii) Training individuals in requesting
pregnant women to serve as cord blood do-
nors.

(B) Priorities

In carrying out informational and edu-
cational activities under subparagraph (A),
the Program shall give priority to support-
ing the recruitment of pregnant women to
serve as donors of cord blood for populations
that are identified under paragraph (1).

(3) Transplantation as treatment option

In addition to activities regarding recruit-
ment, the recruitment program under para-
graph (1) shall provide information to physi-
cians, other health care professionals, and the
public regarding cord blood transplants from
donors as a treatment option.

(4) Implementation of subsection

The requirements of this subsection shall be
carried out by the entity that has been award-
ed a contract by the Secretary under sub-
section (a) of this section to carry out the
functions described in subsection (d)(2) of this
section.

(h) Patient advocacy and case management for
bone marrow and cord blood

(1) In general

The Secretary shall establish and maintain,
through a contract or other means determined
appropriate by the Secretary, an office of pa-
tient advocacy (in this subsection referred to
as the ““‘Office’’).

(2) General functions

The Office shall meet the following require-
ments:

(A) The Office shall be headed by a direc-
tor.

(B) The Office shall be staffed by individ-
uals with expertise in bone marrow and cord
blood therapy covered under the Program.

(C) The Office shall operate a system for
patient advocacy, which shall be separate
from mechanisms for donor advocacy, and
which shall serve patients for whom the Pro-
gram is conducting, or has been requested to
conduct, a search for a bone marrow donor
or cord blood unit.

(D) In the case of such a patient, the Office
shall serve as an advocate for the patient by
directly providing to the patient (or family
members, physicians, or other individuals
acting on behalf of the patient) individual-
ized services with respect to efficiently uti-
lizing the system under paragraphs (1) and
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(2) of subsection (d) of this section to con-
duct an ongoing search for a bone marrow
donor or cord blood unit and assist with in-
formation regarding third party payor mat-
ters.

(E) In carrying out subparagraph (D), the
Office shall monitor the system under para-
graphs (1) and (2) of subsection (d) of this
section to determine whether the search
needs of the patient involved are being met,
including with respect to the following:

(i) Periodically providing to the patient
(or an individual acting on behalf of the
patient) information regarding bone mar-
row donors or cord blood units that are
suitably matched to the patient, and other
information regarding the progress being
made in the search.

(ii) Informing the patient (or such other
individual) if the search has been inter-
rupted or discontinued.

(iii) Identifying and resolving problems
in the search, to the extent practicable.

(F) The Office shall ensure that the follow-
ing data are made available to patients:

(i) The resources available through the
Program.

(ii) A comparison of transplant centers
regarding search and other costs that prior
to transplantation are charged to patients
by transplant centers.

(iii) The post-transplant outcomes for in-
dividual transplant centers.

(iv) Information concerning issues that
patients may face after a transplant.

(v) Such other information as the Pro-
gram determines to be appropriate.

(G) The Office shall conduct surveys of pa-
tients (or family members, physicians, or
other individuals acting on behalf of pa-
tients) to determine the extent of satisfac-
tion with the system for patient advocacy
under this subsection, and to identify ways
in which the system can be improved to best
meet the needs of patients.

(3) Case management
(A) In general

In serving as an advocate for a patient
under paragraph (2), the Office shall provide
individualized case management services di-
rectly to the patient (or family members,
physicians, or other individuals acting on
behalf of the patient), including—

(i) individualized case assessment; and
(ii) the functions described in paragraph

(2)(D) (relating to progress in the search

process).

(B) Postsearch functions

In addition to the case management serv-
ices described in paragraph (1) for patients,
the Office shall, on behalf of patients who
have completed the search for a bone mar-
row donor or cord blood unit, provide infor-
mation and education on the process of re-
ceiving a transplant, including the post-
transplant process.

(i) Comment procedures

The Secretary shall establish and provide in-

formation to the public on procedures under
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which the Secretary shall receive and consider
comments from interested persons relating to
the manner in which the Program is carrying
out the duties of the Program. The Secretary
may promulgate regulations under this section.

