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Section 1557 of the Affordable Care Act

• Section 1557 was implemented on October 16, 2016

• If your RHC is not in compliance . . .

− HHS provides the following resources

~ Educational slides

~ Sample notices and taglines

~ Training guides

~ Estimates of languages spoken

https://www.hhs.gov/civil-rights/for-individuals/section-1557 
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Emergency Preparedness (42 CFR 491.12)

• CMS released final rule on September 16, 2016

• Implementation date of November 15, 2017

• Remove requirements on emergency preparedness found at 

§491.6(c)

• Replaced with new requirements at §491.12
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Emergency Plan (42 CFR 491.12 (a)) 

14

Emergency Preparedness – November 15, 2017

• “All hazards approach” focuses on the preparedness for a full range of 
emergencies.

− Natural disasters

− Risks of the surrounding area

• Create a risk assessment for each RHC
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Emergency Preparedness (42 CFR 491.12)

Out with the old . . .

• §491.6(c)

− The clinic assures the safety of patients in case of non-medical 
emergencies by:

~ Training staff in handling emergencies,

~ Placing exit signs in appropriate locations, and

~ Taking other appropriate measures that are consistent with the 
particular conditions of the area in which the clinic is located.
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Emergency Preparedness (42 CFR 491.12)

In with the new . . .

• §491.12(a) requires the development of an emergency 
preparedness plan.

• §491.12(b) requires clinic to develop policies and procedures 
resulting from the emergency plan.

• §491.12(c) requires clinic to develop and maintain an 
emergency preparedness communication plan.

• §491.12(d) requires clinic to develop and maintain a training and 
testing program.

• §491.12(e) allows the clinic to participate in an integrated 
system-wide emergency preparedness plan.
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• CMS estimates the cost to implement the new emergency 
preparedness rules at over $6,000 per RHC.

• These new rules could be caught up in new directives from 
President Trump.

− Memorandum on January 20, 2017, that postpones the effective 
date for 60 days for the purpose of reviewing new regulations 
prior to becoming effective.

− Executive Order on January 30, 2017, states that the total 
incremental cost of all new regulations shall be no greater than 
zero.

− It is uncertain if these new rules will be postponed, eliminated, 
or become effective on the scheduled date. 
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Emergency Plan (42 CFR 491.12(a)) 
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Preparing the Emergency Plan:

• Include the administrator, physician, midlevel, and a registered 
nurse on the team to assess the risk of the RHC

• Include strategies in the plan for addressing emergencies identified 
by the risk assessment

• Have a process for cooperation with local, state, and federal 
emergency preparedness officials

• Document, document, document
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Develop Policies and Procedures to Include:

• Evacuation

• Placement of exit signs

• Responsibility of staff

• Shelter for people who remain in the facility

• Preserve medical documentation

• Use of volunteers and other emergency personnel
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Communication Plan (42 CFR 491.12(c)) 
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Emergency Preparedness Communication Plan

• Comply with federal and state laws

• Update at least annually

• Include contact information 

• Include alternative means of communicating with staff and local 
emergency agencies

• Provide information about patients in the clinic

• Indicate needs and ability to provide assistance
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Training and Testing

• Develop and maintain a training and testing program based on:

− Risk assessment

− Emergency plan

− Communication plan

• Train new and existing staff

• Perform training annually

• Test the emergency plan at least annually
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Communication Plan (42 CFR 491.12(e)) 
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Integrated Healthcare Systems

• Two options:

− Develop an emergency preparedness plan as an entire health system

− Develop a plan independently as an RHC
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Provider-Based Status
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Provider-Based Requirements

• The elective status as a Rural Health Clinic provider type for 
Medicare and Medicaid purposes requires that a specific set of 
criteria be met as a condition of RHC participation.  

• The provider-based element of PB-RHC status overlays numerous 
additional requirements as an integral component of an existing 
Medicare provider, generally a hospital. 

