Title 45-—Public Weitara

SUBTITLE A—DEPARTMENT OF REALTH,
EDUCATION, AMD WELFARE, CENERAL ;
ADMINISTRATION

PART 46~—PROTECTION OF HUMAN
- BUBJECTS

Secretary’s Inlerpretation of Subject at
Risk"”

" Notice Is hercby glven of the Secre-
tary’s interpretation of his regulations
at 45 CFR 46.103(h), defining “subject ab

risk.” The definition 15 Incorpora

CFR Part, 46, portalning o the peeres)
tlon of Human Subjects Invoived in
grants and contracts of the Denartment
of Health, Education, and Welfare su X
porting research, development tmd‘ rD~
lated activities. . ’ &

Section 46.103(b) deflnes “subject ay
risk” at “any individual who may be ex.
posed to the possibility of injury, Inclua-
ing vphysicai, psychological, or koclzii in-
jury, as a consequence of pariicipation
as a subject in any rescarch, develop-
ment, or related activity which departs
from the application of those established
apd accepted methods necessary to mea
his needs, or which increases the ordj-
nary risks of daily Iife, including the ree-
ognized risks inhierent in a chosen occu-
pation or field of service.”

The types of risk situations against
which the regulations were desirmed to
protect are suggested by the areas of
concern which were nddressed in the leg-
Islative hearings held in conjunction with
the enactment of section 474 of the Pub-
lic Health Service Act, 42 U.S.C. 28971-3
(added by Pub. L. No. 23-343), which
forms part of the basis for the Depart-
mental regulations at 45 CFR Pait 46
and in the preambles to the praposed 'md
final regulations at 45 CFR P’art 46. The
subjects addressed included the use of
FDA-~approved drugs for any unaopproved
purpose; psycho-surgery and other tech-
nigues for behavior control c¢urrently
being develuped I research centers
ACTOS3 the nation; use of exvperimental
fntrm_xterine devices: blomedical research
in prison systems and the effcet of that
research on the prison sceial structure;
the Tuskegee Sypliilis Study: the devel-
opment of special procedures for the use
of Incompetents or prisoners in blomuds-
¢al rescarch; and experimentation with
gctuses, pregnant women, a1nd human
in vitro fertilization. The regulitions
were Intended, and have been uniformly
applied by the Departiment, to protect
human subjects agalnst the tvpes of
risks inherent in these types of activities.

The regulations were not, aud have
never been, intended to protect individ-

FEDERAL REGISTER, YOL 41, NO. 'l!S-—MONDAY.'JUN! 28, 1978

‘RULES AND REGULATIONS

uals against the effects of research and
development activities directed at soclal
or cconomic changes, even though those
changes might have an Impact upon the
individual. More particularly, they were
not designed to protect against possibie

Anancial injury, which may resuit from

alteration in the wprice, avaiability, ot
conditions of eclgitility for henefis of
gervices offered under a governmental
program. Thus, a requirement for re-
search and development purposces 1.}1:;f-
come weliare recipients report move ire-
quently than others thele income {for pur-
poscs of determining their eligibility for,
or the amount of, their wetiare ben-
efit, or & requirement that some but not
all able-bodied weliare recipionts WOrE
a8 % condition of cHzilility for welfare
or & diminution in tie level of W eifare
benefits (within prescrived beoundaries)
payable to some bud not a2l stmilarly sit~
uated welfare benaficlarles, or a requires
ment that some but not all weliare Tecipe

jents make 8 co-payment toward the-

cost of governmentally-financed medical
care would not constitute burdens or ef-
fects of the nature that the repitiations
are intended to encompass and, there-
{fore, would not place the individuals
subieet to those burdens or effects “at
risk” wilhin the meaning of the regula-
tion. In the context of the reculations,
there would be no depavture {rom tne
range of “established and secopted meth-
ods necessary to meet [thel needs [of
the individuall” in these types of cir-
cumstances.

The stundard for measuring any de~
parture from “pstablished and accepted
methods” with respect to sctivities de-
signed to test the effcet of gocial and eco~
nomie change has traditionally been in-
tended br the Department to incluce the
range ©f experience of tha naverage
American in his daily life. Thus, with
respeel to work requirements for able-
bodied wellure recipients, the standard
for determining such a departure would
be . the experience of the average able-
bodied American who must work to ‘Gb-
tain his sustenance rather than the ex-
perience of most welfare recipients who
do not work. Similarly, subjeciing a
group of people to & requirement that
they report income for purposes of ob-
taining povernmental benclits, or causing
a lowering of their income, or requiring
them to make somne payment toward the
cost of their medical care would not de-
part from the notvmal experiences which
other Americaus can expect Lo encounter
in their daily lives, and would thus not
constitute the type of departure from
“ordinary and accepted imcthods” to
which the regulations were intended to

apply.

Moreover, the regulations are not in-
tended to protect individuals from the ’
vordinary risks of daily life.” There are
certain risks which may reasonably be
expected to be encountercd by anyone,
for example, the risks inherent in hav-
ing to make a decision as to how to ailo-
cate funds, or In deciding whether 10
meet cortain conditions, such s perforni-
ing work, whlch are required lu order Lo
obtain funds. The exposure to tha risks
which emanate from these cholces does
not constitute the type of siluation
against which the Department’s regula-
1ions are designed to guard.

This interpretation of the regulation's
consistent with the preambies to the pro-~
posed and flnal regulations thab now ap~-
pear in Fart 46 and with Departmental
practice in implementing thoze reguli-
tions,

Dated: June 24, 1978.

Davip MATHEWS,
Sceretary.
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