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This is a proposal describing an integrated sleg@anagement delivery model (from this point

£l OxAOAh OAEAOOAA O1 AO OET OACOAOAA AAI EOGAOU
program administered by the American Academy of Sleep Medicine (AASM), a membership
organization representing a specigjtdesignated by CMS, with the support of the Center for
Medicare and Medicaid Innovation.

|. Introduction

The AASM requests the opportunity to partner with the Center for Medicare and Medicaid
Innovation on a project designed to test the effectiveness ohantegrated delivery model
for the treatment of sleep disorders with the AASM serving as the accrediting body for
project test locations. In order to be able to provide all the necessary accreditation
elements of an integrated delivery modelthe AASM requests the following :

1 The AASM requests that CMS open the application process for approval of the AASM
as a CMS deemed authority for DME supplier accreditation.

1 The AASM requests that CMS provide a caroat for test locations of the integrated
delivery model, reversing the CMS ruling, which currently prevents a single facility
from providing both diagnostic and therapeutic services including positive airway
pressure therapy for patients with obstructive sleep apnea.

1 The AASM requests that, for the pumgses of the testing of the integrated delivery
model, CMS provide a carveut permitting independent diagnostic testing facilities
(IDTFs) which are exclusively performing sleep testing to be allowed to treat
patients and provide therapeutic DME.

CMS ha identified the need for an accreditation to be awarded to an integrated delivery
model that combines the diagnosis and treatment of sleep disorders obstructive sleep
ApT AA /73! Qs 10 xAO OOAOAA ET de&adke unawddeldtl AAO »p
any current model (of a disease management program) that encompasses accreditation for
both OSA diagnosis and CPAP under a single accreditation certifatéowever, as also
stated in the November 19, 2008 Federal Register, facilities providing theatjnostic testing
for sleep disorders cannot provide the therapeutic care necessary to treat sleep disorders.
Additionally, because CPAP is a designated health service, facilities providing diagnostic
testing for sleep disorders cannot provide CPAP withouuinning afoul of the selfreferral

law and regulations. These issues currently prevent a truly integrated delivery model from
being established without a carveout from CMS.

At this time, the AASM offers all of the individual elements required to creatsuch an
integrated delivery model accreditation program: 1) sleep center accreditation; 2) durable
medical equipment (DME) supplier accreditation (the AASM has not been able to become a
deemed authority by CMS); and 3) out of center sledgpsting (OCST gaccreditation. The
integrated delivery programs will be led by a board certified sleep physician (BCSP)
primarily responsible for the direction of the program. Additionally, the AASM considers

1 Centers for Medicare & Medicaid Services (CMS). Medicare Program; payment policies under the physician
fee schedule and otherevisions to Part B for CY 2009; @rescribing exception for computergenerated
facsimile transmissions; and payment for certain durable medical equipment, prosthetics, orthotics and
supplies (DMEPOS). Final rules. Fed Regist. 2008 Nov 19;73(289858
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the following components to also be critical to an integraté delivery model: a partnership
with a dental sleep medicine practitioner; a partnership with a surgeon experienced in
upper airway surgery totreat OSA; a mechanism to track follovap and outcomes of all
patients diagnosed with OSA; and a compliance pragmn to minimize fraud and abuse. The
AASM is uniquely qualified to offer all the elements required to establish an integrated
delivery model accreditation program and to offer a single certificate to programs meeting
the accreditation requirements. The owerarching goal of this model is to improve outcomes
in patients with sleep disorders.

Using a number of test locations able to provide the components described above, CMS
could confirm if there are improved outcomes and cost savings resulting from the

improved care received when a single entity provide® AT | POAEAT OEOA AEACI | O
OEAOADAGOEA OAOOEAAOBOEAG ATl 1110 EIAI GAKO I
OEAOAPU AT A I TAEEZEAAGEITO O OEAOADPU AO 1T AAAA
The body of this proposal, as @il as appendices 8 h O00DPbBT 00O OEA 113-80

recommendation of an integrated delivery model. The AASM leadership hopes for a
favorable review of this proposal in keeping with the previous positive interactions
between CMS and the AASM.

[I. Accreditation Com ponents of the Integrated Delivery Model

The proposed accreditation of integrated delivery models is comprised of three main
existing AASM accreditation programs: sleep center accreditation, néviedicare DME
supplier accreditation, and OCST provider accrétion. Currently, the AASM offers
voluntary accreditation for these three programs, though all three accreditation programs
would be required for locations testing the integrated delivery model. Applicants for all
three accreditation programs are requied to meet a set of standards including a number of
mandatory standards (noted as such in the standards documents provided in Appendix A).
Programs failing to meet one or more of the mandatory standards will not be granted
accreditation by the AASM.

Standards for accreditation of sleep centers, noiMedicare DME suppliers and OCST

providers require compliance with the AASM Practice Parameters and Clinical

Guidelines. The AASM has developed Practice Parameters which specify criteria for sleep

testing andthe diagnosis and treatment of obstructive sleep apnea and other sleep

AEOT OAAOOS &1 O 11T OA ET &£ oOoi AGEIT AAT OO OEA 11
the development of AASM Practice Parameters and Clinical Guidelines, please see Appendix

D.

Sleep Center Accreditation: Currently, over 2200 sleep centers are actively accredited by
the AASM, making the AASM the largest sleep center accrediting body in the country. The
AASM began accrediting sleep centers in 1977. AASM sleep center accreditatiorutes a

2 Centers for Medicare & Medicaid Services (CMS). Medicare Program; payment policies under the physician
fee schedule and other revisions to Part B for CY 2009peescribing exception for computergenerated
facsimile transmissions; and payment for certairdurable medical equipment, prosthetics, orthotics and
supplies (DMEPOS). Final rules. Fed Regist. 2008 Nov 19;73(2B9857
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rigorous application process with an extensive review of sleep center policies and
procedures as well as a detailed osite visit. Applicants are required to abide by the
standards for accreditation, which were developed and approved under the authity of

the AASM Board of Directors. Sleep centers open for less than sixth months are given the
opportunity to apply for provisional accreditation, an accreditation which is granted for a
period of six months. Programs serving as test locations of ti@egrated delivery model
would be required to be a fully accredited sleep disorders center in order to participate;
provisionally accredited programs would be excluded. For a more detailed description of
the AASM sleep center accreditation program andapy of the standards for sleep center
accreditation, please see Appendix A.

Durable Medical Equipment Supplier Accreditation:  In 2010, the AASM began offering a
durable medical equipment (DME) accreditation program. Similar to the AASM sleep

center acceditation program, AASM DME supplier accreditation requires a detailed
application process and orsite review. The AASM is not a deemed authority through CMS
because we developed this accreditation after CMS closed the application process.
However,the A 3- OOAT AAOAO A O $-% AAAOAAEOAOEIT xAC
and, therefore, the program can easily be transitioned to meet the CMS requirements. For a
more detailed description of the AASM DME supplier accreditation program, a copy of the
standards for AASM DME supplier accreditation and a comparison chart describing the
differences between the AASM DME supplier standards and the CMS standards, please see
Appendix A.

Out of Center Sleep Testing Entity Accreditation: Early in 2011, the AASM bean

offering an accreditation program for sleep service entities performing out of center sleep
testing (OCST). The accreditation is offered as an add to the AASM sleep center
accreditation or as an individual program for standalone facilities offeringOCST. Centers
participating as test locations of the integrated delivery model would be required to obtain
this add-on accreditation for the out of center portion of their sleep testing. For a more
detailed description of the AASM OCST accreditation gyam, including a copy of the
standards for OCST accreditation, please see Appendix A. Test locations of the integrated

AAT EGAOU 11T AAT xEI1 AA OANOEOAA OI OOA T1TA 1 &
pretest probability and the appropriatenessof in-center or out of center sleep testing for a

CEOAT DPAOEAT Os8 4EAOA O1T1 06 AOA AARAOAOEAAA EI
AT A 2A0DPT 1 OEAEI EOEAOS OAAOEITT AAIT x AO xAll A

[Il. Additional Components of the Integrated Delivery Model

In addition to obtaining AASM accreditation for their sleep center, DME program and OCST
program, test locations of the integrated delivery model will be required to have four
components in order to participate in the Centefor Medicare and Medicaid Innovation
project and receive integrated sleep management accreditation. Additional requirements
include 1) a partnership with a dental sleep medicine professional experienced in oral
appliance therapy, 2) a partnership witha surgeon experienced in upper airway surgery to
treat OSA 3) a tracking mechanism for recording follovap and outcomes for all patients
diagnosed with OSA, and) a compliance program designed to prevent fraud and abuse.
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Partnership with a Dental Sleep Medicine Provider: O! | OET OCE 11 0 AO A EAE,
CPAP, oral appliances are indicated for use in patients with mild to moderate OSA

(obstructive sleep apnea) who prefer OAs (oral appliances) to CPAP, or who do not

respond to CPAP, are not appropriate camthtes for CPAP, or who fail attempts with CPAP

or treatment with behavioral measures such as weight lossorsleepi OEOET 13 AEAT CAS8
Because oral appliances are now considered an important alternative treatment for OSA,

integrated delivery model test locdions will be required to maintain a partnership with a

licensed dentist with experience in dental sleep medicine and the fitting of oral appliance

for the treatment of OSA. To meet the AASM integrated accreditation requirement, this

dentist must be certfied by the American Board of Dental Sleep Medicine (ABDSM) and

must serve as the dental director of a facility accredited by the American Academy of

Dental Sleep Medicine (AADSM) by January 201%he continued participation of the board

certified sleep physician (BCSP) in monitoring of outcomes and treatment adherence is

important for patients referred for oral appliance therapy (OAT).For additional

information about dental sleep medicine including information about the dental sleep

medicine certification and dental sleep medicine facility accreditation, please see Appendix

A. For information about tracking followrup and measuring outcomes for patients referred

for OAT, see Appendix B.

Partnership with a Surgeon Experienced in Upper Airway Surgery: In a2010 AASM
Practice Parameters, Aurora et. al. described the inclusion of upper airway surgery as a
viable alternative to PAP therapy* Patients who do not respond to or fail CPARNd for
whom oral appliances are contraindicated or undesirednay be congdered for upper
airway surgery. These patients can be referred by the sleep specialist to an appropriately
trained surgeon. To meet the AASM integrated accreditation requirements, the test
location must establish a referral pathway for patients who ar@ppropriate candidates for
upper airway surgery. Referrals for surgery must meet the requirements outlined in the
above mentioned 2010 AASM Practice Parameters. For more information about
measurement of outcomes for patients referred for upper airway sigery, please see
Appendix B.

Follow -up and Outcomes Tracking Mechanism: CMS now requires that PAP adherence

be monitored for the first 90 days® For the AASM integrated delivery model the AASM

proposes that encounters with patients diagnosed with OSA amonitored on a more

chronic basis to provide continuing care for PAP users as well as patients prescribeal

appliance therapy OAT) AT A OAZEAOOAA A1 O OPPAO AEOxAU OOOC!/
"AT AEEAEAOEAOTO0OAOEAT 006 OAAgdrgihétradkihd T x A O 110
mechanism outlined in Appendix B, the test locations will be required to monitor all follow

up encounters with patients diagnosed with OSA.

3 Kushida CA, Morgenthaler T, Littner MR, Alessi CA, Bailey D, ePahctice Parameters for the Treatment of
Snoring and Obstrutive Sleep Apnea with Oral Appliances: An Update for 200SLEEP. 2006;29(2):24e243.
4 Aurora RN, Casey KR, Kristo D, Auerbach S, et al. Practice Parameters for the Surgical Modifications of the
Upper Airway for Obstructive Sleep Apnea in Adults, SLEEP12)33(10):1408-1413.

Centers for Medicare and Medicaid ServiceNational Coverage Determination (NCD) for Continuous
Positive Airway Pressure (CPAP) Therapy For Obstructive SLEEP Apnea (OSA) (240.4). Effective March 13,
2008. Available at:https://www.cms.gov/medicare -coveragedatabase/. Accessed April 20, 2011.
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Follow-up and outcomes for patients prescribed PAP therapyIntegrated delivery model
test locaions will track baseline PAP pressure and outcomes measures results at initial
visits as well as PAP adherence and outcomes measures at foHopvvisits three months,
six months, one year and two years after initiation of therapy.

Follow-up and outcomes ér patients prescribed OATz Integrated delivery model test

locations will track baseline outcomes measures results at initial visits as well as OAT

adherence and outcomes measures iEA DAOEAT 060 OAOOOT OEOEO Oil
physician (BCSPjor a follow-up sleep study and review of study results, as well as at

follow-up visits one year and two years after initiation of therapy.

Follow-up and outcomes for patients referred for upper airway surgery Integrated

delivery model test locations wil track baseline outcomes measures results at initial visits

as well as outcomes measures @EA DAOEAT 06 O OAf@Goliow-dbsleetg O O1 O
study and review of study results, as well as dbllow-up visits one year and two years after

initiation of therapy.

Some patients with mild to moderate sleep apnea (AHI ot 55) are considered for
behavioral modification treatments of OSA such as weight loss acdange of body position
during sleep. While these methods of treatmerdre effective in sone patients and may be
used by the BCSP of test locationsytcomes will not be measured for patients treated with
behavioral modification techniques.

The implementation of a mechanism for tracking therapy adherence, interventions,
outcomes and health indcators will help to ensure that each beneficiary/patient is
consistently engaged and made an integral partner in his/her improved health outcomes.

Compliance Program: Approval by CMS of a carveut allowing testing locations to
provide diagnostic testingas well as therapeutic services for sleep disorders patients is
necessary to allow the integrated delivery model to be tested. However, the AASM
recognizes that CMS may have concerns about fraud and abuse, specifically with respect to
physician seltreferral for the provision of the equipment and delivery of PAP therapy. To
diminish these concerns, the AASM will mandate that all test locations of the integrated
delivery model implement a compliance program. Appendix C includes a detailed outline
of the compliance program that all test locations will be required to implement in order to
be accredited as an integrated delivery model. The compliance outline includes
instructions for developing the following key components of the compliance program:
policies and procedures; designation of a compliance officer and compliance committee;
conducting effective training and education; developing effective lines of communication;
enforcing standards through weltpublicized disciplinary guidelines; auditing and
monitoring; and responding to detected offenses and developing corrective action
initiatives.

IV. Test Location Selection and Eligible Beneficiaries/Patients

Selection of Test Locations: The AASM requests that a selection 0f2% of the sleep
centers currently accredited by the AASM participate as test locations of the integrated
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delivery model. This is approximately 2550 centers. The AASM requests that
participating test locations be offered a financial incentive for participation in the
integrated delivery model project. This financial incentive could take the form of higher
reimbursement for services offered to eligible beneficiaries/patients or a lump sum
incentive based on the number of eligible beneficiaries/patients from each test location.

In order to test the effectiveness of the integrated model, the AASM recommends that a
broad range of facilities treating a range of patient types be included as test locations. The
project should include both rural and urban facilities; physician owned, hospitadwned,
hospital based facilities and those managed by outside contractors; and facilities that
exclusively treat sleep patients as well as mulspecialty physician groups which include a
sleep component. The AASM also proposes not limiting the testingtioé integrated sleep
management program model to Medicare beneficiaries. Every payer class should be
incorporated into the testing of this model The AASM suggests that independent
diagnostic testing facilities (IDTFs)that have a licensed physician Bad Certified in Sleep
Medicine as its medical directoibe included in the testing of the integrated delivery model.
Because of the limitations set by CMS on IDTFs with respect to treatment of patients, the
AASM requests that, for the purposes of the testy of the integrated delivery model, CMS
provide a carveout allowing IDTFswith a medical director Board Certified in Sleep
Medicine,exclusively performing sleep testing to be allowed to treat patients and provide
DME.

Eligible Beneficiaries/Patients: Adult patients over the age of 18 year®ld who are
diagnosed with a sleep disorder are eligible for the integrated sleep management program
delivery model.

Patients tracked using the therapy tracking mechanism (described in detail in Appendix B)
must have a diagnosis of obstructive sleep apnea (ICBXCM code 327.23) or hypersomnia
with sleep apnea, unspecified (ICE®-CM code 780.53) and must be prescribed a positive
airway pressure devicean oral appliance ormust bereferred for upper airway surgery.

The use of oral appliances as a first line of treatment is limited to patients with mild to
moderate OSA. Patients referred for upper airway surgery must meet the requirements
outlined in the 2010 AASM Practice Parameters for the Surgical Modificationsraf Upper
Airway for Obstructive Sleep Apnea in Adults

V. Test Location Preparation and Responsibilities

Test Location Preparation: Test locations of the integrated delivery model will be
required to have in place a number of components that may or mawt be in operation at
the time the location is selected to participate. For example, because of the November
2008 ruling, sites providing diagnostic testing cannot also provide DME for the treatment
of OSA. As a result, the test locations will needéstablish or affiliate with a DME program
in compliance with AASM standards in order to participate as test locations of the
integrated delivery model.

Test Location Responsibilities: Test locations of the integrated delivery model will be
required to follow the same criteria to determine if patients should be tested wtenter (e.qg.
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Type 1 inlab polysomnography) or out of center.Patients with high pretest probability,

with no significant comorbidities or suspected sleep disorders other than OSA, are
acceptable candidates for out of center testingAt this time, there is no agreed upon
definition for high -pretest probability. For the purposes of the testing of the proposed
integrated delivery model, test locations will be allowed to select the tool theuse to
determine pretest probability from a list of four validated tools. These tools include: 1)
OSAA50; 2) Berlin Questionnaire; 3) Mitivariable Apnea (MAP) Riskndex; and 4) STOP
Questionnaire. Copies of articles documenting the validity of thesedls follow the Out of
Center Sleep Testing (OCST) Accreditation Standards in Appendix A. Test locations will be
asked to document their methods and use a single tool consistently when determining
pretest probability. The flow chart on the following page describes the process test
locations will use to determine the most appropriate testing mechanism to use to diagnose
a patient with symptoms of OSA. Similar flow charts describing treatment options can be

found in Appendix B.
Patient Visits
l

I I | ) 1
i N e ~ p \I
patient has Patient has high Patientis
intermediate pre- pre-test EEERTE
test probability or probability and Vf pOSA
| acomorbidity ~{ nocomaorbidity =
' ™
Patient has in- E?E;:tt;a;gem
center PSG i
| test
— — e —

1 ] 1 1 ] 1
N e F p

Patientis Patientis Patientis not
diagnosed with diagnosed with diagnosed with
sleep apnea by sleep apnea by sleep apnea by
BCSP BCSP BCSP
l
-

Patient has in-
center PSG

\—I—/

“

Patientis not
diagnosed with
sleep apnea by

BCSP

Patientis Patientis not
diagnosed with diagnosed with

sleep apnea by sleep apnea
BCSP BCSP

Test locations of the mtegrated delivery model must monitor outcomes in order to prove
the success or failure of the project. These outcome measures are to be recorded in the
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therapy tracking mechanism described abovand in detail in Appendix B A subjective
measure of sleemess (Epworth Sleepiness Scale) and two subjective measures of sleep
guality (Functional Outcomes of Sleep Quality and 12 item Short Form Health Survey) will

initiation of treatment. Comorbid conditions, as reported by each patient, will also be
tracked initially and throughout the duration of treatment.

Integrated Delivery Model Project Timeline:  The AASM estimates that, if approved,
approximately one year will be neeled to recruit test locations of the integrated delivery
model from the list of programs currently accredited by the AASM. During the preparatory
year, test locations will need to obtain all components required for the integrated delivery
model. The AASNecommends that test locations be required to comply with all of the
components of the integrated delivery model in order to participate. The AASM proposes
to allow the test locations to operate under the integrated delivery model for a full two
years tocollect data on PAP adherence and outcomes. The AASM proposes a review and
reporting to CMS of the data collected by the test locations in the standardized outcomes
tracking mechanism at one year, 18 months, and two years to determine the effectiveness
of the integrated delivery model.

VI. American Academy of Sleep Medicine Resources

The AASM has a unique history and a wide range of resources making it an ideal
organization to initiate a project with the Center for Medicare and Medicaid Innovation to
confirm the effectiveness of an integrated delivery model for the treatment of sleep
disorders.

Governance: The AASM is governed by a twelve member Board of Directors including four
officers (President, PresidentElect, Immediate PasPresident and Secretey/Treasurer)

and eight atlarge directors. Specialties represented on the Board of Directors include
Research Scientists, Internal Medicine, Neurology, Otolaryngology, Pediatrics, Pulmonology
and Psychiatry. The Board of Directors meets on a quarterlyabis and at the SLEEP Annual
Meeting. Additionally, a five member Executive Committee comprised of the four officers
(President, PresidentElect, Immediate Pastresident and Secretary/Treasurer) and one at
large member, meets monthly by conference call.

National Office: Located in Darien, lllinois, the AASM national office is a 30,000 square foot
facility owned by the AASM and dedicated in October 2010. The national office houses the
1 1 3-8 O -timeemgkiyées and supports 30 additional partime employees. The

AASM national office is also home to a number of other organizations, which are managed
by the AASM, including:

1 The American Academy of Dental Sleep Medicine (AADSM)
1 The American Board of Dental Sleep Medicine (ABDSM)
1 The American Associatia of Sleep Technologists (AAST)

1 American Board of Sleep Medicine (ABSM)
1 Associated Professional Sleep Societies (APSS)
1 American Sleep Medicine Foundation (ASMF)
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1 Sleep Research Society (SRS)
1 Sleep Research Society Foundation (SRSF)
1 Society of Behavioral Skep Medicine (SBSM)

AASM Membership: The AASM, founded in 1975, is a professional membership
organization dedicated to the advancement of sleep medicine and related research. AASM
membership has grown significantly since its inception. Over the past tegrears alone the
membership has more than doubled to reach its 2010 level of close to 9000 members. In
addition to regular members who possess an MD, DO, PhD, DDS or other doctoral degree,
the AASM also represents student and fellow members who are newttee field as well as
affiliate and industry members. In serving such a broad membership, the AASM is uniquely
committed to establishing new models for patient care. Please see Appendix D for
additional information about the AASM membership.

Science and Research and Standards of Practice: The AASM is fortunate to have a
department, including two individuals with doctoral degrees, dedicated to sleep science

and research. In addition to serving as a resource for the rest of the AASM staff, the Science
and Research Department is responsible for working with the Standards of Practice
Committee that develops AASM Practice Parameters, Clinical Guidelines and Best Practice
Guides. Using a proven process for literature review and evaluation, the Standards of
Pradice Committee develops parameters and guidelines that set standards for the field of
sleep medicine. For additional information about the Science and Research Department as
well as the development of the Practice Parameters, Clinical Guidelines and Besictice
Guides, please see Appendix D.

Educational Courses and Products: The AASM has always been committed to the

education of its members. The SLEEP annual meeting, a joint conference of the AASM and
Sleep Research Society (SRS), will be celebrating 25" Anniversary in June 2011. Since

the first meeting in 1986, the SLEEP annual meeting has grown from 739 attendees to 5850
attendees in 2010. Since 1995 the AASM has been accredited by the Accreditation Council
for Continuing Medical Education (ACCH) to provide attendees with credit for attending
AASMdeveloped courses. Beginning with a National Sleep Medicine Course and the SLEEP
meeting, the AASM eventually expanded its offering of educational opportunities. In 2010
alone, over 1500 individualsattended AASM courses, not including those who attended the
SLEEP meeting.

In addition to courses and training programs, the AASM has encouraged the education of its
members by offering a number of educational products. Please see Appendix D for
additional information about the educational courses and products offered by the AASM.

