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(4) Trained and authorized under
State law, and/or local law when appli-
cable, to perform the specified func-
tions under the direction of the respon-
sible physician.

(h) Relevant transfusion-transmitted in-
fection means:

(1) Any of the following transfusion-
transmitted infections:

(i) Human immunodeficiency virus,
types 1 and 2 (referred to, collectively,
as HIV);

(ii) Hepatitis B virus (referred to as
HBV);

(iii) Hepatitis C virus (referred to as
HCV);

(iv) Human T-lymphotropic virus,
types I and II (referred to, collectively,
as HTLV);

(v) Treponema pallidum (referred to as
syphilis);

(vi) West Nile virus;

(vii) Trypanosoma cruci (referred to as
Chagas disease);

(viii) Creutzfeldt-Jakob disease (re-
ferred to as CJD);

(ix) Variant Creutzfeldt-Jakob dis-
ease (referred to as vCJID); and

(x) Plasmodium species (referred to as
malaria).

(2) A transfusion-transmitted infec-
tion not listed in paragraph (h)(1) of
this section when the following condi-
tions are met:

(i) Appropriate screening measures
for the transfusion-transmitted infec-
tion have been developed and/or an ap-
propriate screening test has been li-
censed, approved, or cleared for such
use by FDA and is available; and

(ii) The disease or disease agent:

(A) May have sufficient incidence
and/or prevalence to affect the poten-
tial donor population; or

(B) May have been released acciden-
tally or intentionally in a manner that
could place potential donors at risk of
infection.

(i) Responsible physician means an in-
dividual who is:

(1) Licensed to practice medicine in
the jurisdiction where the collection
establishment is located;

(2) Adequately trained and qualified
to direct and control personnel and rel-
evant procedures concerning the deter-
mination of donor eligibility; collec-
tion of blood and blood components;
the immunization of a donor; and the
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return of red blood cells or other blood
components to the donor during collec-
tion of Dblood component(s) by
apheresis; and

(3) Designated by the collection es-
tablishment to perform the activities
described in paragraph (i)(2) of this sec-
tion.

(i) Suitability of the donation means a
determination of whether the donation
is acceptable for transfusion or for fur-
ther manufacturing use.

(k) Trained person means an indi-
vidual, including a physician sub-
stitute, who is authorized under State
law, and/or local law when applicable,
and adequately instructed and quali-
fied to perform the specified functions
under the direction of the responsible
physician.

(1) Transfusion-transmitted infection
means a disease or disease agent:

(1) That could be fatal or life-threat-
ening, could result in permanent im-
pairment of a body function or perma-
nent damage to a body structure, or
could necessitate medical or surgical
intervention to preclude permanent
impairment of body function or perma-
nent damage to a body structure; and

(2) For which there may be a risk of
transmission by blood or blood compo-
nents, or by a blood derivative product
manufactured from blood or blood com-
ponents, because the disease or disease
agent is potentially transmissible by
that blood, blood component, or blood
derivative product.

Subpart B—Donor Eligibility
Requirements

SOURCE: 80 FR 29898, May 22, 2015, unless
otherwise noted.

§630.5 Medical supervision.

(a) Who must determine the eligibility of
a donor? The responsible physician
must determine the eligibility of a
donor of blood or blood components in
accordance with this subchapter.

(b) Which activities related to the col-
lection of blood and blood components,
other than Source Plasma and plasma col-
lected by plasmapheresis, may the respon-
sible physician delegate?

(1) The responsible physician may
delegate the following activities to a
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physician substitute or other trained
person:

(i) Determining the eligibility of a
donor and documenting assessments re-
lated to that determination, except the
responsible physician must not dele-
gate:

(A) The examination and determina-
tion of the donor’s health required in
§630.10(f)(2) for donors with blood pres-
sure measurements outside specified
limits, or for certain more frequent do-
nations under §630.15(a)(1)(ii);

(B) The determination of the health
of the donor required in §§630.10(f)(4),
630.20(a), and 640.21(e)(4) of this chap-
ter. The responsible physician may
make this determination by telephonic
or other offsite consultation; or

(C) The determination of the health
of the donor and the determination
that the blood or blood component col-
lected would present no undue medical
risk to the transfusion recipient, as re-
quired in §630.20(c). The responsible
physician may make these determina-
tions by telephonic or other offsite
consultation.

(ii) Collecting blood or blood compo-
nents;

(iii) Returning red blood cells to the
donor during apheresis;

(iv) Obtaining the informed consent
of a plateletpheresis donor as described
in §640.21(g) of this chapter; or

(v) Other activities provided that the
Director, Center for Biologics Evalua-
tion and Research, determines that del-
egating the activities would present no
undue medical risk to the donor or to
the transfusion recipient, and author-
izes the delegation of such activities.

(2) The responsible physician need
not be present at the collection site
when activities delegated under para-
graph (b)(1) of this section are per-
formed, provided that the responsible
physician has delegated oversight of
these activities to a trained person who
is adequately trained and experienced
in the performance of these activities
and is also adequately trained and ex-
perienced in the recognition of and re-
sponse to the known adverse responses
associated with blood collection proce-
dures.

(¢c) Which activities related to the collec-
tion of Source Plasma and plasma col-
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lected by plasmapheresis may the respon-
sible physician delegate?