(j) Consultation

In developing policies affecting the Program,
the Secretary shall consult with the Advisory
Council, the Department of Defense Marrow
Donor Recruitment and Research Program oper-
ated by the Department of the Navy, and the
board of directors of each entity awarded a con-
tract under this section.

(k) Contracts
(1) Application

To be eligible to enter into a contract under
this section, an entity shall submit to the Sec-
retary and obtain approval of an application
at such time, in such manner, and containing
such information as the Secretary shall by
regulation prescribe.

(2) Considerations

In awarding contracts under this section,
the Secretary shall give consideration to the
continued safety of donors and patients and
other factors deemed appropriate by the Sec-
retary.

(1) Eligibility
Entities eligible to receive a contract under

this section shall include private nonprofit enti-
ties.

(m) Records
(1) Recordkeeping

Each recipient of a contract or subcontract
under subsection (a) of this section shall keep
such records as the Secretary shall prescribe,
including records that fully disclose the
amount and disposition by the recipient of the
proceeds of the contract, the total cost of the
undertaking in connection with which the
contract was made, and the amount of the por-
tion of the cost of the undertaking supplied by
other sources, and such other records as will
facilitate an effective audit.

(2) Examination of records

The Secretary and the Comptroller General
of the United States shall have access to any
books, documents, papers, and records of the
recipient of a contract or subcontract entered
into under this section that are pertinent to
the contract, for the purpose of conducting au-
dits and examinations.

(n) Penalties for disclosure

Any person who discloses the content of any
record referred to in subsection (d)(4)(D) or
(£)(5)(A) of this section without the prior written
consent of the donor or potential donor with re-
spect to whom the record is maintained, or in
violation of the standards described in sub-
section (f)(5)(B) of this section, shall be impris-
oned for not more than 2 years or fined in ac-
cordance with title 18, or both.

(July 1, 1944, ch. 373, title III, §379, as added Pub.
L. 101-616, title I, §101(a)(2), Nov. 16, 1990, 104
Stat. 3279; amended Pub. L. 105-196, §2(a), (b)(1),
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(c)—(g), July 16, 1998, 112 Stat. 631-635; Pub. L.
109-129, §3(a), Dec. 20, 2005, 119 Stat. 2553.)

AMENDMENTS

2005—Pub. L. 109-129 amended section generally, sub-
stituting provisions relating to the C.W. Bill Young
Cell Transplantation Program for provisions relating
to the National Bone Marrow Donor Registry.

1998—Subsec. (a). Pub. L. 105-196, §2(a), substituted
‘“‘(referred to in this part as the ‘Registry’) that has the
purpose of increasing the number of transplants for re-
cipients suitably matched to biologically unrelated do-
nors of bone marrow, and that meets’’ for ‘‘(referred to
in this part as the ‘Registry’) that meets’” and sub-
stituted ‘‘under the direction of a board of directors
meeting the following requirements:” and pars. (1) to
(4) for ‘‘under the direction of a board of directors that
shall include representatives of marrow donor centers,
marrow transplant centers, persons with expertise in
the social science, and the general public.”

Subsec. (b)(2) to (8). Pub. L. 105-196, §2(b)(1), added
pars. (2) to (7), redesignated former par. (7) as (8), and
struck out former pars. (2) to (6) which read as follows:

‘(2) establish a system for patient advocacy, separate
from mechanisms for donor advocacy, that directly as-
sists patients, their families, and their physicians in
the search for an unrelated marrow donor;

““(3) increase the representation of individuals from
racial and ethnic minority groups in the pool of poten-
tial donors for the Registry in order to enable an indi-
vidual in a minority group, to the extent practicable,
to have a comparable chance of finding a suitable unre-
lated donor as would an individual not in a minority
group;

‘“(4) provide information to physicians, other health
care professionals, and the public regarding bone mar-
row transplantation;

‘“(5) recruit potential bone marrow donors;

‘“(6) collect, analyze, and publish data concerning
bone marrow donation and transplantation; and”’.