Sleep Medicine Training and Certification: The AASM supports standardized training
and certification of sleep medicine physicians. In 2005, at the request of the AASM, the
Acaeditation Council for Graduate Medical Education (ACGME) began accrediting sleep
medicine fellowship programs. To date, 71 accredited sleep fellowships have been
accredited providing training for approximately 100 individuals each year.
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In 2007, the AASM transitioned sleep certification to the American Board of Medical
Specialties (ABMS). The ABMS has five member boards which are currently sponsoring the
sleep certification examination: the American Board of Internal Medicine, the American
Board of Pedhatrics, the American Board of Family Medicine, the American Board of
Otolaryngology, and the American Board of Psychiatry and Neurology. Recently, the
American Board of Anesthesiology has also joined as the sixth member board. For more
information about the growth and development of sleep medicine training and

certification, please see Appendix D.

In January 2011, the AASM received notification from CMS that a specialty designation for
sleep was approved.This designation will only be available to indivduals who are board
certified in sleep medicine.In the letter of approval, CMS indicated that the designation
would be available for providers after October 2011.

Journal SLEEPRand the Journal of Clinical Sleep Medicine: The AASM began publishing
the journal SLEERN 1978. SLEERSs a peerreviewed joint publication of the AASM and
SRSwith an impact factor of 5.402 In 2005 the number of issues dBLEERNncreased to 12
per year and commencing in 2011SLEERransitioned to an online-only publication.

In 2005 the AASM began publishing théournal of Clinical Sleep Medicine (JCSNiargeted

to sleep clinicians JCSNE a peerreviewed publication which features manuscripts such as
clinical trials, clinical reviews, medical economic/practice perspetives and case reports.
The JCSMeadership plans to move from a six issue per year schedule to an eight issue per
year schedule beginning in 2011.

The continued publication of the journalSLEERandJCSMOA £1 AAO OEA 11 3-80 Al
to continued reseaxch and further clinical development of the field of sleep medicine.
Please see Appendix D for additional information about journé&LEERnd JCSM

American Sleep Medicine Foundation: The American Sleep Medicine Foundation
(ASMF) was founded in 1998 to fOOEAO OEA 11 3-80 1 EOQOOEIT O AAC(
research and sleep medicine. Since its inception, the AASM has invested more than $10.5

million in the ASMF, much of which has translated into grants for sleep research and

education. In addition toresearch, the ASMF funds orRgear grants to support physician

trainees. Through its financial commitment to the ASMF, the AASM confirms its investment

in the development of improved future sleep care models. Please see Appendix D for

additional information about the ASMF.

Internet Technology Staff and Online Resources: In order to serve the membership,

accreditation, education, science and research arms of the AASM, the AASM national office

has a large irhouse internet technology staff. The IT departent administers 16 websites

ET OACOAT O OEA 113-80 I EOOEIT S8 I AAEOEIT T Al 1 U
experiences to help members to receive education in sleep. Please see Appendix D for

additional information about the AASM national office an@nline resources.

VIl. Conclusion
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The AASM is committed to helping its members find ways to improve the diagnosis

treatment, and clinical outcomed £ PAOEAT 00 xEOE OI AAp AEOI OAAO
proposal for a new Center for Medicare and Medigé Innovation project, CMS is likewise

showing its commitment to considering new models for healthcare delivery. The AASM

hopes to partner with CMS to test the integrated sleep management delivery model

described in the above proposal to prove the valuef @roviding diagnosis and continued

management of patients with sleep disorders by a single entity.

As CMS indicated in the November 19, 2008 Federal Regis@E AAAT 1 Uh xA x1 01 A
require that all entities that furnish both sleep testing and CPB& accredited. We solicit
public input on accreditation models that might support this option. Once we are made
AxAOA T £ APPOTI POEAOA AAAOAAEOET ¢ 11T AAT Gh xA |
The AASM requests the following from CMS in ordéo test the integrated delivery model:
1 The AASM requests that CMS open the application process for approval of the AASM
as a CMS deemed authority for DME supplier accreditation.
1 The AASM requests that CMS provide a caroat for test locations of theintegrated
delivery model, reversing the CMS ruling, which currently prevents a single facility
from providing both diagnostic and therapeutic services including positive airway
pressure therapy for patients with sleep disorders including obstructive sleep
apnea.
1 The AASM requests that, for the purposes of the testing of the integrated delivery
model, CMS provide a carveut permitting IDTFs which are exclusively performing
sleep testing to be allowed to treat patients and provide therapeutic DME.

The AASM trusts that CMS will look favorably upon the proposed integration of its three
accreditation programs. The AASM anticipates that the required compliance program will
resolve any anticipated concerns CMS may have with respect to fraud and abuse. Tgto
the outcomes measures monitored in the therapy and outcomes tracking mechanism, test
locations of the integrated delivery model will be able to document and report on the
anticipated improved care patients receive under this new model which encourages
partnership between the sleep specialist and the patient. Further direction regarding the
coordination of this proposal with the Center for Medicare and Medicaid Innovation is
requested.

6 Centers for Medicare & Medicaid Services (CMS). Medicare Program; payment policies under the physician
fee schedule and other reigions to Part B for CY 2009; prescribing exception for computergenerated
facsimile transmissions; and payment for certain durable medical equipment, prosthetics, orthotics and
supplies (DMEPOS). Final rules. Fed Regist. 2008 Nov 19;73(289858
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Appendix A: Accreditation Components
1 AASM Sleep Center Accredition
1 AASM NonMedicare Durable Medical Equipment Supplier Accreditation
1 AASM Out of Center Sleep Testing Accreditation
1 AADSM Dental Sleep Medicine Facility Accreditation
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AASM Sleep Center Accreditation

American Academy of Sleep Medicine (AASM) Accreditati of Sleep Disorders Centers is a

voluntary process for the assessment of sleep programs. By achieving accreditation, a sleep

center demonstrates a commitment to the provision of quality diagnostic services and the

longitudinal management of sleep patier® 8 4EA 11 3-60 AAAEAAOET T Ol
quality of these requirements has made AASM center accreditation the gold standard by

which the medical community and the public evaluate sleep medicine facilities. In most

states, accreditation is now required dr reimbursement of many sleep medicine services.

The AASM anticipates the need to transition to an accreditation program that requires all

patients tested by the sleep center to be seen by center staff physicians for evaluation and
follow-up. Current aceceditation standards, specifically standard B2, allow accredited

facilities to test 80% of their patients without evaluating or following up with them in

person. Under the current accreditation standards, the center staff physicians evaluate

patient files to determine appropriateness of the study, but evaluation and followp is

DOl OEAAA AuUu OEA DPAOEAT 060 OAEZAOOEI ¢ PEUOEAEAI

As outlined in Appendix B of this proposal, test locations of the integrated model are only
required to track outcomes for the paients seen for evaluation and followup by center
staff physicians. If CMS approves the integrated sleep medicine proposal, the AASM will
review and consder implementation of a revision to thedirect referral standard. The
revision would take place ove a five year transition period allowing facilities to gradually
decrease the number of patients they test by direct referral. Eventually, because all
patients of the accredited facility will be seen by staff physicians, outcomes will be
measured for allpatients diagnosed with obstructive sleep apnea.

The first sleep facility was established in 1964 at Stanford University for the diagnosis and
treatment of narcolepsy. In 1975, the Association of Sleep Disorders Centers (ASDC), a
predecessor of the Ameigan Academy of Sleep Medicine (AASMvas formed and a
Certification Committee was appointed to establish and maintain standards for the
evaluation and treatment of patients with sleep disorders.The first draft of the
accreditation guidelines was createdn 1976 and the first site visit was conducted at
Montefiore Hospital in New York, which was accredited in April of 1977. Five other
facilities? Stanford, Ohio State, Cincinnati, Baylor and Memphisall achieved accreditation
within the first year. Within ten years, the number of ASD@&ccredited centers had
increased to fifty-four.

Today, the AASM Accreditation Committee writes and maintains ti&tandards for
Accreditation. Final approval of theStandardsrests with the AASM Board of Directors. The
Standardsare updated regularly to remain consistent with changes in technology and
clinical practice.

The accreditation application process is a rigorous one. A thorough application and
supporting materials must be submitted via the AASM online applicatiosystem. The
application is then reviewed by AASM clinical staff reviewers. Following review, a site
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visitor board certified in sleep medicine surveys the applicant location and makes a report
to the Accreditation Committee. The committee reviews theseports and makes
accreditation recommendations to the AASM Board of Directors for a final decision.

Since 1977, AASM Accreditation of Sleep Disorders Centers has grown to over 2200
accredited sleep centers across the United States with a reaccreditaticate of
approximately 80%.

Figure A.1z The expansion of accredited facilities since 1990.
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AASM Sleep Center Accreditation Standards
A. General Standards

Standard

A-1 z Facility License (MANDATORY)

AASM accredited sleep facilities must maintain aalid license, certificate of occupancy,

and/or permit, when required by applicable law and regulation, to provide health care

services. It is the responsibility of AASM accredited facilities to maintain compliance with

all licensing acts, local buildingt AAO AT A AT U T OEAO 1T AxO OAlI AOAT ¢
Failure to comply with the stipulations in this paragraph is sufficient for denial and/or

OAOT AAOGEIT 1T &£ AAAOAAEOAOETT 8 ! EAAEI EOUGO OA
business permit fulfills this standard. If applicable law does not require a sleep facility to

have a healthcare license, certificate of occupancy or business permit, written attestation of

such by the Medical Director is required.

Standard

A-2 7 Medical Code of Ethics (MANDATORY)

AASM accredited sleep facilities are required to follow th€ode of Medical Ethiasf the
American Medical Association which the AASM adopted as official policy in 1998. The sleep
facility must either have on hand or have the abily to access easily th€€ode of Medical
Ethicsof the American Medical Association Council on Ethical and Judicial Affairs Current
Opinions.

B. Personnel
Standards B-1 through B -6 relate to the appointment, responsibilities and continuing
education of a physician medical director and/or the appointment of a physician or
PhD board certified sleep specialist.

A physician meeting all the requirements of B -1 through B -6 can fulfill both
designations. A PhD can only fulfill the board certified sleep speciali st designation.

Standard
B-1 z Medical Director (MANDATORY)

a. AASM accredited sleep facilities must designate a single medical director who is a
physician with a license valid in the state of the facility and in all states in which
patients are seen. A quy of each state medical license must be submitted with the
application.

b. An individual can serve as medical director of three (3) sleep facilities, regardless of
their accreditation status. If an individual is medical director of more than three
facilities, the total number of beds shall not exceed 16 beds.

Standard

B-2 z Medical Director Responsibilities (MANDATORY)
The medical director:
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is responsible for the direct and ongoing oversight of testing,

is responsible for the qualifications of all medial and technical personnel,

must be present in the sleep facility on a regular basis and not less than 8 hours
each month.

Standard

B-3 z Medical Director Continuing Education (MANDATORY)

The medical director must participate in at least 10 credits peyear averaged over three
years of AMA PRA Category 1 CME credit in sleep medicine. Compliance with CME
requirements must be documented.

Standard

B-4 z Board Certified Sleep Specialist (MANDATORY)

AASM accredited sleep facilities must designate a siegorofessional sleep specialist
defined by at least one of the following:

1.

An individual who is boardcertified in sleep medicine by the American Board of
Sleep Medicine or an individual certified in sleep medicine by either a member
board of the AmericanBoard of Medical Specialties or a member board of the
American Osteopathic Association.

An individual who has been accepted by an ABMS or AOA approved board to sit for
the examination in sleep medicine. To retain the accreditation, the examination in
sleep medicine must be passed within 2 examination cycles.

To meet this requirement, the individual must provide, in the application packet, a
letter of acceptance to sit for the examination by the ABMS or AOA approved board.
Upon completion of the examinatbn, the individual must provide a copy of the
official notification from the ABMS or AOA board indicating final status.

An individual who has completed a 12 month fellowship in sleep medicine and is
awaiting the first available opportunity to apply to an ABMS board to sit for the

sleep medicine examination. To retain accreditation, the ABMS examination in sleep
medicine must be passed within 2 examination cycles.

Standard
B-5 z Board Certified Sleep Specialist Responsibilities (MANDATORY)
The designaed board certified sleep specialist:

a.

b.

must provide direct and ongoing oversight of the testing protocols and the quality of

testing including the proper operation and calibration of the equipment,

i 000 OAOGEAxh OADPT OOh AT A fubiyEsditance O T AAAOGOA
program on a quarterly basis,

must be onsite in the sleep facility on a regular basis and not less than 8 hours

monthly,

cannot serve as the board certified sleep specialist of more than three (3) sleep

facilities, regardless of their &creditation status. If an individual is the designated

board certified sleep specialist of more than three facilities, the total number of beds

shall not exceed 16 beds.
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Standard

B-6 z Board Certified Sleep Specialist Continuing Education (MANDATORY )

The board certified sleep specialist must participate in at least 10 credits per year averaged
over 3 years of AMA PRA Category 1 CME (for a physician), CE (for a PhD) in sleep
medicine. Compliance with CME/CE requirements must be documented. If a $&ng
individual serves as both the designated medical director and board certified sleep
specialist, the individual must meet only the CME requirements of the medical director.

The AASM has adopted job descriptions which delineate education, training, and
responsibilities of sleep technologists, sleep technicians, and sleep technician
trainees. Standards B -7 through B -13 address requirements for sleep technologists,
technicians and trainees. All sleep technologists/technicians must be able to
perform the du ties listed in the AASM approved job descriptions. These standards do
not differentiate between the various job descriptions or titles that sleep facilities
may use for the employment of sleep technicians and technologists. For example, a
sleep technologi st or technician whose primary responsibility is to score a sleep
study is subject to the same accreditation standards as a sleep technologist or
technician whose primary responsibility is sleep test monitoring. Specifically, CPR
certification is required for all technical staff members, regardless of their duties.

Standard

B-7 - Sleep Technicians and Technologists

AASM accredited sleep facilities must maintain appropriately trained, supervised, and,
where required by state law, licensed sleep technolagts. Technologist staffing must be
adequate to address the workload of the sleep facility and assure the safety of patients. The
AASM recommends a patient to technologist ratio of 2:1 under usual circumstances for
attended polysomnography.

Standard
B-8 z Registered Sleep Technologist
A minimum of one sleep technologist must be registered in sleep technology or accepted to
sit for the registry examination through one of the following organizations:

a. The American Board of Sleep Medicine (ABSM)

b. The Natioral Board of Respiratory Care (NBRC)

c. The Board of Registered Polysomnographic Technologists (BRPT)

d. An equivalent examination accepted by AASM
The individual(s) fulfilling this standard must be present at the facility a minimum total of
30 hours a week. i the facility is open fewer than 40 hours per week, the registered
technologist must be present at the facility 75% of the time.

Note: An accredited facility that loses its sole registered technologist will have 120 days to
fulfill this standard.
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Standard
B-9 z Non-registered Sleep Technologist
All technologists and technicians conducting sleep testing who are not registered by the
ABSM, NBRC, BRPT, or other accepted certification body:
a. must be enrolled in or have completed the ASTEP Online Selft&dy Modules,
b. or must be enrolled in or have completed a CAAHEP accredited sleep technology
training program, or electroneurodiagnostic (END) program, or respiratory therapy
add-on track for sleep technology.

Standard

B-10 z Sleep Technician and Technologist Continuing Education

4EA Ol AAp EAAEI EOUS6O OAAET EAAI OOAEE 1 OO0 AA
of AMA PRA Category 1 CME or CEC skeelated educational activities over a three year

period. This must be documented for each tectical staff member. Education sessions

conducted at the facility are acceptable for fulfilling this standard provided the session has

defined educational objective(s) and attendance is documented by a roster signed by the

Ol AAp EAAEI EOUSO I AAEAAT AEOAAQDI Os8

Standard

B-11 z Sleep Technician and Technologist Additional Certification

Each sleep technician and technologist must have valid cardiopulmonary resuscitation.
Valid certification in cardiopulmonary resuscitation includes skills training.

C. Patient Policies

Standard
C-1 z Patient Acceptance
4EA Ol AAp EAAEI EOQUSO 0oT1T EAU AT A 001 AAAOBOAO -
Written policies for patient acceptance must include:

a. age limitations,

b. a mechanism for acceptance,

c. criteria for exclusion,

d. information required from a physician prior to all sleep testing in the sleep facility.
The AASM recognizes that concern for patient safety, clinical judgment, or other
appropriate reasons may limit a sleep facility from accepting all patients.

Standard

G-2 z Direct Referral (MANDATORY)

Directly referred patients cannot exceed 80% of the patients tested by the sleep facility. A

direct referral is defined as, all patients not seen in consultation by a sleep facility staff

physician prior to or within three months following an inlaboratory sleep study or a

Dl OOAAT A TTTEOI OET ¢ OOOAU T OECETAIT U T OAAOAA
Exceeding the direct referral threshold in any single calendar year is sufficient for denial of
reaccreditation.
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Standard

C-3 z Record Review of Direct Referrals

For patients directly referred, the medical director or a designated sleep facility staff
physician or the designated board certified sleep specialist must review the information
provided for each patiert and determine if the proposed evaluation conforms to
established AASM Practice Parameters, or, if not, whether the evaluation is indicated for
other reasons. Evidence of compliance with this standard must be included in the medical
chart.

Standard

C-4 z Practice Parameter Requirements

The clinical evaluation of patients accepted for sleep testing conducted in the sleep facility

i 6006 AT i Pl U xEOE OEA 1 13- O0OAAOEAA O0AOAI AOAO
AT A 2A1 ACAA 001 AAdmplarkeviti8this statdiardnust Aekincllidas ind

the medical chart.

D. Facility and Equipment
Standard
D-1 z Permanent Address
AASM accredited sleep facilities must have a permanent, physical address recognized by
the United States Postal Service; suchidress may not include a P.O. Box. This standard is
not intended to address the issue of mail delivery, rather identification and location of the
sleep facility for patient access and convenience.

Standard
D-2 z Phone Line
The program must have a separatphone line(s)/direct dial access into the sleep facility.

Standard
D-3 - Sighage
4 EAOA

i 000 AA APPOiI POEAOA OECT ACA EAAT OEAUET C
Standard

D-4 - Stationery

AASM accredited sleep facilities must have stationery identifyqthe sleep facility and, at a

minimum, include the sleep facility address and phone number. For hospitabsed sleep

facilities this standard will be met provided the sleep facility is located in the building

carrying the primary address listed onthe RO DE OAT 6 O OOAOQET T AOUS8

Standard

D-5 z Use of Space

Accreditation is granted to a single sleep facility, generally defined by a physical space used
primarily for conducting sleep testing. All of the elements required to conduct sleep tests
must be availabe within the defined testing space. The administrative office(s) and/or

staff clinician office(s) of the sleep facility may be separate from the laboratory testing site.
In such circumstances, the administrative and/or staff clinician office(s) must alsmeet the
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AASMStandards for Accreditationas they function as a part of the broader sleep disorders
center.

In circumstances of mixed use, defined as testing rooms being used for other medical
testing or examination during nonsleep testing (daytime) haurs, the testing room(s) must
meet all of the space and equipment standards of a single use sleep testing room.

Standard

D-6 z Testing Bedrooms z Physical Characteristics

All testing bedrooms must be single occupancy, private and connfable, have hardwalls,
floor-to-ceiling, and a privacy door that opens directly to a corridor or common use area
such that the patient can access the testing bedroom without having to pass through
another testing bedroom.

Standard
D-7 zTesting Bedrooms & Emergency Care
Patient testing bedrooms must not have any impediments to the delivery of emergency
care. The patient testing rooms:
a. must be of sufficient size to accommodate emergency personnel access with a
minimum of 24 inches of available clear space on 3 sides bktbed,
b. must include a testing bed with a mattress not smaller than a standard hospital bed.

Standard

D-8 z Bathroom Facilities

The sleep facility must have clean bathrooms with a minimum ratio of one bathroom for
every three testing rooms; these bathroms must each contain a toilet and a sink. Each
bathroom will have a working privacy door. Sole access to a shared bathroom shall not be
through a testing bedroom.

Standard

D-9 z Handicap Testing Bedroom and Bathroom

At least one testing bedroom and bdiroom must be handicap accessible as defined either
by local building regulations or section 6.3 and 6.4 of the American with Disabilities Act
(http://www.access -board.gov/adaag/html/adaag.htm).

Standard

D-10 z Control Room

The dimensions of the control room must not be less than 40 square feet total or 20 square
feet per testing bedroom, whichever is larger.

Standard

D-11 - Communication

The facility must maintain a twoway communication system between the patient bedroom
and the control room and/or sleep facility personnel.
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Standard

D-12 z Video Recording

Each testing bedroom in the facility must have a mechanism for visual monitoring and
video recording of patients during testing. Timalelayed photographs will not be
considered compliant with this standard.

Standard

D-13 z Polygraphic Equipment

The facility must maintain polygraphic equipment capable of recording and storing

physiologic parameters using sensors, and recommended or ethative derivations as

described inThe AASM Manual for the Scoring of Sleep and Associated Events: Rules,

Terminology, and Technical Specification§he equipment must meet all of the
O2%#/ - - %. $%$d6 1 ETEI Al OAAET EAAI inkdction A& CEOAT O
the manual.

Standard

D-14 z PAP Therapy

The facility must maintain equipment for the delivery of positive airway pressure therapy
for sleep apnea, including remote control of the device (pressure output, device mode).

E. Policies and Procedures
The sleep facility must maintain written protocols, in paper or electronic form, for
all testing procedures conducted in the facility. There are additional standards in
sections F and | that are required to be included in the Policy and Procedur es
Manual.

Standard

E-1 z Policy and Procedures Manual

AASM accredited sleep facilities must maintain a Policy and Procedures Manual that is
easily accessible, in paper form or electronically, from the control room. The manual must
contain all policies,procedures, protocols specific to the sleep facility, and all current AASM
Practice Parameters and Clinical Guidelines.

Standard

E-2 z Protocols: PSG, MSLT, MWT, and PAP Titration

The sleep facility must maintain written, paper or electronic format, potocols for
comprehensive polysomnography, multiple sleep latency test, maintenance of wakefulness
test, and titration of positive pressure therapy.

31 AADp EAAEI EOEAO AOA AT AI
Positive Arwmay0 OAOOOO0A ET O0AOQEAT OC
titration protocols.
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Standard

E-3 z Other Protocols

AASM accredited sleep facilities that conduct portable monitoring for obstructive sleep
apnea, esophageal pressure monitoring ahactigraphy must maintain protocols for these
procedures.

AASM accredited sleep facilities that test sleep patients under age 13 years must maintain
population specific protocols in the Policy and Procedures Manual for comprehensive
polysomnography, titration of positive pressure therapy and capnography.

Standard

E-4 z Equipment Maintenance

A written plan for monitoring of all patient-related equipment for electrical and mechanical
safety is required. The written plan must include specific instructios regarding
documentation of compliance. The plan must address: monthly visual inspection of
ANOCEDPI AT O AU OOAEE &£ O APPAOAT O AAEAAOON AAEA
monitoring and maintenance of recording equipment; and electrical safetyesting by a
certified electrician or biomedical engineerto include at least annual testing for ground

fault (resistance should be less than 0.5 ohms from chassis to ground) and chassis leakage
current (amperage should be less than 100 microamps from equapent that will be in

direct contact with the patient, and less than 300 microamps from equipment that will not
be in direct contact with the patient, including the recording PCs).

F. Data Acquisition, Scoring and Reporting
Standard
F-1 z Signals and Equipment
The signals collected and the equipment used for comprehensive polysomnography must
be in compliance withThe AASM Manual for the Scoring of Sleep and Associated Events:
Rules, Terminology, and Technical Specifications

Standard

F-2 7 PSG Reports

RABDI OO0 T £ PI1TUOIiITT COAPEU 1 600 ET Al OAA All OEF
section Il of The AASM Manual for the Scoring of Sleep and Associated Events: Rules,

Terminology, and Technical Specifications

Standard

F-3 z Conducting MSLT and MWT

The multiple sleep latency test and maintenance of wakefulness test must be conducted

OOET ¢ OEA pOiI OT ATl AAOGAOEAAA ET "1T@ p ATA "I @
the American Academy of Sleep Medicine: Practice Parameters for Clinical Use of the

Mulibl A 31 AAD , AOAT AU 4A00 AT A OEA - AET OAT AT AA
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Standard

F-4 7 PSG Scoring

Each epoch of each polysomnogram must be scored for sleep staging, arousals, respiratory
events and limb movement in accordance witifhe AASM Manual for thec8ring of Sleep

and Associated Events: Rules, Terminology, and Technical Specifications

Standard

F-5 z Computer -assisted Scoring

If used, computerassided scoring of polysomnographymust be reviewed and edited for
accuracy.

