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To a certain extent because of their separa-
tion from their normal parents, the thera-
pists and staff themselves often become sur-
rogates for parental authority, When those
therapists and medical staff are involved in
a research project, the child’s assent or fail-
ure to object may be influenced by the sur-
rogate parent relationship.

With regard to parents there are certain
obvious impacts on both the family unit and
the parent that result from a child’s iliness.
First, the emotional impact of a serious ill-
ness in the family may lead to a breakdown
of the judgmental and perceptive relation-
ships within the normal family unit. To a
certain extent, the sick child becomes a
burden that parents may not.be capable of
assuming without some diminishing of
normal parental judgment and discretion.
This is especially true in situations in which
the child must be corifined to an institution
in order to obtain therapy or treatment. It
is also true of those situations in which
therapy or treatment at home is especially
difficult and disruptive, Second, the parent
of the sick child will in most instances have
a long, intimate, and even emotional in-
volvement with those who provide therapy
for the child. As amply demonstrated in
some of the filmed informed consent se-
quences presented to the Commission, that
emotional involvement with the therapist
may well have a severe and in facl even
overridihg inpact on the parents’ judgment
with regard to granting permission for the
participation of their child in a research
project,

In conclusion then both the principle of
beneficence, and the adverse impact on the
other protective mechanisms require that
this Commission afford sick children great-
er protection than that afforded to children
at large.

3. The Distinctions Atlempted in Both Sets
of Deliberalions are Shams and There is No
Legal, Ethical or Social Basis for Subjecting
Sick Children to More Than Minimal Risk
Merely Because a Foreseeable Benefit Might
Accrue to an Identifiable Class of Children
in the Future.

In its two sets of deliberations, the Com-
mission has attempted to present a shop-
ping list of reasons in support of Recom-
mendation (5). Each of these shall be dealt
with separately, below.

First, the Commission notes that “the
scope of parental authority routinely covers
a child’s participation in many activities in
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which risk is more than minimal, and yet
benefit is Gquestionable (involvement in
skiing and contact sports are two exampies
among many)."” Without concurring in the
judgment of the Commission that benefit in
skiing and contact sports is questionable, it
is clear to me that this same rationale hoids
true for normal children as well as sick chil-
dren. Thus, I perceive no basis for making
any distinction between the two classes of
children on the basis of that statement.
Second, the Commission notes that it was
“impressed by reported examples of diag-
nostic therapeutic and preventive measures
that might well have been derived from re-
search involving risks that, while minor,
would be considered more than minimal."”
Again, that rationale provides no basis for
segregating children into separate classes,
The rationale is strictly utilitarian and is
not specifically supported in the record.
Moreover, at no point does the Commission
require that such research be carried out
only if normal children would not be scien-
tifically appropriate subjects. In the ab-
sence of such a limitation, I do not believe a
strictly utilitarian rationale can provide ade-
quate justification for a policy creating a
doubly disadvantaged class of children.
Third, the Commission suggesis that more
than minimal risk is a condition that is
“normal” for sick children. My problems
withh that characterization have been ex-
pressed above and will not be repeated here.
Finally, both sets of Commission delibera-
tions conclude that “foreseeable benefits in
the future to an identiflable class of chil-
dren may justify a minor increment of risk
to research subjects.” That statement can
be used to justily large quantities of applied
research utilizing sick as opposed to normal
children. The statement itself is without
legal, ethical or social justification. If such
justification did exist, it could be applied
equally as well to normal children. In a situ-
ation in which “conservative” limits are
placed on the participation of normal chil-
dren, relaxation of those limits for sick chil-
dren constitutes a specific mandate and di-
rection to shift the risks and burdens of re-
search from children in general to those
who, by nature of their {llness, are least,
and not most, appropriate réesearch subjeets.

Comment by Dr. Ryan, Chairman of the
Commission

In spite of the diversity of views reflected
in the foregoing statements, our recommen-

dations were adopted almost unanimously
The dissenting statement of Commissioner
Turtie reflects a sharp disagreement, how-
ever, and requires some comment sinee it is
based, I believe, on a misunderstanding of
Recommendation (5).

The Commission has adopted a conserva-
tive definition of “minimal risk,” iLe., the
risk of harm that is normally encountered
in the daily lives, or in the routine med
or psychological examination, of healthy
children. Virtually the entire Commission is
in agreement that a “minor” or *slight" ad-
ditional risk over that normally encoun-
tered may ethically be presented in very
limited circumstances by research not in-
tended to benefit directly the children who
are subjects. These limited circumstances
are commensurability of experience, likeli-
hood of yielding generalizable knowledge
about the subjects’ disorder, and importance
of that knowledge for understanding or
treating such disorder. Further, i
musft be made when appropriate, for the
participation of parents in such research in-
volving their children.

Recommendation (5) contemplates re-
search into the nature and treatment of dis-
orders that specifically afflict children. The
limited circumstances under which such re-
search may be approved under Recommen-
dation (5) clearly indicate thal the research
must be related to the disorder or conditior
affecting those subjects who are involvec
Such research cannotl by Its very nature be
conducted on normal subjects. Accordingiy
Mr. Turtle's statement that the Commis-
sion’s recommendations require research
presénting more than minimal risk to be
carried out on sick children merely beca

they are already subject to such risk,

his contention that the recommendatior
would shift involvement in such research
from normal to sick children, are both in-
correct. The Commission's intention in Rec-
ommendation (5), and the likely effect of
this recommendation, are clearly not to en
courage any unnécessary involvement of
sick children in research, but rather lo
permit the conduct of research intended to
develop important knowledge of disease
states from which certain children suffer
and for which research they are the only
appropriate subjects.

[FR Dec. 78-657 Filed 1-12-78; 8:45 am]
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[4510-27]
DEPARTMENT OF LABOR
Employment Standards Administration

MINIMUM WAGES FOR FEDERAL AND
FEDERALLY ASSISTED CONSTRUCTION

General Wage Determination Decisions

General Wage Determination Deci-
sions of the Secretary of Labor speci-
fy, in accordance with applicable law
and on the basis of information avail-
able to the Department of Labor from
its study of local wage conditions and
from other sources, the basic hourly
wage rates and fringe benefit pay-
ments which are determined to be pre-
vailing for the described classes of la-
borers and mechanics employed in
construction activity of the character
and in the localities specified therein.

The determinations in these deci-
sions of such prevailing rates and
fringe benefits have been made by au-
thority of the Secretary of Labor pur-
suant to the provisions of the Davis-
Bacon Act of March 3, 1931, as amend-
ed (46 Stat. 1494, as amended, 40
U.S.C. 276a) and of other Federal stat-
utes referred to in 29 CFR 1.1 (includ-
ing the statutes listed at 36 FR 306 fol-
lowing Secretary of Labor’s Order No.
24-70) containing provisions for the
payment of wages which are depen-
dent upon determination by the Secre-
tary of Labor under the Davis-Bacon
Act; and pursuant to the provisions of
Part 1 of Subtitle A of Title 29 of Code
of Federal Regulations, Procedure for
Predetermination of Wage Rates, (37
FR 21138) and of Secretary of Labor’s
Orders 12-71 and 15-71 (36 FR 8755,
8756). The prevailing rates and fringe
benefits determined in these decisions
shall, in accordance with the provi-
sions of the foregoing statutes, consti-
tute the minimum wages payable on
Federal and federally assisted con-
struction projects to laborers and me-
chanics of the specified classes en-
gaged on contract work of the charac-
ter and in the localities described
therein.

Good cause is hereby found for-not
utilizing notice and public procedure
thereon prior to the issuance of these
determinations as prescribed in 5
U.S.C. 553 and not providing for delay
in effective date as prescribed in that
section, because the necessity to issue
construction industry wage determina-
tion frequently and in large volume
causes procedures to be impractical
and contrary to the public interest.

General Wage Determination Deci-
sions are effective from their date of
publication in the FEDERAL REGISTER
without limitation as to time and are
to be used in accordance with the pro-
visions of 289 CFR Parts 1 and 5. Ac-
cordingly, the applicable decision to-
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gether with any modifications issued
subsequent to its publication date
shall be made a part of every contract
for performance of the described work
within the geographic area indicated
as required by an applicable Federal
prevailing wage law and 29 CFR, Part
5. The wage rates contained therein
shall be the minimum paid under such
contract by contractors and subcon-
tractors on the work,

MODIFICATIONS AND SUPERSEDEAS DECI-
SIONS TO GENERAL WAGE DETERMINA-
TION DECISIONS

Modifications and Supersedeas Deci-
sions to General Wage Determination
Decisions are based upon information
obtained concerning changes in pre-
vailing hourly wage rates and fringe
benefit payments since the decisions
were issued,

The determinations of prevailing
rates and fringe benefits made in the
Modifications and Supersedeas Deci-
sions have been made by authority of
the Secretary of Labor pursuant to
the provisions of the Davis-Bacon Act
of March 3, 1931, as amended (46 Stat.
1494, as amended, 40 U.S.C. 276a) and
of other Federal statutes referred to in
29 CFR 1.1 (including the statutes
listed at 36 FR 306 following Secretary
of Labor’s Order No. 24-70) containing
provisions for the payment of wages
which are dependent upon determina-
tion by the Secretary of Labor under
the Davis-Bacon Act; and pursuant to
the provisions of Part 1 of Subtitle A
of Title 29 of Code of Federal Regula-
tions, Procedure for Predetermination
of Wage Rates (37 FR 21138) and of
Secretary of Labor’s Orders 13-71 and
15-71 (36 FR 8755, 8756). The prevail-
ing rates and fringe benefits deter-
mined in foregoing General Wage De-
termination Decisions, as hereby modi-
fied, and/or superseded shall, in accor-
dance with the provisions of the fore-
going statutes, constitute the mini-
mum wages payable on Federal and
federally assisted construction pro-
jects to laborers and mechanics of the
specified classes engaged in contract
work of the character and in the local-
ities described therein.

Modifications and Supersedeas Deci-
sions are effective from their date of
publication in the FEDERAL REGISTER
without limitation as to time and are
to be used in accordance with the pro-
visions of 29 CFR Parts 1 and 5.

Any person, organization, or govern-
mental agency having an interest in
the wages determined as prevailing is
encouraged to submit wage rate infor-
mation for consideration by the De-
partment. Further information and
self-explanatory forms for the purpose
of submitting this data may be ob-
tained by wriling to the U.S. Depart-
ment of Labor, Employment Stan-

dards Administration, Office of Spe-
cial Wage Standards, Division of Wage
Determinations, Washington, D.C.
20210. The cause for not utilizing the
rule-making procedures prescribed in 5
U.S.C. 553 has been set forth in the
original General Wage Determination
Decision.

MODIFICATIONS TO GENERAL WAGE
DETERMINATION DECISIONS

The numbers of the decisions being
modified and their dates of publica-
tion in the FEDERAL REGISTER are listed
with each State.

Mar. 4, 1977,
Apr. 1, 19717,

Arkansas:
b4 S & P — Aug, 19, 1977,
ART7-4285; ARTT-4286; Sept. 30, 1977,
ARTT-4287; ARTT-4288
Nov. 11, 1877,

Oct. 7, 1977,

Jan. 9, 1976.
. May 20, 1977,
. June 17, 1977,

July 8, 1977.
NVTT-5077; NVT7-5085; Sept. 23, 1977.
NV77-5089
klahoma:
OKT7-4273; OK77-4274 Sept. 30, 1977.
. Feb. 13, 1876,
. Aug. 19, 1977,
. Sept. 23, 1977,
Sept. 30, 1977.

TXT7-4240; TXT7-4241;
TX77-4242; TXT7-4243;
TXT77-4244; TXT77-4245;
TXTT-4246; TXT7-4247;
TXT7-4248; TX77-4249;
TX77-4250; TX77-4251;
TXT7-4252; TX77-4254;
TXT77-4266; TXT77-4257,
TXT77-4258; TX77-4259;
TXT7-4260; TXT77-4261;
TX77-4262; TXT7-4263;
TX77-4264; TX77-4265,
TX77-4280
Oct. 21, 1077.
Utah:
UT77-5075...
Wisconsin:
WIT7-2102...
WITT-2126

.. Aug. 5, 1977.

. July 185, 1977,
Aug. 26, 1977.

SUPERSEDEAS DECISIONS TO (GENERAL
WAGE DETERMINATION DECISIONS

The numbers of the decisions being
superseded and their dates of publica-
tion in the FEpERAL REGISTER are listed
with each State.

Supersedeas Decision numbers are in
parentheses following the numbers of
the decisions being superseded.

Texas:
TX77-4201 (TX77-4004)
TXT7-4222 (TXT77-4003)
TX77-4253 (TX77-4002)

Aug. 19, 1977,
Sept, 23, 19717,
Sept. 30, 1977.

Signed at Washington, D.C., this 6th
day of January 1978.

RAY J. DoLaAN,
Assistant Administrator,
Wage and Hour Division.
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[4110-12]
Title 45—Public Welfare

SUBTITLE A—DEPARTMENT OF HEALTH, EDU-
CATION, AND WELFARE, GENERAL ADMIN-
ISTRATION

PART 85—IMPLEMENTATION OF EXECUTIVE
ORDER 11914, NONDISCRIMINATION ON
THE BASIS OF HANDICAP IN FEDERALLY AS-
SISTED PROGRAMS

Coordination of Federal Agency Enforcement
of Section 504 of the Rehabilitation Act of
1973

AGENCY: Department of Health,
Education, and Welfare.

