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Public Health Service, HHS § 124.607 

1 The addresses of the Regional Office of 
HHS are set out in 45 CFR 5.31. 

brought against it alleging that it has 
failed to comply with the requirements 
of this subpart. 1 

(b) Record maintenance requirements. 
(1) A facility shall maintain, make 
available for public inspection con-
sistent with personal privacy, and pro-
vide to the Secretary on request, any 
records necessary to document its com-
pliance requirements of this subpart in 
any fiscal year, including documents 
from which information required to be 
reported under paragraph (a) of this 
section was obtained. A facility shall 
maintain these records until 180 days 
following the close of the Secretary’s 
investigation under § 124.606(a). 

§ 124.606 Investigation and enforce-
ment. 

(a) Investigations. (1) The Secretary 
periodically investigates the compli-
ance of facilities with the requirements 
of this subpart, and investigates com-
plaints. 

(2)(i) A complaint is filed with the 
Secretary on the date on which the fol-
lowing information is received in the 
Office of the Regional Health Adminis-
trator for the Region of HHS in which 
the facility is located: 

(A) The name and address of the per-
son making the complaint or on whose 
behalf the complaint is made; 

(B) The name and location of the fa-
cility; 

(C) The date or approximate date on 
which the event complained of oc-
curred, and 

(D) A statement of what actions the 
complainant considers to violate the 
requirements of this subpart. 

(ii) The Secretary promptly provides 
a copy of the complaint to each facility 
named in the complaint. 

(3) When the Secretary investigates a 
facility, the facility shall provide to 
the Secretary on request any docu-
ments, records and other information 
concerning its operations that relate to 
the requirements of this subpart. 

(4) The Act provides that if the Sec-
retary dismisses a complaint or the At-
torney General has not brought an ac-
tion for compliance within six months 
from the date on which the complaint 

is filed, the person filing it may bring 
a private action to effectuate compli-
ance with the assurance. If the Sec-
retary determines that he will be un-
able to issue a decision on a complaint 
or otherwise take appropriate action 
within the six month period, he may, 
based on priorities for the disposition 
of complaints that are established to 
promote the most effective use of en-
forcement resources, or on the request 
of the complainant, dismiss the com-
plaint without a finding as to compli-
ance prior to the end of the six month 
period, but no earlier than 45 days after 
the complaint is filed. 

(b) Enforcement. (1) If the Secretary 
finds, based on his investigation under 
paragraph (a) of this section, that a fa-
cility did not comply with the require-
ments of this subpart, he may take any 
action authorized by law to secure 
compliance, including but not limited 
to voluntary agreement or a request to 
the Attorney General to bring an ac-
tion against the facility for specific 
performance. 

(2) If the Secretary finds, based on 
his investigation under paragraph (a) 
of this section, that a facility has lim-
ited the availability of its services in a 
manner proscribed by this subpart, he 
may, in addition to any other action 
that he is authorized to take in accord-
ance with the Act, require the facility 
to establish an effective affirmative ac-
tion plan that in his judgment is de-
signed to insure that its services are 
made available in accordance with the 
requirements of this subpart. 

§ 124.607 Agreements with State agen-
cies. 

(a) Where the Secretary finds that it 
will promote the purposes of this sub-
part, and the State agency is able and 
willing to do so, he may enter into an 
agreement with the State agency for 
the State agency to assist him in ad-
ministering this subpart in the State. 

(b) Under an agreement, the State 
agency will provide the Secretary with 
any assistance he requests in any one 
or more of the following areas, as set 
out in the agreement: 

(1) Investigation of complaints of 
noncompliance; 
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(2) Monitoring the compliance of fa-
cilities with the requirements of this 
subpart; 

(3) Review of affirmative action plans 
submitted under § 124.606(b); 

(4) Review of reports submitted under 
§ 124.605; 

(5) Making initial decisions for the 
Secretary with respect to compliance, 
subject to appeal by any party to the 
Secretary or review by the Secretary 
on his own initiative; and 

(6) Application of any sanctions 
available to it under State law (such as 
license revocation or termination of 
State assistance) against facilities de-
termined to be out of compliance with 
the requirements of this subpart. 