F-6 Z Inter -scorer Reliabil ity

Inter -scorer reliability must be determined between each scorer and a reference sleep

specialist as defined in standard B} or a corporate appointed board certified sleep

specialist; such individual must be an employee of the corporation and servesthg

reference sleep specialist. Intetscorer reliability assessment must be conducted for each

sleep facility. In cases where a corporate sleep specialist serves as the reference standard
forinter-OAT OAO OAI EAAEI EOUh OE A cetifiedsleBp sgebidiE | EOUG O
must attest in writing that he/she has reviewed the results of the interscorer reliability
AOOAOGOI AT Oh AT A xEI1l OAEA AT OOAAOEOA AAOQGEIT T «x
of acceptable agreement as defined in iguality assurance program.

Use of the AASM InteScorer Reliability program fulfills the requirements of this standard.

Standard

F-7 z Conducting Inter -scorer Reliability Assessment

For comprehensive polysomnography, the following parameters must beompared: sleep

staging epochby-epoch agreement, respiratory events, leg movements and arousals. Sleep
technologists must be blinded to the scoring of the sleep facility designated reference

specialist and to all other scoring technicians. Comparisons hve¢en each scorer and the

AAAEI EOUBO AAOGECT AOCAA OAEAOAT AA Ol AA€wco@bAAEAI
epochs in each of three polysomnograms per quarter, for a total of 12 polysomnograms per

year.

Use of the AASM InteScorer Reliability program fulfills the requirements of this standard.

Standard

F-8 7 SRBD Event Comparison

Sleep related breathing event comparisons for laboratory polysomnography must at
minimum include analysis by total number of events and by the following event types:
Obstructive apnea, central apnea and hypopnea. If the sleep facility reports respiratory
effort related arousals, this event must be included in the comparison.

Use of the AASM InteScorer Reliability program fulfills the requirements of this standard.
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Standard

F-9 z Inter -scorer Reliability Agreement

Comprehensive polysomnography and portable monitoring studies must report agreement
AAOxAAT OAT OAO AT A OEA EAAEI EOUSO AAOECTI AOGAA
concordance defined as the quotientf the total number of epochs of agreement for a given
parameter and the total number of epochs in the analysis sample multiplied by 100.

Use of the AASM InteScorer Reliability program fulfills the requirements of this standard.

Standard

F-10 z Review of Raw Data

The physician or individual meeting B4 interpreting a polysomnogram, multiple sleep
latency test or maintenance of wakefulness test must conduct an epoch by epoch review
the entire raw data recording for every study interpreted. Signed attesttion of this review
must be kept either in the patient record in the form of signature on the report of the test
or in a separate journal.

Standard

F-11 z Review of Raw Data Continued

The board certified sleep specialist must conduct an epodby-epoch review of the raw

data of each record to assure that the quality of the recording and the scoring of sleep and
associated events is sufficient to allow for interpretation. Specifically, this includes over
reading the raw data and interpretations of staff pysicians who do not meet Standard H.
Signed attestation of this review must be kept either in the patient record in the form of
signature on the report of the test or in a separate journal.

G. Patient Evaluation and Care
Standard
G-1 z Patient Manag ement
ytT AAAT OAAT AA xEOE OEA Ol AADp EZAAEI EOUGO DPAOEA
demonstrate thecapability and experience diagnosing and managing the full range of sleep
disorders. This includes availability (within the sleep facility or byreferral) of recognized
and effective treatments for these disorders. Appropriate followup for patients who
require continued management must be offered and available.

Standard

G-2 z Documenting Patient Evaluation/Management

The sleep facility medichstaff must document ongoing evaluation and management of
patients with sleep disorders.

H. Patient Records
Standard
H-1 z Medical Charts
AASM accredited sleep facilities must maintain appropriate medical charts for each patient
evaluated by the sleegacility medical staff and for directly referred patients.
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Standard

H-2 z Medical Charts Continued

Medical charts of patients seen by sleep facility medical staff must document all patient
interactions in the sleep facility, including initial evaluation testing (if any), diagnosis,
treatment, and follow-up.

Standard

H-3 z Medical Charts Continued

Prior to testing, all patient medical charts must include: history and physical examination
or patient questionnaires, or other screening assessment. Writteindication that either a
physician or the designated sleep specialist has reviewed and approved the proposed
evaluation must be noted in the chart.

Standard
H-4 z PAP Assessment
Patients prescribed positive airway pressure treatment by the sleep facifitmedical staff
must be offered a followup positive airway pressure assessment within 12 weeks of
treatment initiation. Positive airway pressure assessment must minimally include a
measurement of treatment use and clinical response to the therapy as det@ned by:

a. direct patient inquiry,

b. office encounter with sleep facility technical or medical staff,

c. the referring physician,

d. questionnaires,

e. telephone inquiry to the referring physician or the patient,

f. an informatic system capable of obtaining positivairway pressure use and a metric

of clinical response.

The patient medical chart must contain documentation of the assessment as described
above, or written evidence of followup attempts to obtain the positive airway pressure
treatment assessment.

Standard

H-5 - Database

The sleep facility must maintain a cumulative database of the final diagnosis, using the

most recent diagnostic and coding manual of the AASM, and procedures performed for each
patient evaluated. This database must include casessesunb OEA EFAAEI EOQUGS O
did not require polysomnography.

I. Emergency Procedures

Standard
I-1 z Emergency Plan
AASM accredited sleep facilities must have a written emergency plan accessible in paper or
electronic format that delineates the fdlowing:

a. mechanisms and specific details for contacting emergency personnel

b. the sleep facility personnelto be contacted in an emergency;

c. outline the specific responsibilities of the technical staff.
At a minimum, emergency policies must include procedes for the following:
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Cardiac emergencies

Neurologic emergencies, particularly seizures

Psychiatric emergencies, particularly suicidal ideation

Environmental emergencies such as fire, weather, belligerent patients, and bomb
threats.

oo oW

Standard

I-2 Z Emergency Equipment

The sleep facility must have accessible all appropriate emergency equipment to address all
possible emergencies outlined in the plan.

J. Quality Assurance
Standard
J1z QA Program
AASM accredited sleep facilities must have a qualitgsurance program that addresses
inter-scorer reliability as outlined in standard F and at least three other quality assurance
indicators.

Standard

J2 Z Reporting QA Program

All quality assurance metrics must be reported and reviewed by the sleep factlitt © | AAEAAI
director or the designated board certified sleep specialist a minimum of once each quarter.

The reviewer of the report must sign and date the report; a copy of the signed report must

be kept on file for a minimum of one year.
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AASMDurable Me dical Equipment Supplier Accreditation

In November 2009, theAASMDurable Medical Equipment (DME) Accreditation Task Force
(DATF) wascharged with creatinga DME accreditation program. Although the application
period to apply for deemed authority statusthrough CMSwas closed, the DATF closely
modeledthe CMSDME supplieraccreditation requirements when developing AASM
standards. The intent was to create an accreditation program that would be easily
transitioned to CMS regulations should the opportunity tdecomea deemedauthority

AOEOASB "AAAOOA T &£ OEA $!4&80 AOOAT OEIT OI

simple for the AASM accreditation program. In April 2010, the AASM Board of Directors
approved the Standards for DME Accreditation. Holwing beta-testing with two DME
programs, the application for DME accreditation became publicly available in September
2010.

AASMDME accreditationprogram is a voluntary activity, providing recognition that a DME
supplier meets rigorous standards set fah by the AASM.The AASM Standards of DME
Supplier Accreditation have been tailored to ensure that they meet the unique needs of
sleep disorders patients utilizing the services of a DME supplier. Integrating AASM DME
Supplier Accreditation into a sleep faility's services helps illustrate a comprehensive
approach to patient care and customer serviceThe AASM Accreditation Committee
oversees the DME accreditation process. Site visitors are qualified individuals trained in
DME accreditation as well as isleepcenter accreditation.

AASMDME accreditation is available to freestanding suppliers as well as sleep facilities
that provide DME equipment to their patients. It is not required that a facility be accredited
through the AASM as a sleep disorders oter to become accredited as a DME supplier.
Because the AASM is not a deemed authority by CM%& AASM accredits noiMedicare

DME suppliers that supply any of the following types of equipment:

1 Continuous Positive Airway Pressure (CPAP) and Auto Adjusty Continuous
Positive Airway Pressure devices.

1 Oxygen concentrators, reservoirs, higipressure cylinders, liquid oxygen, oxygen

accessories and supplies and oxygen conserving devices.

Home Invasive Mechanical Ventilators.

Respiratory Assist Devices (RAD)ncluding but not limited to: Bi-level, Bilevel

Spontaneous, Bievel Spontaneous/Timed, Auto Adjusting Blevel Positive Airway

Pressure devices, and Servo Ventilation devices.

Nebulizers.

Suction Equipment.

Insufflators and Exsufflators.

Portable Oxineters.

= =

= =4 =4 =N
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AASMDurable Medical Equipment Accreditation Standards
A. Facility and Equipment
Standard

A-1 z Address (MANDATORY)

American Academy of Sleep Medicine (AASM) accredited Durable Medical Equipment
(DME) suppliers must have a permanent, physicalddress recognized by the United States
Postal Service. The DME supplier address may include a P.O. Box for mailing purposes
only. The DME supplier must display all valid licenses, certificates of occupancy and
permits to operate in an area accessibletvisitors.

A-2 7z DME Supplier Availability
The DME supplier must:

a. Maintain a publicly listed telephone number.Exclusive use of a pager, mobile
phone, or answering machine will not serve to meet this standard.

b. Maintain a designated contact person aessible to the patient and/or caregiver(s)
via telephone. For suppliers providing life-sustaining equipment (e.g. oxygen
concentrators, reservoirs, highpressure cylinders, oxygen accessories and supplies,
oxygen conserving devices, and invasive home velators), the contact person must
be available twenty-four hours a day, seven days a week.

c. Maintain posted hours of operation.

If the DME supplier chooses to distribute patient education materials and advertising, this
information must display the DMEsupplier contact information.

A-3 7 Appropriate Equipment (MANDATORY)
The DME supplier must provide appropriate quality equipment tgatients. For this
accreditation, such equipment may include any of the items listed below:
a. Continuous Positive Airway Pessure (CPAP) and Auto Adjusting Continuous
Positive Airway Pressure devices.
b. Oxygen concentrators, reservoirs, higipressure cylinders, liquid oxygen, oxygen
accessories and supplies and oxygen conserving devices.

c. Home Invasive Mechanical Ventilators.

d. Regspiratory Assist Devices (RAD), including but not limited to: Bievel, Bilevel
Spontaneous, Blevel Spontaneous/Timed, Auto Adjusting Blevel Positive Airway
Pressure devices, and Servo Ventilation devices.

e. Nebulizers.

f. Suction Equipment.

g. Insufflators and Exsufflators.

h. Portable Oximeters.
A current and valid prescription must be maintained on file from the ordering healthcare
professional and must contain a diagnosis code appropriate for the equipment and/or
item(s) prescribed.
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Technical staff involvel in the distribution and setup of equipment must possess
appropriate licensure and certification necessary to distribute DME equipment based on
their individual state requirements.

A-4 7 Materials for DME Equipment
The DME supplier must have the availdb manufacturer features, warranties and
instructions for each DME equipment and/or item(s) that it provides. For equipment
and/or item(s) dispensed which have unique serial numbers, there must be a written or
electronic database maintained indicating theequipment and/or item(s). The patient
name and/or medical record number must correspond to the equipment and/or item(s)
dispensed.

B. Financial Management

Standard

B-1 z Financial Management Policies
The DME supplier must implement financial manageent practices that ensure accurate
accounting and billing to insurance companies and patients. Financial records must be
accurate, complete, current and reflect cash or accrual base accounting practices. Internal
controls must be implemented and documered with policies addressing, at a minimum,
each of the following:
a. Balance sheets
b. Income statements
c. Cash controls including:
I. Bank reconciliations
ii. Statements of cash flow
d. Payable controls including:
I. Authorization of payment
ii. Monthly reconciliation for cashor accrual base accounting
e. Invoicing controls using currently published CPT and ICD codes

B-2 z Patient Accounts
The DME supplier must maintain accounts that link equipment and/or item(s) to the
patient and manage revenues and expenses on an ongoingisaas they relate to patient
services, including the following:
a. Billing reconciliation of equipment, item(s) and/or service(s) using invoices,
receipts and deposits maintained through an equipment/patient database.

C. Claims Submission Audit
Standard
C-1 z Patient Records Audit

A minimum of five patient DME records must be audited at least annually by the DME
supplier. The audit must demonstrate:
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a. Accurately coded bills for equipment, item(s) and/or service(s) documented in the
patient DME chart.

b. Reasmable and medically necessary equipment, item(s) and/or service(s) have
been provided to the patient.

C-2 z Billing Discrepancies Procedure
The DME supplier must have a procedure for identifying and correcting billing
discrepancies. This procedure mushiclude:
1. Designation of staff member(s) or billing company responsible.
2. The use of audits and/or other risk evaluation techniques to monitor billing
activities.
3. Procedures to resolve and prevent recurrence of identified discrepancies.

D. Practice Standards and Procedures
Standard

D-1 z Policy and Procedures Manual

The DME supplier must implement and maintain a policy and procedures manual that is

easily accessible to all applicable staff members, in written or electronic format. The

manual must:

1. Containall policies, procedures and protocols specific to the DME supplier.

2. Include names and job descriptions for all DME supplier personnel.

3. Delineate education, training, responsibilities, certifications and licensures.

4. Document continuing education requrements related to the specialized equipment,
item(s) and/or service(s) it provides to patients.

Include evidence of annual review, with periodic updates by the manager, director

or owner, as warranted.

6. Support compliance with all State and Federal redations, as it pertains to the
business, including but not limited to, Stark Laws and the Health Insurance
Portability and Accountability Act (HIPAA).

7. Maintain a charity policy for patients unable to afford equipment, item(s) and/or
service(s). The DMEwpplier must provide evidence of adherence to and use of this

policy.

o

D-2 z CPT/ICD-9 Codes Update
The DME supplier must have guidelines in place to ensure that the most current CPT/KOD
codes are utilized.
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E. Human Resources Management
Standard

E-1 z Personnel Responsibilities

Technical staff (such as registered or certified polysomnographic technologists, registered
or certified respiratory therapists and technicians who have completed an-STEP
accredited program or a CAAHEP accredited sleepchnology training program,
electroneurodiagnostic (END) program, or respiratory therapy adebn track for sleep
technology) must be trained to deliver and seup equipment, item(s) and/or service(s)

and to train patients and/or caregiver(s).

a. Where required by state law, these individuals must be licensed by their
appropriate state or national governing board specific to their professional
designation.

b. All technical staff must participate in and document an average of 10 hours per year
of continuing educatian credit (CEC) educational activities on sleep, respiratory
therapy or other related topics over a three year period.

c. The DME supplier must verify and maintain copies of current licenses, registrations
and certifications for personnel who provide patientservices. These documents
must be verified upon employment and at least annually.

E-2 z Personnel Training
Training must be provided annually for each staff person who performs coding and billing
of services provided by the DME supplier. Some suggedtareas of training include:

a. Coding requirements related to the services coded and billed.

b. Claim development and submission processes.

c. Documentation of services rendered.

d. Billing standards and procedures, including review of rejected claims.

e. Reasorfs) for claim rejection.

f. Legal sanctions for submitting deliberately false or reckless billings.

Documentation of training must be maintained by the DME supplier and be available upon
request to accreditation organizations and government officials or thieauthorized agents.
Training materials, attendance sheets and course outlines must be maintained in a file,
written log or electronic database and must be available for review.

F. Consumer Services
Standard

F-1 z Receipt of Delivered Equipment
The DME supplier must:
a. Provide information to the patient regarding expected delivery time for receipt of
equipment, item(s) and/or service(s).
bh. 6AOEZAU AT A AT AOIi ATO ET OEA DPAOEAT 080 $- %
equipment, item(s) and/or service(s).
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c. Provide their telephone number to each patient at the time of delivery of the
prescribed equipment and/or item(s).

F-2 z Options for Renting/Buying Equipment
The DME supplier must provide options for patients and/or caregiver(s) to rent or
purchase equipment and/or item(s), when applicable.

F-3z Patient Complaints

a. TEOEET ~ZEEOA AAI AT AAO AAUO | £ OAAAEOEI ¢ A
notify the patient that it has received the complaint and has initiated an
investigation of the incident.

b. Within fourteen calendar days, the DME supplier must provide written notification
to the patient of the result of the investigation and maintain such notification in the
DAOEAT 060 $-% AEAOOS

c. The DME supplier must maintain documentation of all complaints receed, findings
from prior and current investigations and complaint resolutions.

d. Based upon the results of each investigation, procedures must be developed to
correct the problem identified in order to prevent future occurrences.

G. Training/Instruction to P atient and/or Caregiver(s)
Standard

G-1 z Verification of Training
The DME supplier must, as applicable:

a. Provide, or coordinate the provision of, appropriate information related to the set
up, features, routine use, troubleshooting and maintenance of &tuipment and/or
item(s) provided to the patient and/or caregiver(s).

b. Coordinate, either in person or via remote electronic video communication system,
the initial equipment set-up and provide adequate training and instructions for the
use of equipment anl/or item(s). Verification of setup location (at the DME
supplier location, in the patient's home or via a video communication system) must
AA AT AOiI AT OAA ET OEA DPAOEAT 060 $-% AEAOO

c. Supply to the patient and/or caregiver(s) clear, written or pictorial, oal or
electronic instructions related to the use, maintenance, infection control practices
for, and potential hazards of, equipment and/or item(s) as appropriate. Itis
expected that translations of all these materials will be available, and interpreter
services provided for norEnglish speaking patients, when applicable.
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H. Performance Management
Standard

H-1 z Quality Assurance Program

The DME supplier must implement a quality assurance program that measures outcomes of
consumer services, psitive airway pressure (PAP) compliance, billing practices and

adverse events.

The DME supplier must track all adverse events that are secondary to providing the patient
with inadequate services or malfunctioning equipment (e.g. injuries, accidents, sigaad
symptoms of infection, hospitalization). The number of adverse events, event outcomes
and resolutions must be maintained in a written log or electronic database.

The DME supplier must measure each of the following quality assurance parameters:
Patient satisfaction and complaints about product(s) and/or service(s) rendered.
4EI A1 ETAOO T £ OAODPT T OA Oi DPAOEAT 060 NOAOOE
Patient access times to receive ordered equipment, item(s) and/or service(s).
Positive airway pressuie (PAP) compliance expressed as a percentage and
objectively measuredfor all patients who acquire a PAP device from the DME
supplier.
e. Frequency of billing and coding errors (e.g. number of insurance claims denied,
errors resulting in claims denial).

Qo oTw

These quality assurance indicators must be reported and reviewed at least once per
quarter. For each quality assurance indicator, the DME supplier must specify:
a. A goal percentage.
b. An action plan if the goal percentage is reached in four consecutive quarterse(
raise the goal percentage or create a different quality assurance indicator to
measure the parameter).
c. An action plan if the goal percentage is not consistently reached in four consecutive
quarters.

AEA $-% O0ODPDI EAOBO | Al Aggh énid dafeEh®kpod iAGopyadd | xT AO
each signed report must be kept on file for the duration of the accreditation period.

I. Product Safety
Standard

I-1 z Equipment Safety Program

The DME supplier must have a policy, in written or electronic formatyhich promotes the
safe use of equipment and/or item(s) and minimizes safety risks, infections and hazards
both for its staff dispensing equipment and/or item(s) and for its patients receiving the
equipment and/or item(s) for use.
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[-2 Z Equipment Failure, Repair and Maintenance Plan

The DME supplier must have, in written or electronic format, a policy for identifying,
monitoring and reporting (where indicated) failure, repair and preventive maintenance of
equipment and/or item(s) provided to the patient.

[-3 Z Equipment Incident Investigation
The DME supplier must investigate any incident, injury or infection in which the DME
supplier may have contributed to the event.
a. The investigation must be initiated as soon as possible and within twentfpur
hours after the DME supplier becomes aware of any incident, injury or infection.
b. The investigation must include documentation of all necessary information,
pertinent conclusions, and whether changes in the system(s) or processes are
needed.
c. The DME supplier nust provide subsequent followup to the incident to prevent
future occurrences.

I-4 z Emergency Plan
The DME supplier must have an emergency plan, in written or electronic format, which
enables the DME supplier to respond to emergencies and disasterdhieIDME supplier
must establish an arrangement with alternative DME supplier(s) in the event that the DME
supplier cannot service its own customers as a result of an emergency or disaster. The
emergency plan must delineate the following:

a. Mechanisms and speific details for contacting emergency personnel.

b. DME supplier personnel to be contacted in an emergency and their specific

responsibilities.

I-5 z Product Verification (MANDATORY)
The DME supplier must verify, authenticate and document the following irstA DA OEAT 06 O
DME chart prior to distributing, dispensing or delivering equipment, item(s) and/or
service(s) to the patient:
a. The products are not adulterated, counterfeit, suspected of being counterfeit and
have not been obtained by fraud or deceit; and
b. Theproducts are not misbranded and are appropriately labeled for the intended
distribution channels.

J. Information Management
Standard

J 1 7z Maintain Patient Records

The DME supplier must maintain accurate, pertinent, accessible, confidential and sesur
patient records, in written or electronic format, in accordance with privacy and security
standards of the Health Insurance Portability and Accountability Act (HIPAA) and other
applicable state standards. These records must provide documentation of pétient

ET OAOAAOEI T O ET OEA DPAOEAT 060 $-% AEAOOS8
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J2 z Fraud, Waste and Abuse Policies (MANDATORY)

The DME supplier must implement policies to prevent and control fraud, waste and abuse

AU OOET ¢ OOAT AAOAO 1T £ AT 1 AOAO antehithiapphcdb®@ OOA OE
Federal, State, local laws and regulations. These standards must be available for review in

either written or electronic format.

K. Intake & Assessment
Standard

K-1 z Consultation with Ordering Healthcare Professional

The DME suppkr must contact the ordering healthcare professional as needed to confirm

an order and to recommend any necessary changes, refinements and/or additional

evaluations to the prescribed equipment, item(s) and/or service(s). These interactions
must be documé OAA ET OEA DPAOEWBT DEDT ¢Aw BEEAOBAR DPAOEA
medical equipment necessitate an updated prescription, which must be kept unaltered in

OEA PAOEAT 060 $-% AEAOOS 'TU AAOOEEZEAAOQGAO 1 £
OEA PAMEARDSO $

K-2 z Review Patient Records

4EA $-% OOPDPI EAO 1 60O OAOGEAx OEA DPAO
ET AT ObT OAOA AT A 1 AET OAET AT U DPAOOET A
which may affect the provision of the DME guipment, item(s) and/or service(s).