ACTION: Final rule,

SUMMARY: This rule implements Ex-
ecutive Order 11914, “Nondiscrimina-
tion With Respect to the Handicapped
in Federally Assisted Programs,"”
under which the Department of
Health, Education, and Welfare is re-
quired to coordinate governmentwide
enforcement of section 504 of the Re-
habilitation Act of 1973, as amended.
In particular, the rule sets forth en-
forcement procedures, standards for
determining which persons are handi-
capped, and guidelines for determining
what practices are discriminatory.
These procedures, standards, and
guidelines are to be followed by each
federal agency that provides federal fi-
nancial assistance in issuing regula-
tions implementing section 504.

EFFECTIVE DATE: January 13, 1978.

FOR FURTHER INFORMATION,
CONTACT:

Anne Beckman, Office for Civil
Rights, Department of Health, Edu-
cation, and Welfare, 330 Indepen-
dence Avenue SW. Washington,
D.C. 20201, 202-245-6118.

SUPPLEMENTARY INFORMATION:
BACKGROUND

As part of the Rehabilitation Act of
1973 (Pub. L. 93-112), Congress en-
acted section 504, which provides that
“no otherwise qualified handicapped
individual in the United States * * *
shall, solely by reason of his handicap,
be excluded from the participation in,
be denied the benefits of, or be sub-
jected to discrimination under any
program or activity receiving Federal
financial assistance.” The definition of
“handicapped individual” applicable to
section 504 is contained in section
111¢(a) of the Rehabilitation Act
Amendments of 1974 (Pub. L. 93-518).

On April 28, 1976, the President
issued Executive Order 11914 (41 FR
17871) to provide for consistent go-
vernmentwide enforcement of section
504; the executive order is reprinted at
Appendix A to this rule. The order dir-
ects the Secretary of Health, Educa-

RULES AND REGULATIONS

tion, and Welfare to coordinate the
implementation of section 504 by all
Federal departments and agencies
that extend financial assistance to any
program or activity. Specifically, sec-
tion 1 directs the Secretary to estab-
lish standards for determining who are
handicapped individuals and to estab-
lish guidelines for determining what
are discriminatory practices under sec-
tion 504 and to assist other agencies as
necessary to assure the coordinated
and consistent implementation of sec-
tion 504. Sections 2 and 3 also contem-
plate that this Department will estab-
lish procedures to guide other Federal
departments and agencies in imple-
menting section 504.

In addition to setting forth the re-
sponsibilities of this Department, the
executive order directs other agencies
to issue regulations consistent with
HEW standards and procedures, to
furnish the Secretary with reports and
information upon request, and to co-
operate with this Department in their
implementation of section 504.

Finally, the executive order, in sec-
tion 3, contains general procedures
and sanctions for securing compliance
with section 504 and, in section 5, re-
quires the consistent implementation
of all of Title V of the Rehabilitation
Act of 1973 as well as the Architectur-
al Barriers Act of 1968 (Pub. L. 90-
480).

On May 4, 1977, this Department
issued its final regulation implement-
ing section 504 as to recipients of fi-
nancial assistance from HEW,

On June 24, 1977, the Department
issued a proposed rule to carry out its
responsibilities under the executive
order by specifying procedures for the
promulgation and enforcement of sec-
tion 504 regulations by all agencies
providing financial assistance, stan-
dards for determining who are handi-
capped individuals, and guidelines for
determining what practices are dis-
criminatory under section 504. Fifty
comments were received during the 30-
day public comment period. The Sec-
retary’s response to these comments
and the explanation for changes in
the proposed rule are set forth below
in the summary of the final regula-
tion.

SUMMARY OF RULE AND ANALYSIS OF
COMMENTS

Subpart A of this regulation sets
forth general definitions and uniform
procedures for the enforcement of sec-
tion 504.

Section 85.3(e) defines the term
“federal financial assistance.” Several
commenters objected to the exclusion
of contracts of insurance and guaranty
from that definition because programs
whose only federal assistance is in the
form of federal loan guarantees, such
as the Federal Deposit Insurance Cor-
poration (FDIC) and Federal Housing

FEDERAL REGISTER, VOL. 43, No. 9—FRIDAY, JANUARY 13, 1978

Administration (FHA) programs, are
thereby exempt from coverage. In
light of this concern, the Department
asked the Department of Justice for
an opinion as to whether contracts of
insurance and guaranty are covered by
section 504. The Department of Jus-
tice has advised this Department, on
the basis of its analysis of the legisla.
tive history of section 504, that Con.
gress intended the reach of section 504
to be “co-extensive with that of (tities
VI and IX), thus excluding programs
of guarantee and insurance."” The final
regulation reflects that determination.

Despite some difference in the word-
ing of the definitions of federal finan-
cial assistance in the regulations im-
plementing section 504 and title VI,
the substance of the two definitions
does not differ. Several commenters
misunderstood the exclusion of ‘“ulti-
mate beneficiaries” in § 85.3(d); an ul-
timate beneficiary is not the final
“recipient,” but the student, patient,
or other individual who participates in
the assisted program.

One comment asked whether the
definition of facility in § 85.3(f) applies
only to land-based facilities. Although
the definition is not so limited, the De-
partment agrees with the observation
that different standards may be
needed for vessels than for other fa-
cilities. The appropriate mechanism
for the recognition of such differ-
ences, however, is in the regulations of
the agencies that provide assistance to
programs involving vessels.

Section 85.4 contains procedures for
the promulgation of agency regula-
tions. In accordance with section 2 of
the executive order, such regulations
are required to be consistent with the
standards and guidelines contained in
this regulation. Agencies are encour-
aged to examine Subparts A, B, and C
of the HEW section 504 regulation to
determine whether their regulations
should include any of the more de-
tailed provisions to be found there. In
addition, each agency should examine
the programs and activities to which it
provides assistance - to determine
whether detailed reguirements con-
cerning any such program or activity
should be included in its regulation,
similar to those contained in Subparts
D, E, and F of the HEW section 504
regulation.

A number of recipients objected to
the requirement in paragraph (a) that
each agency issue a separate section
504 regulation and would have pre-
ferred implementation through one
regulation enforced by one agency—
the sysftem used for section 503. Al-
though the provision for interagency
cooperation set forth in §85.6 should
take care of many of the problems
foreseen by these commenters, there
are admitted advantages to the single
agency system. This approach is pre-
cluded here, however, because section




504, unlike section 503, does not place
rulemaking authority in a single
agency and the executive order itself
directs each federal agency to issue its
own regulation. Furthermore, because
section 504 covers the provision of ser-
vices as well as employment, it does
not lend itself as readily to a single
regulation as does section 503: While
employment presents fairly uniform
issues from agency to agency, the
problems that arise in various service
programs differ widely.

Section 85.4(b) sets forth the sched-
ule for issuing agency regulations. In
response to comment, the time for
preparation of a proposed rule has
been extended to 90 days. Three agen-
cies commented that more than 90
days would be required for this pur-
pose. While the Department recog-
nizes that the problems to be resolved
by these agencies are complex, it be-
lieves that every effort should be
made to meet this schedule.

As stated in the proposed regulation,
the Secretary believes that the provi-
sion for review of each agency's draft
final regulation By the Director of the
HEW Office for Civil Rights before it
is finally issued is an effective and ap-
propriate method of promoting consis-
tency of regulation under section 504
throughout the government. Although
a few commenters suggested the need
for some additional, formal mecha-
nism for defermining whether an
agency regulation conforms to this
regulation, we believe that public com-
ment, together with review by the
Office for Civil Rights, will suffice.

One change has been made in para-
graph 4(e). The phrase “aid, bencfits,
or services” has been substituted for
the word “services” so as to describe
more adequately the nonemployment
elements of various assisted programs
and activities.

One comment requested a statement
by the Department that this regula-
tion creates no judicially enforceable
rights. Such a statement, we believe, is
inappropriate and unnecessary.
Whether any legally enforceable
rights are created by this regulation is
& matter for courts to decide. We
would only observe that the regulation
applies to Federal agencies, not to re-
cipients, and that it has no retroactive
reach.

Comments led to three changes in
section 85.5 (Enforcement). Adoption
of title VI enforcement procedures is
not a required element of the enforce-
ment system; even those commenters
Who do not entirely support the title
VI procedures favored their inclusion
because of the advantages of a single
ctomplaint mechanism. The language
of the consultation requirement has
been made consistent with the corre-
Sponding language of the HEW section
504 regulation. A requirement that re-
Cipients conduct self-evaluations has

RULES AND REGULATIONS

also been added because of the bene-
fits to be gained by agencies, recipi-
ents, and handicapped persons of a
mechanism for effecting compliance
without Federal intervention. More
specific guidance for conducting an
evaluation, as well as a specific time
for its completion, should be provided
in each agency’s regulafion.

Despite these additions, § 85.5 is still
not intended to be exhaustive. Agen-
cies may wish to consider other addi-
tions from the HEW section 504 regu-
lation, such as the designation by a re-
cipient of an employee to coordinate
504 enforcement. Although §85.5 has
not been amended to require agencies
to conduct pre-grant compliance re-
views, as suggested, the Department
does agree that they are an effective
means of ensuring compliance and
therefore encourages agencies to con-
duct such reviews as a routine matter,
especially with respect to major
grants.

Section 85.6 contains provisions con-
cerning interagency cooperation. Al-
though commenters were pleased that
the issue of coordination of enforce-
ment among the various Federal agen-
cies had been addressed, many felt
that this section failed to resolve ade-
quately problems of the recipient who
receives grants from more than one
agency: Multiple assurance forms, in-
consistent regulations or enforcement
procedures, multiple investigations.
Several commenters also suggested
that the final regulation incorporate
some method for determining the pri-
mary enforcement agency (such as the
agency that provides the largest
grants), While the Department is sym-
pathetic with recipients’ conecerns, it
believes that these problems can be re-
solved by the agencies themselves
without further regulation. As noted
in the proposed regulation, agencies
are encouraged to extend existing title
VI delegations to section 504. Ensuring
consistent regulations should alleviate
the problem as well. If, however, these
mechanisms prove to be inadequate,
the Department will issue further
rules on the subject.

One comment suggested the need
for standardized referral procedures
when complainants appeal to the
wrong agency. Although no change
has been made in the regulation, the
Department feels the issue is an im-
portant one. Each agency should
adopt internal procedures to ensure
that misdirected complaints are re-
ferred to the proper agency, rather
than being returned to complainants,
and to ensure that complainants are
promptly notified of the referral.

Section 85.7 contains provisions for
coordination with sections 502 and 503
of the Rehablilitation Act; two minor
clarifying changes have been made.

One commenter inguired as to the
precise meaning of “consuit” and *‘co-
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ordinate” as used in this section. The
terms are not meant to specify any ex-
plicit procedures. The requirement for
consultation with the Architectural
and Transportation Barriers Compli-
ance Board (ATBCB) in developing re-
quirements for the accessibility of new
construction and alteration is based
simply on the Department's belief
that agencies should take advantage
of the Board’s expertise in this area.

The coordination requirement is de-
signed to avoid inconsistent or duplica-
tive enforcement where the jurisdic-
tion of sections 502 or 503 overlaps
with that of section 504. The ATBCB
itself suggested that each agency be
required to enter into a memorandum
of understanding with the Board. Re-
quiring formal agreements for this
purpose, we believe, is neither neces-
sary nor advisable.

Two agencies suggested that all mat-
ters of employment discrimination
against handicapped persons be co-
ordinated by the Department of Labor
(DOL) to avoid inconsistent require-
ments-being imposed upon entities
that are both federal recipients and
federal contractors. We believe that
the requirements of the two regula-
tions are not inconsistent despite some
variance in language. There must, of
course, be close coordination of en-
forcement with DOL when a recipient
is also a contractor. A general rule
that DOL should be.the primary en-
forcement agency in this situation
would not, however, be appropriate.
Where a corporation that is a federal
contractor gets minimal assistance
from another agency, DOL would be
the natural lead agency. But where,
for example, a university with a major
HEW grant is also a federal contrac-
tor, HEW would more appropriately
take the primary enforcement role,
even with respect to employment.

Several suggestions were received
concerning consultation and coordina-
tion with other agencies in areas of po-
tential overlap. The Department is re-
luctant to build in any more of these
requirements. The opportunity that
each agency will have to comment on .
the regulation proposed by each of the
other agencies should suffice to
handle any other similar situations.

As noted in the proposal, the De-
partment will, on a continuing basis,
fulfill its responsibilities under the ex-
ecutive order to assist and consult
with other agencies in their implemen-
tation of section 504 and te monitor
compliance with the executive order.

Subpart B of this regulation con-
tains the standards for determining
who are “handicapped persons” and
“qualified handicapped persons”
within the meaning of section 504.
Except for the addition noted below,
the definition of handicapped person
(§85.31) is identical to the one con-
tained in § 84.3(j) of HEW's section 504
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regulation. Further discussion of its
provisions may be found in paragraph
3 of Appendix A of that regulation (42
FR at 22685-6). A final sentence has
been added to the definition listing,
for illustrative purposes, some of the
diseases and impairments that are in-
cluded in the term ‘“physical or mental
impairment.” It should be noted that
this definition of handicapped person
does not supersede or interfere with
the narrower definitions of the term
established by statute for specific pur-
poses, such as reduced transportation
fares or eligibility for vocational reha-
bilitaion services. Agencies using such
definitions may not, however, substi-
tute them for the definition prescribe
in this regulation in connection with
their implementation of section 504.

