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is not subject to section 1122 review if 
75 percent of the health care facility’s 
patients who are expected to use the 
service for which the capital expendi-
ture is made are individuals enrolled in 
a health maintenance organization 
(HMO) or competitive medical plan 
(CMP) that meets the requirements of 
section 1876(b) of the Act, and if the 
Department determines that the cap-
ital expenditure is for services and fa-
cilities that are needed by the HMO or 
CMP in order to operate efficiently and 
economically and that are not other-
wise readily accessible to the HMO or 
CMP because— 

(i) The facilities do not provide com-
mon services at the same site; 

(ii) The facilities are not available 
under a contract of reasonable dura-
tion; 

(iii) Full and equal medical staff 
privileges in the facilities are not 
available; 

(iv) Arrangements with these facili-
ties are not administratively feasible; 
or 

(v) The purchase of these services is 
more costly than if the HMO or CMP 
provided the services directly. 

(6) The plan must be reviewed and up-
dated annually. 

(7) The plan must be prepared— 
(i) Under the direction of the gov-

erning body; and 
(ii) By a committee consisting of rep-

resentatives of the governing body, the 
administrative staff, and the medical 
staff of the institution. 

(e) Standard: Contracted services. The 
governing body must be responsible for 
services furnished in the hospital 
whether or not they are furnished 
under contracts. The governing body 
must ensure that a contractor of serv-
ices (including one for shared services 
and joint ventures) furnishes services 
that permit the hospital to comply 
with all applicable conditions of par-
ticipation and standards for the con-
tracted services. 

(1) The governing body must ensure 
that the services performed under a 
contract are provided in a safe and ef-
fective manner. 

(2) The hospital must maintain a list 
of all contracted services, including 
the scope and nature of the services 
provided. 

(f) Standard: Emergency services. (1) If 
emergency services are provided at the 
hospital, the hospital must comply 
with the requirements of § 482.55. 

(2) If emergency services are not pro-
vided at the hospital, the governing 
body must assure that the medical 
staff has written policies and proce-
dures for appraisal of emergencies, ini-
tial treatment, and referral when ap-
propriate. 

[51 FR 22042, June 17, 1986; 51 FR 27847, Aug. 
4, 1986, as amended at 53 FR 6549, Mar. 1, 1988; 
53 FR 18987, May 26, 1988; 56 FR 8852, Mar. 1, 
1991; 56 FR 23022, May 20, 1991; 59 FR 46514, 
Sept. 8, 1994; 63 FR 20130, Apr. 23, 1998; 63 FR 
33874, June 22, 1998]

§ 482.13 Condition of participation: Pa-
tients’ rights. 

A hospital must protect and promote 
each patient’s rights. 

(a) Standard: Notice of rights. (1) A 
hospital must inform each patient, or 
when appropriate, the patient’s rep-
resentative (as allowed under State 
law), of the patient’s rights, in advance 
of furnishing or discontinuing patient 
care whenever possible. 

(2) The hospital must establish a 
process for prompt resolution of pa-
tient grievances and must inform each 
patient whom to contact to file a griev-
ance. The hospital’s governing body 
must approve and be responsible for 
the effective operation of the grievance 
process and must review and resolve 
grievances, unless it delegates the re-
sponsibility in writing to a grievance 
committee. The grievance process 
must include a mechanism for timely 
referral of patient concerns regarding 
quality of care or premature discharge 
to the appropriate Utilization and 
Quality Control Quality Improvement 
Organization. At a minimum: 

(i) The hospital must establish a 
clearly explained procedure for the 
submission of a patient’s written or 
verbal grievance to the hospital. 

(ii) The grievance process must speci-
fy time frames for review of the griev-
ance and the provision of a response. 

(iii) In its resolution of the griev-
ance, the hospital must provide the pa-
tient with written notice of its decision 
that contains the name of the hospital 
contact person, the steps taken on be-
half of the patient to investigate the 
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grievance, the results of the grievance 
process, and the date of completion. 

(b) Standard: Exercise of rights. (1) The 
patient has the right to participate in 
the development and implementation 
of his or her plan of care. 

(2) The patient or his or her rep-
resentative (as allowed under State 
law) has the right to make informed 
decisions regarding his or her care. The 
patient’s rights include being informed 
of his or her health status, being in-
volved in care planning and treatment, 
and being able to request or refuse 
treatment. This right must not be con-
strued as a mechanism to demand the 
provision of treatment or services 
deemed medically unnecessary or inap-
propriate. 

(3) The patient has the right to for-
mulate advance directives and to have 
hospital staff and practitioners who 
provide care in the hospital comply 
with these directives, in accordance 
with § 489.100 of this part (Definition), 
§ 489.102 of this part (Requirements for 
providers), and § 489.104 of this part (Ef-
fective dates). 

(4) The patient has the right to have 
a family member or representative of 
his or her choice and his or her own 
physician notified promptly of his or 
her admission to the hospital. 

(c) Standard: Privacy and safety. (1) 
The patient has the right to personal 
privacy. 

(2) The patient has the right to re-
ceive care in a safe setting. 

(3) The patient has the right to be 
free from all forms of abuse or harass-
ment. 

(d) Standard: Confidentiality of patient 
records. (1) The patient has the right to 
the confidentiality of his or her clin-
ical records. 

(2) The patient has the right to ac-
cess information contained in his or 
her clinical records within a reasonable 
time frame. The hospital must not 
frustrate the legitimate efforts of indi-
viduals to gain access to their own 
medical records and must actively seek 
to meet these requests as quickly as its 
recordkeeping system permits. 