• A PB-RHC must meet the requirements of provider-based status as 
well as maintain compliance with the Rural Health Clinic 
conditions of participation to obtain its favorable reimbursement 
for Medicare and Medicaid.
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Provider-Based Requirements

Requirements and Obligations 42 CFR 413.65 (excerpts)

• Clinic operation under the ownership and control of the main 
provider:

− 100% owned by the provider, same governing body, common bylaws  
and operating decisions of the governing body, final responsibility,  
and administrative decisions
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Provider-Based Requirements

Requirements and Obligations (continued):

• Administration and supervision:

− Direct supervision, accountability, integration (HR, billing, payroll)

• Clinical services:

− Clinical privileges, chief medical officer, quality assurance and 
utilization review, medical records integration (unified retrieval 
systems)



Critical Access Hospital and
Rural Health Clinic Conference 

Minneapolis, Minnesota
May 2-4, 2017

© Wipfli LLP Page 14

© Wipfli LLP 27

Provider-Based Requirements

Requirements and Obligations (continued):

• Financial integration:

− Shared income and expenses, cost center on the MC Cost Report

− Costs included in the main provider’s trial balance

• Public awareness:

− Signage (use hospital’s name, not parent name or system)

− Common registration forms

− Common billing statements

• Other requirements (e.g., management contracts, EMTALA, etc.)
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Provider-Based Requirements

Example

413.65(e)(2)(iii)

The following administrative functions of the facility or organization 
are integrated with those of the provider where the facility or 
organization is based: billing services, records, human resources, 
payroll, employee benefit package, salary structure, and purchasing 
services. 

Either the same employees or group of employees handle these 
administrative functions for the facility or organization and the main 
provider, or the administrative functions for both the facility or 
organization and the entity are . . . contracted.
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Filing the Attestation Statement 

 Filed with the Medicare Contractor (MAC).

 Not a required filing, so no standard CMS forms. 

 Sample forms provided by MAC (website download).

 Final approval by CMS regional office.

 Subject to interpretation.
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Filing the Attestation Statement 

Attestation Example

Wisconsin Physicians Service (WPS)

http://www.wpsmedicare.com/j8macparta/departments/audit_reimbursement/_files/wps_
attest_form.pdf

 Must not be submitted until after CMS 855 approval. 

 Do not submit until after RHC Tie-In notice (RHC provider 
number is required).

 Include supporting documentation.

 20-page Attestation document.

http://www.wpsmedicare.com/j8macparta/departments/audit_reimbursement/_files/wps_attest_form.pdf
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Filing the Attestation Statement 

Attestation Example (continued)
Selected excerpts

“Provide pictures of provider-based signage clearly identifying the 
provider-based entity as part of the main provider (e.g., a photo of the 
sign, website, yellow pages, patient forms, etc.). Advertisements that 
only show the facility to be part of or affiliated with the main provider's 
healthcare system are not acceptable.” 
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Filing the Attestation Statement 

Attestation Example (continued)
Selected excerpts

“Submit list of all clinical staff (i.e., physicians, nurses, physical 
therapists, radiology technicians, etc.) working at the facility or 
organization showing job titles and name of employer. Also include 
whether professional staff have clinical privileges at the main provider.”
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Filing the Attestation Statement 

Reporting Changes to the Attestation

42 CFR 413.65(c) Reporting of material changes in relationships 
A main provider that has had one or more facilities or organizations
considered provider-based also may report to CMS any material change 
in the relationship between it and any provider-based facility
or organization, such as a change in ownership of the facility or 
organization or entry into a new or different management contract
that would affect the provider-based status of the facility or organization.
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Physical Plant and 
Environment
42 CFR 491.6
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Physical Plant and Environment (42 CFR 491.6) 
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Physical Plant Safety 

• To insure the safety of patients, personnel, and the public, the physical 
plant should be maintained consistent with appropriate state and local 
building, fire, and safety codes. Reports prepared by state and local 
personnel responsible for ensuring that the appropriate codes are met 
should be available for review. 

• Determine whether the clinic has 
safe access and is free from hazards 
that may affect the safety of patients, 
personnel, and the public. 
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Physical Plant and Environment (42 CFR 491.6) 
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Preventive Maintenance 

• A program of preventive maintenance should be followed by the clinic. 
This includes inspection of all clinic equipment at least yearly, or as the 
type, use, and condition of equipment dictates; the safe storage of 
drugs and biologicals (see 42 CFR 491.6(b)(2)); and inspection of the 
facility to ensure that services are rendered in a clean and orderly 
environment. Inspection schedules and reports should be available for 
review by the surveyor. 
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Organizational Structure (42 CFR 491.7)
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Basic Requirements 

• Ascertain that the clinic is under the medical direction of a physician(s), 
has a staff that meets the requirements of §491.8, and has adequate 
written material covering organization policies, including lines of 
authority and responsibilities. 
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Organizational Structure (42 CFR 491.7)
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Written Policies 

• Written policies should consist of both administrative and patient care 
policies. Patient care policies are discussed under 42 CFR 491.9(b). In 
addition to including lines of authority and responsibilities, administrative 
policies may cover topics such as personnel, fiscal, purchasing, and 
maintenance of building and equipment. Topics covered by written 
policies may have been influenced 
by requirements of the founders of 
the clinic, as well as agencies that 
have participated in supporting the 
clinic’s operation. 