It is again noted that drug addiction
and alcoholism are included in the list
of diseases and impairments. As stated
in the proposal, the question of sec-
tion 504’s application to drug addicts
and alcoholics was a difficult one on
which the Secretary of HEW sought
the advice of the Attorney General. In
an opinion dated April 12, 1977, the
Attorney General concluded that drug
addiction and alcoholism are physical
or mental impairments and are thus
handicaps for the purpose of section
540 if they result in a substantial limi-
tation of a “major life activity.”

A detailed analysis of the implica-
tions of the inclusion of drug addicts
and alcoholics within the scope of sec-
tion 504 is set forth in paragraph 4 of
Appendix A of the HEW regulation
(42 FR at 22686). In response to con-
cern again expressed in a number of
comments, we emphasize that the fact
that drug addiction and alcoholism
may be handicaps does not mean that
the behavioral manifestations of these
conditions must be ignored in deter-
mining whether a person is qualified
for services or employment. The stat-
ute applies only to qualified handi-
capped persons.

The definition of qualified handi-
capped person in §85.32.has been
adapted from §84.3(k) of the HEW
section 504 regulation. Other agencies
may wish to supplement its provisions
with additional guidance concerning
qualifications for specific programs, as
was done in §84.3(k) (2) and (3) of the
HEW section 504 regulation. Several
comments objected to the difference
in wording between §85.32(a) of this
regulation and section 60-741.2 of the
Department of Labor section 503 regu-
lation. No difference in substance is
thereby intended; this Department be-
lieves that its definition more ade-
quately emphasizes the prohibition
against deeming a handicapped person
to be unqualified on the basis of func-
tions that are not necessary to the suc-
cessful performance of the job in ques-
tion.

A number of comments from the
transportation field raised the ques-
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tion of whether such factors as safety
may be considered in determining
whether a handicapped person, espe-
cially one who is or has been alcoholic
or emotionally ill, is qualified for a
job. The Secretary again wishes to re-
assure recipients that such consider-
ations are appropriate and are not
considered a violation of section 504,
so long as they are based on facts re-
lating to the individual applicant’'s
qualifications, rather than on assump-
tions or stereotypes.

Subpart C of this regulation, sets
forth guidelines for determining dis-
criminatory practices; these are, in
general, minimum requirements.
Except where obvious discrepencies in
implementation would result, other
agencies may exceed these standards if
they wish. The subpart is divided into
three parts: General, based on §84.4 of
the HEW section 504 regulation; Em-
ployment, based on Subpart B of the
HEW section 504 regulation, and Pro-
gram Accessibility, based on Subpart C
of the HEW section 504 regulation. A
more detailed discussion of these sub-
parts than is contained below may be
found in Appendix A of the HEW reg-
ulation.

The general prohibitions against dis-
crimination on the basis of handicap
set forth in §85.51 incorporate basic
principles that the Department deter-
mined, in developing its own regula-
tion, to be inherent in section 504.
First, section 504, like other nondiseri-
mination statutes, prohibits not only
those practices that are overtly dis-
criminatory but also those that have
the effect of discriminating. And it is
equal opportunity, not merely equal
treatment, that is essential to the
elimination of discrimination on the
basis of handicap. Thus, in some situa-
tions, identical treatment of handi-
capped and nonhandicapped persons is
not only insufficient but is itself dis-
criminatory. On the other hand, sepa-
rate or different treatment can be per-
mitted only where necessary to ensure
equal opportunity and truly effective
benefits and services. Federally assist-
ed programs and activities must thus
be provided in the most integrated set-
ting appropriate to the needs of par-
ticipating handicapped persons.

Several commenters asked about the
effect of §85.51 on the previously
issued regulation of the Department
of Transportation (DOT) implement-
ing the Urban Mass Transportation
Act (UMT Act) with respect to handi-
capped persons. This Department has
not reviewed the UMTA regulation be-
cause it was issued before the promul-
gation of these guidelines. In the
course of developing its regulation to
implement section 504, DOT will un-
doubtedly examine its prior regula-
tions with a view toward incorporating
or revising their underlying concepts
in its 504 regulation. The DOT section
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504 regulation will be subject to publje
comment and to reveiw by this De.
partment.

Furthermore, the Department’s in.
terpretation of §85.51 on matters of
physical accessibility is set forth in
§§85.56-58; it is these sections that, in
general, should be looked to for guid.
ance on this subject. This observation
is also relevant to the many questions
raised by commenters concerning the
application of various provisions of
§85.51 to specific transportation situa.
tions. In response to comment, the De.
partment wishes to make clear that it
does not construe this section, nor
§§85.56-58, to preclude in all circum-
stances the provision of specialized
services as a substitute for, or supple.
ment to, totally accessible services, nor
do these sections require door-to-door
transportation service. Neither does
paragraph (b)(4) of this section re
quire buses to move their regular
route stops to the doors of handi-
capped riders.

Section 85.51 (b)(3) prohibits recipi-
ents from utilizing criteria or methods
of administration that would have the
effect of subjecting handicapped per-
sons to discrimination on the basis of
handicap. The main application of this
provision is to state agencies that re-
cieve federal funds and then distribute
the funds to other entities. These
state agencies are obligated to develop
methods of administering the distribu-
tion of federal funds so as to ensure
that handicapped persons are not sub-
jected to discrimination on the basis of
handicap either by the second-tier re-
cipients or by the manner in which
the funds are distributed. The prohibi-
tions of this paragraph, as well as of
paragraph (b)(1), apply not only fto
direct actions of a recipient but also to
actions committed through contrac-
tual agreements or similar arrange-
ments. This provision is based on the
premise that a recipient should not be
able to do indirectly that which it
cannot do directly.

Sections 85.52-55 contain the basic
requirements for the elimination of
diserimination on the basis of handi-
cap in employment. These sections
should be augmented, where possible,
with provisions appropriate to the pro-
grams assisted by each agency. Specifi-
cally, §85.53 could be supplemented, &s
is the corresponding §84.12 of the
HEW section 504 regulation, with ex-
amples of actions constituting reason-
able accommodation and with factors
to be considered in determining undue
hardship; and §85.54, with provisions
adapted from the more specific re-
quirements of the parallel §84.13 of
the HEW section 504 regulation. :

One comment raised an issue of in-
terest to those agencies that decide t0
augment §85.53 with examples of rea-
sonable accommodation. Because Of
the tendency of some readers (0
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equate this requirement with physical
accommodations, any list of examples
should include other types of actions,
such as job restructuring and modified
work schedules.

One comment to §85.52, raised in
the context of the transportation in-
dustry but of general applicability, in-
guired about the effect of this section
on local, state, and federal laws that
govern, in the interest of safety, driver
eligibility. Local and state laws affect-
ing the eligibility of handicapped per-
sons for employment may continue to
be applied, but only if they set stan-
dards that are job related and that do
not unjustifiably disqualify such per-
sons for particular jobs. Federal regu-
lations as well should be reviewed to
determine whether they meet this
standard,

In response to comment, a new para-
graph (b), taken from the HEW sec-
tion 504 regulation, has been added to
this section. It is designed to empha-
size the prohibition on such practices
as classifying certain jobs as being for
handicapped persons,

In §85.54, the word “nonjob-related”
has been deleted as redundant. A test
or other selection criterion “discrimi-
pates” if it screens out or tends to
sereen out handicapped persons but is
not job related.

Although §85.55, like §84.14 of the
HEW section 504 regulation, generally
bans preemployment medical exami-
nations and inquiries concerning
handicap, certain qualifications to this
general prohibition, found in §84.14
and cross-referenced in § 85.55, should
be noted. First, while employers may
not, during the application process, in-
quire about the existence of a specific
handicap (for example, epilepsy), they
may ask about the applicant's ability
to perform duties necessary to the job
in question. Second, they may make
voluntary inquiries as to handieap if
they are subject to remedial or affir-
mative action obligations or if they are
undertaking voluntary action to in-
trease their employment of handi-
capped persons. Third, they may con-
dition an offer of employment on the
successful completion of a medical ex-
amination: Provided, That the exami-
nation follows the requirements of
§84.14(c) and that no offer is with-
drawn on the basis of medical condi-
tions that are not job related.

Several comments objected to the
difference between the positions taken
In the section 503 regulation and
§‘85.55 of this regulation on the ques-
tion of preemployment inguiries and
medical examinations. As discussed
above, § 85.55 requires physical exami-
hations and inguiries as to handicap to
be postponed until after the hiring de-
¢ision (which, again, may be condition-
ed on the result of the examination),
Whereas the section 503 regulation
allows such examinations and inquir-
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ies to be made before an offer of em-
ployment.

The issuance of the DOL section 503
regulation preceded that of the HEW
section 504 regulation by several years.
During that time, the Department re-
ceived extensive comment on the need
to limit inquiries as te handicap in
order to reduce the potential for dis-
crimination, especially with respect to
persons with nonvisible handicaps. We
believe that the standard otutlined
above, although different from that of
the DOL section 503 regulation, is nec-
essary to achieve that objective; one
virtue of this standard is that it makes
it possible to determine whether the
reason for not hiring a handicapped
person is because of handicap. We also
believe that legitimate purposes for
obtaining such information are ful-
filled as well at this later stage in the
hiring process.

The misunderstanding of this sec-
tion apparenf in many comments
makes it important to emphasize again
that this provision does not prohibit
taking job-related conditions into ac-
count in making employment deci-
sions, nor does it preclude a recipient
from obtaining information as to such
conditions, It merely affects the time
at which and the manner in which the
information may be obtained.

Sections 85.56-58 concern “program
accessibility,” a term that summarizes
the concept of prohibiting the exclu-
sion of handicapped persons from pro-
grams by virtue of architectural bar-
riers to such facilities as buildings, ve-
hicles, and walks, while not requiring
that existing facilities be completely
barrier-free. Although new facilities
are to be designed and constructed so
as to be physically accessible to handi-
capped persons, structural modifica-
tions of existing facilities need be un-
dertaken only where other methods
are inadequate to assure that a pro-
gram is available to handicapped per-
sons, This final regulation has been
amended to take into account the spe-
cial problems of making various modes
of transportation “program
accessible,” and the Department rec-
ognizes that the implementation of
the concept of program accessibility
will necessarily vary in other pro-
grams. As stated in the proposal, how-
ever, the Department believes that the
basic principles contained in §§ 85.56-
58, as amended, are appropriate go-
vernmentwide and are essential to the
effective and consistent implementa-
tion of section 504.

Section 85,56 establishes the general
standard for nondiscriminatory phys-
ical access to federally assisted pro-
grams and activities under section 504,
It does not prohibit architectural bar-
riers; it does prohibit exclusion of
handicapped people from federally as-
sisted programs and activities by
virtue of such barriers. Sections 85.57-
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8 describe the means by which this
standard is to be reached.

Section 85.57 has been amended and
divided into three paragraphs. A new
sentence has been added to paragraph
(a) to rectify the misunderstanding,
evident in some comments, that each
existing facility must be altered.

Agencies are urged to set forth in
their regulations illustrative types of
actions that recipients may use as al-
ternatives to structural changes to ex-
isting facilities. If they do so, agencies
should also incilude the requirement,
intrinsic to section 504, that priority
be given to methods that offer pro-
grams and activities to handicapped
persons in the most integrated setting
appropriate. (See §84.22(b) of the
HEW section 504 regulation.) Agencies
may also wish to consider supplement-
ing §85.57 with other details from sec-
tion 84.22 of the HEW section 504 reg-
ulation.

In response to comment, the Depart-
ment wishes to make clear that §85.57
does not preclude other agencies from
allowing recipients to choose among
appropriate alternative methods of
achieving program accessibility, so
long as the agency itself sets an ac-
ceptable standard for what constitutes
program accessibility.

Several (ransportation comments
proposed that the word “program,” for
purposes of program accessibilily, be
interpreted to mean the entire trans-
portation system of a certain geo-
graphic area, as cpposed to particular
modes of transportation (bus, rail) in
the area. The Department rejects this
concept as a general matter.

We recognize, however, that there
are special problems to achleving pro-
gram accessibility with the three-year
time period for certain modes of trans-
portation. Paragraph (b) has, there-
fore, been amended to allow more
than three years for compliance for
any mode of transportation in which
program accessibility can be achieved
within that period only through ex-
tensive alterations entailing extracrdi-
nary costs. Such exceptions may be al-
lowed only where alternate, accessible
maodes of transportation are available.
The specific period of time for compli-
ance is to be established by the federal
agency administering the transporta-
tion program (the Department of
Transportation, in practically all
cases); it may vary from mode to
mode. The Department believes that
this departure from the general
scheme is justified by the lack of ae-
ceptable alternatives to extremely ex-
pensive alterations in the provision of
some transportation services.

The Department recognizes that
special problems may also be encoun-
tered in achieving program accessibil-
ity in existing public housing projects
within the three-year schedule. Be-
cause the program accessibility stan-

13, 1978




2136

dard itself requires only that a small
percentage of units be accessible (and
that there be access to the project
itself), the Department believes that
the standard can be met within the
prescribed schedule. We are prepared
to consult with the Department of
Housing and Urban Development as
compliance progresses and will reexa-
mine the situation if circumstances so
warrant.