(e) Standard: Restraint for acute med-
ical and surgical care. (1) The patient 
has the right to be free from restraints 
of any form that are not medically nec-
essary or are used as a means of coer-

cion, discipline, convenience, or retal-
iation by staff. The term ‘‘restraint’’ 
includes either a physical restraint or 
a drug that is being used as a restraint. 
A physical restraint is any manual 
method or physical or mechanical de-
vice, material, or equipment attached 
or adjacent to the patient’s body that 
he or she cannot easily remove that re-
stricts freedom of movement or normal 
access to one’s body. A drug used as a 
restraint is a medication used to con-
trol behavior or to restrict the pa-
tient’s freedom of movement and is not 
a standard treatment for the patient’s 
medical or psychiatric condition. 

(2) A restraint can only be used if 
needed to improve the patient’s well-
being and less restrictive interventions 
have been determined to be ineffective. 

(3) The use of a restraint must be— 
(i) Selected only when other less re-

strictive measures have been found to 
be ineffective to protect the patient or 
others from harm; 

(ii) In accordance with the order of a 
physician or other licensed inde-
pendent practitioner permitted by the 
State and hospital to order a restraint. 
This order must— 

(A) Never be written as a standing or 
on an as needed basis (that is, PRN); 
and 

(B) Be followed by consultation with 
the patient’s treating physician, as 
soon as possible, if the restraint is not 
ordered by the patient’s treating physi-
cian; 

(iii) In accordance with a written 
modification to the patient’s plan of 
care; 

(iv) Implemented in the least restric-
tive manner possible; 

(v) In accordance with safe and ap-
propriate restraining techniques; and 

(vi) Ended at the earliest possible 
time. 

(4) The condition of the restrained 
patient must be continually assessed, 
monitored, and reevaluated. 

(5) All staff who have direct patient 
contact must have ongoing education 
and training in the proper and safe use 
of restraints. 

(f) Standard: Seclusion and restraint for 
behavior management. (1) The patient 
has the right to be free from seclusion 
and restraints, of any form, imposed as 
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a means of coercion, discipline, conven-
ience, or retaliation by staff. The term 
‘‘restraint’’ includes either a physical 
restraint or a drug that is being used as 
a restraint. A physical restraint is any 
manual method or physical or mechan-
ical device, material, or equipment at-
tached or adjacent to the patient’s 
body that he or she cannot easily re-
move that restricts freedom of move-
ment or normal access to one’s body. A 
drug used as a restraint is a medication 
used to control behavior or to restrict 
the patient’s freedom of movement and 
is not a standard treatment for the pa-
tient’s medical or psychiatric condi-
tion. Seclusion is the involuntary con-
finement of a person in a room or an 
area where the person is physically 
prevented from leaving. 

(2) Seclusion or a restraint can only 
be used in emergency situations if 
needed to ensure the patient’s physical 
safety and less restrictive interven-
tions have been determined to be inef-
fective. 

(3) The use of a restraint or seclusion 
must be— 

(i) Selected only when less restrictive 
measures have been found to be ineffec-
tive to protect the patient or others 
from harm; 

(ii) In accordance with the order of a 
physician or other licensed inde-
pendent practitioner permitted by the 
State and hospital to order seclusion or 
restraint. The following requirements 
will be superseded by existing State 
laws that are more restrictive: 

(A) Orders for the use of seclusion or 
a restraint must never be written as a 
standing order or on an as needed basis 
(that is, PRN). 

(B) The treating physician must be 
consulted as soon as possible, if the re-
straint or seclusion is not ordered by 
the patient’s treating physician. 

(C) A physician or other licensed 
independent practitioner must see and 
evaluate the need for restraint or se-
clusion within 1 hour after the initi-
ation of this intervention. 

(D) Each written order for a physical 
restraint or seclusion is limited to 4 
hours for adults; 2 hours for children 
and adolescents ages 9 to 17; or 1 hour 
for patients under 9. The original order 
may only be renewed in accordance 
with these limits for up to a total of 24 

hours. After the original order expires, 
a physician or licensed independent 
practitioner (if allowed under State 
law) must see and assess the patient 
before issuing a new order. 

(iii) In accordance with a written 
modification to the patient’s plan of 
care; 

(iv) Implemented in the least restric-
tive manner possible; 

(v) In accordance with safe appro-
priate restraining techniques; and 

(vi) Ended at the earliest possible 
time. 

(4) A restraint and seclusion may not 
be used simultaneously unless the pa-
tient is— 

(i) Continually monitored face-to-
face by an assigned staff member; or 

(ii) Continually monitored by staff 
using both video and audio equipment. 
This monitoring must be in close prox-
imity the patient. 

(5) The condition of the patient who 
is in a restraint or in seclusion must 
continually be assessed, monitored, 
and reevaluated. 

(6) All staff who have direct patient 
contact must have ongoing education 
and training in the proper and safe use 
of seclusion and restraint application 
and techniques and alternative meth-
ods for handling behavior, symptoms, 
and situations that traditionally have 
been treated through the use of re-
straints or seclusion. 

(7) The hospital must report to CMS 
any death that occurs while a patient 
is restrained or in seclusion, or where 
it is reasonable to assume that a pa-
tient’s death is a result of restraint or 
seclusion. 

[64 FR 36088, July 2, 1999]

Subpart C—Basic Hospital 
Functions

§ 482.21 Condition of participation: 
Quality assurance. 

The governing body must ensure that 
there is an effective, hospital-wide 
quality assurance program to evaluate 
the provision of patient care. 

(a) Standard: Clinical plan. The orga-
nized, hospital-wide quality assurance 
program must be ongoing and have a 
written plan of implementation. 
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