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Demystifying Federal 
Regulations

(ANIM ATED SLIDE)

MRHA RHC Conference
April 6, 2018

Patty Harper, Presenter 

“But, I need something to 
show my ____________!”

“We didn’t do THAT where I worked 
before!”

 1)  Participant will learn which major federal 
regulations and CMS publications apply to all 
provider types;

 2)  Participant will learn which areas of operation 
are included in each publication; and

 3)  Participant will learn how to find answers to 
everyday questions and problems.

What will we be discussing today? 
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Types of Guidance
Regulatory
Federal 
State
Local

Sub-Regulatory
Paper-based Manuals
Internet-only Manuals
Transmittals, Program Memoranda & Change Requests
MLN Matters Articles
National and Local Coverage Determinations
Other CMS Publications, Tools and FAQ
MAC Information

Federal Register 

• The	daily	publication	of	the	United	States	government.

• CMS	Adopts	Regulations	in	the	Federal	Register.

• First	published	as	Proposed	Rules		with	a	comment	
period	and	then	published	as	Final	Rules.

• CMS	publishes	notices	and	links	to	the	Federal	Register	
on	their	website.

• States	have	a	“Register”	or	Similar	Publication.

Code of Federal Regulations 

• The	CFR	is	a	complete	volume	of	all	federal	
regulations	for	all	sectors	and	is	legally	binding.	
The	annual	edition	is	updated	every	Oct	1st	.		eCF	
is	more	up‐to‐date.	

• Title	42	applies	to	Public	Health
• Chapter	I:	Department	of	Health	&	Human	Services
• Chapter	IV:	Centers	for	Medicare	&	Medicaid	Services,	HHS
• Chapter	V:	Office	of	Inspector	General,	HHS
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Links to the Federal Register 
and the eCFR

Federal Register
https://www.federalregister.gov/

eCRF- Title 42
https://www.ecfr.gov/cgi-bin/text-
idx?tpl=/ecfrbrowse/Title42/42tab_02.tpl

42	CFR	§405
Federal	Healthcare	for	the	Aged	

and	Disabled

42	CFR	§420
Program	Integrity‐Medicare

42	CFR	§455
Program	Integrity‐Medicaid

Main Federal Regulations
Medicare Program

42	CFR	§482
Conditions	of	Participation

42	CFR	§412
Inpatient	PPS	System

42	CFR	§419
Outpatient	PPS	System

Main Federal Hospital 
Regulations
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 Subpart	B:	CORFs

 Subpart	F:		CAHs

 Subpart	H:	Outpatient	Physical,	
Occupational,	
Speech/Language	Pathology	
Services

42 CFR §485 
Specialty Providers

42	CFR	§485	
Subpart	F

Conditions	of	Participation

Main Federal Regulations
Critical Access Hospitals

42	CFR	§482.56

Main Federal Regulations
Rehabilitation Services
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42	CFR	§484

Main Federal Home Health 
Regulation

42	CFR	§418

Main Federal  Regulation
Hospice Care

42	CFR	§405,	Subpart	X

42	CFR	§413.65
Provider	Based	Status

42	CFR	§491
Conditions	for	certification

Main Federal RHC/FQHC 
Regulations
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 RHCs	as	Provider‐Based	
Facilities

 Less	than	50	Beds

 Relationship	Between	the	
Parent	Hospital	and	RHC

42 CFR §413.65
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RHC	Certification	Requirements
 Location
 Compliance

 Staffing/Personnel/HR
 Physical	Plant

 Provision	of	Services
 Emergency	Preparedness
 Medical	Management
 Annual	Evaluation

42 CFR §491

42 CFR §491:1 THRU §491:12
These section contains all the regulations concerning the conditions of 
certification and recertification of Rural Health Clinics.  This is where the 
certification and accreditation standards originate. However, the Sub-regulatory 
sources of information  are often easier to interpret and more “user-friendly”.   
The CFR is legally binding.  Sub-regulatory guidance must be taken into 
consideration by Medicare Contractors and Administrative Law Judges and they 
must explain rulings to the contrary, but they are not obligated to uphold sub-
regulatory guidance.