Another issue raised during the com-
ment period is the question of the
effect of §85.57 upon the requirements
of the Architectural Barriers Act of
1968, Pub. L. 90-480, The relevant por-
tion of that Act requires that, after
1968, all new construction and alter-
ation receiving direct Federal financial
assistance be accessible. One com-
menter feared that recipients who had
undertaken construction subject to
the Architectural Barriers Act but
who had failed to comply with the Act
might feel that compliance with the
Architectural Barriers Act would be
excused if its program, on the whole,
were accessible and thus in compliance
with §85.57. Such is not the case. The
Department does not intend, and has
no authority, to interfere in any way
with the requirements of the Architec-
tural Barriers Act.

Two comments requested that an ex-
ception be added to §85.57 for modifi-
cations of historic structures. While
we agree that it is important to pre-
serve historical structures, we believe
that the flexibility of the program ac-
cessibility standard will permit recipi-
ents, with appropriate technical assis-
tance and advice, to make their pro-
grams saccessible without impairing
the integrity of historic buildings.

Paragraph (¢), added in response to
comment, requires that transition
plans be developed in cases where
structural modifications are necessary
to achieve program accessibility. The
schedule for completion of these
plans, as well as any further require-
ments deemed appropriate, is left to
the determination of each regulating
agency. The plan is to be developed
with the aid of handicappéd persons
or their organizations.

Section 85.58 requires new facilities
and, to the maximum extent feasible,
alterations in existing facilities to be
readily accessible. No accessibility
standards have been specified here,
but agencies should note that the
HEW section 504 regulation requires
HEW recipients either to meet the
standards developed by the American
National Standards Institute, Inc.
(ANSI), or to provide equivalent acces-
sibility. Each agency should, in the in-
terest of governmentwide consistency,
carefully consider adoption of the
ANSI standards or their equivalent for
any of its programs to which the stan-
dards are applicable.

A difficult problem that has arisen
during the comment period with re-
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spect to §85.58 is its effect upon buses
ordered in the interval between the
final issuance of individual agency 504
regulations and the effective date of
the Department of Transportation’s
ruling concerning Transbus. (That
ruling requires that all buses acquired
with the assistance of the Urban
Mass Transportation Administration
(UMTA), ordered after September 30,
1979, meet the specifications for
Transbus—a low-floor, ramped bus.)
Because of the complexity of the bus
accessibility issue, the final regulation
has been amended to allow the De-
partment of Transportation (DOT) to
defer the effective date for requiring
all new buses to be accessible if DOT
concludes during its section 504 rule-
making process that it is not possible
to do so by the effective date of its
own section 504 regulation and if com-
parable, accessible services are avail-
able to handicapped persons in the
meantime. The date may not, howev-
er, be deferred beyond the present.ef-
fective date of the Transbus decision—
October 1, 1979.

Because this Department agrees
that Transbus is the most effective
means of providing handicapped per-
sons with accessible bus transporta-
tion, it encourages the Department of
Transportation to take all possible
steps to expedite the purchase of
Transbus by its recipients.

The effective date of this regulation
is January 13, 1978. Because the regu-
lation applies only to other federal
agencies rather than to the public and
because the governmentwide imple-
mentation of section 504 should pro-
ceed without further delay, the De-
partment believes that this departure
from the normal 30-day waiting period
is warranted.

Nore.—The Department of Health, Educa-
tion, and Welfare has determined that this
document does not contain a major proposal
requiring preparation of an economic
impact analysis (EIA) statement under Ex-
ecutive Orders 11821 and 11949 and OMB
Circular A-107.

In consideration of the foregoing,
Part 85 is hereby added to Title 45 of
the Code of Federal Regulations to
read as set forth below.

Dated: January 3, 1978.

JosgpH A. CALIFANO, JT.,
Secretary.

Subport A—Faderal Agency Responsibilities
Sec.
85.1
85.2
85.3
85.4
85.5

Purpose,

Application.

Definitions.

Agency regulations.

Enforcement.

85.6 Interagency cooperation.

85.7 oCoordinatrlon with sections 502 and
503.

85.8-85.30 [Reserved]

dards for D ining Who Are Handicapped
Persons

85.31 Handicapped person.

Subpart B--$

85.32 Qualiffed handicapped person.
85.33-85.60 [Reserved]
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foe D fning Diserisinetory Practices
GENERAL

85.51 General prohibitions against discrim.
ination.

EMPLOYMENT

85.52 General prohibitions against employ.
ment discrimination.

85.53 Reasonable accommodation.

85.54 Employment criteria.

85.55 Preemployment inquiries.

PROGRAM ACCESSIBLILITY

85.56 General requirement concerning pro-
gram accessibility.

85.57 Existing facilities.

85.58 New construction.

85.59-85.99 [Reserved]

Appendix A—Executive Order 11914,

AvuTHORITY: Executive Order 11914, 41 FR
17871; sec. 504, Rehabilitation Act of 1973,
Pub. L. 93-112, 87 Stat. 394 (29 U.S.C. 794;
sec. 111¢a), Rehabilitation Act Amendments
of 1974, Pub, L. 93-516, 88 Stat. 1619 (29
U.S.C. 706).

Subpart A—Federal Agency Responsibilities

§85.1 Purpose.

The purpose of this part is to imple-
ment Executive Order 11914, which re-
quires the Department of Health, Edu-
cation, and Welfare to coordinate the
implementation of section 504 of the
Rehabilitation Act of 1973.

§ 85.2 Application.

This part applies to each Federal de-
partment and agency that is empow-
ered to extend Federal financial assis-
tance.

§85.3 Definitions,

As used in this regulation, the term:

(a) “Executive order” means Execu-
tive Order 11914, titled “Nondiscrimin-
ation with respect to the Handicapped
in Federally Assisted Programs,”
issued on April 28, 1976.

(b) “Section 504" means section 504
of the Rehabilitation Act of 1973, Pub,
L. 93-112, as amended by the Rehabili-
tation Act Amendments of 1974, Pub.
L. 93-516, 29 U.S.C. 794.

(¢c) “Agency” means a Federal de-
partment or agency that is empowered
to extend financial assistance.

(d) “Recipient” means any State or
its political subdivision, any instru-
mentality of a State or its political
subdivision, any public or private
agency, institution, organization, Or
other entity, or any person to which
Federal financial assistance is ex-
tended directly or through another re-
cipient, including any successor, &5
signee, or transferee of a recipient, but
excluding the ultimate beneficiary of
the assistance.

(e) “Pederal financial

assistance”
means any grant, loan, contract (other
than a procurement contract or a con-
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tract of insurance or guaranty), or any
other arrangement by which the
agency provides or otherwise makes
available assistance in the form of:

(1) Funds;

(2) Services of Federal personnel; or

(3) Real and personal property or
any interest in or use of such proper-
ty, including:

(i) Transfers or leases of such prop-
erty for less than fair market value or
for reduced consideration; and

(ii) Proceeds from a subsequent
transfer or lease of such property if
the Federal share of its fair market
value is not returned to the Federal
Government,

() “Facility” means all or any por-
tion of buildings, structures, equip-
ment, roads, walks, parking lots, or
other real or personal property or in-
terest in such property.

§85.4 Issuance of agency regulations, -

(a) Each agency shall issue, after
notice and opportunity for comment, a
regulation to implement section 504
with respect to the programs and ac-
tivities to which it provides assistance.
The regulation shall be consistent
with this part.

(b) Each agency shall issue a notice
of proposed rulemaking no later than
90 days after the effective date of this
part. Each agency shall issue a final
regulation no later than 135 days after
the end of the period for comment on
its proposed regulation: Provided,
That the agency shall submit its pro-
posed final regulation to the Director
of the Office for Civil Rights, HEW,
for review at least 45 days before it is
to be issued.

(c) Each such agency regulation
shall: (1) Define appropriate terms,
consistent with the definitions set
forth in §85.3 and with the standards
for determining who are handicapped
persons set forth in Subpart B of this
Part; and (2) prohibit diseriminatory
practices against qualified handi-
capped persons in employment and in
the provision of aid, benefits, or ser-
vices, consistent with the guidelines
set forth in Subpart’ C of this Part.
The regulation shall include, where
appropriate, specific provisions adapt-
ed to the particular programs and ac-
Uvities receiving financial assistance
from the agency.

§855 Enforcement,

(a) Each agency shall establish a
system for the enforcement of section
594 and its implementing regulation
With respect to the programs and ac-
livities to which it provides assistance.
The system shall include: (1) The en-
forcement and hearing procedures
that the agency has adopted for the
enforcement of title VI of the Civil
Rights Act of 1964, and (2) a require-
ment that recipients sign assurances
of compliance with section 504.
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(b) Each agency regulation shall also
include requirements that recipients:
(1) Notify employees and beneficiaries
of their rights under section 504, (2)
conduct a self-evaluation of their com-
pliance with section 504, with the as-
sistance of interested persons, includ-
ing handicapped persons or organiza-
tions representing handicapped per-
sons, and (3) otherwise consult with
interested persons, including handi-
capped persons or organizations repre-
senting handicapped persons, in
achieving compliance with section 504.

§85.6 Interagency cooperation.

(a) Where each of a substantial
number of recipients is receiving assis-
tance for similar or related purposes
from two or more agencies or where
two or more agencies cooperate in ad-
ministering assistance for a given class
of recipients, the agencies shall: (1)
Coordinate compliance with section
504, and (2) designate one of the agen-
cies as the primary agency for section
504 compliance purposes.

(b) Any agency conducting a compli-
ance review or investigating a com-
pliant of an alleged section 504 viola-
tion shall notify any other affected
agency upon discovery of its jurisdic-
tion and shall inform it of the findings
made. Reviews or investigations may
be made on a joint basis.

§85.7 Coordination with sections 502 and
503.

(a) Agencies shall consult with the
Architectural and Transportation Bar-
riers Compliance Board in developing
requirements for the accessibility of
new facilities and alterations, as re-
quired in § 85.58, and shall coordinate
with the Board in enforcing such re-
quirements with respect to facilities
that are subject to section 502 of the
Rehabilitation Act of 1973, as amend-
ed, as well as to section 504.

(b) Agencies shall coordinate with
the Department of Labor in enforcing
requirements concerning employment
discriminination with respect to recipi-
ents that are also federal contractors
subject to section 503 of the Rehabili-
tation Act of 1973, as amended.

§§ 85.8-85.30 [Reserved)

Subpart B—Standords for Determining Whe
are Handicapped Persons

§85.31 Handicapped person.

(a) “Handicapped person” means
any person who has a physical or
mental impairment that substantially
limits one or more major life activities,
has a record of such an impairment, or
is regarded as having such an impair-
ment.

(b) As used in paragraph (a) of this
section, the phrase:

(1) “Physical or mental impairment”
means (i) any physiological disorder or
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condition, cosmetic disfigurement, or
anatomical loss affecting one or more
of the following body systems:; Neuro-
logical; musculoskeletal; special sense
organs; respiratory, including speech
organs; cardiovascular; reproductive;
digestive; genitourinary, hemic and
lymphatic; skin; and endocrine; or (ii)
any mental or psychological disorder,
such as mental retardation, organic
brain syndrome, emotional or mental
illness, and specific learning disabil-
ities. The term “physical or mental im-
pairment’” includes, but is not limited
to, such diseases and conditions as or-
thopedic, visual, speech, and hearing
impairments, cerebral palsy, epilepsy,
muscular dystrophy, multiple sclero-
sis, cancer, heart disease, diabetes,
mental retardation, emotional illness,
and drug addiction and alcoholism.

(2) “Major life activities” means
functions such as caring for one’s self,
performing manual tasks, walking,
seeing, hearing, speaking, breathing,
learning, and working.

(3) “Has a record of such an igapair-
ment” means has a history of, Or has
been misclassified as having, a mental
or physical impairment that®substan-
tially limits one or more major life ae-
tivities.

(4) “Is regarded as having an impair-
ment"” means (i) has a physical or
mental impairment that does not sub-
stantially limit major life activities but
is treated by a recipient as constitut-
ing such a limitation; (ii) has a phys-
ical or mental impairment that sub-
stantially limits major life activities
only as a result of the attitudes of
others toward such impairment; or
(iii) has none of the impairments de-
fined in paragraph (b)(1) of this sec-
tion but is treated by a recipient as
having such an impairment.

§84.32 Qualified handicapped person.

“Qualified handicapped person"
means (a) with respect to employment,
a handicapped person who, with rea-
sonable accommodation, can perform
the essential functions of the job in
question and (b) with respect to ser-
vices; a handicapped person who meets
the essential eligibility requirements
for the receipt of such services.

§§ 85.33-85.50 [Reserved]

Subpart C—Guidelines for Determining
Discriminatory Practices

GENERAL

§85.51 General prohibitions against dis-
crimination.

(a) No qualified handicapped person,
shall, on the basis of handicap, be ex-
cluded from participation in, be denied
the benefits of, or otherwise be sub-
jected to discrimination under any
program or activity that receives or
benefits from federal financial assis-
tance.
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(b)(1) A recipient, in providing any
aid, benefit, or service, may not, direct-
1y or through contractual, licensing, or
other arrangements, on the basis of
handicap:

(i) Deny a qualified handicapped
person the opportunity to participate
in or benefit from the aid, benefit, or
service;

(ii) Afford a qualified handicapped
person an opportunity to participate
in or benefit from the aid, benefit, or
service that is not equal to that afford-
ed others;

(iii) Provide a qualified handicapped
person with an aid, benefit, or service
that is not as effective in affording
equal opportunity to obtain the same
result, to gain the same benefit, or to
reach the same level of achievement
as that provided to others;

(iv) Provide different or separate
aid, benefits, or services to handi-
capped persons or to any class of
handicapped persons than is provided
to others unless such action is neces-
sary to provide qualified handicapped
persons with aid, benefits, or services
that are as effective as those provided
to othex;?