(1) Donor eligibility and blood compo-
nent collection activities. (i) The respon-
sible physician may delegate to a phy-
sician substitute or other trained per-
son any of the activities described in
paragraph (c)(1)(i)(A) of this section,
provided that the responsible physician
or a physician substitute is on the
premises at the collection site:

(A) The activities listed in para-
graphs (b)(1)(i) through (iii) and
(b)(1)(v) of this section, with respect to
Source Plasma and plasma collected by
plasmapheresis. However, the respon-
sible physician must not delegate:

(I) The examination and determina-
tion of the donor’s health required in
§630.10(f)(2) for donors with blood pres-
sure measurements outside specified
limits, or in §630.15(b)(7) for certain do-
nors who have experienced red blood
cell loss;

(2) The determination of the health
of the donor required in §§630.10(f)(4)
and 630.20(a) and (b). The responsible
physician may make this determina-
tion by telephonic or other offsite con-
sultation;

(3) The determination of the health
of the donor and the determination
that the blood component would
present no undue medical risk to the
transfusion recipient, as required in
§630.20(c). The responsible physician
may make this determination by tele-
phonic or other offsite consultation.

(4) The determination related to a do-
nor’s false-positive reaction to a sero-
logic test for syphilis in accordance
with §640.65(b)(2)(iii) of this chapter;
and

(5) The determination to permit plas-
mapheresis of a donor with a reactive
serological test for syphilis in accord-
ance with §640.65(b)(2)(iv) of this chap-
ter.

(B) The collection of Source Plasma
in an approved collection program
from a donor who is otherwise deter-
mined to be ineligible.

(C) The collection of a blood sample
in accordance with §640.65(b)(1)(i) of
this chapter.

(ii) The responsible physician, who
may or may not be present when these
activities are performed, may delegate
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to a physician substitute the following
activities:

(A) Approval and signature for a plas-
mapheresis procedure as provided in
§640.65(b)(1)(ii) of this chapter; and

(B) Review and signature for accumu-
lated laboratory data, the calculated
values of each component, and the col-
lection records in accordance with
§640.65(b)(2)(i) of this chapter. However,
the responsible physician must not del-
egate the decision to reinstate the de-
ferred donor in accordance with that
provision.

(2) Donor immunization. The respon-
sible physician must not delegate ac-
tivities performed in accordance with
§640.66 of this chapter, except that:

(i) The responsible physician may
delegate to a physician substitute or
other trained person the administra-
tion of an immunization other than red
blood cells to a donor in an approved
collection program, provided that the
responsible physician or a physician
substitute is on the premises at the
collection site when the immunization
is administered.

(ii) The responsible physician may
delegate to a physician substitute the
administration of red blood cells to a
donor in an approved collection pro-
gram, provided that the responsible
physician has approved the procedure
and is on the premises at the collection
site when the red blood cells are ad-
ministered.

(3) Medical history, physical examina-
tion, informed consent, and examination
before immunization. Provided that such
activities are performed under the su-
pervision of the responsible physician,
the responsible physician may delegate
to a physician substitute the activities
described in §630.15(b)(1), (2), and (b).
The responsible physician is not re-
quired to be present at the collection
site when the physician substitute per-
forms these activities under super-
vision.

(4) Infrequent plasma donors. (i) For
infrequent plasma donors other than
those described in paragraph (c)(4)(ii)
of this section, the responsible physi-
cian may delegate to a trained person
the activities listed in paragraphs
(b)(1)(1) through ({dii) and (b)(1)(v) of
this section and the informed consent
requirements described in §630.15(b)(2).
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The responsible physician or a physi-
cian substitute need not be present at
the collection site when any of these
activities are performed, provided that
the responsible physician has delegated
oversight of these activities to a
trained person who is not only ade-
quately trained and experienced in the
performance of these activities but
also adequately trained and experi-
enced in the recognition of and re-
sponse to the known adverse responses
associated with blood collection proce-
dures. However, the responsible physi-
cian must not delegate:

(A) The examination and determina-
tion of the donor’s health required in
§630.10(f)(2) for donors with blood pres-
sure measurements outside specified
limits, or in §630.15(b)(7) for certain do-
nors who have experienced red blood
cell loss; or

(B) The determination of the health
of the donor required in §630.10(f)(4).

(ii) For infrequent plasma donors
who are otherwise ineligible or are par-
ticipating in an approved immuniza-
tion program, the responsible physi-
cian may delegate only in accordance
with paragraphs (c)(1) through (3) of
this section.

(d) Must rapid emergency medical serv-
ices be available? Establishments that
collect blood or blood components
must establish, maintain, and follow
standard operating procedures for ob-
taining rapid emergency medical serv-
ices for donors when medically nec-
essary. In addition, establishments
must assure that an individual (respon-
sible physician, physician substitute,
or trained person) who is currently cer-
tified in cardiopulmonary resuscitation
is located on the premises whenever
collections of blood or blood compo-
nents are performed.

§630.10 General donor eligibility re-
quirements.

(a) What factors determine the eligi-
bility of a donor? You, an establishment
that collects blood or blood compo-
nents, must not collect blood or blood
components before determining that
the donor is eligible to donate or before
determining that an exception to this
provision applies. To be eligible, the
donor must be in good health and free
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