© Wipfli LLP

Organizational Structure (42 CFR 491.7)
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Disclosure of Names and Addresses 

• The clinic discloses names and addresses of the owner, person 
responsible for directing the clinic’s operation, and physician(s) 
responsible for medical direction. 

• Any change in ownership or physician(s) responsible for the clinic’s 
medical direction requires prompt notice to the RO.  Neither of these 
changes requires resurvey or recertification if the change can otherwise 
be adequately verified.  Notice of any change in the physician(s) 
responsible for providing the clinic’s medical direction should include 
evidence that the physician(s) is licensed to practice in the state. 
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Staffing and Staff Responsibilities (42 CFR 491.8)

42

Staffing

• The clinic or center has a health care staff 
that includes one or more physicians. Rural 
health clinic staffs must also include one or 
more PAs or NPs.

• A physician, NP, PA, nurse-midwife, clinical social worker, or clinical 
psychologist is available to furnish patient care services at all times the 
clinic or center operates.  In addition, for rural health clinics, a NP or a PA 
is available to furnish patient care services at least 50% of the time the 
clinic operates.
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Staffing and Staff Responsibilities (42 CFR 491.8)

43

Physician’s assistant and the nurse practitioner responsibilities: 

• Participate in the development, 
execution, and periodic review of 
the written policies governing the 
services the clinic furnishes;

• Provide services in accordance 
with those policies;

• Arrange for, or refer patients to, 
needed services that cannot be provided at the clinic;

• Ensure that adequate patient health records are maintained and transferred 
as required when patients are referred; and

• Participate with a physician in a periodic review of the patient’s health records.
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Staffing and Staff Responsibilities (42 CFR 491.8)

44

Physician responsibilities (DO/MD):

• Provides medical director for the clinic’s activities 
and consultation for and medical supervision of 
the health care staff.

• In conjunction with the PA and/or NP 
member(s), the physician participates in 
developing, executing, and periodically 
reviewing the clinic’s written policies and the 
services provided to federal program patients.

• Periodically reviews the clinic’s or center’s patient records, provides 
medical orders, and provides medical care services to the patients of the 
clinic or center.
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Provision of Services (42 CFR 491.9)

46

Providing Rural Health Clinic Services 

• The law describes an RHC as a facility primarily engaged in providing 
RHC services as defined in this subpart. Under this definition, a facility 
may provide services in addition to RHC services, usually related health 
care services such as the “other ambulatory services” covered by 
Medicaid state plans. Certification as an RHC applies to the facility as a 
whole and the total operating schedule of the facility (the hours it is 
open) is considered when determining 
if the facility is primarily engaged in 
providing RHC services. 
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Provision of Services (42 CFR 491.9)

Providing Rural Health Clinic Services 

• If on-site observation of services provided and discussion with the staff 
indicate that the majority of the services provided by the clinic are 
primary medical care (treatment of acute or chronic medical problems 
which usually bring a patient to a physician’s office), then the clinic may 
satisfy the “primarily engaged” 
requirement providing that RHC 
services are offered at least 51% 
of the total operating schedule. 
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Provision of Services (42 CFR 491.9)

48

Patient Care Policies Requirements 

• Review the clinic’s policies and ascertain who developed them . . . 
it is necessary to ascertain that the current physician member(s) 
and the NP, certified nurse-midwife, and/or PA member(s) of the 
staff have an in-depth knowledge 
of the policies and have had the 
opportunity to discuss them, 
adopt them as is, or make any 
agreed-to written changes 
in them. 
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Provision of Services (42 CFR 491.9)
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Patient Care Policies Requirements 

• In some cases, the clinic may involve health care professionals 
from a hospital with which the clinic has an agreement for 
patient referral. In any event, at lease one member of the group 
of professionals may not be a member of the clinic’s staff.  
Professionals who are not directly related to health care delivery 
(attorneys, community 
planners, etc.) are 
potentially useful. 
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Provision of Services (42 CFR 491.9)
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Patient Care Policies Requirements 

• The requirements concerning written policies address four areas: 