(v) Aid or perpetuate discrimination
against a gqualified handicapped
person by providing significant assis-
fance to an agency, organization, or
person that discriminates on the basis
of handicap in providing any aid, bene-
fit, or service to beneficiaries of the re-
cipient’s program;

(vi) Deny a qualified handicapped
person the opportunity to participate
as & member of planning or advisory
boards,; or

(vii) Otherwise limit a qualified
handicapped person in the enjoyment
of any right, privilege, advantage, or
opportunity enjoyed by others receiy-
ing the aid, benefit, or service.

(2) A recipient may not deny a quali-
fied handicapped person the opportu-
nity to participate in programs or ac-
tivities that are not separate or differ-
ent, despite the existence of permissi-
bly separate or different programs or
activities.

(3) A recipient may not, directly or
through contractual-or other arrange-
ments, utilize criteria or methods of
administration (i) that have the effect
of subjecting qualified handicapped
persons to discrimination on the basis
of handicap, (ii) that have the purpose
or effect of defeating or substantially
impairing accomplishment of the ob-
jectives of the recipient’s program
with respect to handicapped persons,
or (iii) that perpetuate the discrimina-
tion of another recipient if both recipi-
ents are subject to common adminis-
trative control or are agencies of the
same state.

(4) A recipient may not, in determin-
ing the site or location of a facility,
make selections (i) that have the
effect of excluding handicapped per-

RULES AND REGULATIONS

sons from, denying them the benefits
of, or otherwise subjecting them to
discrimination under any program or
activity that receives or benefits from
federal financial assistance or (ii) that
have the purpose or effect of defeat-
ing or substantially impairing the ac-
complishment of the objectives of the
program or activity with respect to
handicapped persons.

(c) The exclusion of nonhandicapped
persons from the benefits of a pro-
gram limited by federal statute or ex-
ecutive order to handicapped persons
or the exclusion of & specific class of
handicapped persons from a program
limited by federal statute or executive
order to a different class of handi-
capped persons iS not prohibited by
this part.

(d) Recipients shall administer pro-
grams and activities in the most inte-
grated setting appropriate to the
needs of qualified handicapped per-
sons.

(e) Recipients shall take appropriate
steps to ensure that communications
with their applicants, employees, and
beneficiaries are available to persons
with impaired vision and hearing.

EMPLOYMENT

§85.52 General prohibitions against em-
ployment discrimination.

(a) No qualified handicapped person
shall, on the basis of handicap, be sub-
jected to discrimination in employ-
ment under any program or activity
that receives or benefits from federal
financial assistance.

(b) A recipient shall make all deci-
sions concerning employment under
any program or activity to which this
part applies in a manner which en-
sures that discrimination on the basis
of handicap does not occur and may
not limit, segregate, or classify appli-
cants or employees in any way that ad-
versely affects their opportunities or
status because of handicap.

(¢) The prohibition against discrimi-
nation in employment applies to the
following activities:

(1) Recruitment, advertising, and
the processing of applications for em-
ployment;

(2) Hiring, upgrading, promotion,
award of tenure, demotion, transfer,
layoff, termination, right of return
from layoff, and rehiring;

(3) Rates of pay or any other form
of compensation and changes in com-
pensation;

(4) Job assignments, job classifica-
tions, organizational structures, posi-
tion descriptions, lines of progression,
and seniority lists;

(5) Leaves of absence, sick leave, or
any other leave;

(6) Fringe benefits available by
virtue of employment, whether or not
administered by the recipient;

(7) Selection and financial support
for training, including apprenticeship,

professional meetings, conferences,
and other related activities, and selee.
tion for leaves of absence to pursye
training;

(8) Employer sponsored activities, in.
cluding social or recreational pro.
grams; and

(9) Any other term, condition, or
privilege of employment.

(d) A recipient may not participate
in a contractual or other relationship
that has the effect of subjecting quali-
fied handicapped applicants or em.
ployees to discrimination prohibited
by this subpart. The relationships re.
ferred to in this paragraph include re
lationships with employment and re.
ferral agencies, with labor unions,
with organizations providing or admin-
istering fringe benefits to employees
of the recipient, and with organiza.
tions providing training and appren-
ticeship programs.

§85.53 Reasonable accommeodation.

A recipient shall make reasonable
accommodation to the known physical
or mental limitations of an otherwise
qualified handicapped applicant or
employee unless the recipient can
demonstrate that the accommodation
would impose an undue hardship on
the operation of its program.

§ 85.54 Employment criteria.

A recipient may not use employment
tests “or criteria that discriminate
against handicapped persons and shall
ensure that employment tests are
adapted for use by persons who have
handicaps that impair sensory,
manual, or speaking skills.

§85.55 Preemployment inquiries.

A recipient may not conduct &
preemployment medical examination
or make a preemployment inguiry as
to whether an applicant is a handi-
capped person or as to the nature or
severity of a handicap except under
the circumstances described in 45 CFR
84.14.

PROGRAM ACCESSIBILITY

§85.56 General requirement concerning
program accessibility.

No qualified handicapped person
shall, because a recipient’s facilities
are inaccessible to or unusable by
handicapped persons, be denied the
benefits of, be excluded from partici-
pation in, or otherwise be subjected L0
discrimination under any program OF
activity that receives or benefits from
federal financial assistance.

§ 85.57 Existing facilities.

(a) A recipient shall operate each
program or activity so that the pro-
gram or activity, when viewed in IS
entirety, is readily accessible to and
usable by handicapped persons. This
paragraph does not necessarily require
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a recipient to make each of its existing
facilities or every part of an existing
facility accessible to and usable by
handicapped persens.

(b) Where structural changes are

necessary to make programs or activi-
ties in existing facilities accessible,
such changes shall be made as soon as
practicable, but in no event later than
three years after the effective date of
the agency regulation: Provided, That,
if the program is a particular mode of
transportation (e.g., a subway system)
that can be made accessible only
through extraordinarily expensive
structural changes to, or replacement
of, existing facilities and if other ac-
cessible modes of transportation are
available, the federal agency responsi-
ble for enforcing section 504 with re-
spect to that program may extend this
period of time, but only for a reason-
able and definite period, such period
to be set forth in the agency's regula-
tion. ~E,
(¢) In the event that structural
changes to facilities are necessary to
meet the requirement of paragraph (a)
of this section, a recipient shall devel-
op, within a definite period to be es-
tablished in each agency’s regulation,
a transition plan setting forth the
steps necessary to complete such
changes. The plan shall be developed
with the assistance of interested per-
sons, including handicapped persons
or organizations representing handi-
capped persons,

§85.58 New construction.

(a) Except as provided in paragraph
(b) of this section, new facilities shall
be designed and constructed to be
readily accessible to and usable by
handicapped persons. Alterations to
existing facilities shall, to the maxi-
mum extent feasible, be designed and
constructed to be readily accessible to
and usable by handicapped persons.

(b) The Department of Transporta-
tion may defer the effective date for
requiring all new buses to be accessible
if it concludes on the basis of its sec-
tion 504 rulemaking process that it is
not feasible to require compliance on
the effective date of its regulation:
Provided, That comparable, accessible
services are available to handicapped
persons in the interim and that the
date is not deferred later than October
1, 1979.

§§85.59-85.99 [Reserved]

APPENDIX A.—NONDISCREMINATION WITH RE-
SPECT TO THE HANDICAPPED IN FEDERALLY
AsSSISTED PROGRAMS

Execurive ORDER 11914, APriL 28, 1976

By virtue of the authority vested in me by
the Constitution and statutes of the United
States of America, including section 301 of
title 3 of the United States Code, and as

" President of the United States, and in order
to provide for consistent implementation
within the Federal Government of section

504 of the Rehabilitation Act of 1973 (29
U.B.C. 794), it is hereby ordered as follows:

Section 1. The Secretary of Health, Edu-
cation, and Weifare shall coordinate the im-
plementation of section 504 of the Rehabili-
tation Act of 1973, as amended, hereinafter
referred to as section 504, by all Federal de-
partments and agencies empowered to
extend Federal financial ‘assistance to any
program or activity. The Secretary shall es-
tablish standards for determining who are
handicapped individuals and guidelines for
determining what are discriminatory prac-
tices, within the meaning of section 504.
The Secretary shall assist Federal depart-
ments and agencies to coordinate their pro-
grams and activities and shall consult with
such departments and agencies, as neces-
sary, so that consistent policies, practices,
and procedures are adopted with respect to
the enforcement of section 504.

Sec. 2. In order to implement the provi-
sions of section 504, each Federal depart-
ment and agency empowered to provide
Federal financial assistance shall issue
rules, regulations, and directives, consistent
with the standards and procedures estab-
lished by the Secretary of Health, Educa-
tion, and Welfare.

Sec. 3. (a) Whenever the appropriate de-
partment or agency determines, upon all
the information available to it, that any re-
cipient of, or applicant for, Federal financial
assistance is in noncompliance with the re-
quirements adopted pursuant to this order,
steps to secure voluntary compliance shall
be carried out in accordance with standards
and procedures established pursuant to this
order.

(b) If voluntary compliance; cannot be se-
cured by informal means, compliance with
section 504 may be effected by the suspen-
sion or termination of, or refusal to award
or continue, Federal financial assistance or
by other appropriate means authorized by
law, in accordance with standards and pro-
cedures established pursuant to this order.

(¢) No such suspension or termination of,
or refusal to award or continue, Federal fi-
nancial assistance shall become effective
unless there has been an express finding,
after opportunity for a hearing, of a failure
by the recipient of, or applicant for, Federal
financial assistance to comply with the re-
quirements adopted pursuant to this order;
however, such suspension or termination of,
or refusal to award or continue, Federal fi-
nancial assistance shall be limited in its
effect to the particular program or activity
or part thereof with respect to which there
has been such a finding of noncompliance,

Sec. 4. Each Federal department and
agency shall furnish the Secretary of
Health, Education, and Welfare such re-
ports and information as the Secretary re-
quests and shall cooperate with the Secre-
tary in the implementation of section 504.

Sec. 5. The Secretary of Health, Educa-
tion, and Welfare may adopt rules and regu-
lations and Issue orders which he deems are
necessary to carry out his responsibilities
under this order. The Secretary shall ensure
that such rules, regulations, and orders are
not inconsistent with, or -duplicative of,
other Federal Government policies relating
to the handicapped, including those policies
adopted in accordance with sections 501,
502, and 503 of the Rehabilitation Act of
1973, as amended, or the Architectural Bar-
riers Act of 1968 (42 U.S.C. 4151 ei seq.),

GeRraLDp R. FORD
The White House,
April 28, 1976.

{FR Doc. 78-929 Filed 1-12-78; 8:45 am]
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[4110-03]

Title 21—Food and Drugs

CHAPTER |—FOCD AND DRUG ADMINISTRA-
TION, DEPARTMENT OF HEALTH, EDUCA-
TION, AND WELFARE

SUBCHAPTER F—BIOLOGICS
[Docket No. T75N-0316]

PART 606—CURRENT GOOD MANUFACTUR-
ING PRACTICES FOR BLOOD AND BLOOD
COMPONENTS

PART 640—ADDITIONAL STANDARDS FOR
HUMAN BLOOD AND BLOOD PRODUCTS

Whole Blood and Components of Whole Blood -

Intended for Transfusion; Donor Classifica-
tion Labeling Requirements

AGENCY: Food and Drug Administra-
tion.

ACTION: Final rule.

SUMMARY: This rule amends the
Food and Drug Administration (FDA)
biologics regulations by requiring that
each container of whole blood and
blood components (red blood cells,
cryoprecipitated antihemophilic
factor, platelet concentrate, and single
donor plasma) intended for transfu-
sion bear the label statement “paid do-
nor” or “volunteer donor,” as applica-
ble. The regulation is designed to
reduce the risk of hepatitis associated
with transfusion therapy.

EFFECTIVE DATE: May 15, 1978,

FOR FURTHER INFORMATION
CONTACT:

Joe K. Holloway or Al Rothschild,
Bureau of Biologics (HFB-620), Food
and Drug Administration, Depart-
ment of Health, Education, and Wel-
fare, 8800 Rockville Pike, Bethesda,
Md. 20014, 301-443-4626.

SUPPLEMENTARY INFORMATION:
In two separate notices published in
the FeEpErAL REGISTER of November 14,
1975 (40 FR 53040), and February 25,
1977 (42 FR 11018), the Commissioner
of Food and Drugs proposed to amend
the biologics regulations to require
that the labels of blood products dis-
tinguish between blood collected from
volunteer donors and paid donors. In
the initial proposal, the Commissioner
also required that the labels for paid-
donor blood contain a warning that
such blood is associated with a higher
risk of transmitting hepatitis than
blood from volunteer donors.

