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Policy & Procedure

Policy

A set of principles adopted to guide decisions and achieve
reasonable outcomes.

Procedures

A document that supports policy. Procedures describe In
detail the who, what, where, when and how required to
establish accountability supporting the implementation of a

policy.

**Policy Is implemented through procedures**
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Policy & Procedure

Creation:

vHeader

vPolicy or Purpose statement
vDefine

vProcedures

vConduct & Reporting



Presenter
Presentation Notes
If you’re creating your policy manual…READ SLIDE.


Where do we start?
r



Presenter
Presentation Notes
When evaluating policy, I generally state the need for RHC specific policies and non-RHC policies.  The response I get to that is usually, ‘thank you captain obvious.’ – As I’m sure a number of you are thinking right now.
Reasoning:  I check-off the RHC-specific right away because they are static; they don’t change.  Remaining policies may be different depending on the organization, clinic and services or processes in the clinic.  Example?


Title 42 Part 491

“The Framework”

8491.4
Compliance with Federal, State and local laws.
(a) Clinic licensure;

(h) Clinic personnel are licensed, certified or registered in
accordance with applicable laws.
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Presenter
Presentation Notes
Rural Health Clinic regs…


42 CFR 8491.7

Organizational Structure

Basic Requirements:

1) The clinic is under the medical direction of a physician, and has a
health care staff that meets the requirements of §491.8;

2) Policies and lines of authority and responsibilities are clearly set
forth in writing.

Disclosure:
1) Owners;
2) Person principally responsible for directing the operation of the
clinic;
3) Person responsible for medical direction.
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42 CFR §491.8(b)

Staffing & Physician Responsibilities
Staffing requirements?;
Physician responsibilities:
1) Medical supervision of the health care staff;

2) In conjunction with the NP and/or PA member(s), participate in
developing, executing, and periodically reviewing policies and
services provided to Federal program patients,;

Periodically review patient records, provides medical orders and
care services to patients of the clinic.
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Presenter
Presentation Notes
(a) Staffing. (1) 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 physician's assistants or nurse practitioners.
(2) The physician member may be the owner, an employee, or under agreement.
(3) The PA, NP, nurse-midwife, CSW or clinical psychologist member may be the owner an employee, or under contract. In the case of a clinic, at least one PA or NP must be an employee of the clinic.
(4) The staff may also include ancillary personnel who are supervised by the professional staff.
(5) The staff is sufficient to provide the services essential to the operation of the clinic or center.
(6) A physician, NP, PA, certified nurse-midwife, CSW, or clinical psychologist is available to furnish patient care services at all times the clinic operates. In addition, for RHCs, a NP, PA, or CNM is available to furnish patient care services at least 50 percent of the time the RHC operates.



42 CFR §491.8(c), (c)(2)

Physician Assistant (PA) and Nurse Practitioner (NP)
Responsibilities

() Participate in the development, execution and periodic review
of the policies;

(i) Participate with the physician in a periodic review of the
patients’ records.

(inArrange for patient referral of services not provided in the
clinic;

(iv)Assures patient health records are maintained and transferred
upon referral.
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42 CFR §491.9(b)(3)

Services
Policies include:

(i) A description of services (arrangement or agreement);

(i) Guidelines for medical management of health problems which
Include the conditions requiring medical consultation and/or
patient referral, the maintenance of health care records, and
procedures for periodic review and evaluation of services
furnished,

(ihRules for storage, handling, and administration of drugs and
biologicals.

wv)Bilennial review.*
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Presenter
Presentation Notes
These policies include…


42 CFR §491.9(b)(2)

Policy:

Policies are developed with the advice of a group of professional
personnel that includes one or more physicians and one or more
PAs or NPs.

*At least one member is not a member of the clinic.
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Presenter
Presentation Notes
 (b)(1) – Services furnished in accordance with written policies consistent with State law.


42 CFR §491.6(a), (b)

“The Big Three”

Physical Plant and Environment
Construction — Ensure access to and safety;

Maintenance — The clinic has a preventive maintenance program:
1) Equipment;
2) Drug and biological storage;
3) Clean and orderly.
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42 CFR §491.9(c)(2)

Laboratory services for immediate diagnosis (part 493);

() Chemical examination of urine by stick or tablet;

(i) Hemoglobin or hematocrit;

(i Blood glucose;

(v) Examination of stool specimens for occult blood;

(v) Pregnancy tests; and

(viyPrimary culturing for transmittal to a certified laboratory.
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Presenter
Presentation Notes
§ 493.3 Applicability.
(a)Basic rule. Except as specified in paragraph (b) of this section, a laboratory will be cited as out of compliance with section 353 of the 
Public Health Service Act
unless it - 
(1) Has a current, unrevoked or unsuspended certificate of waiver, registration certificate, certificate of compliance, certificate for PPM procedures, or certificate of accreditation issued by HHS applicable to the category of examinations or procedures performed by the laboratory; or 
(2) Is CLIA-exempt. 



42 CFR §491.9(c)(3)

Emergency — 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 life saving procedures, such as: (“The A Team”)

() Analgesics;

(i) Anesthetics (local);

(i) Antibiotics;

(v) Anticonvulsants;

(v) Antidotes and emetics; and
(vi) Serums and toxoids.




CMS Memo - Guidance

Ref. QS0-19-18-RHC September 3, 2019

The current guidance...an RHC must maintain a supply of
drugs and biologicals adequate to handle the volume and
type of emergencies it typically encounters for each of the
listed categories.

If a RHC generally handles only a small volume/type of a
specific emergency, store a small volume of a particular
drug/biological.
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CMS Memo

Ref: Interpretive Guidance 8491.9(c)(3) - J-0136

The RHC’s patient care policies are expected to address
which drugs and biologicals it maintains for emergencies
and in what guantities.

