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(2) The person responsible for med-
ical direction. 

[58 FR 30671, May 26, 1993, as amended at 62 
FR 46037, Aug. 29, 1997; 84 FR 51827, Sept. 30, 
2019] 

§ 485.631 Condition of participation: 
Staffing and staff responsibilities. 

(a) Standard: Staffing—(1) The CAH 
has a professional health care staff 
that includes one or more doctors of 
medicine or osteopathy, and may in-
clude one or more physician assistants, 
nurse practitioners, or clinical nurse 
specialists. 

(2) Any ancillary personnel are super-
vised by the professional staff. 

(3) The staff is sufficient to provide 
the services essential to the operation 
of the CAH. 

(4) A doctor of medicine or osteop-
athy, nurse practitioner, clinical nurse 
specialist, or physician assistant is 
available to furnish patient care serv-
ices at all times the CAH operates. 

(5) A registered nurse, clinical nurse 
specialist, or licensed practical nurse is 
on duty whenever the CAH has one or 
more inpatients. 

(b) Standard: Responsibilities of the 
doctor of medicine or osteopathy. (1) The 
doctor of medicine or osteopathy— 

(i) Provides medical direction for the 
CAH’s health care activities and con-
sultation for, and medical supervision 
of, the health care staff; 

(ii) In conjunction with the physician 
assistant and/or nurse practitioner 
member(s), participates in developing, 
executing, and periodically reviewing 
the CAH’s written policies governing 
the services it furnishes. 

(iii) In conjunction with the physi-
cian assistant and/or nurse practitioner 
members, periodically reviews the 
CAH’s patient records, provides med-
ical orders, and provides medical care 
services to the patients of the CAH; 
and 

(iv) Periodically reviews and signs 
the records of all inpatients cared for 
by nurse practitioners, clinical nurse 
specialists, certified nurse midwives, or 
physician assistants. 

(v) Periodically reviews and signs a 
sample of outpatient records of pa-
tients cared for by nurse practitioners, 
clinical nurse specialists, certified 
nurse midwives, or physician assistants 

only to the extent required under State 
law where State law requires record re-
views or co-signatures, or both, by a 
collaborating physician. 

(2) A doctor of medicine or osteop-
athy is present for sufficient periods of 
time to provide medical direction, con-
sultation, and supervision for the serv-
ices provided in the CAH, and is avail-
able through direct radio or telephone 
communication or electronic commu-
nication for consultation, assistance 
with medical emergencies, or patient 
referral. 

(c) Standard: Physician assistant, nurse 
practitioner, and clinical nurse specialist 
responsibilities. (1) The physician assist-
ant, the nurse practitioner, or clinical 
nurse specialist members of the CAH’s 
staff— 

(i) Participate in the development, 
execution and periodic review of the 
written policies governing the services 
the CAH furnishes; and 

(ii) Participate with a doctor of med-
icine or osteopathy in a periodic review 
of the patients’ health records. 

(2) The physician assistant, nurse 
practitioner, or clinical nurse spe-
cialist performs the following func-
tions to the extent they are not being 
performed by a doctor of medicine or 
osteopathy: 

(i) Provides services in accordance 
with the CAH’s policies. 

(ii) Arranges for, or refers patients 
to, needed services that cannot be fur-
nished at the CAH, and assures that 
adequate patient health records are 
maintained and transferred as required 
when patients are referred. 

(3) Whenever a patient is admitted to 
the CAH by a nurse practitioner, physi-
cian assistant, or clinical nurse spe-
cialist, a doctor of medicine or osteop-
athy on the staff of the CAH is notified 
of the admission. 