The Commissioner concluded that
the proposed labeling requirements
would promote the use of blood from
donors who are from sectors of society
in which transmissible viral hepatitis,
type B, is less prevalent and would
thereby reduce the risk of hepatitis as-
sociated with transfusion therapy. In
support of this conclusion, the Com-
missioner discussed published data re-
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garding the incidence of posttransfu-
sion hepatitis from use of bleod which
had and had not been tested for hepa-
titis B surface antigen (HB,Ag), the
prevalence of HB,Ag in the blood of
paid donors, and the reduced incidence
of posttransfusion hepatitis after
elimination of use of paid-donor bloed.
The Commissioner concluded that the
published data demonstrate that blood
collected from paid donors is distin-
guishable from blood collected from
volunteer donors in terms of the po-
tential hazard, and that the decreased
use of blood from paid donors would
have a greater impact in reducing the
incidence of posttransfusion hepatitis
than any other measure, including
HB,Ag testing.

The Commissioner stated his belief
that the proposed requirement for
label disclosure identifying the source
of whole blood and its components (1)
is necessary in order to provide physi-
cians who prescribe blood with this
important information, (2) is consis-
tent with the National Blood Policy
objective to encourage, foster, and
support efforts to establish an all-vol-
untary blood donation system, (3) will
not interrupt blood services now pro-
vided, (4) will significantly increase
the demand for blood from volunteer
donors or blood from paid donors col-
lected by blood banks having evidence
that their donor population is as safe
as volunteer donor populations, and
(5) will reduce the risk of transmitting
hepatitis via transfusion therapy. .

The Commissioner also discussed in
detail the statutory authority for pro-
posing the labeling requirements.

Interested persons were given until
January 13, 1976, to submit written
comments to the first proposal. In re-
sponse, 342 letters were received. A
majority of the comments recommend-
ed that the proposal be reissued to in-
clude a proposed definition for the
terms “paid donor” and “volunteer do-
nor”.

The Commissioner agreed that “paid
donor” and “volunteer donor” should
be defined in the regulations. Accord-
ingly, he issued a notice, published in
the FepeEraL REcIsTER of February 3,
1976 (41 FR 4955), requesting interest-
ed persons to submit data and infor-
mation for use in formulating a defini-
tion for “paid donor” and “volunteer
donor”. In response, 331 additional let-
ters were received.

Because of the intense, widespread
interest in and the public importance
of the proposed labeling requirements,
the Commissioner, in a notice pub-
lished in the FEDERAL REGISTER of Feb-
ruary 27, 1976 (41 FR 8523), an-
nounced and later convened a public
meeting on March 18, 1976, to discuss
the following subjects:

1. Data documenting the risk of
posttransfusion hepatitis associated
with blood collected from volunteer
and paid donors.

2. Summary of comments received in
response to the FEDERAL REGISTER pro-
posal of November 14, 1975.

3. Recommendations for a repropo-
sal, including definitions for “volun-
teer” and ‘“paid" donors and other sug.
gestions recommended in the com-
ments on the November 1975 proposal.

4. General discussion of various
viewpoints on the proposal.

In response to the comments re.
ceived on the November 1975 proposal,
on the February 3, 1976, notice, and at
the March 1976 public meeting, the
Commissioner published another pro-
posal in the FEDERAL REGISTER of Feb.
ruary 25, 1977, to require that each
container of whole blood and blood
components (red blood cells, eryopreci-
pitated antihemophilic factor, platelet
concentrate, and single donor plasma)
intended for transfusion bear the label
statement “Paid Donor’ or “Volunteer
Donor”, as applicable. In addition, the
Commissioner proposed definitions for
paid and volunteer donors.

The February 1977 proposal differed
from the November 1975 proposal in
that it made the labeling requirements
applicable to all blood components in-
tended for transfusion rather than to
only whole blood and red blood cells.
The February 1977 proposal did not,
however, repropose the warning state-
ment concerning the increased risks of
hepatitis from blood collected from
paid donors. The reasons for the dele-
tion were discussed in detail in the
February 1977 proposal.

In response to the February 1977
proposal, 165 letters, containing vary-
ing numbers of comments, were re-
ceived. Approximately 103 letters fa-
vored and 62 opposed the proposal.

In general, the comments addressed
three aspects of the proposal: (1) the
definitions and interpretations of paid
and volunteer donors and the mechan-
ics of labeling, (2) the effect of label-
ing on safety, and (3) the effect of la-
beling on supply and cost of blood and
blood products.

"DEFINITIONS AND MECHANICS OF
LABELING

1. Four comments agreeing with the
proposed definitions noted that the
definitions are equivalent or identical
to those already established by the
American Association of Blood Banks.
One comment, although supporting
the proposed definitions in principle,
suggested that the adjectives “paid”
and “volunteer” should be replaced
with “reimbursed”’ and
“nonreimbursed,” respectively. One
other comment suggested that a code
be used on the label to identify the
“paid” or “volunteer” donor.

The Commissioner is aware that var-
ious other words and phrases or even a
code might be used to convey the de-
sired information. However, they pro-
vide no more clarification than do the
terms “paid” and “volunteer,” which
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terms “paid” and “volunteer,” which
are currently being used by the States
of Illinois, California, Georgia, and
Florida under their blood labeling
laws. In addition, the American Red
Cross, which collects only from volun-
teer donors, identifies its blood as “vol-
unteer donor” blood. Accordingly, the
substitute terminology is rejected.

2. Nineteen comments suggested
that the term “paid” donor include a
person who receives: (1) a large
amount of time off from work, (2) ad-
ditional vacation time, (3) rewards
generally used as a motivation for do-
nation, such as lotteries, giveaways, a
chance interest in a prize with signifi-
cant dollar value, or nonmonetary re-
wards associated with product promo-
tion, (4) reduction or cancellation of
hospital charges that are unrelated to
the transfusion, and (5) the cancella-
tion or refund of nonreplacement fees
and blood assurance/insurance bene-
fits.

As stated in the preambles of both
the 1975 and 1977 proposals, the high
risk of posttransfusion hepatitis asso-
ciated with blood from paid donors
primarily reflects the fact that direct
monetary payment attracts and moti-
vates donations from individuals in un-
fortunate socioeconomic circum-
stances in whom transmissible hepati-
tis is particularly prevalent, including
drug addicts who are in desperate need
of money to purchase drugs. Benefits
which are not readily convertible to
cash, such as those identified in the
comments, are not likely to attract
those groups in which transmissible
hepatitis is prevalent. For this reason,
the Commissioner concludes that
donors receiving such benefits should
not be classified as paid donors. Ac-
cordingly, the comments are rejected.

The Commissioner notes that in
amended §606.120, paragraph (b)
(2)(iii) provides that benefits not read-
ily convertible to cash do not consti-
tute monetary payment for purposes
of this labeling regulation. The basic
definitions of “paid” and “volunteer”
donors turn on the direct, eclear, and
thus enforceable distinction between
the exchange or absence of exchange
of money,

3. Nine comments suggested that the
proposed labeling also distinguish be-
tween safe and unsafe paid donors.
Some large institutional blood banks,
such as hospitals and community
blood banks, sereen paid donors so
that they have a lower incidence of
HB.Ag than do some volunteer donor
bopulations. The comments suggested
that paid donors be categorized as
either “paid noncommercial” or “paid
Commercial" as a shorthand way to
distinguish between safe (low-risk) and
unsafe (high-risk) donors. One of the
comments also suggested that a dis-
linction be made on the label between
low-risk and high-risk volunteers.
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As these comments demonstrate, a
number of categories and distinguish-
ing characteristics could be applied to
blood donors. The definitions pro-
posed by the Commissioner for “paid
donor” and “volunteer donor” are
widely recognized in the blood commu-
nity and provide basic information
without the confusion that might
arise from the addition of new donor
categories as they are identified. The
subcategories suggested by the com-
ment are not as generally recognized
or understood as are the “paid” and
“volunteer” donor categories. Accord-
ingly, the comments are rejected.

4. Twelve comments suggested that
the Commissioner require the donor
classification statement to be changed
to “first time donor” or “repeat do-
nor” insfead of “paid donor” or “vol-
unteer donor” because the risk of
hepatitis in blood from first time
donors, whether paid or volunteer, is
greater than the risk from repeat
donors, whose blood has already been
biologically tested, i.e., followup moni-
toring of the recipient has shown no
hepatitis transmission. It was argued
that if blood from screened and tested
repeat paid donors must be labeled
“paid”, it would be unnecessarily
avoided by doctors, because of an im-
plied but unsubstantiated risk, in
favor of “volunteer” blood collected
from high-risk urban ghetto or State
prison populations.

The Commissioner recognizes that a
small proportion of “paid donor”
blood is being obtained from biologi-
cally tested donors whose hepatitis
risk is as low as or lower than that
from random volunteer donors. In
those few situations, mechanisms are
available for informing hospital ad-
ministrators, physicians, and patients.
The mechanisms include information
in the package circular accompanying
the blood unit and agreements be-
tween the blood bank and the pur-
chasing hospitals and physicians. The
Commissioner notes that no first-do-
nation blood is biologically tested, and
that, therefore, for these units of
blood, the volunteer/paid labeling
would continue to be necessary. Ac-
cordingly, the comments are rejected.

5. Thirteen comments stated that
the proposed labeling requirements
present an undue expense and hard-
ship to most blood banks since 95 per-
cent of all blood collected is from vol-
unteer donors. The comments suggest-
ed that only blood from paid donors
need be identified on the label.

The Commissioner believes that the
absence of the term ““volunteer donor”
from blood units may raise questions
of accountability. For example, the in-
advertent failure to place the *paid
donor” label on a unit will result in
the assumption, possibly unwarranted
and incorrect, by physicians and pa-
tients that the unit was collected from
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a volunteer donor. If identification of
donor source is required for both paid
and volunteer donors, an unlabeled
unit will not result in unjustified reli-
ance, and the recipient will be on
notice to check with the collecting fa-
cility. In addition, the affirmative dis-
closure of the donor source on blood
labeling will serve to inform patient
consumers, who are not as likely as
hospital administrators and physicians
to be current on Federal labeling laws
for blood and blood products. ¥

The Commissioner reiterates his
belief, stated in the preamble to the
February 25, 1977 proposal, that any
cost increase resulting from the pro-
posed labeling requirement will be
minimal. All whole blood products for
transfusion must bear a label with sig-
nificant information. The donor classi-
fication can be included on the labels
along with the currently required in-
formation and incorporated as new
labels are printed. The effective date
of this regulation should permit an or-
derly transition to the new labels. Ac-
cordingly, the comments are rejected.

6. Four comments stated that the
proposed labeling requirement should
be applicable to Source Plasma
(Human) since the incidence of HB,Ag
positive units is greater in this product
than in whole blood or single donor
components intended for transfusion.
On the other hand, six comments re-
quested that proposed §606.120(b)(2)
be amended to exempt Source Plasma
(Human) from the proposed labeling
requirement.

As stated in the February 1977 pro-
posal, the Commissioner is not aware
of any data to support the use of the
proposed Ilabeling requirements for
Source Plasma (Human) or plasma de-
rivatives. Although data have been
published demonstrating a higher
prevalence of HB,Ag in plasma from
paid donors than in plasma from vol-
unteer donors, no available data dem-
onstrate that final plasma derivative
products manufactured from volun-
teer donor plasma carry a lower risk of
transmitting hepatitis to recipients
than do similar products manufac-
tured from paid donor plasma. Most
types of derivative products are pro-
cessed in a manner which destroys or
removes the hepatitis virus. Accord-
ingly, no established public health
benefit can derive from requiring
donor labeling on Source Plasma

(Human); and such information,
therefore, is not a material fact.
Therefore, the Commissioner is

amending §606.120(b)(2) to exempt
Source Plasma (Human).

7 a. One comment stated that blood
is not a drug and therefore should not
be subject to the proposed labeling re-
quirements.

b. Three related comments stated
that the proposed labeling represents
an unauthorized attempt by FDA to
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implement the National Blood Policy
calling for an all-volunteer blood
supply since the labeling is not sanc-
tioned by statute and the. policy is
being implemented by an ad hoc coali-
tion of government and private insti-
tutions. ’

These issues were thoroughly an-
swered in the preamble of the Novem-
ber 1975 proposal. A summary of that
discussion, and the legal basis for the
blood good manufacturing practice
regulations, of which the drug classifi-
cation labeling is a part, is repeated
here.

a. Blood and blood components are
drugs as defined in the Federal Food,
Drug, and Cosmetic Act (21 U.S.C.
321(g)(1)) since they are used to treat
disease, they affect bodily functions,
and whole blood is recognized in the
United States Pharmacopeia. As
drugs, they must meet all statutory re-
quirements of the Federal Food, Drug,
and Cosmetic Act and are subject to
regulation pursuant to all provisions
of the act.

The donor classification labeling
constitutes important information
about the blood quality and gives
notice of the potential adverse conse-
quences from its use, namely, the do-
cumented increased risk of transmit-
ting hepatitis from use of blood from
paid donors. Failure to reveal this ma-
terial fact renders blood labeling to be
misleading (21 U.S.C. 321(n)) and re-
sults in the blood being misbranded
(21 U.S.C. 352(a)) within the meaning
of the act. The act also requires ade-
quate warnings in drug labeling (21
U.S.C. 352(f). In addition, a drug is
adulterated (21 U.S.C. 351(a)(2)(B)) if
it has not been manufactured in con-
formity with current good manufac-
turing practice. Pursuant to these stat-
utory provisions, the Commissioner
may promulgate regulations for essen-
tial information on blood labeling.