(c) A State agency may use funds re-
ceived under section 1525 of the Act to 
pay for expenses incurred in the course 
of carrying out this agreement. 

(d) Nothing in this subpart precludes 
any State from taking any action au-
thorized by State law regarding the 
provision of services by any facility in 
the State as long as the action taken 
does not prevent the Secretary from 
enforcing the requirements of this sub-
part. 

APPENDIX TO SUBPART G OF PART 124— 
INTERIM PROCEDURES AND CRITERIA 
FOR REVIEW BY HEALTH SYSTEMS 
AGENCIES OF APPLICATIONS UNDER 
SECTION 1625 OF THE PUBLIC HEALTH 
SERVICE ACT 

In performing reviews under section 1513 
(e) of the Public Health Service Act (42 
U.S.C. 3001–2(c)) of applications for grants 
under section 1625 of the Act, health systems 
agencies shall use the procedures and cri-
teria stated below. A health systems agency 
may not conduct such reviews until the pro-
cedures and criteria to be used in conducting 
the reviews have been adopted by the agency 
and published in newspapers of general cir-
culation within the health service area or 
other public information channels. 

PROCEDURES 

The procedures adopted and utilized by a 
health systems agency for conducting re-
views of applications for grants under sec-
tion 1625 of the Act shall include at least the 
following: 1. Except as provided below, noti-
fication of the beginning of a review within 
seven days of the receipt by the health sys-
tems agency of the application. Where the 
application was received by the health sys-
tems agency prior to publication of this sub-

part in the FEDERAL REGISTER, notification 
must be made within seven days of the date 
on which the health systems agency adopts 
its procedures and criteria. The notification 
shall include the proposed schedule for the 
review, the period within which a public 
hearing during the course of the review may 
be requested (which must be a reasonable pe-
riod from the transmittal of the written no-
tification required above), and the manner in 
which notification will be provided of the 
time and place of any hearings so requested. 
Written notification to members of the pub-
lic may be provided through newspapers of 
general circulation in the area and public in-
formation channels. Notification to the ap-
plicant whose application is being reviewed 
and all other applicants for assistance under 
section 1625 of the Act providing health serv-
ice in the health service area shall be by 
mail (which may be as part of a newsletter). 
The health systems agency must simulta-
neously notify the Federal funding agency of 
the beginning of the review. 

2. Schedules for reviews which provide that 
such reviews shall not exceed 60 days from 
the date of notification made in accordance 
with paragraph 1 of this section to the date 
of the written findings made in accordance 
with paragraph 4 of this section. This does 
not preclude a health systems agency from 
conducting its review in less than 60 days. 

3. Provision for applicants to submit to the 
health systems agency (in such form and 
manner as the agency shall require) such in-
formation as the agency deems necessary in 
order to conduct its review. 

4. Written findings which state the basis 
for the approval or disapproval of the appli-
cation by the health systems agency. Such 
findings shall be sent to the applicant, the 
State health planning and development 
agency (or agencies), and the Secretary, and 
shall be available to other upon request. 

5. Access by the general public to all such 
applications reviewed by the health systems 
agency and to all other written materials 
pertinent to the agency review. 

6. Public hearings in the course of agency 
review, if requested by one or more persons 
directly affected by the review. For purposes 
of this paragraph, a ‘‘person directly affected 
by the review’’ is as defined in 42 CFR 122.306 
(a)(7). 

CRITERIA 

The specific criteria adopted and utilized 
by a health systems of this agency to con-
duct reviews of applications for grants under 
section 1625 of the Act shall include at least 
the following: 

1. The relationship of the health services of 
the facility to the applicable health systems 
plan and annual implementation plan. 

2. The relationship of the health services of 
the facility to the long-range development 
plan (if any) of the applicant. 
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