E
|

o
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L. Equipment Delivery & Set -Up
Standard

L-1 z Delivery and Set-up in a Timely Manner
The DME supplier must provide the patient with all accredited respiratory and sleep
related equipment, item(s) and/or service(9 prescribed by an ordering healthcare
professional in a timely manner.
a. The DME supplier must verify that all equipment, item(s) and/or service(s)
AAl EOAOAA OI OEA PAOGEAT O AOA Ai1 OEOOAT O xE
request.
b. The DME suppier must notify the ordering healthcare professional when the
patient has been setup with the ordered equipment, item(s) and/or service(s). This
i 060 AA AT AOi AT OAA ET OEA DPAOEAT O30 $-% AE
c. The DME supplier must notify the ordering healthcare pradssional when it will take
longer than ten business days to provide the patient with equipment, item(s) and/or
service(s).
d. If the DME supplier cannot or will not provide the equipment, item(s) and/or
service(s) prescribed for the patient, the DME suppliremust notify the ordering
healthcare professional within five business days of the original order.
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L-2 - Loaner Equipment
The DME supplier must provide, or arrange for, loaner equipment and/or item(s)
comparable to the original equipment and/or item(s) during any repair period. For each
piece of equipment and/or item(s), the DME supplier must document in a written log book
or electronic database:

a. The serial number of the equipment and/or item(s).

b. The date that the equipment and or item(s) were lent out.

c. Towhom the equipment and/or item(s) were lent.

d. The date the equipment and/or item(s) were returned.

M. Follow-up
Standard

M-1 z Continued Equipment Management

The DME supplier must provide appropriate followup services to the patient and/or
caregiver(s) consistent with the type(s) of equipment, item(s) and/or service(s) provided.
Follow-up services must comply with the recommendations from the ordering healthcare
professional.

M-2 z Equipment Recalls

The DME supplier must notify the patient oany manufacturer DME equipment and/or
item(s) recalls within ninety days of manufacturer recall notification. The DME supplier
must remove the recalled equipment and/or item(s), and replace it with comparable
approved loaner equipment and/or item(s).

M-3 z Compliance with Positive Airway Pressure (PAP) Therapy
The DME supplier must offer followup to patients who are prescribedpositive airway
pressure (PAP) therapy to ensure compliance within twelve weeks of initiating therapy. .

Adequate compliancewith therapy is defined as positive airway pressure (PAP) usage four
hours or more per night on at least 70% of nights during a consecutive thirtgay period.
Compliance must be measured objectively.

The DME supplier must create, maintain and archiva quarterly report which objectively

measures positive airway pressure (PAP) percent compliance for all patients who acquire a

PAP device from the DME supplier. This compliance report must serve as one of the

i AAOOOAA DPAOAI AOAOO Eity asualce progbam.OOD DI EAOS6 O NOA

Positive airway pressure (PAP) therapy compliance assessment must measure treatment
use and clinical response. This must be documented by any of the following modalities:
a. Direct patient inquiry.
b. Faceto-face clinical reevaluation by the ordering healthcare professional.
c. Questionnaires.
d. Telephone inquiry to the ordering healthcare professional or the patient.
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e. Aninformatics system capable of obtaining positive airway pressure use.
f. A metric of clinical response.

4 EA DAOE A briug costairtlocAnkentation of the compliance assessment or
written evidence of follow-up attempts made to obtain the positive airway pressure (PAP)
therapy compliance assessment.

N. Disclosure of Persons Having Ownership, Financial or Control Interest
Standard

N-1 z Disclosure (MANDATORY)

The DME supplier must provide current information to the accrediting body for all
individuals and joint venture companies holding an ownership or controlling interest (5%
or more). The DME supplier must report tahe accrediting body any agent relationship

and managing employee interest in the DME supplier, and subcontractor relationships with
another DME supplier.
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Figure A.2 7 AASMDME Accreditation Standards Comparison to CMS Supplier Standards

The American Academy of Sleep Medicine Durable Medical Equipment Accreditation Task Force (DATF)
created the AASM Standards for NonMedicare DME Supplier Accreditation with a constant eye to the CMS
Medicare DMEPOS Supplier Standards. The task force sought to create a st of standards that could easily
transition to accrediting a Medicare supplier should the opportunity for the AASM to gain deemed status
arise. This comparison document illustrates how each AASM DME Standard mirrors the CMS Medicare
DMEPOS Supplier Standrds. The CMS Standards are listed in order with the applicable AASM standard

below.

Organization

Standard

Section I: Supplier Business Services Requirements

CMS A-1: The supplier shall have one or more individuals who perform leadership functions, witthe
authority, responsibility, and accountability to direct the organization and its key activities and
operations.

AASM E-1. Standard z Personnel Responsibilities

Technical staff (such as registered or certified polysomnographic technologists, registel or certified
respiratory therapists and technicians who have completed an-STEP accredited program or a
CAAHEP accredited sleep technology training program, electroneurodiagnostic (END) program, or
respiratory therapy add-on track for sleep technology must be trained to deliver and setup
equipment, item(s) and/or service(s) and to train patients and/or caregiver(s).

a. Where required by state law, these individuals must be licensed by their appropriate state or
national governing board specific to theimprofessional designation.

b. All technical staff must participate in and document an average of 10 hours per year of
continuing education credit (CEC) educational activities on sleep, respiratory therapy or othe
related topics over a three year period.
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Organization

Standard

C.

The DME supplier must verify and maintain copies of current licenses, registrations and
certifications for personnel who provide patient services. These documents must be verified
upon employment and at least annually.

CMS A-2: The supplier shall goven its business so that it obtains and provides appropriate quality
equipment, item(s) and service(s) to beneficiaries.
AASM A-3. Standard z Appropriate Equipment

The DME supplier must provide appropriate quality equipment tgatients. For this accredtation,
such equipment may include any of the items listed below:

a.

Continuous Positive Airway Pressure (CPAP) and Auto Adjusting Continuous Positive Airway
Pressure devices.

Oxygen concentrators, reservoirs, higipressure cylinders, oxygen accessories arsdipplies,
and oxygen conserving devices.

Home Invasive Mechanical Ventilators.

Respiratory Assist Devices (RAD), including but not limited to: Bevel, Bilevel Spontaneous,
Bi-level Spontaneous/Timed, Auto Adjusting Blevel Positive Airway Pressure dewes, and
Servo Ventilation devices.

Intermittent Positive Pressure Breathing (IPPB) Devices.
Nebulizers, Suction Equipment.

Insufflators and Exsufflators.
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Organization

Standard

A current and valid prescription must be maintained on file from the ordering healthcare
professiona and must contain a diagnosis code appropriate for the equipment and/or item(s)
prescribed.

CMS

A-3: The supplier shall have a physical location and display all licenses, certificates, and permits to
operate. The licenses, certificates and permitsust be displayed in an area accessible to customers
and patients. The supplier shall provide copies, upon request, to government officials or their
authorized agents.

AASM

A-1. Standard - Address

American Academy of Sleep Medicine (AASM) accredited Dulaledical Equipment (DME)
suppliers must have a permanent, physical address recognized by the United States Postal Service
The DME supplier address may include a P.O. Box for mailing purposes only. The DME supplier m
display all valid licenses, ceificates of occupancy and permits to operate in an area accessible to
visitors.

CMS

A-4: The supplier shall provide only durable medical equipment, prosthetics, orthotics and supplies
(DMEPOQOS) and other items that meet applicable Food and Drug Adminaion (FDA) regulations and
medical device effectiveness and safety standards. The supplier shall obtain from the manufacture
copies of the features, warranties, and instructions for each type of narustom fabricated item.

AASM

See Standard A3 above (CMS standard A-2)
A-4. Standard z Materials for DME Equipment

The DME supplier must have the available manufacturer features, warranties and instructions for
each piece of DME equipment and/or item(s) that it provides. For equipment and/or item(s)
dispensed which have unique serial numbers, there must be a written or electronic database
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Organization

Standard

maintained indicating the equipment and/or item(s). The patient name and medical record number
must correspond to the equipment and/or item(s) dispensed.

CMS A-5: The supplier shall comply with all Medicare statues, regulations (including the disclosure of
ownership and control information requirements at 42 CFR 8420.201 through §420.206), manuals,
program instructions, and contractor policies and articles.

AASM D-1. Standard z Policy and Procedures Manual

The DME supplier must implement and maintain a policy and procedures manual that is easily
accessible to all applicable staff members, in written or electronic format. The manual must:

1.

2.

Contain all policies, proedures and protocols specific to the DME supplier.
Include names and job descriptions for all DME supplier personnel.
Delineate education, training, responsibilities, certifications and licensures

Document continuing education requirements related tdhe specialized equipment, item(s)
and/or service(s) it provides to patients.

Include evidence of annual review, with periodic updates by the manager, director or owner,
as warranted.

Support compliance with all State and Federal regulations, as it paihs to the business,
including but not limited to, Stark Laws and the Health Insurance Portability and
Accountability Act (HIPAA).

Maintain a charity policy for patients unable to afford equipment, item(s) and/or service(s).
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Organization

Standard

The DME supplier must provideevidence of adherence to and use of this policy.

D-2. Standard z CPT/ICD-9 Codes Update

The DME supplier must have guidelines in place to ensure that the most current CPT/IG[Bodes are
utilized.

N-1. Standard z Disclosure

The DME supplier must provide arrent information to the accrediting body for all individuals and
joint venture companies holding an ownership or controlling interest (5% or more). The DME
supplier must report to the accrediting body any agent relationship and managing employee intettes
in the DME supplier, and subcontractor relationships with another DME supplier.

CMS A-6: The supplier shall implement business practices to prevent and control fraud, waste, and abusg¢
by:
 Using procedures that articulate standards of conducttoensd&r OEA T OCAT EUA
with applicable laws and regulations; and
1 Designating one or more individuals in leadership positions to address compliance issues.
AASM C-1. Standard z Patient Records Audit

A minimum of five patient records must be auditd at least annually by the DME supplier. The audit
must demonstrate:

a. Accurately coded bills, representative of equipment, item(s) and/or service(s)
documented in the patient DME chart.

b. Reasonable and medically necessary equipment, item(s) and/or servicg(save been
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Organization

Standard

provided to the patient.

G-2. Standard z Billing Discrepancies Procedure

The DME supplier must have a procedure for identifying and correcting billing discrepancies. This
procedure must include:

1. Designation of staff member(s) responsible.

2. Theuse of audits and/or other risk evaluation techniques to monitor billing activities.

3. Procedures to resolve and prevent recurrence of identified discrepancies.
See Standard D-1 above (CMS standard A-5)
J2. Standard z Fraud, Waste and Abuse Policies
The DVE supplier must implement policies to prevent and control fraud, waste and abuse by using
OOAT AAOAO 1T &£ AT 1 AOAO xEEAE AT OO0OA OEA 1 OCAI
laws and regulations. These standards must be available forview in either written or electronic
format.

CMS B-1: The supplier shall implement financial management practices that ensure accurate accounting
and billing to beneficiaries and the Medicare program. Financial records shall be accurate, complet
current, and reflect cash or accrual base accounting practices.

AASM B-1. Standard z Financial Management Policies

The DME supplier must implement financial management practices that ensure accurate accounting
and billing to insurance companies and patientsFinancial records must be accurate, complete,
current and reflect cash or accrual base accounting practices. Internal controls must be implementg
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Organization Standard

and documented with policies addressing, at a minimum, each of the following:

a. Balance sheets

b. Income stataments

c. Cash controls including:
I. Bank reconciliations
ii. Statements of cash flow

d. Payable controls including:

I. Authorization of payment
ii. Monthly reconciliation for cash or accrual base accounting

e.Invoicing controls using currently published CPT and ICD codes

CMS B-2: The supplier shall maintain accounts that link equipment and item(s) to the beneficiary and
manage revenues and expenses on an ongoing basis, as they relate to beneficiary services, includi
the following:

1 Reconciling charges to beneficiariewof equipment, supplies, and services with invoices,
receipts, and deposits;

1 Planning to meet the needs of beneficiaries and maintain business operations by having an
I DAOAOGET ¢ AOACAOh AO ADPDPOI POEAOA O1 OEA A
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Organization

Standard

1 Havinga mechanism to track actual revenues and expenses.

AASM

B-2. Standard z Patient Accounts

The DME supplier must maintain accounts that link equipment and/or item(s) to the patient and
manage revenues and expenses on an ongoing basis, as they relate teepaservices, including the
following:

a. Billing reconciliation for equipment, item(s) and/or service(s) with invoices,
receipts and deposits through use of a patient database

CMS

C-1: The supplier shall:

1 Implement policies and issue job descriptions tat specify personnel qualifications, training,
certifications/licensures where applicable, experience, and continuing education requirement
consistent with the specialized equipment, items, and services it provides to beneficiaries;

1 Provide copies of suclpolicies, job descriptions and certifications/licensures (where
applicable) upon request to accreditation organizations and government officials or their
authorized agents; and

1 Verify and maintain copies of licenses, registrations, certifications, and cqetencies for
personnel who provide beneficiary services.

AASM

See Standard E1 above (CMS standard A-1)
See Standard D-1 above (CMS standard A-5)
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CMS

C-2: Technical personnel shall be competent to deliver and seip equipment, item(s) and services
and train beneficiaries and/or caregiver(s).

AASM

E-2. Standard z Personnel Training

Training must be provided annually for each staff person who performs coding and billing of service
provided by the DME supplier. Training may be offered on several togicincluding, but not limited
to:

a. Coding requirements related to the services coded and billed.

b. Claim development and submission processes.

C. Documentation of services rendered.

d. Billing standards and procedures, including review of rejected claims.
e. Rea®n(s) for claim rejection.

f. Legal sanctions for submitting deliberately false or reckless billings.

Documentation of training must be maintained by the DME supplier and be available upon request t
accreditation organizations and government officials or thir authorized agents. Training materials,
attendance sheets and course outlines must be maintained in a file, written log or electronic databa
and must be available for review.

CMS

C-3: Professional personnel shall be licensed, certified, or regested and function within their scope
of practice as required by the State standards under which the professional is licensed, certified or
registered.
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AASM See Standard E1 above (CMS standard A-1)

CMS D-1: When providing equipment, item(s), and senge(s) to beneficiaries and/or caregiver(s), the
supplier shall:

1 Provide clear, written or pictorial, and oral instructions related to the use, maintenance,
infection control practices for, and potential hazards of equipment and/or item(s) as
appropriate;

1 Provide information regarding expected time frames for receipt of delivered items;

1 Verify that the equipment, item(s), and service(s) were received,;

T $1T AOi AT O ET OEA AAT AEEAEAOUGO OAAT OA OEA
any non-custom equpment and/or item(s) provided;

1 Provide essential contact information for rental equipment and options for beneficiaries
and/or caregiver(s) to rent or purchase equipment and/or item(s) when applicable; and

1 Provide information and telephone number(s) for cistomer service, regular business hours,
after-hours access, equipment and/or item(s) repair, and emergency coverage.

AASM F-1. Standard z Instructions for Equipment

The DME supplier must provide to the patient and/or caregiver(s) clear, written or pictdal, oral or
electronic instructions related to the use, maintenance, infection control practices for, and potential
hazards of equipment and/or item(s) as appropriate. It is expected that translations of all these
materials will be available, and interpeter services provided, for norEnglish speaking patients,
when applicable.
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CMS

D-2: If the supplier cannot or will not provide the equipment, item(s) or service(s) that are prescribegd
for a beneficiary, the supplier shall notify the prescribing phgician (for purpose of these standards,
we are using this term to include other practitioners who can prescribe DMEPOS under Medicare
laws and regulations) or other health care tem member(s) promptly within 5 calendar days.

AASM

L-1. Standard - Delivery a nd Set-up in a Timely Manner

The DME supplier must provide the patient with all accredited respiratory and sleepelated
equipment, item(s) and/or service(s) prescribed by an ordering healthcare professional in a timely
manner.

a. The DME supplier must veffy that all equipment, item(s) and/or service(s) delivered to the
DAGEAT O AOA AT 1 OEOOAT O xEOE OEA 1T OAAOQEIT C

b. The DME supplier must notify the ordering healthcare professional when the patient has bee
set-up with the ordered equipment, item(s) and/or service(s). This must be documented in
OEA DAOEAT 060 $-% AEAOOS

c. The DME supplier must notify the ordering healthcare professional when it will take longer
than ten business days to provide the patient with equipment, itels) and/or service(s).

d. If the DME supplier cannot or will not provide the equipment, item(s) and/or service(s)
prescribed for the patient, the DME supplier must notify the ordering healthcare professional
within five business days of the original order.

CMS

D-3:7EOQOEET v AAI ATAAO AAUO 1T £ OAAREOET ¢ A AATA
beneficiary, using either oral, telephone, @nail, fax, or letter format, that it has received the complain
and is investigating. Within 14 calendadays, the supplier shall provide written notification to the
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beneficiary of the results of its investigation. The supplier shall maintain documentation of all
complaints received, copies of the investigations, and responses to beneficiaries.

AASM

F-4. Sandard zPatient Complaints
a. TEOEET ZEEOA AAI AT AAO AAUO | £ OAAAEOEIT ¢ A
patient that it has received the complaint and has initiated an investigation of the incident.

b. Within fourteen calendar days, the DM supplier must provide written notification to the
DAOEAT O T £#/ OEA OAOGOI O T £#/ OEA ET OAOOECAOEI
chart.

c. The DME supplier must maintain documentation of all complaints received, findings from
prior and current investigations and complaint resolutions.

d. Based upon the results of each investigation, procedures must be developed to correct the
problem identified in order to prevent future occurrences.

CMS

E-1: The supplier shall implement a performance manageent plan that measures: outcomes of
consumer services, billing practices, and adverse events. The data collection may target certain
aspects of services that have a potential to cause harm or injury; occur frequently (creating a greate
than expected nuniber of adjustment(s), repair(s), or replacement(s)); or require significant
instruction to assure safe use and benefit of the equipment and/or item(s).

AASM

H-1. Standard z Quality Assurance Program

The DME supplier must implement a quality assurance progm that measures outcomes of consume
services, billing practices and adverse events.

The DME supplier must track all adverse events that are secondary to providing the patient with
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inadequate services or malfunctioning equipment (e.g. injuries, accidentsigns and symptoms of
infection, hospitalization). The number of adverse events, event outcomes and resolutions must be
maintained in a written log or electronic database.

The DME supplier must measure each of the following quality assurance parameters:
a. Patient satisfaction and complaints about product(s) and/or service(s) rendered.
b. 4Ei AT ET AGO 1T £ OAOPI T OA O DPAOEAT 660 NOAOGO
c. Patient access times to receive ordered equipment, item(s) and/or service(s).

d. Frequency of biling and coding errors (e.g. number of insurance claims denied, errors
resulting in claims denial).

These quality assurance indicators must be reported and reviewed at least once per quarter. For e
quality assurance indicator, the DME supplier must sp#y:

a. A goal percentage.

b. An action plan if the goal percentage is reached for four consecutive quarters (i.e. raise the ¢
percentage or create a different quality assurance indicator to measure the parameter).

c. An action plan if the goal percentage is na@onsistently reached in four consecutive quarters.

AEA $-% OOPDPI EAOGO I AT ACAOh AEOAAOI O TO 1T xTA
report must be kept on file for the duration of the accreditation period.

CMS

E-2: At a minimum, each supplier shall measure:
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1 Beneficiary satisfaction with an complaints about product(s) and service(s);

1 Timeliness of response to beneficiary question(s), problem(s), and concern(s);

T )i DPAAO T £ OEA 0OObPDPI EA0O3O AOOET dnalcesd 0 Aqlipntedt
item(s), service(s), and information;

1 Frequency of billing and coding errors (e.g. number of Medicare claims denied, errors the
supplier finds in its own records after it has been notified of a claims denial); and

1 Adverse events tdbeneficiaries due to inadequate service(s) or malfunctioning equipment
and/or item(s) (e.g., injuries, accidents, signs and symptoms of infection, hospitalizations).
This may be identified through followup with the prescribing physician, other healthcae
team member(s) or the beneficiary and/or caregiver(s).

AASM See Standard H1 above (CMS standard E1)

CMS E-3: The supplier shall seek input from employees, customers, and referral sources when assessing
the quality of its operations and services.

AASM See Standard H1 above (CMS standard E1)

CMS F-1: the supplier shall:

1 Implement a program that promotes the safe use of equipment and item(s) and minimizes
safety risks, infections, and hazards both for its staff and for beneficiaries.

1 Implement and maintain a plan for identifying, monitoring, and reporting (where indicated)
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T

equipment and item(s) failure, repair, and preventive maintenance provided to beneficiaries;

Investigate any incident, injury or infection in which DMEPOS may have contributed the
incident, injury or infection, when the supplier becomes aware. The investigation should be
initiated within 24 hours after the supplier becomes aware of an incident, injury or infection
OAOOI OET ¢ ET A AAT A £E AE A Gtheboleurtehcespiite Qubplier EhAIIO
investigate within 72 hours after being made aware of the incident, injury or infection. The
investigation includes all necessary information, pertinent conclusions about what happened,
and whether changes in system(sor processes are needed. The supplier should consider

possible links between the equipment, item(s) and service(s) furnished and the adverse ever

Have a contingency plan that enables it to respond to emergencies and disasters or to have
arrangements with alternative suppliers in the event that the supplier cannot service its own
customers as the result of an emergency or disaster; and

Verify, authenticate, and document the following prior to distributing, dispensing, or
delivering products to an enduser:

a. The products are not adulterated, counterfeit, suspected of being counterfeit, and
have not been obtained by fraud or deceit;

b. The products are not misbranded and are appropriately labeled for their intended
distribution channels.

AASM

I-1 z Equipment Safety Program

The DME supplier must have a policy that promotes the safe use of equipment and/or item(s) and
minimizes safety risks, infections and hazards both for its staff dispensing equipment and/or item(s)
and for its patients receiving the equipmenand/or item(s) for use.
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[-2 Z Equipment Failure, Repair and Maintenance Plan

The DME supplier must have, in written or electronic format, a policy for identifying, monitoring and
reporting (where indicated) failure, repair and preventive maintenance of guipment and/or item(s)
provided to the patient.

I-3 Z Equipment Incident Investigation

The DME supplier must investigate any incident, injury or infection in which the DME supplier may
have contributed to the event.

a. The investigation must be initiated & soon as possible and within twentyfour hours after the
DME supplier becomes aware of any incident, injury or infection.

b. The investigation must include documentation of all necessary information, pertinent
conclusions, and whether changes in the systdis) or processes are needed.

c. The DME supplier must provide subsequent follovup to the incident to prevent its
recurrence.

[-4 7z Emergency Plan

The DME supplier must have an emergency plan, in written or electronic format, which enables the
DME supplierto respond to emergencies and disasters. The DME supplier must establish an
arrangement with alternative DME supplier(s) in the event that the DME supplier cannot service its
own customers as a result of an emergency or disaster. The emergency plan ndeineate the
following:

a. Mechanisms and specific details for contacting emergency personnel.

b. DME supplier personnel to be contacted in an emergency and their specific responsibilities.
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[-5 zZ Product Verification (MANDATORY)

A £ 0~ £ A

prior to distributing, dispensing or delivering equipment, item(s) and/or service(s) to the patient:

a. The products are not adulterated, counterfeit, suspected of being counterfeit and have not
been obtained by fraud or deceit; and

b. The products are not misbranded and are appropriately labeled for the intended distribution
channels.

CMS

G:The supplier shall maintain accurate, pertinent, accessible, confidential, and secure beneficiary
records, in accordance with privacy and security standards of the Health Insurance Portability and
Accountability Act (HIPAA) and other applicable State standards.

AASM

See Standard D-1 above (CMS standard G1)
J1. Standard z Maintain Patient Records

The DMEsupplier must maintain accurate, pertinent, accessible, confidential and secure patient
records, in written or electronic format, in accordance with privacy and security standards of the
Health Insurance Portability and Accountability Act (HIPAA) and otheapplicable state standards.
AEAOA OAAT OAO 1 60O POI OEAA AT AOI AT OAQET T 1 A&

Section II: Supplier Product-Specific Service Requirements

CMS

1: All DMEPOS must serve a medical purpose to be coveredlanthe Medicare program and may
require prescribing physician to collaborate and coordinate clinical services with other healthcare
professionals (e.g., orthotists; prosthetists; occupational, physical, respiratory therapists; pedorthists
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etc.).

CMS

2: In addition to the supplier product-specific service requirements in this section, the DMEPOS
supplier shall implement the requirements stated in Appendices A through C, as applicable to its
business.