(d) Standard: Periodic review of clinical 
privileges and performance. The CAH re-
quires that— 

(1) The quality and appropriateness 
of the diagnosis and treatment fur-
nished by nurse practitioners, clinical 
nurse specialist, and physician assist-
ants at the CAH are evaluated by a 
member of the CAH staff who is a doc-
tor of medicine or osteopathy or by an-
other doctor of medicine or osteopathy 
under contract with the CAH. 
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(2) The quality and appropriateness 
of the diagnosis and treatment fur-
nished by doctors of medicine or oste-
opathy at the CAH are evaluated by— 

(i) One hospital that is a member of 
the network, when applicable; 

(ii) One Quality Improvement Orga-
nization (QIO) or equivalent entity; 

(iii) One other appropriate and quali-
fied entity identified in the State rural 
health care plan; 

(iv) In the case of distant-site physi-
cians and practitioners providing tele-
medicine services to the CAH’s patient 
under an agreement between the CAH 
and a distant-site hospital, the distant- 
site hospital; or 

(v) In the case of distant-site physi-
cians and practitioners providing tele-
medicine services to the CAH’s pa-
tients under a written agreement be-
tween the CAH and a distant-site tele-
medicine entity, one of the entities 
listed in paragraphs (d)(2)(i) through 
(iii) of this section. 

(3) The CAH staff consider the find-
ings of the evaluation and make the 
necessary changes as specified in para-
graphs (b) through (d) of this section. 

[58 FR 30671, May 26, 1993, as amended at 62 
FR 46037, Aug. 29, 1997; 70 FR 68728, Nov. 10, 
2005; 79 FR 27155, May 12, 2014; 84 FR 51827, 
Sept. 30, 2019] 

§ 485.635 Condition of participation: 
Provision of services. 

(a) Standard: Patient care policies. (1) 
The CAH’s health care services are fur-
nished in accordance with appropriate 
written policies that are consistent 
with applicable State law. 

(2) The policies are developed with 
the advice of members of the CAH’s 
professional healthcare staff, including 
one or more doctors of medicine or os-
teopathy and one or more physician as-
sistants, nurse practitioners, or clin-
ical nurse specialists, if they are on 
staff under the provisions of 
§ 485.631(a)(1). 

(3) The policies include the following: 
(i) A description of the services the 

CAH furnishes, including those fur-
nished through agreement or arrange-
ment. 

(ii) Policies and procedures for emer-
gency medical services. 

(iii) Guidelines for the medical man-
agement of health problems that in-

clude the conditions requiring medical 
consultation and/or patient referral, 
the maintenance of health care 
records, and procedures for the periodic 
review and evaluation of the services 
furnished by the CAH. 

(iv) Rules for the storage, handling, 
dispensation, and administration of 
drugs and biologicals. These rules must 
provide that there is a drug storage 
area that is administered in accordance 
with accepted professional principles, 
that current and accurate records are 
kept of the receipt and disposition of 
all scheduled drugs, and that outdated, 
mislabeled, or otherwise unusable 
drugs are not available for patient use. 

(v) Procedures for reporting adverse 
drug reactions and errors in the admin-
istration of drugs. 

(vi) Procedures that ensure that the 
nutritional needs of inpatients are met 
in accordance with recognized dietary 
practices. All patient diets, including 
therapeutic diets, must be ordered by 
the practitioner responsible for the 
care of the patients or by a qualified 
dietitian or qualified nutrition profes-
sional as authorized by the medical 
staff in accordance with State law gov-
erning dietitians and nutrition profes-
sionals and that the requirement of 
§ 483.25(i) of this chapter is met with re-
spect to inpatients receiving post CAH 
SNF care. 

(vii) [Reserved] 
(viii) Policies and procedures that ad-

dress the post-acute care needs of pa-
tients receiving CAH services. 

(4) These policies are reviewed at 
least biennially by the group of profes-
sional personnel required under para-
graph (a)(2) of this section and updated 
as necessary by the CAH. 

(b) Standard: Patient services—(1) Gen-
eral: (i) The CAH provides those diag-
nostic and therapeutic services and 
supplies that are commonly furnished 
in a physician’s office or at another 
entry point into the health care deliv-
ery system, such as a low intensity 
hospital outpatient department or 
emergency department. These CAH 
services include medical history, phys-
ical examination, specimen collection, 
assessment of health status, and treat-
ment for a variety of medical condi-
tions. 
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