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to ensure quality pharmaceutical serv-

ices, including emergency services. 

(3) Current and accurate records 

must be kept of the receipt and disposi-

tion of all scheduled drugs. 

(b) Standard: Delivery of services. In

order to provide patient safety, drugs 

and biologicals must be controlled and 

distributed in accordance with applica-

ble standards of practice, consistent 

with Federal and State law. 

(1) All compounding, packaging, and 

dispensing of drugs and biologicals 

must be under the supervision of a 

pharmacist and performed consistent 

with State and Federal laws. 

(2)(i) All drugs and biologicals must 

be kept in a secure area, and locked 

when appropriate. 

(ii) Drugs listed in Schedules II, III, 

IV, and V of the Comprehensive Drug 

Abuse Prevention and Control Act of 

1970 must be kept locked within a se-

cure area. 

(iii) Only authorized personnel may 

have access to locked areas. 

(3) Outdated, mislabeled, or other-

wise unusable drugs and biologicals 

must not be available for patient use. 

(4) When a pharmacist is not avail-

able, drugs and biologicals must be re-

moved from the pharmacy or storage 

area only by personnel designated in 

the policies of the medical staff and 

pharmaceutical service, in accordance 

with Federal and State law. 

(5) Drugs and biologicals not specifi-

cally prescribed as to time or number 

of doses must automatically be stopped 

after a reasonable time that is pre-

determined by the medical staff. 

(6) Drug administration errors, ad-

verse drug reactions, and incompati-

bilities must be immediately reported 

to the attending physician and, if ap-

propriate, to the hospital’s quality as-

sessment and performance improve-

ment program. 

(7) Abuses and losses of controlled 

substances must be reported, in accord-

ance with applicable Federal and State 

laws, to the individual responsible for 

the pharmaceutical service, and to the 

chief executive officer, as appropriate. 

(8) Information relating to drug 

interactions and information of drug 

therapy, side effects, toxicology, dos-

age, indications for use, and routes of 

administration must be available to 

the professional staff. 

(9) A formulary system must be es-

tablished by the medical staff to assure 

quality pharmaceuticals at reasonable 

costs.

[51 FR 22042, June 17, 1986; 51 FR 27848, Aug. 

4, 1986; 71 FR 68694, Nov. 27, 2006; 77 FR 29075, 

May 16, 2012] 

§ 482.26 Condition of participation: 
Radiologic services. 

The hospital must maintain, or have 

available, diagnostic radiologic serv-

ices. If therapeutic services are also 

provided, they, as well as the diag-

nostic services, must meet profes-

sionally approved standards for safety 

and personnel qualifications. 

(a) Standard: Radiologic services. The

hospital must maintain, or have avail-

able, radiologic services according to 

needs of the patients. 

(b) Standard: Safety for patients and 
personnel. The radiologic services, par-

ticularly ionizing radiology proce-

dures, must be free from hazards for 

patients and personnel. 

(1) Proper safety precutions must be 

maintained against radiation hazards. 

This includes adequate shielding for 

patients, personnel, and facilities, as 

well as appropriate storage, use, and 

disposal of radioactive materials. 

(2) Periodic inspection of equipment 

must be made and hazards identified 

must be promptly corrected. 

(3) Radiation workers must be 

checked periodically, by the use of ex-

posure meters or badge tests, for 

amount of radiation exposure. 

(4) Radiologic services must be pro-

vided only on the order of practitioners 

with clinical privileges or, consistent 

with State law, of other practitioners 

authorized by the medical staff and the 

governing body to order the services. 

(c) Standard: Personnel. (1) A qualified 

full-time, part-time, or consulting ra-

diologist must supervise the ionizing 

radiology services and must interpret 

only those radiologic tests that are de-

termined by the medical staff to re-

quire a radiologist’s specialized knowl-

edge. For purposes of this section, a ra-

diologist is a doctor of medicine or os-

teopathy who is qualified by education 

and experience in radiology. 