CMS

A-1: The supplier shall consult with the prescibing physician as needed to confirm the order and to
recommend any necessary changes, refinements, or additional evaluations to the prescribed
equipment, item(s), and/or service(s).

AASM

K-1. Standard z Consultation with Ordering Healthcare Professional

The DME supplier must contact the ordering healthcare professional as needed to confirm an order
and to recommend any necessary changes, refinements and/or additional evaluations to the
prescribed equipment, item(s) and/or service(s). These interactions mst be documented in the
DAOEAT 060! $ UNAEBRAQA® EIT Odglipmeninededsitale anQupdatddA E A A
DPOAOAOEDOEI T h xEEAE 1000 AA EADPO Ol Al OAOCAA E

necessity must also be maintainedinth DAOEAT 060 $- % AEAOOS8

CMS

A-2: The supplier shall:

T 2A0EAx OEA AAT AEEAEAOUGO OAAT OA AO APDPOI P
OA1T AOGAA O1 AAT AEEAEAOUGO AiITAEOEITTj O0Q xEE
services, or to he actual equipment, item(s) and service(s) provided, in collaboration with the
prescribing physician; and

1 The DMEPOS prescriptions, any certificates of medical necessity (CMNSs) and pertinent

s o~ £ s x N =

AT AOiI AT OAOEIT T »mOT 1T OEA AAT A Aeekdpiualiesedin e A O
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AAT AEEAEAQUB O OAAT OA8

AASM K-2. Standard z Review Patient Records
4EA $-% OOPDPI EAO I 60O OAOGEAx OEA DPAOEAT 080 $
i AET OAET AT U DPAOOET AT O EIT A& OiondspvhicH maypakdctire A A O
provision of the DME equipment, item(s) and/or service(s).

CMS B-1: The supplier shall:

1 Deliver and setup, or coordinate setup with another supplier, all equipment and item(s) in a
timely manner as agreed upon by the éneficiary and/or caregiver, supplier and prescribing
physician;

1 Provide all equipment and item(s) that are necessary to operate the equipment or item(s) ang
perform any further adjustments as applicable;

1 Provide, or arrange for, loaner equipment equivalento the original equipment during any
repair period except for orthotics and prosthetics; and

1 Assure that all equipment and item(s) delivered to the beneficiary is consistent with the
DOAOAOEAET ¢ PEUOEAEAT 60 1 OAAO addilinitatigns Af witich /&
the supplier is aware.

AASM See Standard L-1 above (CMS Standard D2 Section I)

F-2 z Receipt of Delivered Equipment
The DME supplier must:
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a.

Provide information to the patient regarding expected delivery time for receipt of equiprant,
item(s) and/or service(s).

6 AOEAZU AT A AT AOIi AT O ET OEA DPAOEAT 060 $-%
and/or service(s).

Provide their telephone number to each patient at the time of delivery of the prescribed
equipment and/or item(s).

F-3 z Options for Renting/Buying Equipment

The DME supplier must provide options for patients and/or caregiver(s) to rent or purchase
equipment and/or item(s), when applicable.

CMS

CG-1: The supplier shall, as applicable:

T

Provide or coordinate the provision of, appropriate information related to the setup
(including preparation of enteral/parenteral nutrients), features, routine use, troubleshooting,
cleaning, infection control practices, and maintenance of all equipment and item(s) provided;

Provide relevant information and/or instructions about infection control issues related to the
use of all equipment and item(s) provided,;

For initial equipment and/or item(s) provided by mail order delivery: verify and document in

s o~ s s NN =

written instructions on the use of the equipment and item(s); and
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1 Ensure that the beneficiary and/or caregiver(s) can use all equipment and item(s) provided
safely and effectively in the sdtngs of anticipated use.

AASM G-1. Standard z Verification of Training
The DME supplier must, as applicable:

a. Provide, or coordinate the provision of, appropriate information related to the setip, features,
routine use, troubleshooting, cleaning, infectin control practices and maintenance of all
equipment and/or item(s) provided to the patient and/or caregiver(s).

b. Coordinate, either in person or via remote electronic video communication system, the initial
equipment setup and provide adequate training ad instructions for the use of equipment
and/or item(s). Verification of setup location (at the DME supplier location, in the patient's
EITTA TO OEA A OEAAT ATii 01 EAAOGEIT OUOOAI Q

CMS G-2: Beneficiary and/or caregiver(s) training and instructions shall be commensurate with the risks,
AT T Pl AGEOUh AT A 1T AT OEAAOOOAOGO ET OOOOAOQOETT O
The supplier shall tailor training and instruction materials and approaches téhe needs, abilities,
learning preferences, and language of the beneficiary and/or caregiver(s).

AASM F-1. Standard z Instructions for Equipment

The DME supplier must provide to the patient and/or caregiver(s) clear, written or pictorial, oral or
electronic instructions related to the use, maintenance, infection control practices for, and potential
hazards of equipment and/or item(s) as appropriate. It is expected that translations of all these
materials will be available, and interpreter services prowviled, for nonEnglish speaking patients,
when applicable.
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CMS D: The supplier shall provide follow-up services to the beneficiary and/or caregiver(s), consistent
with the type(s) of equipment, item(s) and service(s) provided, and recommendations frorhe
prescribing physician or healthcare team member(s).

AASM M-1 z Continued Equipment Management

The DME supplier must provide appropriate followup services to the patient and/or caregiver(s)
consistent with the type(s) of equipment, item(s) and/or sevice(s) provided. Follow-up services
must comply with the recommendations from the ordering healthcare professional.

M-2 z Equipment Recalls

The DME supplier must notify the patient of any manufacturer DME equipment and/or item(s)
recalls. The DME supgjer must remove the recalled equipment and/or item(s), and replace it with
comparable approved loaner equipment and/or item(s).

M-3 z Compliance with Positive Airway Pressure (PAP) Therapy

The DME supplier must offer followup to patients who are prescrbed positive airway pressure
(PAP) therapy to ensure compliance within three months of initiating therapy. .

Adequate compliance with therapy is defined as positive airway pressure (PAP) usage four hours o
more per night on at least 70% of nights during consecutive thirty-day period.

Positive airway pressure (PAP) therapy compliance assessment must measure treatment use and
clinical response. This must be documented by any of the following modalities:

a. Direct patient inquiry.

b. Faceto-face clinical reevaluation by the ordering healthcare professional.
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c. Questionnaires.
d. Telephone inquiry to the ordering healthcare professional or the patient.
e. An informatics system capable of obtaining positive airway pressure use.

f. A metric of clinical response.

The patient O $- % AEAOO 1 6060 Ai 1T OAET AT AOi AT OAOQET 1
evidence of followup attempts made to obtain the positive airway pressure (PAP) therapy
compliance assessment.

Appendix A: Respiratory Equipment, Supplies, and Services

CMS 1: Respiratory Services encompass the provision of home medical equipment and supplies (describ
below) that require technical and professional services.

CMS 2: The supplier shall provide respiratory services 24 hours a day, 7 days a week as needgdhe
beneficiary and/or caregiver(s).

AASM A-2. Standard z DME Supplier Availability

The DME supplier must:

a. Maintain a publicly listed telephone number.Exclusive use of a pager, mobile phone, or
answering machine will not serve to meet this standard.

b. Maintain a designated contact person accessible to the patient and/or caregiver(s) via
telephone. For suppliers providing life-sustaining equipment (e.g. oxygen concentrators,
reservoirs, high-pressure cylinders, oxygen accessories and supplies, oxygemserving
devices, and invasive home ventilators), the contact person must be available tweffur
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C.

hours a day, seven days a week.

Maintain posted hours of operation.

If the DME supplier chooses to distribute patient education materials and advertisinghis
information must display the DME supplier contact information.

CMS 3: Home medical equipment and supplies covered in this appendix include:
1 Oxygen concentrators, reservoirs, higipressure cylinders, oxygen accessories and supplies,
and oxygen conseving devices;
1 Home Invasive Mechanical Ventilators;
1 Continuous Positive Airway Pressure (CPAP) Devices;
1 Respiratory Assist Devices (RAD);
1 Intermittent Positive Pressure Breathing (IPPB) Devices; and
1 Nebulizers.
CMS B-1: In addition to the requirements described in Section II: Supplier ProdueSpecific Service

Requirements, the supplier shall comply with the current version of thémerican Association for
Respiratory Care Practice Guidelines listed below:

T
T
T

Oxygen Therapy in the Home or Extended Care Fatili
Long Term Invasive Mechanical Ventilation in the Home; and

IPPB
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CMS

C-1: In addition to the requirements described in Section II: Supplier ProdueBpecific Service
Requirements, the supplier shall comply and provide training to the beneficiary and/ocaregiver(s)
consistent with the current version of theAmerican Association for Respiratory Care Practice
Guidelines listed below:

=

Oxygen Therapy in the Home or Extended Care Facility;
Long Term Invasive Mechanical Ventilation in the Home;
IPPB,;

Providing Patient and Caregiver Training; and

= =2 =4 =

Suctioning of the Patient in the Home.
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AASM Out of Center Sleep Testing Entity Accreditation

Since 1977, American Academy of Sleep Medicine (AASM) accreditation has been the gold
standard by which the medical commnity and the public evaluate sleep medicine services.
The evolution of portable diagnostic technology and recent policies related to out of center
testing have shaped the diagnosis of patients with sleep apnea. In June 2010, the Board of
Directors of the AASM approved the development of standards for accreditation of out of
center sleep testing (OCST) entities and in February of 2011, the AASM began accrediting
sleep facilities for Out of Center Sleep Testing for Adult Patients.

OCST entities offer sleegesting out of the context of the sleep center. Earning

accreditation for OCST from the leader in sleep medicine enables sleep medicine entities to
offer broader options to patients and for facilities to gain recognition as OCST entities who
meet the highest standards for quality care. AASM OCST Accreditation is granted to sleep
service entities that illustrate compliance with all of the AASM Standards for Out of Center
Sleep Testing in Adult Patients. This process includes the completion of an accretiita
application and supporting documentation, a site visit, approval by the AASM Board of
Directors and reaccreditation.

OCST in Adult Patients Standards for Accreditation describe the required structural,
professional and human resources, clinical andgthnical standards, and emergency and
guality assurance methods required for accreditation by the AASM. The clinical evaluation
of patients accepted forsleep testing conducted in the sleep service entitgnd OCST must
comply with the current versions ofAASM practice parameters, AASM clinical guidelines
and AASM best practice guidelines pertaining to the diagnosis of obstructigeeep apnea
syndrome in adults.

Following the OCST in Adult Patients Standards for Accreditation are four articles describing
acceptable screening questionnaires that can be used by sleep specialists at test locations of the
integrated model to determine the high-frst probability of a patient. High ptest probability

i's considered, a-mahdgonditios, to determma the appnopriatsness af

out of center sleep testing for that given patient. The articles follow the accreditation standards
describe the following screening tools:

1 OSA-50

1 Berlin

1 STOP Questionnaire
T MAP Index

Integrated model test locationslivbe requiredto use one of the above mentioned screening
tools consistently when determining high-pest probability. It is at the discretion of the sleep
specialist to determine which questionnaire best fits the needs of the test location.
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AASM Outof Center Sleep Testing in Adult Patients Accreditation
Standards

A. General Standards
Standard

A-1 z Facility License ( MANDATORY)

AASM accredited sleep service entities must maintain a valid license, certificate of
occupancy, and/or permit, when requied by applicable law and regulation, to provide

health care services. It is the responsibility of AASM accredited sleep service entities to
maintain compliance with all licensing acts, local building codes and Federal and State laws

relevanttotheentityd O 1 PAOAOEI 18 &AE]I OOA O1 AT i DBl U xEOE
P

EO OOEZEAEAT O &£ O AATEAT AT ATT O OAOI AAOGET
license, certificate of occupancy or business permit fulfills this standard. If applicablewa
does not require a sleep service entity to have a healthcare license, certificate of occupancy
or business permit, written attestation of such by the Medical Director is required.

The accredited sleep service entity must maintain a professional officeitly a physical,
stationary address recognized by the United States Post Office.

A-2 z Medical Code of Ethics (MANDATORY)

AASM accredited sleep service entities are required to follow theode of Medical Ethiasf
the American Medical Association which th&ASM adopted as official policy in 1998. The
sleep service entity must have on hand th€ode of Medical Ethiasf the American Medical
Association Council on Ethical and Judicial Affairs Current Opinions.

B. Personnel

Standards B-1 through B -4 relate to the appointment, responsibilities and continuing
medical education of a physician medical director.

Standard

B-1 z Medical Director ( MANDATORY)

AASM accredited sleep service entities must designate a single medical director who is a
physicianwithavAl EA OOAOA [ AAEAAI 1 EAAT OAs ' Al pU
license must be submitted with the application.

B-2 z Medical Director Qualifications (  MANDATORY)
The designated medical director must be a sleep specialist. This requirement efided by
at least one of the following:
1. A physician who is boardcertified in sleep medicine by the American Board of Sleep
Medicine or an individual certified in sleep medicine by either a member board of
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the American Board of Medical Specialties or a mer board of the American
Osteopathic Association.

2. A physician who has been accepted by an ABMS or AOA approved board to sit for
the examination in sleep medicine. To retain the accreditation, the examination in
sleep medicine must be passed within 2 emination cycles.

To meet this requirement, the individual must provide, in the application packet, a
letter of acceptance to sit for the examination by the ABMS or AOA approved board.
Upon completion of the examination, the individual must provide a copgf the

official notification from the ABMS or AOA board indicating final status.

3. A physician who has completed a 12 month ACGME accredited fellowship in sleep
medicine and is awaiting the first available opportunity to apply to an ABMS board
to sit for the sleep medicine examination. To retain accreditation, the ABMS
examination in sleep medicine must be passed within 2 examination cycles.

B-3 z Medical Director Responsibilities (  MANDATORY)
The medical director:
a. is responsible for the ongoing oversighof testing, including ongoing oversight of
the testing protocols, the quality of testing and the proper operation and calibration
of the equipment;
b. is responsible for the qualifications of all medical and technical personnel; and
c. isresponsible for the qiarterly review, report, and modification as necessary of the
Ol AAp OAOOEAA A1 OEOEAOG NOAI EOU AOOOOAT AA

B-4 z Medical Director Continuing Medical Education (  MANDATORY)

The medical director must participate in at least 10 credits per year averagealer three
years of AMA PRA Category 1 CME credit in sleep medicine. Compliance with CME
requirements must be documented.

B-5 z Interpreting Physician(s) (  MANDATORY)
The interpreting physician(s) must have a valid state license in all states for whichéh
physician provides interpretation of studies and diagnoses of patients.

B-6 z Interpreting Physician(s) Qualifications ( MANDATORY)
The physician(s) responsible for interpretation of OCST data and diagnoses of patients
must be a sleep specialist. Thigquirement is defined by at least one of the following:

1. A physician who is boardcertified in sleep medicine by the American Board of Sleep
Medicine or an individual certified in sleep medicine by either a member board of
the American Board of Medical Sgrialties or a member board of the American
Osteopathic Association.

2. A physician who has been accepted by an ABMS or AOA approved board to sit for
the examination in sleep medicine. To retain the accreditation, the examination in
sleep medicine must be pssed within 2 examination cycles.

To meet this requirement, the individual must provide, in the application packet, a
letter of acceptance to sit for the examination by the ABMS or AOA approved board.
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Upon completion of the examination, the individual mast provide a copy of the
official notification from the ABMS or AOA board indicating final status.

3. A physicianwho has completed a 12 month ACGME accredited fellowship in sleep
medicine and is awaiting the first available opportunity to apply to an ABM board
to sit for the sleep medicine examination. To retain accreditation, the ABMS
examination in sleep medicine must be passed within 2 examination cycles.

B-7 z Interpreting Physician(s) Medical Education ( MANDATORY)

All interpreting physicians must participate in at least 10 credits per year averaged over
three years ofAMA PRA Category 1 Crethtin sleep medicine. Compliance with CME
requirements must be documented.

B-8 z Technical Personnel

AASM accredited sleep service entities must maintain apppriately trained, supervised,
and, where required by state and federal law, licensed technical personnel to perform the
sensor application and/or patient education. Technical staffing must be adequate to

address the workload of the sleep serviceentithT A AOOOOA OEA DPAOEAT 080
understanding of the test.

B-9 z Scoring Personnel

Appropriate scoring technical personnel include sleep technicians, sleep technicians with
the CPSGT certification or other board approved certifications, sleep techngists,
respiratory therapists with the sleep disorders specialist (SDS) certification, or
electroneurodiagnostic technicians with additional sleep certification.

B-10 z Technical Personnel Continuing Education

4EA Ol AAp OAOOEAA AderSoirelEiigddnch Paktibiaie th Ardavera@eA T OET C
of 10 hours per year ofAMA PRA Category 1 Cretitor CEC sleepelated educational

activities over a three year period. This must be documented for each technical personnel

member. Education sessions conduetl by the service entities are acceptable for fulfilling

this standard provided the session has defined educational objective(s) and attendance is

AT AOI AT OAA AU A O1 OOAO OECT AA Au OEA O1 AAp OA

B-11 7 OCST Technical Personrel Training
Either the medical director, board certified sleep physician, or a sleep technologist must
provide education to the technical personnel on the proper use of OCST devices including:
a. application of sensors;
b. instruction of patients in the use of @ST devices;
c. troubleshooting of OCST problems; and
d. scoring of data.

B-12 7 OCST Orcall Coverage (MANDATORY)

Sleep service entities must provide nighttime (orcall) coverage by the medical director or
a licensed physician board certified in sleep mediciner appropriately trained technical
personnel addressed in standard BB to address problems encountered in OCST.
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C. Patient Policies
Standard

C-1 z Patient Acceptance
4EA Ol AAp OAOOEAA AT OEOEAOG6 o011 EAU Al ke 0Ol AAA
policies. Written policies for patient acceptance must include:
a) age limitations;
b) a mechanism for acceptance;
c) criteria for exclusion; and
d) information required from a referring health-care provider prior to all out of center
sleep tests that adhere to theriteria of high pretest probability for OSA with limited
co-morbidities as described in the current versions of AASM practice parameters,
AASM clinical guidelines and AASM best practice guidelines pertaining to the
diagnosis of obstructive sleep apnea syrome in adults (see Appendix A).

C-2 z Practice Parameter Requirements

The clinical evaluation of patients accepted for sleep testing conducted in the sleep service
entity and OCST must comply with the current versions of AASM practice parameters,
AASMclinical guidelines and AASM best practice guidelines pertaining to the diagnosis of
obstructive sleep apnea syndrome in adults. Evidence of compliance with this standard
must be included in the medical record.

D. Facility and Equipment
Standard

D-1 z Phone Access
The program must have 24 hour telephone access to the personnel defined in standard B
10.

D-2 z Stationery

AASM accredited sleep service entity must have stationery identifying the sleep service

entity and, at a minimum, include the sleegervice entity address and phone number. For
hospital-based sleep service entities this standard will be met provided the sleep service

AT OEOU EO 11T AAOGAA ET OEA AOEI AET ¢ AAOOUET ¢ OE
stationery.

D-3 7 OCST Equipmert

The OCST equipment must meet the minimum definitions described in at least one of the

CPT codes 95800, 95801 or 95806, or one of the HCPCS codes G0398, G0399 or G0400.

95800 Sleep study, unattended, simultaneous recording; heart rate, oxygen saturation,
respiratory analysis (eg, by airflow or peripheral arterial tone), and sleep time
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95801 Sleep study, unattended, simultaneous recording; minimum of heart rate, oxygen
saturation, and respiratory analysis (eg, by airflow or peripheral arterial tone)

95806 Sleep study, unattended, simultaneous recording of, heart rate, oxygen saturation,
respiratory airflow, and respiratory effort (eg, thoracoabdominal movement)

G0398 Home sleep study test (HST) with type Il portable monitor, unattended; minimum of
7 chamels: EEG, EOG, EMG, ECG/heart rate, airflow, respiratory effort and oxygen
saturation

G0399 Home sleep test (HST) with type Il portable monitor, unattended; minimum of 4
channels: 2 respiratory movement/airflow, 1 ECG/heart rate and 1 oxygen saturation

G0400 Home sleep test (HST) with type IV portable monitor; minimum of 3 channels

Equipment used must have the capability to meet all OCST accreditation standards outlined
in Sections F and J.

E. Policies and Procedures

The sleep service entity must maintain written protocols, in paper or electronic
form, for all testing procedures conducted by the entity. There are additional
standards in sections | and J that are required to be included in the Policy and
Procedures Manual.

Standard

E-1 z Policy and Procedures Manual

AASM accredited sleep service entities must maintain a Policy and Procedures Manual that
is easily accessible, in paper form or digital form, to all professional and technical staff. The
manual must contain all policies, procedures angrotocols specific to the sleep service
entity, and the current versions of AASM practice parameters, AASM clinical guidelines and
AASM best practice guidelines pertaining to the diagnosis of obstructive sleep apnea
syndrome in adults.

E-2 z Protocols
The sleep service entity must maintain written, paper or electronic format protocols for
OCST for obstructive sleep apnea.

E-3 z Equipment Maintenance

The entity must have a written protocol for cleaning and inspecting equipment after each
usethatis¢ T OEOOAT O xEOE OEA 1 AT OEZAAOOOAOOSE OAATII
policy regulations and institutional standards.

E-4 z Equipment Maintenance Continued
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A written plan for yearly monitoring of all patient-related equipment for electrical and
mechanical safety is required. The written plan must include specific instructions regarding
documentation of compliance, including an equipment maintenance log. The plan must
address: visual inspection of equipment for apparent defects; adhering to manufactirO 8 O
recommendations for monitoring and maintenance of recording equipment.

F. Data Acquisition, Scoring and Reporting
Standard

F-1 7 OCST Reports
OCST reports must include at minimum:
a) an RDI (an estimate of the apnea and hypopneas per unit time);
b) evaluation of oxygen saturation during recording period;
c) recording duration of test; and
d) technical adequacy of test.

F-2 7 OCST Recording Equipment

Equipment must provide an RDI based on measures that approximates an AHI based on full
polysomnography. Egipment must also measure oxygen saturation and heart rate and
meet the criteria for the codes designated in standard-3. Equipment must allow for the
display of raw data for manual scoring or editing.

F-3 2 RDI Scoring Equivalency

Sleep service entitis performing OCST must use equipment that provides a measure of
respiratory events per unit time (RDI). The Medical Director must determine that the
device provides a measure that is equivalent to an apndg/popnea index (AHI) based on
full polysomnography.

F-4 z Computer -assisted Scoring
If used, computerassisted scoring of OCST recordings must be reviewed and edited for
accuracy by a board certified sleep physician.

F-5 z Review of Raw Data

The board certified sleep physician interpreting an OCST mticonduct an epoch by epoch
review of the entire raw data recording for every study interpreted. The review of the data
must assure that the quality of the recording and the scoring of sleep and associated events
is sufficient to allow for interpretation. Signed attestation of this review must be kept in

the patient record in the form of a signature or on the report of the test.
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G. Patient Evaluation and Care
Standard

G-1 z Patient Management (MANDATORY)

A follow-up in-person visit with a physician, nurse practitioner or physician assistant must
be performed on all patients undergoing OCST to discuss the results of the test and
treatment options. Appropriate follow-up for patients who require continued management
must be available from the slep service entity or by referral.

Options for treatment of OSA found on OCST may include:
a) Referral to an accredited AASM sleep center for a PAP titration or sptitght study;
b) APAP home trial; and
c) Determination of an alternate to PAP therapy

If continued management is not provided by the sleep service entity, it must demonstrate,

in writing, an existing relationship with an accessible AASM accredited sleep center that
can provide this care. The sleep service entity mudemonstrate that either the treating
physician, nurse practitioner, physician assistant or the AASM accredited sleep center have
reviewed the sleep study results with the patient. The entity must supply the referring
physician with contact information regarding the local AASM accreditedenter(s) in their
network.