Subsecs. (¢), (d). Pub. L. 105-196, §2(c), (d), added sub-
secs. (¢) and (d). Former subsecs. (¢) and (d) redesig-
nated (e) and (f), respectively.

Subsec. (e). Pub. L. 105-196, §2(c), redesignated subsec.
(c) as (e). Former subsec. (e) redesignated (g).

Subsec. (e)(4). Pub. L. 105-196, §2(e), added par. (4) and
struck out former par. (4) which read as follows:
‘‘standards that require the provision of information to
patients, their families, and their physicians at the
start of the search process concerning—

““(A) the resources available through the Registry;

“(B) all other marrow donor registries meeting the
standards described in this paragraph; and

‘“(C) in the case of the Registry—

‘(i) the comparative costs of all charges by mar-
row transplant centers incurred by patients prior to
transplantation; and

‘“(ii) the success rates of individual marrow trans-
plant centers;”’.

Subsec. (f). Pub. L. 105-196, §2(c), (g)(1), redesignated
subsec. (d) as (f) and substituted ‘‘subsection (e)”’ for
‘‘subsection (¢)”’. Former subsec. (f) redesignated (h).

Subsecs. (g) to (i). Pub. L. 105-196, §2(c), redesignated
subsecs. (e) to (g) as (g) to (i), respectively. Former sub-
secs. (h) and (i) redesignated (j) and (k), respectively.

Subsec. (j). Pub. L. 105-196, §2(c), redesignated subsec.
(h) as (j) and struck out heading and text of former sub-
sec. (j). Text read as follows: ‘“‘There are authorized to
be appropriated to carry out this section $15,000,000 for
fiscal year 1991 and such sums as may be necessary for
each of fiscal years 1992 and 1993.”

Subsec. (k). Pub. L. 105-196, §2(c), (g)(2), redesignated
subsec. (i) as (k) and substituted ‘‘subsection (e)(5)(A)”’
for “‘subsection (c)(5)(A)”’ and ‘‘subsection (e)(56)(B)”’ for
‘“‘subsection (c)(5)(B)”.

Subsec. (1). Pub. L. 105-196, §2(f), added subsec. (1).

EFFECTIVE DATE OF 1998 AMENDMENT

Pub. L. 105-196, §7, July 16, 1998, 112 Stat. 637, pro-
vided that: ‘“This Act [see Short Title of 1998 Amend-
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ment note set out under section 201 of this title] takes
effect October 1, 1998, or upon the date of the enact-
ment of this Act [July 16, 1998], whichever occurs
later.”

SAVINGS PROVISION

Section 102 of title I of Pub. L. 101-616 provided that:

‘“‘(a) IN GENERAL.—This title [enacting this section
and section 274! of this title and amending section 274a
of this title], and the amendments made by this title,
shall not affect any legal document, including any
order, regulation, grant, or contract, in effect on the
date of enactment of this Act [Nov. 16, 1990], or any ad-
ministrative proceeding or lawsuit pending on the date,
that relates to the bone marrow registry established
under section 373(b) of the Public Health Service Act
[section 274a(b) of this title] (as it existed before the
amendment made by section 101(b) of this Act).

‘“(b) CONTINUED EFFECT.—A legal document described
in subsection (a) or an order issued in a lawsuit de-
scribed in subsection (a) shall continue in effect until
modified, terminated, or revoked.

‘‘(c) PROCEEDINGS.—In any administrative proceeding
or lawsuit described in subsection (a), parties shall
take appeals, and officials shall hold proceedings and
render judgments, in the same manner and with the
same effect as if this title had not been enacted.”

CORD BLOOD INVENTORY

Pub. L. 109-129, §2, Dec. 20, 2005, 119 Stat. 2550, pro-
vided that:

‘““(a) IN GENERAL.—The Secretary of Health and
Human Services shall enter into one-time contracts
with qualified cord blood banks to assist in the collec-
tion and maintenance of 150,000 new units of high-qual-
ity cord blood to be made available for transplantation
through the C.W. Bill Young Cell Transplantation Pro-
gram and to carry out the requirements of subsection
(b).