VerDate Sep<11>2014 14:48 Oct 24, 2014 Jkt 232190 PO 00000 Frm 00031 Fmt 8010 Sfmt 8010 Q:\42\42V5.TXT 31



22

42 CFR Ch. IV (10–1–14 Edition) § 482.27 

(2) Only personnel designated as 

qualified by the medical staff may use 

the radiologic equipment and admin-

ister procedures. 

(d) Standard: Records. Records of 

radiologic services must be main-

tained.

(1) The radiologist or other practi-

tioner who performs radiology services 

must sign reports of his or her inter-

pretations.

(2) The hospital must maintain the 

following for at least 5 years: 

(i) Copies of reports and printouts. 

(ii) Films, scans, and other image 

records, as appropriate. 

[51 FR 22042, June 17, 1986; 51 FR 27848, Aug. 

4, 1986] 

§ 482.27 Condition of participation: 
Laboratory services. 

The hospital must maintain, or have 

available, adequate laboratory services 

to meet the needs of its patients. The 

hospital must ensure that all labora-

tory services provided to its patients 

are performed in a facility certified in 

accordance with part 493 of this chap-

ter.

(a) Standard: Adequacy of laboratory 
services. The hospital must have labora-

tory services available, either directly 

or through a contractual agreement 

with a certified laboratory that meets 

requirements of part 493 of this chap-

ter.

(1) Emergency laboratory services 

must be available 24 hours a day. 

(2) A written description of services 

provided must be available to the med-

ical staff. 

(3) The laboratory must make provi-

sion for proper receipt and reporting of 

tissue specimens. 

(4) The medical staff and a patholo-

gist must determine which tissue speci-

mens require a macroscopic (gross) ex-

amination and which require both mac-

roscopic and microscopic examina-

tions.

(b) Standard: Potentially infectious 
blood and blood components—(1) Poten-
tially human immunodeficiency virus 
(HIV) infectious blood and blood compo-
nents. Potentially HIV infectious blood 

and blood components are prior collec-

tions from a donor— 

(i) Who tested negative at the time of 

donation but tests reactive for evi-

dence of HIV infection on a later dona-

tion;

(ii) Who tests positive on the supple-

mental (additional, more specific) test 

or other follow-up testing required by 

FDA; and 

(iii) For whom the timing of 

seroconversion cannot be precisely es-

timated.

(2) Potentially hepatitis C virus (HCV) 
infectious blood and blood components. 
Potentially HCV infectious blood and 

blood components are the blood and 

blood components identified in 21 CFR 

610.47.

(3) Services furnished by an outside 
blood collecting establishment. If a hos-

pital regularly uses the services of an 

outside blood collecting establishment, 

it must have an agreement with the 

blood collecting establishment that 

governs the procurement, transfer, and 

availability of blood and blood compo-

nents. The agreement must require 

that the blood collecting establishment 

notify the hospital— 

(i) Within 3 calendar days if the blood 

collecting establishment supplied blood 

and blood components collected from a 

donor who tested negative at the time 

of donation but tests reactive for evi-

dence of HIV or HCV infection on a 

later donation or who is determined to 

be at increased risk for transmitting 

HIV or HCV infection; 

(ii) Within 45 days of the test, of the 

results of the supplemental (additional, 

more specific) test for HIV or HCV, as 

relevant, or other follow-up testing re-

quired by FDA; and 

(iii) Within 3 calendar days after the 

blood collecting establishment supplied 

blood and blood components collected 

from an infectious donor, whenever 

records are available, as set forth at 21 

CFR 610.48(b)(3). 

(4) Quarantine and disposition of blood 
and blood components pending completion 
of testing. If the blood collecting estab-

lishment (either internal or under an 

agreement) notifies the hospital of the 

reactive HIV or HCV screening test re-

sults, the hospital must determine the 

disposition of the blood or blood prod-

uct and quarantine all blood and blood 

components from previous donations in 

inventory.
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