Jurisdiction under the act is not
limited to situations where the blood
itself has been, or is to be, introduced
into interstate commerce. If one of the
essential components of blood, such as
the anticoagulant solution, has moved
in interstate commerce, the blood is
subject to the requirements of the act
and FDA may regulate the final drug
product (21 U.S.C. 321(g)(1)(D)). The
Federal courts have uniformly upheld
this scope of authority.

All blood and blood components of-
fered for sale in interstate commerce
are also biological products and are
therefore also subject to the Public
Health Service Act (42 U.S.C. 262). All
manufacturers must have a license
that has been issued upon a showing
that the manufacturing establishment
and its products meet all applicable
standards prescribed in the biologics
regulations. Regulations may be pro-
mulgated to assure proper labeling for
any biological product (42 U.S.C.
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262(d)), and the Public Health Service
Act prohibits the false labeling or
marking of any package or container
of any biological product (42 U.S.C.
262(b)). Moreover, the prohibition
against false labeling in this act con-
tains no interstate commerce require-
ment; it applies to all blood, whether
or not it has moved or is offered for
sale in interstate commerce. When
blood labels do not affirmatively
reveal the donor source, they are false
by reason of omission. Finally, the
Commissioner is authorized to promul-
gate regulations, pursuant to 42 U.S.C.
264, which may be necessary to pre-
vent the transmission of such blood-re-
lated communicable diseases as hepati-
tis. Thus, the Public Health Service
Act equally and independently sup-
ports the donor classification labeling
requirement.

- b. There is nothing unlawful or im-
proper with the Commissioner pro-
mulgating a regulation incorporating a
policy advocated by any citizen or
group, including members of regulated
industry. The Commissioner routinely
receives and considers the views of in-
dustry and individuals in the private
sector. The Commissioner also gathers
information by corresponding and
meeting with interested persons out-
side FDA regarding any matter within
the jurisdiction of the laws adminis-
tered by him. All interested persons
are afforded the opportunity to have
their comments, favorable or other-
wise, considered in the development of
final rules that may have resulted
from the meetings with the private
sector or with representatives of in-
dustry. Even if the National Blood
Policy were solely the product of the
private sector, which it is not (see FEp-
ERAL REGISTER of September 10, 1974
(39 FR 32702)) the two proposals and
the public meeting on the donor classi-
fication labeling have provided every
opportunity for comment by any inter-
ested person. Accordingly, the sugges-
tion that the regulation is deficient be-
cause it will enhance one of the goals
of the National Blood Policy is errone-
ous.

8. Four comments advocated reten-
tion of the warning statement, ‘‘blood
collected from paid donors is associat-
ed with a higher risk of transmitting
hepatitis than blood from voluntary
donors,” as originally proposed in No-
vember 1975.

The Commissioner reaffirms his de-
cision, announced in the preamble to
tHe February 1977 proposal, not to re-
quire the warning statement initially
included in the November 1975 propos-
al. The designation of blood as to its
source, paid or volunteer, is concise
and adequate notification to physi-
cians of the relative risk of hepatitis
associated with the blood. The evi-
dence of the association between paid
donors and increased risk of hepatitis,

delineated in the November 1975 pro.
posal, was mailed directly to all blood
banks registered with FDA, A brief
synopsis of the proposal, emphasizing
the high risk of hepatitis associated
with blood from paid donors, was pub-
lished in the FDA Drug Bulletin of
April-May 1976, which is mailed to all
physicians in the United States.

The American Blood Commission, an
association within the private sector
working towards implementation of
the National Blood Policy, has urged
the creation of an all-voluntary blood
donor system because of the statistical
association between paid donors and
the transmission of hepatitis in blood
therapy. The work of the Commission
and its policies and publications are
well known throughout the entire
blood processing community. Also, the
question of designating blood as being
“paid” or “volunteer” has been aired
not only in the medical literature but
frequently in the lay press and on
radio and television.

Four States with effective blood la-
beling laws—Illinois, California, Geor-
gia, and Florida—do not require an ad-
ditional warning statement. The expe-
riences in these States, particularly in
Illinois where this law has been in
effect for several years, support the
necessity for only a brief descriptive
term without an explicit warning of
the probability of infection.

Notwithstanding these data given to
physicians, the Commissioner will pro-
pose a warning statement if it appears
that responsible heads of blood banks,
administrators, and purchasing agents
of hospitals, physicians, or consumers
are not adequately apprised of the
facts.

9. One comment questioned whether
the labeling of the donor source would
continue in an all-volunteer system.

The Commissioner anticipates that
in an all-volunteer system there would
be no need for labeling to distinguish
paid donors from volunteer donors.

10. One comment suggested that the
donor source need not appear with the
same prominence as the proper name.
The comment noted that the Ameri-
can Red Cross labeling includes the
donor source in smaller, less promi-
nent type and away from the proper
name.

The Commissioner has concluded
that -the donor source is of such im-
portance that it must be stated con-
spicuously with the same prominence
as the proper name of the product.
(See 21 U.S.C. 352(c).) Accordingly,
the comment is rejected.

EFFECT OF LABELING ON SAFETY OF THE
PropuUCT

11. Twenty-nine comments suggested
that the proposed labeling is unneces-
sary and should be withdrawn since
(1) no scientific data have been pre-
sented to support the fact that a label
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will insure the safety of transfused
blood, (2) no information has been
presented to show that the labeling
will significantly reduce the number of
blood units which transmit disease,
and (3) the rule is a superficial answer
to a serious medical problem and
therefore will not contribute to the so-
Jution. The comments suggested that
the time and effort spent in putting an
additional label on a unit of blood
and/or component would only further
clutter the label and will have no
impact on the clinician who will trans-
fuse it.

The Commissioner disagrees with
these comments. As a result of the
1973 Illinois law that all blood collect-
ed in or transported into the State
must prominently display whether it
was collected from paid or volunteer
donors, the number of units of pur-
chased.blood infused decreased by 35.2
percent despite a 15 percent increase
in the number of transfusions (fiscal
1974 to fiscal 1975), Furthermore, the
percentage of outdated blood fell from
15.4 percent to 129 percent in the
same period.

In a study conducted at the Hines
Veterans’ Administration Hospital,
Chicago, Ill., 20.8 percent of trans-
fused patients developed posttransfu-
sion hepatitis from 1968-70, when 92
percent of the hospital blood supply
was obtained from paid donors. How-
ever, the incidence of hepatitis de-
creased by 62 percent, to a rate of 7.9
percent of transfused patients, when
96 percent of the hospital’s blood
supply was obtained from volunteer
donors. Similarly, in New Jersey,
during a period in which the propor-
tion of blood obtained from paid
donors decreased from 31 percent
(1970) to 9 percent (1973), the number
of overt cases of posttransfusion hepa-
titis decreased from 424 (1 per 117
transfused patients) (1970) to 159 (1
per 284 transfused patients) (1973). In
addition, during 1961-70 and 1971-73,
the rate of fatalities resulting from
posttransfusion hepatitis decreased
from 12.9 percent to 7.2 percent, re-
spectively, The Commissioner believes
that these experiences, reported in No-
vember 1875, demonstrate that the
paid and volunteer labeling signifi-
cantly aids in reducing thé incidence
of posttransfusion hepatitis, and that
it also promotes blood therapy safety
and is therefore a valid, albeit partial,
answer to the problem. Accordingly,
the comments are rejected.

12. Nine comments suggested that
FDA develop a program to enhance ef-
fective screening by the blood or com-
bonent collection faecility, including
the improvement of donor selection
brocedures, by such means as the
taking of medical histories from pro-
spective donors.

The good manufacturing practice
regulations” for blood products,
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§606.100 Standard operating proce-
dures (21 CFR 606.100), require that
each blood bank have written proce-
dures establishing criteria for donor
suitability, including acceptable medi-
cal history criteria. The requisite stan-
dard operating procedures manual
should describe the best current tech-
niques and procedures and policies de-
veloped by blood banking practition-
ers. These procedures, together with
FDA inspections, have stimulated and
enhanced good blood banking prac-
tices. In addition, the Bureau of Biolo-
gics is revising new donor selection
procedures that will update the donor
suitability requirements. These proce-
dures will be publisheéd in a separate
proposal.

13. Four comments suggested that
the data presented in the November
1975 proposal, which were relied upon
to classify certain categories of donors
as high-risk, are not persuasive. It was
argued that the distinction between
donors in some of the referenced stud-
ies was imprecise because the methods
of hepatitis testing were less sensitive
than the third generation test, and
that other studies revealed persistent
posttransfusion hepatitis associated
with blood despite third generation
HB,Ag testing. Accordingly, the com-
ments suggested that conclusions
drawn from these studies were not re-
liable.

The Commissioner disagrees. Data
establishing certain categories of
donors as high risk transmitters of
hepatitis were supported by numerous
studies conducted after the nationwide
HB,Ag-testing requirements became
effective, including the use of methods
of third generation sensitivity (ra-
dioimmuno assay procedures (RIA)).

As stated in the preamble to the No-
vember 1975 proposal, there has been
a continuing evolution of more sensi-
tive methods for detecting the HB,Ag.
However, the most sensitive methods
presently available and required by
FDA regulations, methods of third
generation sensitivity, are expected to
detect only about 40 to 60 percent of
the units of blood containing the
hepatitis B virus. For this reason, the
risk of transmitting viral hepatitis
type B has been reduced but not elimi-
nated by the testing requirements.
Indeed, studies conducted by the New
Jersey Department of health of recipi-
ents of blood prescreened by RIA
found the rate of hepatitis B virus in-
fection in recipients of blood from vol-
unteer donors to be 1.1 percent com-
pared to 4.2 percent in recipients of
blood from paid donors. (Ref. “An epi-
demiological study of transfusion-asso-
ciated hepatitis” conducted November
17, 1975 through December 31, 1976).
Further, the National Heart, Lung and
Blood Institute of the National Insti-
tutes of Health found that elevated
liver-specific enzymes, indicating hepa-
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titis of all varieties, were seen in about
10 percent of prospectively followed
recipients of blood from volunteer
donors as compared to about 40 per-
cent of similarly followed recipients of
blood from paid donors, (Ref. “The
transfusion transmitted virus” study
conducted July 1, 1974 through De-
cember 31, 1975).

These recent studies demonstrate
that the high posttransfusion hepati-
tis risk associated with bloocd from
paid donors pesists despite third gen-
eration testing. The Commissioner
concludes that the available data sup-
port a need for the donor classification
labeling. Accordingly, the comments
are rejected.

14. Ten comments expressed concern
that the labeling requirements did not
apply to blood imported into this
country and that the country of origin
is not required to be identified. The
comments suggested that such provi-
sions are necessary to ensure that
blood will be from populations with no
greater risk of hepatitis, or other dis-
eases transmissible by blood, than for
blood or components obtained from
doners in the United States. The com-
ments suggested that though most im-
ports today are from Western Europe
and from volunteers who may be low
hepatitis-risk donors, there are no
means to prevent importation of vol-
untary blood from Japan, Mexico, and
Greece. The nutrition, sanitation, and
general heaith in countries other than
the United States vary widely, as does
the understanding of what a “volun-
teer” is and the effectiveness of donor
screening. The comments suggested
that labeling a unit of blood with the
country of origin will provide both
physicians and patients some valuable
information and thus assist in In-
formed decisions as to blood use. The
comments suggest there is no known
import commodity that does not con-
tain a legend as to its country of origin
and that blood should conform to this
general practice.

In the February 1877 proposal, the
Commissioner advised that the pro-
posed labeling requirements are appli-
cable to blood and bloed components
shipped into this country from over-
seas. Blood and blood components in-
tended for transfusion may be import-
ed into this country only if the estab-
lishment and the product(s) are li-
censed. (See § 601.30 (21 CFR 601.30).)
Licensed biological products, whether
from a foreign or domestic establish-
ment, must meet the same standards
of safety, purity, potency, and effec-
tiveness and must be labeled in compli-
ance with the law. Therefore, biologics
regulations governing donor suitability
and screening also apply to foreign li-
censes. Any new- foreign sources of
blood or blood components will have
to meet these requirements. Products
from countries in which disease trans-
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missible by blood transfusions are en-
demic in frequencies that exceed to
any significant degree that of the U.S.
have not, and will not, be licensed for
U.S. distribution. Accordingly, there is
no need to label blood to identify the
country of origin and the comments
are therefore rejected.

15. Five comments suggested it
would be simpler if FDA did not li-
cense blood banks that collect from
high-incidence populations, such as
the centers that regularly draw donors
from skid-row areas, irrespective of
whether the donors are paid or volun-
teer.

Establishments licensed pursuant to
the Public Health Service Act (42
U.S.C. 262) to operate in interstate
commerce are inspected prior to licen-
sure and annually thereafter. Blood
banks operating intrastate must be
registered pursuant to the Federal
Food, Drug, and Cosmetic Act (21
U.S.C. 360) and are inspected at least
biannually. All blood banks must con-
form to blood GMP’s (21 CFR Part
606), including the provisions govern-
ing donor suitability. Licensed banks
violating these regulations are subject
to having  their licenses revoked (21
CFR 601.5); registered banks are sub-
ject to injunction action and Federal
seizure of any adulterated or mis-
branded blood products. The Commis-
sioner believes these safeguards are
adeguate. The Food and Drug Admin-
istration will continue to monitor
closely the product obtained at aill
blecod banks. Accordingly, the com-
ments are rejected.