‘“(b) REQUIREMENTS.—The Secretary shall require
each recipient of a contract under this section—

‘(1) to acquire, tissue-type, test, cryopreserve, and
store donated units of cord blood acquired with the
informed consent of the donor, as determined by the
Secretary pursuant to section 379(c) of the Public
Health Service Act [subsec. (¢) of this section], in a
manner that complies with applicable Federal and
State regulations;

‘“(2) to encourage donation from a genetically di-
verse population;

‘“(3) to make cord blood units that are collected
pursuant to this section or otherwise and meet all ap-
plicable Federal standards available to transplant
centers for transplantation;

‘“(4) to make cord blood units that are collected,
but not appropriate for clinical use, available for
peer-reviewed research;

‘(5) to make data available, as required by the Sec-
retary and consistent with section 379(d)(3) of the
Public Health Service Act (42 U.S.C. 274k(d)(3)), as
amended by this Act, in a standardized electronic for-
mat, as determined by the Secretary, for the C.W.
Bill Young Cell Transplantation Program; and

‘(6) to submit data in a standardized electronic for-
mat for inclusion in the stem cell therapeutic out-
comes database maintained under section 379A of the
Public Health Service Act [section 274l of this title],
as amended by this Act.

‘‘(c) RELATED CORD BLOOD DONORS.—

‘(1) IN GENERAL.—The Secretary shall establish a 3-
year demonstration project under which qualified
cord blood banks receiving a contract under this sec-
tion may use a portion of the funding under such con-
tract for the collection and storage of cord blood
units for a family where a first-degree relative has
been diagnosed with a condition that will benefit
from transplantation (including selected blood dis-
orders, malignancies, metabolic storage disorders,
hemoglobinopathies, and congenital
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immunodeficiencies) at no cost to such family. Quali-

fied cord blood banks collecting cord blood units

under this paragraph shall comply with the require-

ments of paragraphs (1), (2), (3), and (5) of subsection

(b).

‘“(2) AVAILABILITY.—Qualified cord blood banks that
are operating a program under paragraph (1) shall
provide assurances that the cord blood units in such
banks will be available for directed transplantation
until such time that the cord blood unit is released
for transplantation or is transferred by the family to
the C.W. Bill Young Cell Transplantation Program in
accordance with guidance or regulations promulgated
by the Secretary.

“(3) INVENTORY.—Cord blood wunits collected
through the program under this section shall not be
counted toward the 150,000 inventory goal under the
C.W. Bill Young Cell Transplantation Program.

‘“(4) REPORT.—Not later than 90 days after the date
on which the project under paragraph (1) is termi-
nated by the Secretary, the Secretary shall submit to
Congress a report on the outcomes of the project that
shall include the recommendations of the Secretary
with respect to the continuation of such project.

‘“(d) APPLICATION.—To seek to enter into a contract
under this section, a qualified cord blood bank shall
submit an application to the Secretary at such time, in
such manner, and containing such information as the
Secretary may reasonably require. At a minimum, an
application for a contract under this section shall in-
clude a requirement that the applicant—

‘(1) will participate in the C.W. Bill Young Cell
Transplantation Program for a period of at least 10
years;

“(2) will make cord blood units collected pursuant
to this section available through the C.W. Bill Young
Cell Transplantation Program in perpetuity or for
such time as determined viable by the Secretary; and

“(8) if the Secretary determines through an assess-
ment, or through petition by the applicant, that a
cord blood bank is no longer operational or does not
meet the requirements of section 379(d)(4) of the Pub-
lic Health Service Act [subsec. (d)(4) of this section]
(as added by this Act) and as a result may not distrib-
ute the units, transfer the units collected pursuant to
this section to another qualified cord blood bank ap-
proved by the Secretary to ensure continued avail-
ability of cord blood units.