G-2 z Post-test Follow -up and Management
Technical failures due to equipment malfunction must be documented (See Standaril)J
and the study repeated.

In-center polysomnography must be recommended in cases where OCST failegtablish
the diagnosis of OSA in patients with a high preest probability. If in-center testing is not
provided by the sleep service entity, the entity must provide written documentation of a
relationship with an AASM accredited sleep center.

G-3 - Documenting Patient Evaluation and Management

4EA O1I AAp OAOOGEAA A1 OEOUB8O 1 AAEAAT OOAEZE 1 0600
management of patients with sleep disorders. The documentation must be part of the

DAOGEAT 060 1 AAEAAT OAAT OAS8

G-4 z PAP Titration or Th erapy During OCST (MANDATORY)

PAP titration or therapy initiated or performed by the OCST entity must be conducted in
accordance with the standards described in the current AASM practice parameters
pertinent to autotitrating continuous positive airway pressure.

G-5 z Follow -up After PAP Titration or Therapy During OCST (MANDATORY)

Patients being treated with fixedCPAP on the basis oAPAP titration or being treated with
APAP must have clinical follow up within 30 days of initiation of PAP to determine
treatment effectiveness and safety. This is especially important during this period oAP
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use.A reevaluation must be scheduled and, if necessary, a standard attended PAP titration
must be performed if symptoms are not resolved or if the APAP treatment otherse
appears to lack effectiveness.

) £/ OEA DPAOEAT O AT AOTI 60 AAAADPO 10 AAEAOA O OE
an evaluation with a sleep specialist or at an accredited AASM sleep center for further
management.

Appropriate follow-up for patients who require continued management must be available
within the sleep service entity or by referral. If continued management is not provided by
the sleep service entity, they must demonstrate, by written documentatiomn existing
relationship with an AASM accredited sleep center that can provide this care.
Documentation of referral must be maintained in the patient record.

G-6 Z PAP Assessment of Patients by OCST Entities Prescribing PAP (MANDATORY)
Patients prescribed positive airway pressurdreatment by the sleep service entity medical
staff must be offered a followup positive airway pressure assessment within 12 weeks of
treatment initiation. Positive airway pressure assessment must minimally include a
measurement of treatment use and clirdal response to the therapy such as:

a. direct patient inquiry;

b. office encounter with sleep service entity technical or medical staff;

c. office encounter with the referring physician;

d. questionnaires;

e. telephone inquiry to the referring physician or the patient;or

f. an informatic system capable of obtaining positive airway pressure use and a metric

of clinical response.

4EA PAOEAT 060 I AAEAAT OAAT OA 1 00O AT 1T OAET ATA
above or written evidence of followup attempts to obtain the positive airway pressure
treatment assessment.

H. Patient Records
Standard

H-1 z Medical Records
AASM accredited sleep service entities must maintain appropriate medical charts for each
patient evaluated by the sleep service entity.

Medical charts d patients seen by sleep service entity medical staff must document all
patient interactions with the sleep service entity, including testing, diagnosis, and any
initial evaluation, treatment, PAP assessment and followp.

Prior to testing, all patient medical records must contain documentatiorconsistent with
Standard G1. Written indication that a sleep service entity physician has reviewed and
approved the proposed evaluation must be noted in the record.
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H-2 z Documentation

The sleep service entity mst maintain a cumulative document or database of the final
diagnosis, using the most current ICE® codes, and procedures performed for each patient
evaluated using the most current CPT codes. For sleep service entities affiliated with AASM
accredited sleg centers, a single document or database tracking both OCST anat@mter
patients is sufficient.

I. Emergency Procedures
Standard

I-1 z Emergency Plan
The accredited sleep service entity must instruct the patient to call emergency services 911
in the event of an emergency.

J. Quality Assurance

Standard
J1 z Quality Assurance Program
The sleep service entity must have a quality assurance program that ensures appropriate
patient evaluation and management. Specific measures must be determined by the Kadl
Director. The program must include at a minimum the following measures:

1. Study failure rate;

2. Number of retests required including the reason for retesting;

3. Written criteria for assessing adequacy of data for clinical decision making; and

4. CPAP compliace for treated patients at 12 week followup (see standard &).

J2 7 Quality Assurance Reporting

111 NOAI EOU AOOOOAT AA 1 AOOEAO 1 600 AA OADPI OOA
medical director a minimum of once each quarter. The medical dicéor must sign and date

the report. Quality assurance reports must be retained for the duration of the accreditation

cycle.

J3 z Quality Improvement

The sleep service entity must establish thresholds for quality assurance metrics and a
written policy for remedial action when minimal standards are not met. Remedial actions
may include technologist training; changes to set up or take down protocols; equipment
modification, replacement or failure; determination of cause of failure; or changes to
patient follow-up procedures.
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American Academy of Dental Sleep Medicine Facility Accreditation and
Dental Sleep Medicine Certification

The American Academy of Dental Sleep Medicine (AADSM) is the premier professional
organization in dental sleep medicine. Sincetd founding in 1991, the AADSM has
established and maintained appropriate treatment protocols for the use of oral appliance
therapy and upperairway surgery to treat sleeprelated breathing disorders. Patients with
mild to moderate OSA who do not respontb, are not compliant with, or who fail treatment
attempts with CPAP are ideal candidates for Oral Appliance Therapy (OAT) provided by a
licensed dentist. Oral Appliance Therapy involves the selection, fitting, and use aftsstom
fabricated oral appliance worn during sleep that maintains an opened, unobstructed
airway in the throat. With over 2000 members, the AADSM is committed to safeguarding
patient care and developing the role of dental sleep medicine professionals within the sleep
medicine team. Thechart below demonstrates the significant growth in membership since
2002. At the conclusion of the 2010 membership year, the AADSM retained aster of
2017 member dentists, and has continued its strong growth of 552.8% since contracting
management servces with the AASM in 2002.

Figure A.3z AADSM Membership Growth 2002010.

AADSM Membership Growth
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Delivery of Oral Appliance Therapy

In January 2011, the Durable Medical Equipment Medicare Administrative Contractors

(DME MACSs) published new local coverage determinations (L&Daddressing the delivery

of oral appliance therapy’ The LCDs emphasized the role of the dentist the delivery of

oral appliance therapy by clarifying that coverage for oral appliance therapy for the
OOAAOGI AT O T £ 131 x10I A sprdvided arid Gifed fAriy Higens@dOEA A A
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’ National Government Services, Inc. Local Coverage Determination (LCD) for Oral Appliances for Obstructive
SLEEP Apnea (L28601). Revised 01/03/2011. Available dittps://www.cms.gov/medicare -coverage
database/. Accessed April 20, 2011.
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specialist and/or staff physicians at accredited sleep centers in the interpretation of the
required sleep test used to diagnos®©SA. The AADSM and AAXdnsider the publication

of the new LCDs as a step forward in encouraging a partnership between the sleep
specialist and the dentists specializing in dental sleep medicine.

Dental Sleep Medicine Facility Accreditation

In June 2a0, the AADSM Board of Directors approvednoving forward with the
development of an accreditation program for dental sleep medicine facilities which would
set standards for the practice of dental sleep medicine. The Board appointed a task force
charged with developing standards for dental sleep medicine facility accreditation. These
standards were developed to promote excellence in the knowledge, experience and ability
of dental sleep medicine facilities to manage ongoing care for patients with sleeelated
breathing disorders. With the standards in place, a second task force developed the
policies and business plan for the program. On March 1, 2011 the AADSM introduckd
Dental Sleep Medicine (DSM) Facility Accreditationprogram and began accepting
applications for accreditation. DSM Facility Accreditation is a voluntary process created to
evaluate and recognize competency and delivery of optimal care to dental sleep medicine
patients.  Facilities that achieve accreditation illustrate to their patierg, medical
professionals and reimbursement decisiormakers that they meet the high standards
required to provide quality patient care. Additionally, standardization of the treatment for
obstructive sleep apnea with oral appliances through the accreditatio program will be an
important step in the legitimization of the field. The proposed integrated delivery model
requires a partnership with a dentist specializing in dental sleep medicine. This individual
will be required to be the dental director of an ADSM accredited dental sleep medicine
facility by 2014.

Dental Sleep Medicine Certification

Under the management of the AADSM, the American Board of Dental Sleep Medicine
(ABDSM) is a selflesignated independent certifying board for licensed dentists whareat
sleeprelated breathing disorders. The purpose of the ABDSM is to help set standards for
the scope of dental sleep medicine and to assure professional dental and medical
colleagues, patients, and the public of an acceptable level of education, trag and
experience by those who become Diplomates of the ABDSM by examination. To date, there
are 160 Diplomates of the ABDSM. Prior to the establishment of the ABDSM in 2084q
beginning in 1991, the certification exam was administered by the AADSM The 103
Diplomates who were certified between 1991 and 2004 weregrandfathered into the
ABDSM in 2004.Since the transition of the exam to the ABDSM, an additional 57 dentists
have become Diplomates of the ABDSM.he proposed integrated delivery model equires

a partnership with a dentist specializing in dental sleep medicine. This individual will be
required to be certified by the ABDSM by 2014.
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Figure A.4z Growth of Diplomates1998-2010.
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The Standards for Accreditation of DSM Facilitiegquire dental directors to be either
currently certified by the ABDSM or certified within five exam cycles at the time their
application for accreditation is submitted. As a result, the number of Diplomates is
expected to grow increasingly as DSM facilitiepursue accreditation status through the
AADSM.
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AADSM Dental Sleep Medicine Facility Accreditation Standards
General Standards
Standard

A-1 z Address (MANDATORY)

American Academy of Dental Sleep Medicine (AADSM) accredited dental sleep medicine
(DSM) facilities must have a permanent, physical address recognized by the United States
Postal Service. The DSM facility address may include a P.O. Box for mailing purposes only.

A-2 z Facility License (MANDATORY)

AADSM accredited DSM facilities must maintaen valid license, certificate of occupancy,

and/or permit, when required by applicable law and regulation, to provide health care

services and/or durable medical equipment (DME). It is the responsibility of the DSM

facility to maintain compliance with all licensing acts, local building codes and any other

1 AxO OAlI AGAT O 01 OEA ZAAEI EOUBO T PAOAOGETT 8
Failure to comply with the stipulations in this paragraph is sufficient for denial and/or
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occupancy or business permit fulfills this standard. Where additional licenses or permits

are required for providers of DME, evidence of such is required to fulfill this standard. If
applicable law does not require a dental sleep medite facility to have a healthcare license,
certificate of occupancy or business permit, or DME license or permit, written attestation of
such by the dental director of the facility is required.

A-3 7 ADA Code of Ethics (MANDATORY)

AADSM accredited sleep nthcine facilities are required to follow the American Dental
Association Principles of Ethics and Code of Professional Condittee DSM facility must
either have a hard copy on hand or have the ability to access easily an updated copy of the
American Denal Association Principles of Ethics and Code of Professional Conduct
electronically.

B. Personnel

Standards B-1 through B -4 relate to the appointment, responsibilities and continuing
education of a dental director.

Standard

B-1 z Dental Director (MANDATOR Y)

a) AADSM accredited DSM facilities must designate a single professional dentist as
dental director. The dental director must have a license valid in the state of the
facility and in all states in which patients are seen.

b) An individual can serve as derdl director of up to three (3) DSM facilities, including
satellite locations, regardless of their accreditation status.
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B-2 z Dental Director Qualifications (MANDATORY)
The dental director must be either

1. A qualified dentist who is a Diplomate of the Amecan Board of Dental Sleep

Medicine (ABDSM)

OR

2. A qualified dentist who:

a. has completed a required 30 credits of continuing education within the past
three years. A minimum of 20 credits must be in dental sleep medicine. The
additional credits must be sle@ medicine related, and

b. has delivered a minimum of twelve appliances within the previous 12 months.

c. To retain the accreditation, the dental director must pass the ABDSM
examination in dental sleep medicine:

1. within 5 examination cycles, or

2. after Januaryl, 2016, the examination in dental sleep medicine must be
passed within 2 examination cycles.

The dental director must provide a copy of the official notification from the
ABDSM attesting to successful completion of all requirements including but not
limited to the board examination.

B-3 z Dental Director Responsibilities (MANDATORY)
The dental director:

a. is responsible for the direct or indirect and ongoing oversight of patient evaluation,
treatment, and follow-up care;

b. is responsible for proper handing, storage, maintenance, and ongoing assessment of
oral appliances;

c. is responsible for the qualifications of all dentists and auxiliary personnel,

d. must provide direct and ongoing oversight of the evaluation and testing protocols,
as permitted under locallaws and regulations;

e. Il 00O OAOGEAxh OADPI OOh AT A ITAEEU AO 1T AAAOGOA
program on a quarterly basis; and

f. must be present in the dental sleep medicine facility on a regular basis and not less
than 40 hours each month.

B-4 z Dental Director Continuing Education (MANDATORY)

The dental director must participate in at least 10 credits per year averaged over three
years of continuing education. A minimum of 5 credits per year must be ADA CERP
recognized or AGD PACE approved credit dental sleep medicine. The additional five
credits may be sleep medicine related AMA PRA Category 1 CME. Compliance with CME
requirements is required for all dental directors, regardless of whether they are certified

by the ABDSM. Compliance with thistandard must be documented.

Standards B-5 through B -7 address requirements for DSM clinical auxiliaries, which
may include dental assistants, dental hygienists, nurses, and other auxiliary
personnel as allowed under state law. Each must be licensed whe re required by
state law. These standards do not differentiate between the various job descriptions
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or titles that dental sleep medicine facilities may use for the employment of various
clinical auxiliaries. CPR certification is required for  all clinical staff members,
regardless of their duties or titles. These requirements are in addition to any state
or local requirements.

B-5 z Dental Sleep Medicine Clinical Auxiliaries

Clinical auxiliary staffing at dental sleep medicine facilities must be adequato address the
workload of the dental sleep medicine facility and assure the safety of patients. If the
dental sleep medicine facility employs clinical auxiliary staff, they must be appropriately
trained, supervised, and, where required by state law,densed.

B-6 z Dental Sleep Medicine Clinical Auxiliaries Continuing Education

4EA AAT OA1 O1 AAp 1 AAEAET A EAAEI EOUGO Al ET EAAI
average of 5 hours per year of ADA CERP recognized credit, AGD PACE approved credit, or

sleeprelated in-service educational activities over a three year period. Education sessions
conducted at the facility are acceptable for fulfilling this standard provided the session has
defined educational objective(s) and attendance is documented byraster signed by the
AAT OAT O1 AAp 1T AAEAET A EAAEI EOQUBO AAT OAI
must be maintained for each clinical auxiliary staff member.

B-7 z Dental Sleep Medicine Clinical Auxiliaries Additional Certification

Each dentd sleep medicine clinical auxiliary must have valid American Heart Association
or American Red Cross certification in cardiopulmonary resuscitation. For the purpose of
AADSM Accreditation requirements, the level of CPR training must be suitable for
healthcare professionals. Valid certification in cardiopulmonary resuscitation includes
skills training.

Standard B-8 relates to the training of all staff that performs coding and billing of
services.

Standard

B-8 z Coding and Billing Personnel Training

A minimum of 5 hours of initial training must be provided for new staff responsible for
coding and billing of services provided by the DSM facility. Some suggested areas of
training include:

Coding requirements related to the services provided.

Claim developnent and submission processes.

Documentation of services rendered.

Billing standards and procedures, including review of rejected claims.
Reason(s) for claim rejection.

Legal sanctions for submitting deliberately false or reckless billings.

~PQooTw

Documentaion of training must be maintained for each coding and billing staff member.
Training materials, attendance sheets and course outlines must be maintained for training
offered at the facility. Certificates or letters of completion should be maintained for
courses attended outside the DSM facility.
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C. Patient Acceptance and Records Policies
Standard

C-1 z Patient Acceptance
4EA $3- AZEAAEI EOUGO 011 EAU AT A 001 AARAOGOAO - Al
Written policies for patient acceptance musinclude:

a. a mechanism for acceptance,;

b. criteria for exclusion; and

c. information required from a physician prior to treatment.
The AADSM recognizes that concern for patient safety, clinical judgment, or other
appropriate reasons may limit a dental sleep medine facility from accepting all patients.

C-2 z Patient Records Maintenance

The DSM facility must maintain accurate, pertinent, accessible, confidential and secure
patient records for all patients evaluated and/or treated there. Records must be
maintained in written or electronic format, in accordance with privacy and security
standards of the Health Insurance Portability and Accountability Act (HIPAA) and other
applicable state standards. These records must provide documentation of all patient
interactions including initial evaluation, diagnosis, treatment, testing, followup and
miscellaneous encounters including phone calls and letters related to treatment.

C-3 z Patient Records: Documentation from the Referring Physician
The DSM facility must recaie an order from the referring physician documenting medical
necessity of the oral appliance. The order must be maintained in the patient record.

Prior to initiating treatment, all patient medical charts must include: physician
prescription, prior overnight sleep study results, patient questionnaires, patient history,
clinical examination, and documentation of informed consent.

C-4 z Oral Appliance Therapy
Patients receiving an oral appliance for treatment of sleepelated breathing disorders
must receive all of the following, and each must be documented in the medical record:

1. Review of sleeprelated breathing disorders and potential consequences if left
untreated.

Review of treatment alternatives for sleeprelated breathing disorders.

Benefit of treatment recommendations.

Potential risks and complications related to treatment recommendations.

Oral appliance care and use instructions.

Follow-up care per the AASM Practice Parameters and AADSM Practice Protocols.

o0k wWN

C-5 z Combination Oral Appliance z Positive Airway Pressure

Patients prescribed positive airway pressure (PAP) treatment in combination with oral

appliance therapy must be managed in coordination with a treating physician. The
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management of the PAP component as well as appropriate documentation of the oral
appliance therapy.

D. Facility
Standard

D-1 z Use of Space

Accreditation is granted to a single DSM facility, generally defined by a physical space used
for conducting services related to dental sleep medicine. All of the elements required to
provide evaluation, treatment, and followup care related to dental sleep medicine are
contained within the defined space. Up to 2 additional satellite clinical locations are
permitted under the primary accreditation application as long as the Dental Director
remains the same, and all criteria listed under B are also met. The administrative

office(s) of the DSM facility may be separate from the clinical site. In such circstances,

the administrative office(s) must also meet the AADSMtandards for Accreditationas they
function as a part of the broader DSM program.

D-2 z Dental Sleep Medicine Facility Availability
The DSM facility must:

a. Maintain a publicly listed telephore number. Exclusive use of a pager, mobile

phone, or answering machine will not serve to meet this standard.

b. Maintain posted hours of operation.
If the DSM facility chooses to distribute patient education materials and advertising, this
information must display the facility contact information including address and phone
number.

D-3 z Treatment and Consultation Rooms z Physical Characteristics

All treatment rooms must be hygienic. They must be suitably equipped to provide good
light and oral access foa thorough intraoral and extraoral evaluation. Patient
consultations must be provided in a private environment.

D-4 - Satellite Clinical Locations
DSM satellite clinical facilities may cumulatively provide no more than 20% of the total
monthly available DSM patient care hours (for primary and satellite facilities combined)
and must operate under the same federal tax ID number as the main dental sleep medicine
facility. The Dental Director must be physically present within each DSM satellite clinical
facility during dental sleep medicine patient care hours for a minimum of 25% of each
OAOAT 1 EOA EAAEI EOUSO AOAEI AAT A PAOGEAT O AAOA
all other accreditation requirements.
E. Oral Appliances
Standard

E-1 7 Appropriate Oral Appliances (MANDATORY)
The DSM facility must provide appropriate, FDA approved, quality oral appliances
(orthotics) to patients. Appliances are utilized to reposition the tongue, mandible and/or
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other pharyngeal tissues in an efforttocredk AT A | AET OAET A DPAOEAT 080
For this accreditation, such appliances may include any of the devices listed below:

a. Tongueretaining devicesz devices used to treat sleeisordered breathing using a
vacuum bulb or other mechanism to maitain the tongue in a more anterior
position.

b. Mandibular advancement deviceg oral appliances used to treat sleeqlisordered
breathing that reposition the mandible in a forward position.

E-2 z Materials for Oral Appliances
The DSM facility must have the\ailable manufacturer features, warranties and
instructions for the oral appliance(s) that it provides.

F. Policies and Procedures
Standard

F-1 z Policy and Procedures Manual

The DSM facility must implement and maintain a policy and procedures manualahis
easily accessible to all applicable staff members, in written or electronic format. The
manual must:

1. Contain all policies, procedures and protocols specific to the DSM facility.

2. Include names and job descriptions for all DSM facility personnel.

3. Delineate education, training, responsibilities, certifications and licensures.

4. Document continuing education requirements related to the specialized equipment
it provides to patients.

5. Include evidence of annual review of the manual, with periodic updas by the
dental director as warranted.

6. Support compliance with all State and Federal regulations, as it pertains to the
business, including but not limited to, Stark Laws and the Health Insurance
Portability and Accountability Act (HIPAA) and all Medicae requirements.

Policies should indicate that the DSM facility follows all current AASM Practice Parameters
and Clinical Guidelines and all current AADSM Practice Protocols.

F-2 z Protocols: Treatment with and Titration of Oral Appliances

The dental sleepmedicine facility must maintain written, paper or electronic format
protocols for treatment of sleep related breathing disorders with oral appliance therapy
and protocols for oral appliance titration.

F-3 z Fraud, Waste and Abuse Policies (MANDATORY)

The DSM facility must implement policies to prevent and control fraud, waste and abuse by

OOET ¢ OOAT AAOAO T &£ AT 1 AOGAO xEEAE Al OOOA OEA 1
Federal, State, local laws and regulations. These standards must be availabledarew in

either written or electronic format.
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F-4 z HCPCS/ICDB9 Codes Update
The dental sleep medicine facility must have guidelines in place to ensure that the most
current HCPCS/ICER codes are utilized in billing the services provided.

G. Oral Appliance Safety Procedures
Standard

G-1 z Oral Appliance Safety Program

The DSM facility must have a policy, in written or electronic format, which promotes the
safe use of oral appliances and minimizes safety risks, infections and hazards both for its
staff dispensing appliances and for its patients receiving the oral appliance for use.

G-2 z Adverse Event Investigation

The DSM facility must investigate adverse events that result in acute injuries, accidents or
hospitalization in which the dental sleep medicim facility may have contributed to the
event.

a. The number of adverse events, event outcomes and resolutions must be
maintained in a written log or electronic database.
b. The investigation must be initiated as soon as possible and within two

business daysafter the dental sleep medicine facility becomes aware of any
adverse event.

C. The investigation must include documentation of all necessary
information, pertinent conclusions, and whether changes in the system(s)
or processes are needed.

d. The dental sleepmedicine facility must provide subsequent written follow-
up to the adverse event to prevent future occurrences.

G-3 z Oral Appliance Failure, Repair and Maintenance Plan

The DSM facility must have, in written or electronic format, a policy for identifying
monitoring and reporting (where indicated) failure, repair and preventive maintenance of
oral appliances provided to the patient.

H. Consumer Services
Standard

H-1 z Oversight (MANDATORY)
A qualified dentist member of the DSM facility staff must provide faceto-face meeting
prior to the fitting of an appliance.

A qualified dentist member of the DSM facility staff must physically be present in the DSM
facility at all times while patients are being seen.

This standard can be met by either the dental dirgor or additional qualified dentist staff.
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H-2 z Patient Rights

Patient rights must be protected during all interactions with the DSM facility. The patient
has the right to considerate and respectful service without regard to race, creed, national
origin, sex, age, disability, diagnosis, or religious affiliation. DSM facility staff must provide
patients and prospective patients with sufficient information to base a decision regarding
facility selection.

H-3 z Plan of Care/Informed Consent

The DSM fadity must provide the patient with a written plan of care following the initial
evaluation and prior to fabricating an oral appliance for treatment of sleep related
breathing disorders. The patient must also give informed consent before initiating oral
appliance therapy.