1) Description of Services 

− Directly and through arrangement

− For example, taking complete medical histories, performing 
complete physical examinations, assessments of health status, 
routine lab tests, diagnosis and treatment for common acute and 
chronic health problems and medical conditions, immunization 
programs, family planning, complete dental care, emergency 
medical care. 
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Provision of Services (42 CFR 491.9)
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Patient Care Policies Requirements 

• The requirements concerning written policies address four areas: 

2) Guidelines for Medical Management 

− For example, protocols, medical directives, criteria for diagnosing 
and treating conditions.
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Provision of Services (42 CFR 491.9)
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Patient Care Policies Requirements 

• The requirements concerning written policies address four areas: 

3) Drugs and Biologicals

− Storage of drugs and biologicals 

− Dealing with outdated drugs

− Prescribing and dispensing
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Provision of Services (42 CFR 491.9)

53

Patient Care Policies Requirements 

• The requirements concerning written policies address four areas: 

4) Review of Policies

− The group of professional personnel is responsible for an annual 
review of patient care policies.
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Provision of Services (42 CFR 491.9)
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Direct Services 

• The purpose of the Rural Health Clinic Services Act is primarily to make 
available outpatient or ambulatory care of the nature typically provided 
in a physician’s office or outpatient clinic and the like. The regulations 
specify the services that must be made available by the clinic, including 
specified types of diagnostic examination, laboratory services, and 
emergency treatments. 

• The clinic provides medical emergency procedures as a first response to 
common life-threatening injuries and acute illness and has available the 
drugs and biologicals commonly used in lifesaving procedures, such as 
analgesics, anesthetics (local), antibiotics, anticonvulsants, antidotes and 
emetics, serums and toxoids.
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Provision of Services (42 CFR 491.9)
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Direct Services

• Ability to perform (furnish) six basic lab tests:

− Chemical examinations of urine

− Hemoglobin or hematocrit 

− Blood sugar 

− Examination of stool specimens

− Pregnancy tests

− Primary culturing for transmittal to a certified laboratory
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Program Evaluation
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Program Evaluation (42 CFR 491.11)

57

• An evaluation of a clinic’s total operation including the overall 
organization, administration, policies and procedures covering 
personnel, fiscal, and patient care areas must be done at least 
annually.  This evaluation may be done by the clinic, the group of 
professional personnel required under 42 CFR 491.9(b)(2), or 
through arrangement with other appropriate professionals. 
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Program Evaluation (42 CFR 491.11)

58

The evaluation includes review of:

• The utilization of clinic or center services, including at least 
the number of patients served and the volume of services.

• A representative sample of both active and closed clinical 
records.

• The clinic’s or center’s health care policies.
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Program Evaluation (42 CFR 491.11)

59

The purpose of the evaluation is to determine whether:

• The utilization of services was appropriate.

• The established policies were followed.

• Any changes are needed.

The clinic or center staff considers the findings of the 
evaluation and takes corrective action if necessary. 
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Program Evaluation (42 CFR 491.11)

60

• If the facility has been in operation for at least a year at the 
time of the initial survey and has not had an evaluation of its 
total program, report this as a deficiency. It is incorrect to 
consider this requirement as not applicable (N/A) in this case.  

• A facility operating less than a year or in the start-up phase 
may not have done a program evaluation.  However, the clinic 
should have a written plan that specifies who is to do the 
evaluation, when and how it is to be done, and what will be 
covered in the evaluation. 
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Resources

62

Resources

• Rural Health Clinic Survey Report (CMS 30)

http://formuniverse.com/Forms/CatalogView/Healthcare/Centers%20for%20Medicare
%20and%20Medicaid%20Services%20(CMS)/Reports/CMS30.pdf

• State Operations Manual (SOM Appendix G)

− http://www.cms.gov/Regulations-and-
Guidance/Guidance/Manuals/downloads/som107ap_g_rhc.pdf

• 42 CFR 491

− http://www.gpo.gov/fdsys/granule/CFR-2011-title42-vol5/CFR-2011-title42-vol5-
part491

http://formuniverse.com/Forms/CatalogView/Healthcare/Centers for Medicare and Medicaid Services (CMS)/Reports/CMS30.pdf
http://www.cms.gov/Regulations-and-Guidance/Guidance/Manuals/downloads/som107ap_g_rhc.pdf
http://www.gpo.gov/fdsys/granule/CFR-2011-title42-vol5/CFR-2011-title42-vol5-part491
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