““(e) DURATION OF CONTRACTS.—

‘(1) IN GENERAL.—Except as provided in paragraph
(2), the term of each contract entered into by the Sec-
retary under this section shall be for 10 years. The
Secretary shall ensure that no Federal funds shall be
obligated under any such contract after the earlier
of—

“(A) the date that is 3 years after the date on
which the contract is entered into; or

‘(B) September 30, 2010.

‘“(2) EXTENSIONS.—Subject to paragraph (1)(B), the
Secretary may extend the period of funding under a
contract under this section to exceed a period of 3
years if—

““(A) the Secretary finds that 150,000 new units of
high-quality cord blood have not yet been collected
pursuant to this section; and

‘(B) the Secretary does not receive an application
for a contract under this section from any qualified
cord blood bank that has not previously entered
into a contract under this section or the Secretary
determines that the outstanding inventory need
cannot be met by the one or more qualified cord
blood banks that have submitted an application for
a contract under this section.

‘“(3) PREFERENCE.—In considering contract exten-
sions under paragraph (2), the Secretary shall give
preference to qualified cord blood banks that the Sec-
retary determines have demonstrated a superior abil-
ity to satisfy the requirements described in sub-
section (b) and to achieve the overall goals for which
the contract was awarded.
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‘““(f) REGULATIONS.—The Secretary may promulgate
regulations to carry out this section.
‘‘(g) DEFINITIONS.—In this section:

‘(1) The term ‘C.W. Bill Young Cell Transplan-
tation Program’ means the C.W. Bill Young Cell
Transplantation Program under section 379 of the
Public Health Service Act [this section], as amended
by this Act.

‘(2) The term ‘cord blood donor’ means a mother
who has delivered a baby and consents to donate the
neonatal blood remaining in the placenta and umbili-
cal cord after separation from the newborn baby.

‘“(3) The term ‘cord blood unit’ means the neonatal
blood collected from the placenta and umbilical cord
of a single newborn baby.

‘“(4) The term ‘first-degree relative’ means a sibling
or parent who is one meiosis away from a particular
individual in a family.

‘“(5) The term ‘qualified cord blood bank’ has the
meaning given to that term in section 379(d)(4) of the
Public Health Service Act [subsec. (d)(4) of this sec-
tion], as amended by this Act.

‘“(6) The term ‘Secretary’ means the Secretary of
Health and Human Services.

““(h) AUTHORIZATION OF APPROPRIATIONS.—

‘(1) EXISTING FUNDS.—Any amounts appropriated to
the Secretary for fiscal year 2004 or 2005 for the pur-
pose of assisting in the collection or maintenance of
cord blood shall remain available to the Secretary
until the end of fiscal year 2007.

‘“(2) SUBSEQUENT FISCAL YEARS.—There are author-
ized to be appropriated to the Secretary $15,000,000 for
each of fiscal years 2007, 2008, 2009, and 2010 to carry
out this section.

‘4(3) LIMITATION.—Not to exceed 5 percent of the
amount appropriated under this section in each of fis-
cal years 2007 through 2009 may be used to carry out
the demonstration project under subsection (c).”’

REPORT OF INSPECTOR GENERAL; PLAN REGARDING
RELATIONSHIP BETWEEN REGISTRY AND DONOR CENTERS

Pub. L. 105-196, §2(b)(2), July 16, 1998, 112 Stat. 632, di-
rected the Secretary of Health and Human Services to
ensure that, not later than 1 year after July 16, 1998,
the National Bone Marrow Donor Registry (under this
section) developed, evaluated, and implemented a plan
to effectuate efficiencies in the relationship between
such Registry and donor centers.