H-4 z Receipt of Oral Appliances
The DSM facility must:

a. Provide information to the patient regarding expected delivery time for receipt of
the prescribed oral appliance.
b. Document that the appliance was personally checked by the treatirgntist for
structural integrity.
c. Provide a written warranty for the appliance that delineates what support is
included in the appliance fee and what services are likely to be needed at additional
cost.
d 6 AOCEAU AT A AT AOI AT O ET1 0Ogd OADEEDOGDODAEAGEAO
e. Provide daytime and afterhours contact information to each patient at the time of
delivery of the prescribed appliance.

H-5 z Verification of Training
The DSM facility must, as applicable:

a. Provide, or coordinate the provison of, appropriate information related to the set
up, features, routine use, troubleshooting and maintenance of the appliance
provided to the patient.

b. Supply to the patient and/or caregiver(s) clear, written or pictorial, oral or
electronic instructions related to the use, maintenance, infection control practices
for, and potential hazards of, the oral appliance as appropriate.

H-6z Patient Complaints

a TEOEET ~EEOA AAI AT AAO AAUO 1T £ OAAAEOGET ¢ A b
must notify the patient that it has received the complaint and has initiated an
investigation of the incident.

b. Within fourteen calendar days, the DSM facility must provide written notification to
the patient of the result of the investigation and maintain such notificatin in the
DAOEAT 660 AEAO0OS8

c. The DSM facility must maintain documentation of all complaints received, findings
from prior and current investigations and complaint resolutions.
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d. Based upon the results of each investigation, there must be evidence that
procedures have been developed to correct the problem identified in order to
prevent future occurrences.

I. Emergency Procedures
Standard

I-1 z Emergency Plan
AADSM accredited DSM facilities must have a written emergency plan accessible in paper
or electronic format that delineates the following:

a. mechanisms and specific details for contacting emergency personnel,

b. the dental sleep medicine facility personnel to be contacted in an emergency;

c. personnel and procedures for responding to after work hours questions and

technical problems encountered by patients; and
d. outline the specific responsibilities of the clinical staff.

At a minimum, emergency policies must include procedures for the following:
a. Medical emergencies.
b. Environmental emergencies such as fire, weathebglligerent patients, and bomb
threats.

I-2 Z Emergency Equipment
The DSM facility must have accessible all appropriate emergency equipment to address all
possible emergencies outlined in their emergency plan.

J. Follow-up

J1 z Follow -up Care
The DSM faility must provide appropriate follow -up services to the patient and/or
caregiver(s) consistent with the type(s) of oral appliance and/or service(s) provided.

J2 z Post Delivery Follow -up

A member of the dental sleep medicine facility staff must pla@phone call, send an email,
or otherwise attempt to directly contact the patient 3 days after delivering a new oral
appliance. The patient is given the opportunity to review instructions, express concerns,
and provide feedback. This contact is docunméed in the patient chart.

J3 z Short-term Follow -up

The DSM facility must offer facedo-face follow-up to patients who are prescribed oral
appliance therapy to ensure compliance, address patient concerns, assess appliance fit, and
check for complicationswithin four weeks of initiating therapy. Additional follow-up visits
must be provided every 112 weeks until the oral appliance home titration phase is
successfully completed, the oral appliance has reached its maximum limit of mandibular
advancement, orthe patient has reached his/her tolerable limit of mandibular

advancement. Documentation of shofterm follow -up is to be documented in the patient
chart.
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J4 z Long-term Compliance with Oral Appliance Therapy

The DSM facility must encourage lonterm follow -up to patients who are prescribed oral
appliance therapy. The facility must maintain a followup protocol which includes a face
to-face patient evaluation at six months after successful titration and at least annually
thereafter.

The annual recal exam must evaluate efficacy, patient compliance, side effects, symptoms
as well as the structural integrity of the oral appliance and the need for possible additional
titration.

Long-term follow -up must be documented in the patient record. Progresstesand
folow-OB OABT 0O0OOh AO xAl1 AO I OEAO PAOOET AT O EIT A&
physician and appropriate healthcare providers on a regular basis.

The DSM facility should document notification of the treating physician whenever itdaff

or dentist(s) become aware that any patient has discontinued oral appliance therapy for a
sleep related breathing disorder.

K. Claims Submission Audit
Standard

K-1 z Patient Records Audit
A minimum of five patient records must be selaudited at leastannually by the DSM
facility. The audit must demonstrate:
a. Accurately coded bills for oral appliances documented in the patient chart.
b. Reasonable and medically necessary oral appliances have been provided to the
patient.

The DSM facility must maintain doesmentation of annual audits for the duration of the
accreditation period.

K-2 z Billing Discrepancies Procedure
The DSM facility must have a procedure for identifying and correcting billing discrepancies.
This procedure must include:

1. Designation of staffmember(s) or billing company responsible for handling coding
and billing.

2. The use of audits and/or other risk evaluation techniques to monitor billing
activities.

3. Procedures to resolve and prevent recurrence of identified billing discrepancies.
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L. Quality Assurance
Standard

L-1 z Quality Assurance Program and Reporting
The Dental Sleep Medicine (DSM) facility must implement a quality assurance program that
measures patient satisfaction, oral appliancadherenceand billing practices.

1. The DSM facility nust track patient satisfaction in relation to access to care, delivery
of appliance, and service. A patient survey must be completed by a minimum of 80%
of the patients treated.

2. The DSM facility must track patient compliance for oral appliance use. The DSM
facility must have a system in place to track patieradherenceand follow up care.

3. The DSM facility must track frequency of billing and coding errors (e.g. number of
insurance claims denied, errors resulting in claims denial).

All three quality assurarce indicators must be reported and reviewed at least once per
guarter. The quality assurance report must be reviewed and signed by the DSM facility
dental director quarterly.

M. Disclosure of Persons Having Ownership, Financial or Control Interest
Standard

M-1 z Disclosure (MANDATORY)

The DSM facility must provide current information to the accrediting body for all
individuals and joint venture companies holding an ownership or controlling interest (5%
or more). The DSM facility must report to the accreditg body any agent relationship and
managing employee interest in the DSM facility, and subcontractor relationships with
another DSM facility.
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Appendix B: Measuring Outcomes
1 Outcomes Used to Monitor the Success of the Integrated Delivery Model
9 Positive Airway Pressure Therapy Follow-up and Outcomes
9 Oral Appliance Therapyz Follow-up and Outcomes
1 Upper Airway Surgeryz Follow-up and Outcomes
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Outcomes Used to Monitor the Success of the Integrated Delivery Model

A recent draft assessment by the Agegdor Healthcare Research and Qualityconcluded
that severe obstructive sleep apnea (OSA) is a predictor of-@khuse mortality with a

hazard ratio of 1.5 to 3.0. Studies of the loatgrm clinical outcomes of therapy have not
conclusively demonstrateddecreased mortality due to methodological constraints, but
observational cohort studies have reportecevidence of an improvement in mortality with
CPAPreatment.? Patients who receive treatmentfromOEA ET OACOAOAA 11T AAI
board certified sleepphysician (BCSPbpr are referred for alternative treatment by BCSP

will be tracked and assessed for outcomes improvement. In addition to tracking a number
of co-morbid conditions and quality of life indicators for all patients diagnosed with OSA
we propose to assess positive airway pressure (PAP) therapy adherenter those
prescribed PAPusing Physician Consortium for Performance Improvement (PCPI)
approved methodology. Subjective alherence to oral appliance therapy (OAT) will be
tracked for patientswho are prescribed OAT.

Positive Airway Pressure Adherence: In 2008 the Physician Consortium for Performance
Improvement (PCPI) approved the Obstructive Sleep Apnea Physician Performance
AAOGOGOAI AT O 3A0 OAAOGECT AA &I O 18yettsahdolérEAE AT
AEACT T OAA xEOE 1 ACOm&duGEn@dsuréin the/PBPI mdasuleAsdtd
assessment of adherence to PAP therapy, will be usleg test locations to calculate their

facility -wide PAP adherence rate.

Body Mass Index, Blood Pressure and Co-Morbid Conditions : Test locations will be
required to track BMI, blood pressure, andelf-reported co-morbid conditions for all

patients diagnosed with OSASandardized languagewill be usedfor patient interviews to
ensure consistent rgporting of co-morbid conditions across the test locations . Severity of
apnea has been associated with systemic hypertension, and there are several studies that
suggest improvement of blood pressure with CPAP therapgy12 Whether these reductions

in blood pressure translate to reduced risk of cardiovascular and cerebrovascular disease
has yet to be demonstrated. Blood pressure is routinely measured during physician office
visits and may provide a ready indicator of treatment efficacythough an absence of @nge
in blood pressure is not an indicator of treatment failure

8 Methods Guide for Effectiveness and Comparative Effectiveness Reviews. AHRQ Publication No. 10(11)
EHCO63EF. Rockville, MD: Agency for Healthcare Research and Quality. March 2011. Chapters available at:
www.effectivehealthcare.ahrg.gov.
9Young T, Finn L, Peppard PE, Szk@oxe M, Austin D, Nieto FJ, et al. Sleep disordered breathing and
mortallty eighteen-year follow-up of the Wisconsin sleep cohort. Sleep. 2008 Aug 1;31(8):10-BL

% strollo P, Metersky M, Bay R, Becker P, Collop N, Davidson T, et al. American Academy of Sleep Medicine
(AASM)/Physician Consortium for Performance Improvement (PCPI)/National Committee for Quality
Assurance: Obstructive SleeppneaPhysician Performance Measurement Set. Availabht: http://www.ama -
assn.org/amal/pub/upload/mm/370/obst -sleep-apnea.pdf Accessed April 20, 2011.
11 Shamsuzzaman AS, Gersh BJ, Somers VK. Obstructive sleep apnea: atipiis for cardiac and vascular
disease. JAMA. 2003 Oct 8;290(14):19084.
12 Barbe F, DurarCantolla J, Capote F, de la Pena M, Chiner E, Masa JF, et attdérom@ffect of continuous
positive airway pressure in hypertensive patients with sleep apnea. A Respir Crit Care Med. 2010 Apr
1;181(7):718-26.
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Subjective measures of sleepiness and sleep quality: A doseresponse relationship
between number of hours of continuous positive airway pressure (CPAP) use and
improvement in subjective measues has been documenteé® A subjective measurement
of sleepiness, the Epworth Sleepiness Scale (ESS) will be measured for all patients
diagnosed with OSA. An Epworth score of 11 or greater signifies excessive daytime
sleepiness. Additional quality of fie measures will be monitored for patients with OSA,
including the 10 item Functional Outcomes of Sleep Quality (FOSKD) and the 12 item
Short Form Health Survey (SA2). The ESS, FOSID and SF12 are validated, welt
documented, and are easily obtainedh the clinic environment. Copies of the articles
outlining the use of these measures are included in this packet following this section.

13 Weaver TE, Maislin G, Dinges DF, Bloxham T, George CF, Greenberg H, et al. Relationship between hours of
CPAP use and achieving normal levels of sleepiness and daily functioning. Sleep. 2007 Jun 1;3Q(6)97
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Positive Airway Pressure Therapy z Follow -up and Outcomes

An assessment, intervention and outcomes tracking mecheasm must be implemented by

all test locations patrticipating in the integrated delivery model accreditation. This
mechanism assumes that the patient has already been tested and diagnosed with OSA by
the test location. Testing for OSA will be performed acading to the requirements of the
center and out of center accreditation standards described in Appendix A.

The following is a flow chart describing the treatment pathway for a patient who is
prescribed PAP therapy. Outcomes for patients prescribed OAT referred for upper
airway surgery will be tracked using mechanisms addressed later in this section.

Figure B.1

1. Patient is
diagnosed with
sleep apnea by

BCSP
{
| . |
1
2. BCSP orders an 2. BCSP orders an
in-center CPAP out of center APAP
titration titration
|
N I T, - I ™,
) p
3. Patle_nt IS 3. Patient is 3. Patient is
prescribed , .
CPAP/BPAP by prescribed CPAP/ prescribed APAP
BCSP BPAP by BCSP by BCSP
R
1
4. Patient 4. Patient 4. Patient
outcomes are outcomes are outcomes are
tracked tracked tracked

The following is a detailed description of the tracking mechanism all test locations will use
for patients that are prescribed PAP therap. The firstthree sections describe the
information that will be collected over the course of the initial encounters with the patient.
This information may be collected at any of the visits with the patient prior to initiation of
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PAP therapy The sedbnsthat follow describe the information collected & subsequent
encountersafter PAP therapy has been initiated.

Initial Encounters - Testing and Diagnosis : All patients diagnosed with OSA (ICD codes
327.23 or 780.53) will be tracked by the test locabn. Patients who are not diagnosed with
OSA will not be tracked in this mechanism.

Figure B2 z This information will be obtained and tracked as the patient receives testing
and a diagnosis.

Pt. ID CPT Code(s) | Date of ICD-9 Dx Code | Date of Dx
of Testing Testing

Initial Encounters - Baseline Measurements of Outcomes: Baseline results of all
outcomes measures will be tracked prior to initiation of PAP therapy including: a baseline
Epworth Sleepiness Scale (ESS) score, baseline Functional Outesof Sleep Quality
(FOS@10) score,and a Short Form (SH-12 Heath Survey score The apneahypopnea
index (AHI) for all patients diagnosed with OSA will be trackedAdditionally, for all

patients started on PAP therapy, the initial PAP pressure will eacked.

Figure B3 z This information will be obtained as baseline measurements of outcomes.

Pt. ID | Baseline Baseline Baseline SF | AHI at initial | Initial PAP
ESS FOSQ®L0 12 testing Pressure

Initial Encounters z Baseline Measurements of BMI, BP and CeMorbidities: Baseline
measurements of cemorbid conditions will be monitored at the patientsdinitial

AT AT O1 OAOOs8 4EA PAOEAT 060 Ai AU |1 AOO EIT AAg |
recorded. Additionally, patients will be asked to selfeport on four co-morbid conditions.

Patients will attest to being diagnosed with diabetes, having had a strokegaving had a

myocardial infarction, and having had hearfailure.

Figure B4 z This information will be obtained as baseline measurements of emorbid
conditions.

Pt. ID Baseline | Baseline BP| Baseline Baseline Baseline Baseline
BMI attestation attestation | attestation of attestation
of diabetes | of stroke myocardial of heart
infarction failure
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Subsequent Encounters (3 months, 6 mon ths, 1 year, 2 years) Following Initiation of
PAP Therapy: All patients prescribed PAP therapy by the BCSRil be seen three months,
six months, one year and two years after initiation of PAP therapy to address questions,
AAOAOI ET A OEA B de&dy dndonitarAntprdveidntof outcomes.
Patients may be seen more often after initial setip for pressure adjustments and to
address questions. For the purposes of this proposal, outcomes will not be measured at
visits outside of the encountersdescribed above.PCPI measure #4, adherence to positive
airway pressure, will be used to track adherence at each subsequent encounter.

Outcomes, including sleepiness, sleep qualiti3P BMI and comorbid conditions will be
measured at each subsequentneounter.

Subsequent Encounters z Monitoring of PCPI Measure #4: Assessment of Adherence
to Positive Airway Pressure: Using the PCPI measure set instructions, the test location
will document measurement of patient adherence to PAP therapy. Adherenceliviie
defined as use for four hours or greater per night. Centers will use PCPI methodology to
calculate an overall percentage of adherence using appropriate exclusion criteria.

Figure B.5z Flow Chartz to be used by test locations to determine if PCPleasure #4 is
met, unmet or if valid exclusion criteria are met.

1. Patient chart documents assessment of adherence to ¢ YES ¢ NO
positive airway pressure (PAP) therapy
2. Patient has a valid patient reason for not having ¢ YES ¢ NO

assessment (e.g., patient failed to brg in data card)

3. Patient has a valid system reason for not using PAP (e.g.,| ¢ YES ¢ NO
PAP not yet delivered, adherence not measured by
machine)

4. Patient adheres to PAP therapy 4 hours per night. ¢ YES ¢ NO

Subsequent Encounters - PAP Adherence, Sleepiness and Sleep Quality Measures

Figure B6 z This information will be obtained and tracked at each subsequent encounter 3
months, 6 months, 1 year and 2 years following initiation of PAP therapy.

Pt. | Date | CPT | Measure | % PAP Total ESS | FOSQ| SF
ID Code| #4 Met, | Adher. > | Hours PAP 10 12
Unmet 4 Use/ Night
or hrs./night
Excluded
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Subsequent Encounters - Body Mass Index, Blood Pressure and Co-Morbid
Conditions : At subsequent encounters, the test locations will track eaghA O E BBMIG6dO
blood pressure. Additionally, patients will be asked to attest to the current conditio of
their co-morbidities. New diagnoses and incident development will be reported and
tracked.
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Figure B.7z This information will be obtained and tradked at each subsequent encounter 3
months, 6 months, 1 year and 2 years following initiation of PAP therapy

Pt. ID | Subsequent| Subsequent| Subsequent | Subsequent | Subsequent Subsequent
BMI BP attestation of | attestation of | attestation of | attestation of
diabetes stroke myocardial heart failure
infarction

Facility Adherence: Using the reporting calculation outlined in PCPI measure #4, each test
location will be able to determine a rate of PAP adherence for the duration of the integrated
delivery model project.t 4 EEO OAOA 1T £ 010 AAEAOAT AA AAI1
benchmark adherence to determine the success of the integrated delivery model in
improving adherence. Patients who: 1) discontinue treatment;2) discontinue
communication with the facility; 3) are referred for surgery; 4) are referred for oral

appliance therapy, or 5) who relocate will not be included in the calculation of facility
adherence. Widely divergent statistics for adherence have been reported, varying from 17
to 79%,14 with approximately 50% adherence reported in most studies using accepted
methods of treatment delivery, education and followup.

A A

Patients Lost During Follow -Up: Test locations are required to follow the above

described process for tracking patients whare prescribed PAP therapy, including tracking
PAP adherence and overall health outcomes for a two year period. However, in some cases
patients may relocate, discontinue treatment, discontinue communication with the test
location or may be referred for adifferent type of treatment.

Test locationsmust appropriately document patients lost during the two year follow-up
period. If a patient does not receive followup for the full two-year period, the test location
must categorize the reason for the lackf data. The reason can fall into one of the following
categories:

1 Relocationz patient relocates and continues followup and treatment at a different
sleep center;

1 Discontinued Treatmentz patient discontinues treatment with PAP; and

1 Terri E. Weaver and Ronald R. Grunstein. Adherence to Continuous Positive Airway Pressure Therapy: the
Challenge to Effective Treatment. Proc Am Thorac Soc. 2008 February 15; 5(2): 4¥83.
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91 Discontinued Comnunication z patient does not respond to requests for followup

and does not come into the test location for followup appointments with the sleep
physician, location staff, or DME staff.

The number of patients that fall into the above categories will be &icked by each test
location.

Patients who are referred for oral appliance therapy or surgery and do not also need PAP
therapy will be tracked using a different mechanism described further in this section.
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Patients who are diagnosed with OSA may be prescribed OAT by the test location sleep
specialist and may be referred by the test location to an accredited dental sleep medicine
facility for delivery and fitting of the device. The following is a flow chdrdescribing the
treatment pathway for a patient who is prescribed OAT.

Figure B.8
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As outlined in the flow chart above, ptients who are prescribed OAT must return to the
board certified sleep physician (BCSHpr sleep testing (either in center or outof center) to
confirm the effectiveness of the treatment. This testing will be performetivo-six months
after the delivery of the deviceonce the patient has titrated the oral appliance until he/she
is no longer experiencing symptoms or until the deviceds been titrated to the maximum
amount. The patient will meet with the BCSP following the study to review the results.

4 EA DA OE Alyinéa index [ARIAat the time of retesting will be compared to the
DAOEAT 660 AAOAI ET AthdddnD®S effective irréeting D8APAteritsE T A E £
whose sleep study results indicate tht the OAT is not effective in treatig OSA will either

be referred for alternative treatment or referred for additional treatment. Treatments that

can be prescribed asn alternative to or in addition to OAT include PAP therapy and upper

airway surgery. Patients whose sleep study results indicate that the OAT is effective in

resolving OSA will continue using OAT exclusively.

The following is a detailed description of tle tracking mechanism all test locations will use
for their patients that are prescribed OAT. Baseline measures of outcomes will be taken at
the initial encounters with the patient.

Initial Encounters - Testing and Diagnosis : All patients diagnosed withOSA (ICE9 codes
327.23 or 780.53) will be tracked. Patients who are not diagnosed with OSA will not be
tracked in this mechanism. This information is identical to the information tracked for
patients who are prescribed PAP therapy.

Figure B9 z This information will be obtained and tracked as the patient receives testing
and a diagnosis.

Pt. ID | CPT Code(s) | Date of ICD9 Dx Code | Date of Dx
of Testing Testing

Initial Encounters - Baseline Measurements of Outcomes: Baseline results of all
outcomes measures will be tracked prior to initiation ofOATincluding: a baseline Epworth
Sleepiness Scale (ESS) score, baseline Functional Outcomes of Sleep QUaiX$®10)
score, and a Short Form (SF)2 Health Survey score. The apndaypopnea index @HI) for
all patients diagnosed with OSA will be tracked. Additionally, for all patients started on
OAT, the type of device prescribed will be trackedThis information is identical to the
information tracked for patients who are prescribed PAP therapyxcept that for OAT
patients, initial PAP pressure will not be tracked.
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Figure B.10z This information will be obtained as baseline measurements of outcomes.

Pt. ID | Baseline Baseline Baseline SF | AHI at initial | Type of
ESS FOS®10 12 testing Device
Prescribed

Initial Encounters 7 Baseline Measurement of Body Mass Index, Blood Pressure and

Co-morbid Conditions: Baseline measurements of conorbid conditions will be

iTT EOI OAA AO OEA DPAOEAT OO ET EOCEAIBMYBMT OT OAOOS8
blood pressure (BP) will be recorded.Patients will self-report on four co-morbid

conditions by attesting to being diagnosed with diabetes, having had a strokkaving a

myocardial infarction, and having hadheart failure.

Figure B.11z Thesebaseline measurements of cenorbid conditions will be obtained at
initial encounters.

Pt. ID Baseline | Baseline BP| Baseline Baseline Baseline Baseline
BMI attestation attestation | attestation of attestation
of diabetes | of stroke myocardial of heant
infarction failure

Subsequent Encounters (return visit for sleep testing, 1 year, 2 years) Following

Initiation of OAT: All patients prescribed OAT will return to theBCSPonce for a followup
sleep test and then twice in the subsequent two yeafsr a follow-up appointment to

assess symptoms and mator outcomes. OAT adherence, sleepiness and sleep quality, and
co-morbid conditions will be tracked. Adherenceo OATwill be measured subjectively:
patients prescribed oral appliance therapy will rgoort to the sleep specialist whether or not
they adhere to therapy. Patients prescribed both OAT and PAP therapy will be tracked for
adherence to both treatments.

Subsequent Encounters - OAT Adherence, Sleepiness and Sleep Quality Measures

Figure B12 z This information will be obtained and tracked at each subsequent encounter,

ET Al OAET ¢ OEA PAOEAT 006 OAOOOT OEOEO &I O OAOGO
OAT.

Pt. Date | CPT Adhereto | ESS FOS@®10 SF12 AHI (at re-
ID Code | OAT (Y/N) test)
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blood pressure. Additionally, patients will be asked to attest to theucrent condition of
their co-morbidities. New diagnoses and incident development will be reported and
tracked.

Figure B.13z This information will be obtained and tracked at each subsequent encounter,

OAT.
Pt. ID | Subsequent| Subsequent| Subsequent | Subsequent | Subsequent Subsequent
BMI BP attestation of | attestation of | attestation of attestation of
diabetes stroke myocardial heart failure
infarction

Facility Adherence: A rate of adherence for all OAT patients will be calculated for each test
location. The number of patients who attest that they do adhere to OAT will be divided by
the total number of patients prescribed OAT to determine the facility ®T adherence rate.