16. Eight comments objected to a
statement in the February 1977 pre-
amble suggesting that the proposed
label would significantly increase the
demand for blood from volunteer
donors and from paid donors with no
higher risk than volunteer donors.
The objections were based on the fact
that the Commissioner has not estab-
lished definitive criteria, such as pro-
cedures for followup of posttransfu-
sion hepatitis episodes, for determin-
ing when a paid donor population is as
safe as a volunteer donor population.
Three other comments, however, sug-
gested that in addition to the labeling
requirement, blood banks that rely on
paid donors should be required to
demonstrate the safety of the blood.
The comments added that these re-
quirements would encourage blood
banks that continue to rely on paid
donors to provide continuing evidence
that their donor populations are com-
parable to the volunteer donor popula-
tion.

The Commissioner agrees that Fed-
eral standards for biological testing of
paid donors to demonstrate the safety
of their blood are desirable. However,
several important variables compound
the task:

(1) Whether a donor population will
transmit hepatitis can only be estab-
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lished once it is biologically tested.
However, the population will always
be a mixture of tested individuals who
have donated previously and untested
first-time donors. Also, donors may get
hepatitis after the initial biological
testing, altering their prior status.

(2) Establishing rates of posttransfu-
sion hepatitis in transfused patients is
seriously complicated by the infusion
of whole blood components and de-
rivatives from many sources into one
patient; thus identifying the hepatitis
source and reporting cases of post-
transfusion hepatitis present formida-
ble obstacles.

(3) The present reporting system
identifies only overt cases that come
to a physician’s attention and are cor-
rectly diagnosed. It is well recognized
that these overt cases of posttransfu-
sion hepatitis are a very small propor-
tion of the total posttransfusion hepa-
titis problem. In order to obtain maxi-
mum incidence rates, it would be nec-
essary for all blood banks to evaluate
recipients prospectively after transfu-
sion. The evaluation of over 2-million
patients, receiving over 9-million units
of blood distributed annually by more
than 6,000 blood banks, would be very
expensive. Therefore, although the
Commiissioner concurs with the desir-
ability of maintaining records of cases
of posttransfusion hepatitis, and peri-
odically reviewing the hepatitis B anti-
gen positive rates of blood banks,
these procedures contribute more as
performance measurements of testing
proficiency and to ascertaining hepati-
tis rates than they do to pedigreeing
(biologically testing) donor popula-
tions to ensure the safety of collected
blood.

For these reasons, the Commissioner
is not now prepared to extablish pro-
cedures for all blood banks. The
Bureau will review circulars and other
materials in which blood banks de-
seribe their procedures to monitor the
safety of paid donor blood.

17. Four comments criticized as fac-
tually arbitrary and legally improper
the implication of the proposed label-
ing that paid blood is inherently stig-
matized as a health risk since FDA has
not provided mechanisms by which a
commercial or hospital blood bank
that pays donors yet supplies low-risk
blood can avoid such a stigma. The
comments characterized the labeling
as unprecedented because it allows two
classes of products to be licensed—one
good and one bad—and therefore is in-
consistent with FDA policy as applied
to other classes of drugs and violates
FDA'’s statutory mandate.

The Commissioner disagrees with
the comments. A stigma is a mark of
disgrace, which this regulation does
not affix either to the product or to its
producers merely by identifying the
source of the product.

Whole blood and its components
carry an undefined but documented

risk of hepatitis, and this risk is known
to be increased in paid donors. Each
unit of blood donated, with or without
monetary compensation, must have
been collected in compliance with such
legal provisions as the blood GMP’s,
The risks of using it may vary depend-
ing upon the donor who, if acceptable
by medical criteria, is now considered
suitable. Every drug approved by FDA
has known side-effects and almost all
drugs have acceptable ranges of char-
acteristics, the recognition of which is
not inconsistent with FDA's public
charge.

18. One comment suggested that la.
beling blood or components according
to donor classification will neither add
to the awareness that paid donor
blood carries a higher risk of transmit-
ting hepatitis nor decrease the
demand for blood from paid donors.
For example, hospital administrators
are aware of the use of paid donors
when they contract with proprietary
blood banks to meet hospital needs.

The Commissioner believes that the
donor classification labeling is one of
several means to increase physician
awareness that blood from paid donors
statistically carries a higher risk and is
a major source of information for pa-
tients. The Commissioner recognizes
that the demand for blood from paid
donors may not immediately decrease
but the data discussed in item 11 of
this preamble strongly suggest that a
marked impact will occur in a relative-
ly short time. While hospital adminis-
trators or purchasing agents must reg- °

ularly consider blood source, the label-
ing requirement may encourage physi-
cians and users to review this matter
more closely. Accordingly, the com-
ment is rejected.

EFFECT OF LABELING ON SUPPLY AND
Cost

19. Seven comments suggested that
the proposed rules, if adopted, would
make it more difficult to maintain ade-
quate supplies of blood. This concern
is based on the following assertions:
(1) the 1973 Illinois blood labeling law
forced that State to import volunteer
blood while sending paid blood collect-
ed in Illinois to other States, (2) the
General Accounting Office has report-
ed (MWD-82) that the proposed label-
ing “could cause blood shortages,” anq
(3) in Los Angeles, Calif., where a simi-
lar blood labeling law is in effect, hos-
pitals in affluent areas meet their
needs exclusively with volunteer
blood, at the expense of hospitals serv-
ing areas of lower socio-economic
status, which are forced to rely heav-
ily on blood from less desirable
sources. The comments postulated
that in the absence of sufficient volun-
tary blood to replace the paid blood
sources, hospitals will be faced with
critical blood shortages and not be
able to meet the total blood needs of
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the disadvantaged sections of society
they serve, Conversely, 11 comments
suggested the proposed labeling will
not increase the cost of blood or create
blood shortages because (1) similar
programs by the American Red Cross
in collaboration with blood banks have
operated successfully, (2) similar label-
ing laws in Illinois, California, and
Georgia have not created blood short-
ages and have quickly eliminated the
use of blood that is most likely to
cause hepatitis, and (3) any impact on
cost or supply will be negligible com-
pared to potential benefits.

The Commissioner reiterates his
belief, stated in the preamble of the
November proposal, that the proposed

labeling requirement will not interrupt,

blood services now provided and will
help to achieve the National Blood
Policy objective to encourage, foster,
and support efforts to establish an all-
voluntary blood donation system.

The Commissioner emphasizes that
the proposed donor classification la-
beling does not prohibit monetary
payment for blood donation. Indeed,
monetary payment to selected donors,
especially those with rare blood
groups or with a long history of blood
donation without adverse posttransfu-
sion reactions in recipients, is expected
to continue as long as the need exists.

Donor classification legislation is
now effective in the states of Illinois,
California, Florida, and Georgia. The
longest experience with such legisla-
tion, in Illinois, does not support the
contention that shortages in the blood
supply will resuilt because of the donor
classification requirement. Indeed, the
number of units collected from volun-
tary donors in Illinois increased suffi-
ciently after the enactment of the
donor classification legislation to pro-
vide adeqguately for all needs for blood
within the State.

The cost-to-benéfit balance of this
regulation seems beyond serious ques-
tion. For example, in one Illinois hos-
pital where carefully monitored stud-
ies were conducted, the number of
cases of posttransfusion hepatitis de-
creased significantly following the
change from the use of predominantly
paid donor blood to volunteer donor
blood.

The Commissioner is not aware of
any data, nor were any presented by
the comments, to substantiate the
speculations made by the comments
concerning the blood use experiences
in Illinois and Los Angeles, California.
A;cordingly. the comments are reject-
eq.

20. Seventeen comments suggested
that the proposed labeling require-
ments are inflationary because (1) an
additional label must be applied to the
millions of units collected from volun-
teer blood donors, (2) physicians who
use blood from paid donors will need
to increase their medical malpractice
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insurance premiums, (3) additional ex-
penses will be required to mount effec-
tive recruitment efforts to replace the
paid donor, and (4) the demand for
volunteer blood will increase, raising
the price and making it available only
to people who can afford to pay more
for it.

As stated repeatedly, the costs will
be minimal because the information
will be included on labels, along with
the currently required information, by
various means. It is not necessary to
use an additional label. The Commis-
sioner notes that the American Red
Cross, which collects from volunteer
donors approximately one-half of the
blood supply in this country, already
uses labels that identify the donor as a
volunteer.

The Commissioner is not aware of
any data, nor were any presented to
substantiate the contention made in
the comments, that (1) physicians’
malpractice insurance will increase, (2)
the labeling requirements will create
ongoing expenses associated with
mounting recruitment efforts used to
motivate donors to donate blood, and
(3) the price of volunteer donor blood
will increase because of the demand
for it. More importantly, this argu-
ment fails to consider the human and
economic costs of blood recipients con-
tracting hepatitis from blood transfu-
sion. Even if the required labeling re-
sults in small increased expenses for
the blood facility, these costs are ex-
ceeded by the benefits of reduced mor-
bidity and mortality from posttransfu-
sion hepatitis.

As the Commissioner noted in the
proposed regulations, the inflationary
aspect of the labeling requirements
has been thoroughly considered, and
no inflationary impact was noted. Ac-
cordingly, the comments are rejected.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs. 201, 501,
502, 52 Stat. 1040-1042 as amended,
1049-1051 as amended (21 U.S.C. 321,
351, 352)) and the Public Health Ser-
vice Act (secs. 351, 361, 58 Stat. 702-
703 as amended (42 U.S.C. 262, 264))
and under authority delegated to him
(21 CFR 5.1), the Commissioner is
amending Chapter I of Title 21 of the
Code of Federal Regulations as fol-
lows:

1. In Part 606 by amending § 606.120
by redesignating existing paragraphs
(b)(2) through (b)(13) as paragraphs
(b)3) through (b)(14), and adding a
new paragraph (b)2) to read as fol-
lows:

§ 606.120 Labeling.
* - - L -

(47 Ticlicglty

(2) The appropriate donor classifica-
tion statement, “paid donor,” or “vol-
unteer donor,” in no less prominence
than the proper name of the product
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(except that these requirements shall
not apply to Source Plasma (Human)
or plasma derivatives).

(1) A paid donor is a person who re-
ceives monetary payment for a blood
donation.

(ii) A volunteer donor is a person
who does not receive monetary pay-
ment for a blood donation.

(iii) Benefits, such as time off from
work, membership in blood assurance
programs, and cancellation of nonre-
placement fees that are not readily
convertible to cash, do not constitute
monetary payment within the mean-
ing of this paragraph (b)(2).

2. In Part 640:
a. By revising § 640.2(f)X(3) to read as
follows:

§640.2 General requirements,

- - - - -

(f) * * * (3) the label of each con-
tainer of such blood bears the infor-
mation required by § 640.7(f), * * *.

b. By amending § 640.7 by revising
the introductory paragraph, by rede-
signating existing paragraphs (a)
through (f) as paragraphs (b) through
(g), respectively, and by adding a new
paragraph (a), and revising the rede-
signated paragraph (f) to read as fol-
lows:

§ 640.7 Labeling.

In addition to all other applicable la-
beling requirements, the following,
except as prescribed in paragraphs (f)
and (g) of this section, shall appear on
the label of each container:

(a) Donor classification. The appro-
priate donor classification statement
prescribed in §606.120(b)(2) of this
chapter.

(f) Issue prior to determination of
test results. The label on each contain-
er of blood that is issued pursuant to
the provisions of §640.2(f) shall bear
the following information and instruc-
tions in lieu of the information speci-
fied in paragraphs (¢), (d), and (e) of
this section.

- L - - .

¢. By amending §640.18 by revising
paragraph (a) to read as follows:

§ 640.18 Labeling.
. -

. - -

(a) The information required by

§ 640.7 (a), (bX2), (c), and (d) for
Whole Blood (Human), except the
proper name.

- L » - -

d. By amending § 640.26 by redesig-
nating  existing paragraphs (b)
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through (n) as paragraphs (e¢) through
(0), respectively, and by adding a new
paragraph (b) to read as follows:

§ 640.26 Labeling.

- - - . .
o~

(b) The appropriate donor classifica-
tion statement prescribed in

§ 606.120(b)(2) of this chapter,

e. By amending § 640.35 by redesig-
nating existing paragraphs (b)
through (r) as paragraphs (¢) through
(s), respectively, and by adding a new
paragraph (b) to read as follows:

§ 640.35 Labeling.

- - - - .

(b) The appropriate donor classifica-
tion statement prescribed in
§ 606.120(b)(2) of this chapter.

. - - .

f. By amending §640.57 by redesig-
nating existing paragraphs (b)
through (0) as paragraphs (c¢) through
(p), respectively, and adding a new
paragraph (b) to read as follows:

§ 640.57 Labeling.

. - - Ld »

(b) The appropriate donor classifica-
tion statement presecribed in
§ 606.120(b)(2) of this chapter.

. - » * -

Effective date: This regulation be-
comes effective May 15, 1978.

(Secs. 201, 501, 502, Pub. L. 717, 52 Stat.
1040-1042 as amended, 1049-1051 as amend-
ed (21 U.S.C. 321, 351, 352); secs. 351, 361,
Pub. L. 410, 58 Stat. 702 as amended, 703 as
amended (42 U.S.C. 262, 264).)

Dated: January 6, 1978.

DonaLp KENNEDY,
Commissionerof
Food and Drugs.

[FR Doc. 78-917 Filed 1-10-78; 10:33 am]
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