STUDY BY GAO

Pub. L. 105-196, §5, July 16, 1998, 112 Stat. 636, pro-
vided that the Comptroller General was to conduct a
study of the National Bone Marrow Donor Registry
under this section to determine the extent to which the
Registry had increased the representation of racial and
ethnic minority groups among potential donors en-
rolled with the Registry and whether the extent of in-
crease resulted in a level of representation that met
the standard established in subsec. (¢)(1)(A) of this sec-
tion, the extent to which patients in need of a trans-
plant of bone marrow from a biologically unrelated
donor, and the physicians of such patients, had been
utilizing the Registry, the number of patients for whom
the Registry began a preliminary but not complete
search process and the reasons underlying such circum-
stances, the extent to which the plan required in sec-
tion 2(b)(2) of Pub. L. 105-196 (42 U.S.C. 274k note) had
been implemented, and the extent to which the Reg-
istry, donor centers, donor registries, collection cen-
ters, transplant centers, and other appropriate entities
had been complying with subsec. (e) of this section; and
provided that a report describing the findings of this
study was to be submitted to Congress not later than
Oct. 1, 2001, and not before Jan. 1, 2001.

COMPLIANCE WITH NEW REQUIREMENTS FOR OFFICE OF
PATIENT ADVOCACY

Pub. L. 105-196, §6, July 16, 1998, 112 Stat. 636, pro-
vided that with respect to requirements for the office of
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patient advocacy under subsec. (d) of this section, the
Secretary of Health and Human Services was to ensure
that, not later than 180 days after Oct. 1, 1998, such of-
fice was in compliance with all requirements that were
additional to the requirements under this section in ef-
fect with respect to patient advocacy on the day before
July 16, 1998.

§2741. Stem cell therapeutic outcomes database
(a) Establishment

The Secretary shall by contract establish and
maintain a scientific database of information
relating to patients who have been recipients of
a stem cell therapeutics product (including bone
marrow, cord blood, or other such product) from
a donor.

(b) Information

The outcomes database shall include informa-
tion in a standardized electronic format with re-
spect to patients described in subsection (a) of
this section, diagnosis, transplant procedures,
results, long-term follow-up, and such other in-
formation as the Secretary determines to be ap-
propriate, to conduct an ongoing evaluation of
the scientific and clinical status of transplan-
tation involving recipients of a stem cell thera-
peutics product from a donor.

(c) Annual report on patient outcomes

The Secretary shall require the entity award-
ed a contract under this section to submit to the
Secretary an annual report concerning patient
outcomes with respect to each transplant cen-
ter, based on data collected and maintained by
the entity pursuant to this section.

(d) Publicly available data

The outcomes database shall make relevant
scientific information not containing individ-
ually identifiable information available to the
public in the form of summaries and data sets to
encourage medical research and to provide infor-
mation to transplant programs, physicians, pa-
tients, entities awarded a contract under section
274k of this title! donor registries, and cord
blood banks.

(July 1, 1944, ch. 373, title III, §379A, as added
Pub. L. 105-196, §3, July 16, 1998, 112 Stat. 635;
amended Pub. L. 109-129, §3(b), Dec. 20, 2005, 119
Stat. 2561.)

PRIOR PROVISIONS

A prior section 2741, act July 1, 1944, ch. 373, title III,
§379A, as added Pub. L. 101-616, title I, §101(a)(2), Nov.
16, 1990, 104 Stat. 3282, related to study by General Ac-
counting Office, prior to repeal by Pub. L. 105-196, §§3,
7, July 16, 1998, 112 Stat. 635, 637, effective Oct. 1, 1998.

AMENDMENTS

2005—Pub. L. 109-129, amended section generally, sub-
stituting provisions relating to the stem cell thera-
peutic outcomes database for provisions relating to the
bone marrow scientific registry.

EFFECTIVE DATE

Section effective Oct. 1, 1998, see section 7 of Pub. L.
105-196, set out as an Effective Date of 1998 Amendment
note under section 274k of this title.

§ 2741-1. Definitions
In this part:

180 in original. Probably should be followed by a comma.
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(1) The term ‘‘Advisory Council”’ means the
advisory council established by the Secretary
under section 274k(a)(1) of this title.

(2) The term ‘‘bone marrow’’ means the cells
found in adult bone marrow and peripheral
blood.

(3) The term ‘‘outcomes database’” means
the database established by the Secretary
under section 274! of this title.

(4) The term ‘“‘Program’ means the C.W. Bill
Young Cell Transplantation Program estab-
lished under section 274k of this title.