The RHC must maintain a supply of commonly used drugs
and biologicals adequate to handle the volume and type of
medical emergencies it typically encounters.




CMS Memo

Ref: Interpretive Guidance 8491.9(c)(3) - J-0136

Each category of drugs and biologicals must be considered,
all are not required to be stored.

For example, it is appropriate for a RHC to store a small

volume of a drug/biological, if it generally handles only a
small volume/type of a specific emergency.

Likewise, it may be acceptable if the clinic did not store a
particular drug/biological because it is located in a region of
the country where a specific type of emergency is not
common (e.g., snake bites).
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CMS Memo

Ref: Interpretive Guidance 8491.9(c)(3) - J-0136

...when determining which drugs and biologicals...the RHC
should ...community history, the medical history of
Its patients and accepted standards of practice.

Have policies and procedures for determining what
drug/biologicals are stored and that address the process for
determining which drugs/biologicals to store, including
Identifying who iIs responsible for making this determination.

The RHC should be able to provide a complete of the
drugs/biologicals that are stored and in what quantities.
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42 CFR §491.9(d)

“Related to...”

Services provided through agreement or arrangement:

() Inpatient hospital care;

(i) Physician(s) services; and

(i) Additional and specialized diagnostic and laboratory services.

*If not in writing, there is evidence patients referred are being
accepted and treated.
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Presenter
Presentation Notes
Referral process.


42 CFR §491.10(a)

Records system
(1) The clinic maintains a clinical record system...

(2) A designated member of the professional staff is responsible...;

In the medical record:

() Identification and social data, consent forms, pertinent medical history,
assessment of health status and needs of the patient, episode summary,
disposition, and instructions to the patient;

(i) Documented physical examination, diagnostic and lab results;
All physician’s orders, treatments, medications...;

(v) Signatures.




42 CFR §491.10(b)

Protection of information:

(1) Confidentiality and safeguards against lost, destruction or
unauthorized use;

(2) Policy and Procedure for the use and removal; conditions for
release of information;

(3) Written consent.
(4) Retention of records.
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42 CFR §491.11

Annual Program Evaluation

(1) Utilization of clinic services;
(2) Chart review;

(3) Policy review.

*Findings; Corrective action(s).
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Rural Health Clinic Regulations

8491.11 Annual Program Evaluation
RIN 0938-AT23 Effective: 11/29/2019

Rural Health Clinics’ and Federally Qualified Health Centers’
Annual Program Evaluation requirements in 42 CFR 491.11(a)
and the policy review will be revised to a biennial
requirement.

https://www.federalreqister.qov/d/2019-20736/p-118
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https://www.federalregister.gov/d/2019-20736/p-118

42 CFR §491.12

Emergency Preparedness

(a) Emergency Plan;

(h) Policies and procedures;
(c) Communication Plan;

(d) Training and testing; and
(e) Integrated health systems.

@8 \IDWES!
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Rural Health Clinic Regulations

8491.12 Emergency Preparedness
RIN 0938-AT23 Effective: 11/29/2019

The emergency preparedness program training will be
revised to a biennial requirement; except in cases of initial
staffing and significant policy updates.

The annual review of the emergency preparedness program
policies will be revised to a biennial (every other year)
regquirement.

e t2 MIDWEST
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Rural Health Clinic Regulations

8491.12 Emergency Preparedness
RIN 0938-AT23 Effective: 11/29/2019

The requirement to document efforts to contact local, tribal,
regional, state and Federal emergency preparedness
officials...will be removed. However, a process to collaborate and
cooperate must still be included in your emergency policies.
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Rural Health Clinic Regulations

8491.12 Emergency Preparedness
RIN 0938-AT23 Effective: 11/29/2019

The emergency preparedness program testing will be revised to
one (1) community-based full-scale exercise, if available, or an
Individual facility-based functional exercise required biennially,
and in opposite years, an additional exercise is required, and you
may choose the exercise method (full-scale community or facility-
based or tabletop).

https://www.federalreqister.qov/d/2019-20736/p-113
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https://www.federalregister.gov/d/2019-20736/p-113

RHC Policy Overview

Compliance

¢ Compliance Plan
¢ Program Evaluation

¢ Emergency
Preparedness

Administration

¢ Organization
¢ Personnel
¢ Records Management

Patient-Care

MIDWESL

¢ Medical Guidelines

¢ Services

¢ Physical Plant

¢ Laboratory

0 Emergency Procedures

0 Drug/Biological
Management
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Are we done yet?

Administrative, organizational and compliance* policies
Human resources (OIG)

Financial & Billing

Office of Civil Rights by
dhysical Plant and Safety (OSHA / ADA)_% % [
Patient & Diagnostic services* |
HIPAA

Other*

4
4
a
4
4
a
4
4
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Presenter
Presentation Notes
Non RHC policies may be related to any of these categories listed.

Perhaps you are owned by a hospital and provider-based rules in section 413.65 apply; which may also affect most of these categories.
Maybe you have Radiology, EKG, Ultrasound, or Extended lab testing, an AED.  All of these items or processes may be specific to your clinic, but not all.
Don’t forget the Feds…OCR / OIG / OSHA.


Paper vs. Electronic

o Policy Manual Index
o ‘Point-to’ Policies
O Access

o Training
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Presenter
Presentation Notes
Non RHC policies may be related to any of these categories listed.

Perhaps you are owned by a hospital and provider-based rules in section 413.65 apply; which may also affect most of these categories.
Maybe you have Radiology, EKG, Ultrasound, or Extended lab testing, an AED.  All of these items or processes may be specific to your clinic, but not all.
Don’t forget the Feds…OCR / OIG / OSHA.
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¢ Credentialing & Enrollment, Medical Billing, RHC Services ¢
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