Be mindful of published and effective dates when referring to regulations 
and sub-regulatory guidance.  A Google search can result in an outdated 
publication.

Text in red indicates the updated portions of the publications.
RHC and FQHC guidance are often in the same documents. Use caution.
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Internet-Only Manuals 

All CMS IOMs can be found here. 

https://www.cms.gov/Regulations-and-
Guidance/Guidance/Manuals/Internet-Only-Manuals-
IOMs.html

Internet Only Manuals
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Medicare Benefit Policy Manual

Internet-Only Manuals 

Medicare Benefit Policy Manual Chapter 13 - Rural 
Health Clinic (RHC) and Federally Qualified Health 
Center (FQHC) Services

https://www.cms.gov/Regulations‐and‐
Guidance/Guidance/Manuals/downloads/bp102c13.pdf

Revised Date

Click 
here for 
update 
history
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https://www.cms.gov/Regulations‐and‐
Guidance/Guidance/Manuals/Downloads/

bp102c15.pdf

Part B, Professional and other 
Medical services

https://www.cms.gov/Regulations‐and‐
Guidance/Guidance/Manuals/Downloads/
clm104c12.pdf
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State Operations Manuals

State Operations Manual Appendix G - Guidance to 
Surveyors: Rural Health Clinics (RHCs)

https://www.cms.gov/Regulations‐and‐
Guidance/Guidance/Manuals/downloads/som107ap_g_
rhc.pdf

State Operations Manuals

Click 
here for 
update 
history

Revised Date
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New Emergency Preparedness Interpretive Guide

https://www.cms.gov/Medicare/Provider-Enrollment-and-
Certification/SurveyCertificationGenInfo/Downloads/Survey-and-Cert-Letter-17-29.pdf

Transmittals/PMs/CRs

Transmittals, Program Memorandums, and Change Requests 
are CMS publications which announce changes in 
regulations or procedures or wording.  They may be used to 
communicate changes to MACs and  providers & suppliers, 
or to update manuals based on regulatory changes, changes 
in guidance or clarifications.  

Transmittals include sections on Business Requirements for 
MACs, Provider Education and Supplemental Information.
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Transmittals give instructions to the MACs for how the CR will change the business 
rules.

A transmittal also includes information on resources that 
will be available to providers concerning the change.
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MLN Matters Article

MLN Matters Articles can either be linked to a CR# or they 
can be Special Editions.  If a MLN is linked to a CR#, it 
provides a policy change in easier-to-understand language. 
If the MLN is a “SE”, it is not linked to a specific CR. A 
special edition MLN provides clarification on a topic.  

Special Editions are numbered by year and edition. SE1611 
is the 11th SE published in 2016.
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Other CMS Publications

FAQs: Information provided in a question and answer 
format.

Publications and Tools: Other guides and tools with 
information for providers by CMS or MACs.

National and Local Coverage Determinations: Information 
on the coverage or non-coverage of services/benefits 
including medical necessity.

https://www.cms.gov/Medicare/Medicare-Fee-for-Service-
Payment/FQHCPPS/Downloads/FQHC-RHC-FAQs.pdf

https://www.cms.gov/Medicare/Medicare-Fee-for-Service-
Payment/FQHCPPS/Downloads/RHC-Preventive-Services.pdf
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https://www.cms.gov/medicare-coverage-database/

Types of Guidance
Regulatory
Federal 
State
Local

Sub-Regulatory
Paper-based Manuals
Internet-only Manuals
Transmittals, Program Memoranda & Change Requests
MLN Matters Articles
National and Local Coverage Determinations
Other CMS Publications, Tools and FAQ
MAC Information

“The	best	advice	I	ever	
got	was	that	knowledge	
was	POWER	and	to	
KEEP	reading.”

(ANIM ATED SLIDE)

--David Bailey, British photographer 
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Now, you 
can find the 

answers! 

“My CFO was shocked when I 
could show him the final rule in 

the Federal Register.”
“The IOM Manuals explained why we don’t bill flu 

shots in the RHC. Wow!”

Patty Harper
InQuiseek Consulting
318.243.2687
pharper@inquiseek.com

Follow-up questions or comments can be directed to: 


