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services, the services must meet the 
applicable requirements for labora-
tories specified in part 493 of this chap-
ter. 

(2) If the facility chooses to refer 
specimens for laboratory testing, the 
referral laboratory must be certified in 
the appropriate specialties and sub-
specialties of services in accordance 
with the requirements of part 493 of 
this chapter. 

[48 FR 56293, Dec. 15, 1982, as amended at 56 
FR 8852, Mar. 1, 1991; 57 FR 7137, Feb. 28, 1992]

§ 485.60 Condition of participation: 
Clinical records. 

The facility must maintain clinical 
records on all patients in accordance 
with accepted professional standards 
and practice. The clinical records must 
be completely, promptly, and accu-
rately documented, readily accessible, 
and systematically organized to facili-
tate retrieval and compilation of infor-
mation. 

(a) Standard: Content. Each clinical 
record must contain sufficient infor-
mation to identify the patient clearly 
and to justify the diagnosis and treat-
ment. Entries in the clinical record 
must be made as frequently as is nec-
essary to insure effective treatment 
and must be signed by personnel pro-
viding services. All entries made by as-
sistant level personnel must be 
countersigned by the corresponding 
professional. Documentation on each 
patient must be consolidated into one 
clinical record that must contain— 

(1) The initial assessment and subse-
quent reassessments of the patient’s 
needs; 

(2) Current plan of treatment; 
(3) Identification data and consent or 

authorization forms; 
(4) Pertinent medical history, past 

and present; 
(5) A report of pertinent physical ex-

aminations if any; 
(6) Progress notes or other docu-

mentation that reflect patient reaction 
to treatment, tests, or injury, or the 
need to change the established plan of 
treatment; and 

(7) Upon discharge, a discharge sum-
mary including patient status relative 
to goal achievement, prognosis, and fu-
ture treatment considerations. 

(b) Standard: Protection of clinical 
record information. The facility must 
safeguard clinical record information 
against loss, destruction, or unauthor-
ized use. The facility must have proce-
dures that govern the use and removal 
of records and the conditions for re-
lease of information. The facility must 
obtain the patient’s written consent 
before releasing information not re-
quired to be released by law. 

(c) Standard: Retention and preserva-
tion. The facility must retain clinical 
record information for 5 years after pa-
tient discharge and must make provi-
sion for the maintenance of such 
records in the event that it is no longer 
able to treat patients.

§ 485.62 Condition of participation: 
Physical environment. 

The facility must provide a physical 
environment that protects the health 
and safety or patients, personnel, and 
the public. 

(a) Standard: Safety and comfort of pa-
tients. The physical premises of the fa-
cility and those areas of its sur-
rounding physical structure that are 
used by the patients (including at least 
all stairwells, corridors and passage-
ways) must meet the following require-
ments: 

(1) Applicable Federal, State, and 
local building, fire, and safety codes 
must be met. 

(2) Fire extinguishers must be easily 
accessible and fire regulations must be 
prominently posted. 

(3) A fire alarm system with local (in-
house) capability must be functional, 
and where power is generated by elec-
tricity, an alternate power source with 
automatic triggering must be present. 

(4) Lights, supported by an emer-
gency power source, must be placed at 
exits. 

(5) A sufficient number of staff to 
evacuate patients during a disaster 
must be on the premises of the facility 
whenever patients are being treated. 

(6) Lighting must be sufficient to 
carry out services safely; room tem-
perature must be maintained at com-
fortable levels; and ventilation through 
windows, mechanical means, or a com-
bination of both must be provided. 
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