(July 1, 1944, ch. 373, title III, §379A-1, as added
Pub. L. 109-129, §3(c), Dec. 20, 2005, 119 Stat.
2562.)

§274m. Authorization of appropriations

For the purpose of carrying out this part,
there are authorized to be appropriated
$34,000,000 for fiscal year 2006 and $38,000,000 for
each of fiscal years 2007 through 2010.

(July 1, 1944, ch. 373, title III, §379B, as added
Pub. L. 105-196, §4(2), July 16, 1998, 112 Stat. 636;
amended Pub. L. 109-129, §3(d), Dec. 20, 2005, 119
Stat. 2562.)

AMENDMENTS

2005—Pub. L. 109-129 amended section generally. Prior
to amendment, section read as follows: ‘“‘For the pur-
pose of carrying out this part, there are authorized to
be appropriated $18,000,000 for fiscal year 1999, and such
sums as may be necessary for each of the fiscal years
2000 through 2003.”

EFFECTIVE DATE

Section effective Oct. 1, 1998, see section 7 of Pub. L.
105-196, set out as an Effective Date of 1998 Amendment
note under section 274k of this title.

§275. Repealed. Pub. L. 103-43, title I, § 121(a),
June 10, 1993, 107 Stat. 133

Section, act July 1, 1944, ch. 373, title III, §381, as
added Nov. 20, 1985, Pub. L. 99-158, §11, 99 Stat. 883;
amended Nov. 4, 1988, Pub. L. 100-607, title I, §157(a), 102
Stat. 3059, established the Biomedical Ethics Board and
provided for its membership, functions, reports to Con-
gress, etc., and provided for appointment of a Bio-
medical Ethics Advisory Committee to assist the Bio-
medical Ethics Board.

A prior section 275, act July 1, 1944, ch. 373, title III,
§381, formerly §371, as added Aug. 3, 1956, ch. 907, §1, 70
Stat. 960; renumbered §381, Mar. 13, 1970, Pub. L. 91-212,
§10(a)(3), 84 Stat. 66, established a National Library of
Medicine in the Public Health Service and stated the
congressional purposes for such establishment, prior to
repeal by Pub. L. 99-158, §3(b), Nov. 20, 1985, 99 Stat. 879.

§§276 to 280a-1. Repealed. Pub. L. 99-158, § 3(b),
Nov. 20, 1985, 99 Stat. 879

Section 276, act July 1, 1944, ch. 373, title III, §382, for-
merly §372, as added Aug. 3, 1956, ch. 907, §1, 70 Stat.
960; renumbered §382 and amended Mar. 13, 1970, Pub. L.
91-212, §10(a)(3), (b)(1), (d)(1), 84 Stat. 66, 67; Nov. 18,
1971, Pub. L. 92-157, title III, §301(d)(1), 85 Stat. 463, re-
lated to functions of Secretary with regard to acquisi-
tion, etc., of materials and rules for public access to
materials.

Section 277, act July 1, 1944, ch. 373, title III, §383, for-
merly §373, as added Aug. 3, 1956, ch. 907, §1, 70 Stat.
960; amended Oct. 22, 1965, Pub. L. 89-291, §4, 79 Stat.
1067; renumbered §383 and amended Mar. 13, 1970, Pub.
L. 91-212, §10(a)(3), (d)(1), 84 Stat. 66, 67; Oct. 30, 1970,
Pub. L. 91-515, title VI, §601(b)(2), 84 Stat. 1311; Nov. 18,
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1971, Pub. L. 92-157, title III, §301(d)(2), 856 Stat. 464; Nov.
9, 1978, Pub. L. 95-622, title II, §212, 92 Stat. 3421, related
to establishment, etc., of Board of Regents.

