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date of last entry, and longer if re-
quired by State statute. 

(Secs. 1102, 1833 and 1902(a)(13), Social Secu-
rity Act; 49 Stat. 647, 91 Stat. 1485 (42 U.S.C. 
1302, 13951 and 1396a(a)(13))) 

[43 FR 30529, July 14, 1978. Redesignated at 50 
FR 33034, Aug. 16, 1985, as amended at 57 FR 
24984, June 12, 1992] 

§ 491.11 Program evaluation. 

(a) The clinic or center carries out, 
or arranges for, an annual evaluation 
of its total program. 

(b) The evaluation includes review of: 
(1) The utilization of clinic or center 

services, including at least the number 
of patients served and the volume of 
services; 

(2) A representative sample of both 
active and closed clinical records; and 

(3) The clinic’s or center’s health 
care policies. 

(c) The purpose of the evaluation is 
to determine whether: 

(1) The utilization of services was ap-
propriate; 

(2) The established policies were fol-
lowed; and 

(3) Any changes are needed. 
(d) The clinic or center staff con-

siders the findings of the evaluation 
and takes corrective action if nec-
essary. 

[71 FR 55346, Sept. 22, 2006] 

§ 491.12 Emergency preparedness. 

The Rural Health Clinic/Federally 
Qualified Health Center (RHC/FQHC) 
must comply with all applicable Fed-
eral, State, and local emergency pre-
paredness requirements. The RHC/ 
FQHC must establish and maintain an 
emergency preparedness program that 
meets the requirements of this section. 
The emergency preparedness program 
must include, but not be limited to, the 
following elements: 

(a) Emergency plan. The RHC/FQHC 
must develop and maintain an emer-
gency preparedness plan that must be 
reviewed and updated at least annu-
ally. The plan must do all of the fol-
lowing: 

(1) Be based on and include a docu-
mented, facility-based and community- 
based risk assessment, utilizing an all- 
hazards approach. 

(2) Include strategies for addressing 
emergency events identified by the 
risk assessment. 

(3) Address patient population, in-
cluding, but not limited to, the type of 
services the RHC/FQHC has the ability 
to provide in an emergency; and con-
tinuity of operations, including delega-
tions of authority and succession 
plans. 

(4) Include a process for cooperation 
and collaboration with local, tribal, re-
gional, State, and Federal emergency 
preparedness officials’ efforts to main-
tain an integrated response during a 
disaster or emergency situation, in-
cluding documentation of the RHC/ 
FQHC’s efforts to contact such officials 
and, when applicable, of its participa-
tion in collaborative and cooperative 
planning efforts. 

(b) Policies and procedures. The RHC/ 
FQHC must develop and implement 
emergency preparedness policies and 
procedures, based on the emergency 
plan set forth in paragraph (a) of this 
section, risk assessment at paragraph 
(a)(1) of this section, and the commu-
nication plan at paragraph (c) of this 
section. The policies and procedures 
must be reviewed and updated at least 
annually. At a minimum, the policies 
and procedures must address the fol-
lowing: 

(1) Safe evacuation from the RHC/ 
FQHC, which includes appropriate 
placement of exit signs; staff respon-
sibilities and needs of the patients. 

(2) A means to shelter in place for pa-
tients, staff, and volunteers who re-
main in the facility. 

(3) A system of medical documenta-
tion that preserves patient informa-
tion, protects confidentiality of patient 
information, and secures and main-
tains the availability of records. 

(4) The use of volunteers in an emer-
gency or other emergency staffing 
strategies, including the process and 
role for integration of State and Feder-
ally designated health care profes-
sionals to address surge needs during 
an emergency. 

(c) Communication plan. The RHC/ 
FQHC must develop and maintain an 
emergency preparedness communica-
tion plan that complies with Federal, 
State, and local laws and must be re-
viewed and updated at least annually. 
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The communication plan must include 
all of the following: 

(1) Names and contact information 
for the following: 

(i) Staff. 
(ii) Entities providing services under 

arrangement. 
(iii) Patients’ physicians. 
(iv) Other RHCs/FQHCs. 
(v) Volunteers. 
(2) Contact information for the fol-

lowing: 
(i) Federal, State, tribal, regional, 

and local emergency preparedness 
staff. 

(ii) Other sources of assistance. 
(3) Primary and alternate means for 

communicating with the following: 
(i) RHC/FQHC’s staff. 
(ii) Federal, State, tribal, regional, 

and local emergency management 
agencies. 

(4) A means of providing information 
about the general condition and loca-
tion of patients under the facility’s 
care as permitted under 45 CFR 
164.510(b)(4). 

(5) A means of providing information 
about the RHC/FQHC’s needs, and its 
ability to provide assistance, to the au-
thority having jurisdiction or the Inci-
dent Command Center, or designee. 

(d) Training and testing. The RHC/ 
FQHC must develop and maintain an 
emergency preparedness training and 
testing program that is based on the 
emergency plan set forth in paragraph 
(a) of this section, risk assessment at 
paragraph (a)(1) of this section, policies 
and procedures at paragraph (b) of this 
section, and the communication plan 
at paragraph (c) of this section. The 
training and testing program must be 
reviewed and updated at least annu-
ally. 

(1) Training program. The RHC/FQHC 
must do all of the following: 

(i) Initial training in emergency pre-
paredness policies and procedures to all 
new and existing staff, individuals pro-
viding services under arrangement, and 
volunteers, consistent with their ex-
pected roles, 

(ii) Provide emergency preparedness 
training at least annually. 

(iii) Maintain documentation of the 
training. 