Patients Lost During Follow -Up: Test locations are required to follow the above
described process for tracking patients who are prescribed OAT, including tracking OAT
adherence and overall health outcomes for a two year period. Howayeén some cases
patients may relocate, discontinue treatment, discontinue communication with the test
location or may be referred for a different type of treatment.

Test locations must appropriatelydocument patients lost during the two year follow-up
period. If a patient does not receive followup for the full two-year period, the test location
must categorize the reason for the lack of data. The reason can fall into one of the following
categories:

1 Relocationz patient relocates and continues fobbw-up and treatment at a different
sleep center;

1 Discontinued Treatmentz patient discontinues treatment with OAT; and

1 Discontinued Communicationz patient does not respond to requests for followup
and does not come into the test location for followup appointments with the sleep
physician.

The number of patients that fall into the above categories will be tracked by each test
location.
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Patients who are diagnosed with OSA may be referred to a surgeon for uppeway

O0O00CAOU
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is a flow chart describing the steps a patient will go through when referred to a surgeon for
upper airway surgery.

Figure B.14
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Patients who are refered for upper airway surgery must return to theboard certified sleep
physician (BCSPjor sleep testing (either in center or out of center) to confirm the
effectiveness of the treatment. This testing will be performed once the patient has
recovered fromthe surgery and swelling caused by the surgery has subsided
approximately one and a half to three months following the surgeryThe patient will meet
with the BCSP to review the results of the study.

4 EA DA OE Aly@inéa index [ARIAat the tine of retesting will be compared to the
DAOEAT 060 AAOCAIT ET A OAOGO ' () O AACPAteitsET A
whose sleep study results indicate that the surgery has not been effectivetneating OSA

will be provided with additional treatment options. As indicated in the flow chart above,
patients may require multiple or phased surgeries of the upper airway. In this case, the
patient will return to the BCSP for testing following each surgery to determine the
effectiveness and deternme if additional surgeries are needed.The BCSHnay also

prescribe OAT or PAP therapy as an additional treatment for patients who have had upper
airway surgery but continue to have OSA. Patients whose sleep study results indicate that
the surgery was efective in resolving OSA will not need additional treatment.

The following is a detailed description of the tracking mechanism all test locations will use
for patients that are referred for upper airway surgery. Baseline measures of outcomes
will be taken at the initial visits with the patient.

Initial Encounters - Testing and Diagnosis : All patients diagnosed with OSA (ICD codes
327.23 or 780.53) will be tracked. Patients who are not diagnosed with OSA will not be
tracked in this mechanism. This iformation is identical to the information tracked for
patients who are prescribed PAP therapy.

Figure B15 z This information will be obtained and tracked as the patient receives testing
and a diagnosis.

Pt. ID CPT Code(s) | Date of ICD9 Dx Code | Date of Dx
of Testing Testing

Initial Encounters - Baseline Measurements of Outcomes: Baseline results of all
outcomes measures will be tracked prior to upper airway surgery including: a baseline
Epworth Sleepiness Scale (ESS) score, baseline Functib@utcomes of Sleep Quality
(FOS@®10) score, and a Short Form (SF)2 Health Survey score. The apnédaypopnea
index (AHI) for all patients diagnosed with OSA will be tracked. Additionally, for all
patients referred for upper airway surgery, the type ofsurgery will be tracked. This
information is identical to the information tracked for patients who are prescribed PAP
therapy except that for patients referred for upper airway surgery, initial PAP pressure will
not be tracked.

Figure B.16z This information will be obtained as baseline measurements of outcomes.
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Pt. ID | Baseline Baseline Baseline SF | AHI at initial | Type of
ESS FOSQ®L0 12 testing surgery
performed

Initial Encounters z Baseline Measurements of Body Mass Index, Blood Pressure a nd

Co-Morbid Conditions: Baseline measurements of conorbid conditions will be monitored

AO OEA DPAOEAT OO ET EOEAI Al Al 01 OAOOS 4EA PAOE
(BP) will be recorded. Patients will selreport on four co-morbid conditions by attesting to

being diagnosed with diabetes, having had a strokbaving a myocardial infarction,and

having hadheart failure.

Figure B.17z This information will be obtained as baseline measurements of emorbid
conditions

Pt. ID Baseline | Basdine BP | Baseline Baseline Baseline Baseline
BMI attestation attestation | attestation of attestation
of diabetes | of stroke myocardial of heart
infarction failure

Subsequent Encounters (return visit for sleep testing, 1 year, 2 years) Following

Upper Airway Surgery: All patients referred for upper airway surgery will return to the
sleep specialist once for a followup sleep test and then twice in the subsequent two years
for a follow-up appointment to assess symptoms and monitor outcomes. Sleepss and
sleep quality, and cemorbid conditions will be tracked. Patients prescribed either OAT or
PAP therapy in addition to upper airway surgery will be tracked for adherence to that
treatment as well.

Sleepiness and Sleep Quality Measures

Figure B.1 z This information will be obtained and tracked at each subsequent encounter,

ET Al OAET ¢ OEA DPAOEAT 006 OAOOOT OEOEpPper £1 O OAOGO
airway surgery.

Pt. Date | CPT ESS FOSQ®L0 SF12 AHI (at re-
ID Code test)

Subsequent Encounters - Body Mass Index, Blood Pressure and Co-Morbid N
Conditions: ! O OOAOANOAT O AT Ai O1 OAOOh OEA OAOO 11 AAC
blood pressure. Additionally, patients will be asked to attest to the current conditioof
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their co-morbidities. New diagnoses and incident development will be reported and
tracked.

Figure B.19 z This information will be obtained and tracked at each subsequent encounter

ET Al OAET ¢ OEA DAOEAT OO%

airway surgery.

Pt. ID | Subsequent| Subsequent| Subsequent | Subsequent | Subsequent Subsequent
BMI BP attestation of | attestation of | attestation of | attestation of
diabetes stroke myocardial heart failure
infarction

Patients L ost During Follow -Up: Test locations are required to follow the above
described process for tracking patients who have been referred for upper airway surgery,
including tracking overall health outcomes for a two year period. Tracking adherence is
not a cancern for upper airway surgery patients. However, the health outcomes data is
important to track as a means of confirming the success or failure of the treatment.
However, in some cases patients may relocate or discontinue communication with the test
location.

Test locations must appropriatelydocument patients lost during the two year follow-up
period. If a patient who is referred for upper airway surgery does not receive followp for
the full two-year period, the test location must categorize theeason for the lack of data.
The reason can fall into one of the following categories:

1 Relocationz patient relocates and continues followup at a different sleep center;

1 Discontinued Communicationz patient does not respond to requests for followup
and does not come into the test location for followup appointments with the sleep
physician.

The number of patients that fall into the above categories will be tracked by each test
location.
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Appendix C Compliance Program
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Background Information

The purpose of this document is to provide an overview of the components of an Integrated
Delivery ModelCompliance Program The information contained inrRoman numerals |
through V will need to be customized by each test location to meet the needs of its

individ ual Compliance Program The references section (VI) provides the source
documents the test location will use as reference materials in developing the specific
sections of theirCompliance Program

While the following outline provides a comprehensive franework for integrated delivery
model test locations to follow in the development of &ompliance Program each program
will need to develop policies and procedures related to the specific needs of that entity.
This is not a stand z alone document. How ead of these components will be fulfilled
needs to be determined and itemized by the test locatioim detail in their final Compliance
Program.

[. Introduction

Benefits of a Compliance Program: To demonstrate our commitment to honest and
responsible condict, decrease the likelihood of unlawful and unethical behavior at an early
stage, and to encourage employees to report potential problems to allow for appropriate
internal inquiry and corrective action, each test locationwill establish aCompliance
Program and perform regularly scheduled compliance audits.

Application of Compliance Program Guidance: The purpose of theCompliance Program
is to provide uniform guidance for billing and accounting activities. This plan outlines
collection compliance guidare for theeach test location.The Compliance Programis a
comprehensive strategy to ensure

a) That claims submitted to all payers, including private, government (Medicare
and Medicaid), and other Federal agencies and individuals are consistently
accurate.

b) That accounting of collections is consistently accurate.

c) Thattest locationemployees comply with the applicable laws, policies and
regulations, and payer requirements relating to its participation in these
programs.

II. Compliance Program Elements 1 -7
Element 1. Written Policies and Procedures Outlining the Following:
A. Standards of Conduct foifest LocationPersonnel.

B. Potential Risk Areas.

o

Claim Development and Submission Process.
Heath Insurance Portability and Accountability Act of 1996 (HIPAA).
Credit Balances.

m O
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F. Integrity of Data Systems Procedures.
G. Retention of Records.
H. Compliance as an Element of a Performance Plan.

Element 2: Designation of a Compliance Officer and a Compliance Committee . To
ensure aneffective compliance program, eackest location will designate a compliance
officer who has oversight authority over thetest location.

Element 3: Conducting Effective Training and Education . Training and education will
include initial compliance training for all new employees of the teslocation as well as
annual compliance training for all personnel.

Element 4: Developing Effective Lines of Communication . The test locations will have
access to their compliance officer. He/she will serve as the lead representative in
preserving the ehical and legal stance of the organization.

Element 5: Enforcing Standards through Well -Publicized Disciplinary Guidelines
Disciplinary action will be applicable to all individuals within thetest locationswho fail to
comply with their obligations. When there is information of potential violations or
misconduct, the Compliance Officer has the responsibility of conducting an investigation.
An internal investigation would include interviews and a review of medical record, billing,
and other relevant dacuments. To assure protections from coerced disclosure of
information gained through investigative interviews, the investigation maybe referred to
gualified legal counsel.

Element 6: Auditing and Monitoring. Periodic postsubmission review of claims wil be
performed to ensure claims submitted for reimbursement accurately represent services
provided, are supported by sufficient documentation, conform with applicable coverage
criteria for reimbursement, revenue is recorded properly and the account is falized
appropriately. The Compliance Officer will assess the implementation and execution of the
Compliance Program on an annual basis.

Element 7: Responding to Detected Offenses and Developing Corrective Action
Initiatives. Test locations will respondto detected offenses by investigation. Corrective
actions, including disciplinary actionswill be taken to resolve any violations.

lll. Compliance Program Effectiveness

1. Code of ConductTest locations will require their employees to follow a code afonduct.
Each covered individual is expected to abide by the following general principles:

A. Serve the public, and treat all persons employed by or associated with the facility
with respect, concern, courtesy, and responsiveness.

B. Support equal treatment d all patients, employees and other persons associated
with the facility, or obtaining or providing services to the facility, without regard to
OAAAh CAT AAOh AiTi1TO0h ACAh OAITECEITTh 1AOQEI
sexual orientation, or individual disabilities.
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C. Avoid actual or potential conflicts of interest including the appearance of a conflict
of interest, except as allowed by this policy or other facility policies.

D. Promptly report to your supervisor any situation in which a covered inavidual
reasonably feels that they may be or may become involved in a conflict of interest,
whether or not such situation is specifically described in this policy.

E. Recognize that personal gains from employment or service to the facility are limited
to respect, recognition, salary, and normal employee benefits.

F. Demonstrate the highest standards of personal integrity in all actions related to or
affecting the business of the facility.

G. Not use your relationship with the facility to bestow any benefit on anyoe related
to the person by family, business, or social relationship.

H. Not disclose or use or allow others to use confidential information obtained as the
result of your relationship with the facility for private gain or private purposes.

I. Not accept any fe, compensation, gift, payment of expense, or any other thing of
monetary value except as authorized by policies of the facility.

J. Not engage in outside employment except as authorized by policies of the facility.
No covered individual shall hold a publioffice or employment that is incompatible
with their duties and obligations.

K. Not use facility time, property, equipment, supplies, or support services for private
gain, or private purposes, except such limited use as authorized by policies of the
facility .

2. Regular Review ofCompliance ProgranEffectiveness The test locationCompliance
Program is intended to be flexible and readily adaptable to changes in regulatory
requirements and in the healthcare system as a wholeh& program shall be reviewed
annually and madified, as necessary.

IV. Self Reporting

If credible evidence of misconduct is discovered and, after reasonable inquiry, it is
determined that this misconduct may have violated criminal, civil, or administrative law,

- TN

the OA OO 1 ledakoliidelcdurtséd should be contacted promptly to determine self
reporting requirements.

V. Conclusion

The Compliance Programas presented in this document establishes a framework for
effective billing and legal compliance by théest location.It does not set forth all of thetest
| T A A Qibstdnttvéprograms and policies that are designed to achieve compliance.
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4. Fact Sheets for distribution to Integrated Sleep Management Program Compliance
Officer, providers, billing and coding staff:

a.

b.

Incident z to billing
http://www.cms.gov/M LNMattersArticles/downloads/SE0441.pdf

Correct Use of Modifiers (Modifier Fact Sheets)
http://www.wpsmedicare.com/jSmacpartb/resources/modifiers/

Guidelines for Teaching Physiciandnterns, and Residents
http://www.cms.gov/IMLNProducts/downloads/gdelinesteachgresfctsht.pdf

Place of Service Chapiosinfo@cms.hhs.gov

Evaluation and Management Services Guide
http://www.cms.gov/MLNProducts/downloads/eval_mgmt_serv_guide-
ICNO06764.pdf

The Medicare Learning Network National Articles (MLN)
http://www.cms.gov/MLNMattersArticles

Medicare Information for Advanced Practice Nurses and Physicians
http://www.cms.gov/IMLNProducts/downloads/Medicare_Information_for APNs_and_PAs
Booklet ICN901623.pdf

The Medicare Apeals Process
http://www.cms.gov/MLNProducts/downloads/MedicareAppealsProcess.pdf

The Medicare Overpayment Collection Process
http://www.cms.gov/MLNProducts/downloads/OverpaymentBrochure508 -09.pdf
Medicare Fraud and Abuse

http://www.cms.gov/MLNProducts/downloads/Fr _aud_and_Abuse.pdf

Positive Airway Pressure (PAP) Devices
http://www.cms.gov/MLNProducts/downloads/PAP_DocCvg_Factsheet ICN905064.pdf

5. Specific Tools for Iregrated Delivery Model Compliance Officer entitled:
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Auditing a physician practice

Identification and repayment of overpayments

Determination of reasons for claims rejections

Verification of components of aCompliance Prograny checklist
Governmental Requets for Medical Records Log
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Appendix D: AASM Resources
AASM Membership Information
AASM Science and Research and Standards of Practice
AASM EducationalCourses and Products
Sleep MedicineTraining and Certification

Journal SLEERand the Journal of Clinicableep Medicine

= =2 =2 =4 A

American Sleep Medicine Foundation

1 Internet Technology and Staff Resources

FINAL Sept 2011 AASM Innovation Proposal



113

AASM Membership

History

Founded in 1975, the American Academy of Sleep Medicine (AASM) was first formed as a
sleep-center oriented organization named the Associatio of Sleep Disorders Centers
(ASDC). The ASDC wé&sunded with the purpose of establishing standards and diagnostic
criteria for the field, developing an examination for sleep specialists, providing a forum for
the exchange of information, and promoting th role of sleep medicine in clinical medicine.
In 1984, the centerbased ASDC established an organization named the Clinical Sleep
Society (CSS) for individuals interested in the clinical aspects of sleep and sleep disorders,
and in 1987, the ASDC and C&®rganized to form the American Sleep Disorders
Association (ASDA) with two branches of membership: individual membership and center
membership. In 1999, the ASDA changed its name to the American Academy of Sleep
Medicine and continues to be the leadingrpfessional organization promoting the
subspecialty of sleep medicine.

Mission
The AASM is a professional membership organization dedicated to the advancement of
oIl AAp 1 AAEAET A AT A OAIl AOAA OAOAAOAE8 4EA 1'1!3-

improve the field of sleep health care by setting clinical standards, advocating for
recognition, diagnosis and treatment of sleep disorders, educating professionals in sleep
health care, and fostering the development and application of scientific knowledge.

Leadership and Committees

Led by a Board of Directors of four officers (President, Presideiiitlect, Inmediate Past
President and Secretary/Treasurer) and eight atarge directors, the AASM maintains a
leadership of experts in the fields of sleep medicine andestp research. The AASM Board of
Directors meets quarterly to discuss ongoing matters of the organization, new initiatives,
and strategic planning.

Members of the AASM may also volunteer to participate in several standing committees
including the AcademicAffairs Committee, the Accreditation Committee, the Education
Committee, the Research Committee, the Sleep Technologist Issues Committee, the
Standards of Practice Committee, and the Coding and Compliance Commitfdestanding
committees report directly to the Board of Directors. Committee members gain enriching
professional experience, continuing the advancement of sleep medicine by evaluating
policies and professional standards, developing educational materials and participating in a
range of other esential tasks.

AASM Membership Structure and Benefits

AASM membership consists of two membership types: individual membership and center
membership.
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Individual Membership: Individual membership is available to health care professionals
and researchers wih an interest in sleep medicine and provides a variety of educational,
professional support and networking benefits including:

There are currently seven categories of individual AASM membershifellow membership,
regular membership, student membership, eraritus members, affiliate membership,
affiliate industry members, and corresponding membership for international members.

Center Membership: Center membership is available to facilities accredited as a sleep
disorders center or laboratory through the AASMand provides a variety of promotional
and practice management support benefits.

AASM Membership Statistics

At the conclusion of the 2010 membershigyear,the AASM retained a roster of 8988
individual members and 1317 center members and has maintained a sagly growth
throughout its recent history as illustrated in figures 1.1 and 1.2.

Figure D.1? Individual Membership of the AASM (20062010)
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2000-2010
10000 -
8988
9000 8527
7959 [
8000 -
7139
7000 ] -
6119
6000 5404 | | —
4g96 3005  —
5000 4745 489 |

4173 [
4000 |-3626— —

3000 41— —

2000 — —

1000 —— —

D T T T T T T T T T T 1
2000 2001 2002 2003 2004 2005 2006 2007 2008 2009 2010

FINAL Sept 2011 AASM Innovation Proposal



Figure D.2? Center Membership of the AASM (2002010)
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Of these nearly 9000 individual members, 860 (91.8%) redde in the United States or
Canada. The breakdown of membership by categories is as follows:

Figure D.3? Individual Membership Categories of the AASM (October 1, 2010)

Category # % of
Members | Membership

Fellow 2651 29.5%
Regular 4853 54.0%
Student 181 2.0%
Emeritus 35 0.4%
Affiliate 1177 13.1%
Affiliate Industry 54 0.6%
Corresponding 37 0.4%
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Science and Research / Practice Guidelines Development

Background

4EA 113- 3AEATAA AT A 2A0AAOAE $APAOOI-AT O OAOO
gathering and analysis unit. The department works on a variety of technicaHlgriented

DOi EAAOO8 4EA AADPAOOI AT O8O0 i1 AET O &O1 AOGETT EO

the activities of the Standards of Practice Committee (SPC). The SPC is the internally
funded, medicalpractice-evaluation activity of the AASM. In this capacity, the work of the
Science and Research Department runs the gamut from highly technical work (compiling
systematic reviews) to administrative support (facilitating the work of physician-
volunteers). The Department is also a resource to the rest of the AASM by providing
literature searching capabilities, obtaining requested literature from a variety of library
resources, maintaining awareness of the latest scientific publications, andgariding
expertise and advice on a number of scientific and technical issues.

The SPC contributes to the AASM's mission for high standards of medical practice by
evaluating medical procedures and practices, laboratory tests, and other technologies and
by making recommendations on their appropriate clinical applications. The AASM
develops its practice parameter documents using the principles of evidendmsed

medicine and has steadily increased the number of published practice parameters since
1994 (See Figre D.4). The SPC oversees the development of systematic reviews by
content experts and then translates the evidence into actionable recommendations for the
practice of sleep medicine.

AASMBoard-of-Directors-AD D OT OAA OAAT I 1 AT AAGEDIT GC A AAEEAT A0 C
strength are AASM policy and must be followed by AASatcredited sleep centers. This

ensures that the highest quality of health care is practiced in accredited sleep centers.

Although AASM practice parameters are written primarily for phystians for patient care,

they are also usefuto other entities in establishing reimbursement policies and research

agendas.

The AASM also publishes twamther types of practice guidance papers: Clinical Guidelines
and Best Practice Guides. Clinical Guidedis are meant to summarize treatment strategies
for complex disorders by combining information from a variety of practice parameters with
consensus expert opinion for areas in which there is no high quality evidence. Best Practice
Guides are developed fotopics that are relatively narrow in scope for which there is little
high quality evidence.
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Figure D.4z Publication schedule of practice parameters by yedae®

Practice Guideline and Practice Parameter Development Processes

The AASM utilizes the most uio-date methods to produce systematic reviews and clinical
practice parameters (guidelines), for example sed.iberati (PRISMA statement)$

Cochrane Collaborationty AHRQ8 |IOM,19,20 and Rosenfeld and ShiffmaAt Teams are
constructed from a combination of catent experts and staff methodology experts to
develop systematic reviews. When applicable, the Grading of Recommendations
Assessment, Development and Evaluation (GRADE) sys# is used for projects evaluating

15 Aurora RN, Morgenthaler Tl. On the goodness of recommaeatibns: the changing face of practice
parameters. Sleep. 2010 Oct 1;33(10):127%8.

16 Liberati A, Altman DG, Tetzlaff J, Mulrow C, Gotzsche PC, loannidis JP, et al. The PRISMA statement for
reporting systematic reviews and metaanalyses of studies that evalate health care interventions:
explanation and elaboration. J Clin Epidemiol. 2009 Oct;62(10):€34.

17 Higgins JPT, Green S (editorgfochrane Handbook for Systematic Reviews of Interventitersion 5.1.0
(updated March 2011). The Cochrane Collaborativ2011. Available fromwww.cochranehandbook.org
gaccessed 14 April 2011).

8 Methods Guide for Effectiveness and Comparative Effectiveness Reviews. AHRQ Publication No. 10(11)
EHCO63EF. Rockville, MD: Agery for Healthcare Research and Quality. March 2011. Chapters available at:
www.effectivehealthcare.ahrg.gov.
910M (Institute of Medicine). 2011Finding What Works in Health Care: Standards for Systematic Reviews
Washington, DC: The National Academigge$s.
210M (Institute of Medicine). 2011Clinical Practice Guidelines We Can Tru¥¥ashington, DC: The National
Academies Press.

% Rosenfeld RM, Shiffman RN. Clinical practice guideline development manual: a quaditiven approach for
translating evidence into action. Otolaryngol Head Neck Surg. 2009 Jun;140(6 Suppl 1}43l

*The GRADE Working Group. Grading quality of evidence and strength of recommendBi&h2004;
328:14964.
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treatments for which there is high quality literature in the form of randomized, controlled
trials. Other grading schemes are used for diagnostic papers and papers for which there is
not an abundance of high quality literature. The AASM is continually evaluating and
improving its document developmentprocess to ensure the publication of high quality
reviews.

Practice parameters are generated from systematic reviews by the Standards of Practice
Committee. FigureD.5shows the process of translating evidence summaries from
systematic reviews to guidelinestatements using the GRADE method. Key ideas from
GRADE that are being incorporated ard.) the inclusion of an assessment of benefits and
harms in conjunction with the overall body of evidence level in determining the final
strength of the recommendation and 2) increased transparency in the reporting process
whereby the reasoning that went into determining the strength of recommendation is
included.

Figure D.5z Processfor converting evidence into recommendation level$3

Examples of Recent Papers

Ove the pad year, the AASM has published two best practice guides, two practice
parameters, and twosystematic reviews:

1. Best Practice Guide for the Treatment of REM Sleep Behavior Disorder (RBD).
Aurora RN, Zak RS, Maganti RK, Auerbach SH, Casey KR, Chai@hifarippot A,

% Aurora RN, Morgenthaler TI. On the goodness of recommendations: ttleanging face of practice
parameters. Sleep. 2010 Oct 1;33(10):127%8.
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