Section 278, act July 1, 1944, ch. 373, title III, §384, for-
merly §374, as added Aug. 3, 1956, ch. 907, §1, 70 Stat.
961; renumbered §384 and amended Mar. 13, 1970, Pub. L.
91-212, §10(a)(3), (d)(1), 84 Stat. 66, 67; Oct. 17, 1979, Pub.
L. 96-88, title V, §509(b), 93 Stat. 695; Apr. 26, 1983, Pub.
L. 98-24, §2(a)(2), 97 Stat. 176, related to acceptance and
administration of gifts and establishment of memorials
to donors.

Section 279, act July 1, 1944, ch. 373, title III, §385, for-
merly §375, as added Aug. 3, 1956, ch. 907 §1, 70 Stat. 962;
renumbered §385 and amended Mar. 13, 1970, Pub. L.
91-212, §10(a)(3), (b)(2), 84 Stat. 66, defined ‘‘medicine”
and ‘“‘medical”.

Section 280, act July 1, 1944, ch. 373, title III, §386, for-
merly §376, as added Aug. 3, 1956, ch. 907, §1, 70 Stat.
962; renumbered §386 and amended Mar. 13, 1970, Pub. L.
91-212, §10(a)(3), (d)(1), 84 Stat. 66, 67; Nov. 18, 1971, Pub.
L. 92-157, title III, §301(d)(3), 85 Stat. 464, authorized ap-
propriations for erection and equipment of Library.

Section 280a, act July 1, 1944, ch. 373, title III, §387,
formerly §377, as added Aug. 3, 1956, ch. 907, §1, 70 Stat.
962; amended 1970 Reorg. Plan No. 2 §102, eff. July 1,
1970, 35 F.R. 7959, 84 Stat. 2085; renumbered §387, Mar.
13, 1970, Pub. L. 91-212, §10(a)(3), 84 Stat. 66, related to
transfer of Armed Forces Medical Library to Public
Health Service for use in administration of part I.

Section 280a-1, act July 1, 1944, ch. 373, title III, §388,
formerly §378, as added Oct. 22, 1965, Pub. L. 89-291, §3,
79 Stat. 1067; renumbered §388 and amended Mar. 13,
1970, Pub. L. 91-212, §10(a)(3), (d)(1), 84 Stat. 66, 67; Nov.
18, 1971, Pub. L. 92-157, title III, §301(d)(4), 85 Stat. 464,
related to establishment of regional branches.

PART J—PREVENTION AND CONTROL OF INJURIES
AMENDMENTS

1993—Pub. L. 103-183, title II, §203(a)(1), Dec. 14, 1993,
107 Stat. 2232, substituted ‘“‘Prevention and Control of
Injuries” for “Injury Control” in part heading.

Pub. L. 10343, title XX, §2008(i)(2)(B)(i), June 10, 1993,
107 Stat. 213, redesignated part K ‘“‘Injury Control’ as J.
Former part J ‘‘Biomedical Ethics’’, consisting of sec-
tion 275, was repealed by Pub. L. 10343, title I, §121(a),
June 10, 1993, 107 Stat. 133.

1990—Pub. L. 101-616, title I, §101(a)(1), Nov. 16, 1990,
104 Stat. 3279, redesignated part I ‘“‘Biomedical Ethics”
as J. Former part J “‘Injury Control”’ redesignated K.

§ 280b. Research

(a) The Secretary, through the Director of the
Centers for Disease Control and Prevention,
shall—

(1) conduct, and give assistance to public
and nonprofit private entities, scientific insti-
tutions, and individuals engaged in the con-
duct of, research relating to the causes, mech-
anisms, prevention, diagnosis, treatment of in-
juries, and rehabilitation from injuries;

(2) make grants to, or enter into cooperative
agreements or contracts with, public and non-
profit private entities (including academic in-
stitutions, hospitals, and laboratories) and in-
dividuals for the conduct of such research; and

(3) make grants to, or enter into cooperative
agreements or contracts with, academic insti-
tutions for the purpose of providing training
on the causes, mechanisms, prevention, diag-
nosis, treatment of injuries, and rehabilitation
from injuries.

(b) The Secretary, through the Director of the
Centers for Disease Control and Prevention,
shall collect and disseminate, through publica-
tions and other appropriate means, information
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