(iv) Demonstrate staff knowledge of 
emergency procedures. 

(2) Testing. The RHC/FQHC must con-
duct exercises to test the emergency 
plan at least annually. The RHC/FQHC 
must do the following: 

(i) Participate in a full-scale exercise 
that is community-based or when a 
community-based exercise is not acces-
sible, an individual, facility-based. If 
the RHC/FQHC experiences an actual 
natural or man-made emergency that 
requires activation of the emergency 
plan, the RHC/FQHC is exempt from 
engaging in a community-based or in-
dividual, facility-based full-scale exer-
cise for 1 year following the onset of 
the actual event. 

(ii) Conduct an additional exercise 
that may include, but is not limited to 
following: 

(A) A second full-scale exercise that 
is community-based or individual, fa-
cility-based. 

(B) A tabletop exercise that includes 
a group discussion led by a facilitator, 
using a narrated, clinically-relevant 
emergency scenario, and a set of prob-
lem statements, directed messages, or 
prepared questions designed to chal-
lenge an emergency plan. 

(iii) Analyze the RHC/FQHC’s re-
sponse to and maintain documentation 
of all drills, tabletop exercises, and 
emergency events, and revise the RHC/ 
FQHC’s emergency plan, as needed. 

(e) Integrated healthcare systems. If a 
RHC/FQHC is part of a healthcare sys-
tem consisting of multiple separately 
certified healthcare facilities that 
elects to have a unified and integrated 
emergency preparedness program, the 
RHC/FQHC may choose to participate 
in the healthcare system’s coordinated 
emergency preparedness program. If 
elected, the unified and integrated 
emergency preparedness program must 
do all of the following: 

(1) Demonstrate that each separately 
certified facility within the system ac-
tively participated in the development 
of the unified and integrated emer-
gency preparedness program. 

(2) Be developed and maintained in a 
manner that takes into account each 
separately certified facility’s unique 
circumstances, patient populations, 
and services offered. 

(3) Demonstrate that each separately 
certified facility is capable of actively 
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using the unified and integrated emer-
gency preparedness program and is in 
compliance with the program. 

(4) Include a unified and integrated 
emergency plan that meets the require-
ments of paragraphs (a)(2), (3), and (4) 
of this section. The unified and inte-
grated emergency plan must also be 
based on and include all of the fol-
lowing: 

(i) A documented community–based 
risk assessment, utilizing an all-haz-
ards approach. 

(ii) A documented individual facility- 
based risk assessment for each sepa-
rately certified facility within the 
health system, utilizing an all-hazards 
approach. 

(5) Include integrated policies and 
procedures that meet the requirements 
set forth in paragraph (b) of this sec-
tion, a coordinated communication 
plan, and training and testing pro-
grams that meet the requirements of 
paragraphs (c) and (d) of this section, 
respectively. 

EFFECTIVE DATE NOTE: At 81 FR 64041, 
Sept. 16, 2016, § 491.12 was added, effective 
Nov. 15, 2016. 

PART 493—LABORATORY 
REQUIREMENTS 

Subpart A—General Provisions 

Sec. 
493.1 Basis and scope. 
493.2 Definitions. 
493.3 Applicability. 
493.5 Categories of tests by complexity. 
493.15 Laboratories performing waived 

tests. 
493.17 Test categorization. 
493.19 Provider-performed microscopy 

(PPM) procedures. 
493.20 Laboratories performing tests of 

moderate complexity. 
493.25 Laboratories performing tests of high 

complexity. 

Subpart B—Certificate of Waiver 

493.35 Application for a certificate of waiv-
er. 

493.37 Requirements for a certificate of 
waiver. 

493.39 Notification requirements for labora-
tories issued a certificate of waiver. 

Subpart C—Registration Certificate, Certifi-
cate for Provider-performed Micros-
copy Procedures, and Certificate of 
Compliance 

493.43 Application for registration certifi-
cate, certificate for provider-performed 
microscopy (PPM) procedures, and cer-
tificate of compliance. 

493.45 Requirements for a registration cer-
tificate. 

493.47 Requirements for a certificate for 
provider-performed microscopy (PPM) 
procedures. 

493.49 Requirements for a certificate of 
compliance. 

493.51 Notification requirements for labora-
tories issued a certificate of compliance. 

493.53 Notification requirements for labora-
tories issued a certificate for provider- 
performed microscopy (PPM) procedures. 

Subpart D—Certificate of Accreditation 

493.55 Application for registration certifi-
cate and certificate of accreditation. 

493.57 Requirements for a registration cer-
tificate. 

493.61 Requirements for a certificate of ac-
creditation. 

493.63 Notification requirements for labora-
tories issued a certificate of accredita-
tion. 

Subpart E—Accreditation by a Private, 
Nonprofit Accreditation Organization 
or Exemption Under an Approved 
State Laboratory Program 

493.551 General requirements for labora-
tories. 

493.553 Approval process (application and 
reapplication) for accreditation organiza-
tions and State licensure programs. 

493.555 Federal review of laboratory require-
ments. 

493.557 Additional submission requirements. 
493.559 Publication of approval of deeming 

authority or CLIA exemption. 
493.561 Denial of application or reapplica-

tion. 
493.563 Validation inspections—Basis and 

focus. 
493.565 Selection for validation inspection— 

laboratory responsibilities. 
493.567 Refusal to cooperate with validation 

inspection. 
493.569 Consequences of a finding of non-

compliance as a result of a validation in-
spection. 

493.571 Disclosure of accreditation, State 
and CMS validation inspection results. 
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