CARMODY 58 o
ke Main: 203-777-5601

1C

ANC S IENNE Direct: 203-784-3119
Fax: 203-784-3199
dhardy@carmodylaw.com

195 Church Street
P.O. Box 1850
New Haven, CT 06509-1950

August 5, 2016
VIA HAND DELIVERY

Kimberly R. Martone, Director of Operations B - W —
Department of Public Health - Office of Healthcare Access g\ B

410 Capitol Avenue

MS# 13HCA omce =

Hartford, CT 06134 HEALTHGARE ACCE
HEAT

Re: The Waterbury Hospital
Certificate of Need Application — Regional Sleep Laboratory

Dear Ms. Martone:

I enclose for filing an original and four (4) copies of The Waterbury Hospital’s
Certificate of Need Application for the Consolidation of Sleep Lab Services to the Regional
Sleep Laboratory in Middlebury, Connecticut. Also enclosed is a disc containing the entire

submission and a check for the $500.00 filing fee.

Please feel free to contact me with any questions. Thank you for your attention to this
matter.

Very truly yours,

Q2 ASL

David S. Hardy

DSH/cf
Enc.

cc: Michele Volpe, Esq., Counsel for Prospect Medical Holdings, Inc.
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Application Checklist
Instructions:
1. Complete the following checklist and submit as the first page of the CON application:

X Attached is a paginated hard copy of the CON application {all social security
numbers must be redacted), including a completed affidavit, signed and
notarized by the appropriate individuals.

X (*New™). A completed supplemental application form specific to the proposal
type, available on OHCA's website under QHCA Forms (see previous page for
the list of supplemental forms).

= Attached is the CON application filing fee in the form of a check made out o the
“Treasurer State of Connecticut” in the amount of $500.

[ Attached Is evidence demonstrating that public notice has been published in a
suitable newspaper that relates to the location of the proposal, 3 days in a
row, at least 20 days prior fo the submission of the CON application to QHCA.
(OHCA requests that the Applicant fax a courtesy copy fo OHCA {860) 418-7053,
at the time of the publication)

B Attached is a completed Financial Worksheet (A, B or C) available at OHCA's
website under QHCA Forms.
Submission includes one (1) original and four (4) hard copies with each set
placed in 3-ring binders.
The following have been submitted ona CD:
1. A scanned copy of each submission in its entirety, including all attachments
in Adobe (.pdf) format; and
2. An electronic copy of the completed application forms in MS Word (ihe
applications) and MS Excel (Financial Worksheet)
For OHCA Use Only:
" DocketNe:_ o Check No.: KUsliv
OHCA Verlﬂed by K,S& Date: . neqg
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Connecticut Department
of Public Heatth

State of Connecticut
Department of Public Health
Office of Health Care Access

Certificate of Need Application
Main Form
Required for all CON applications

Contents:

o Checklist

o List of Supplemental Forms

o General Information

o Affidavit

o Abbreviated Executive Summary

o Project Description

o Public Need and Access to Health Care
o Financial Information

o Utilization
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Supplemental Forms

In addition to completing this Main Form and Financial Worksheet (A, B or C), the
applicant(s) must complete the appropriate Supplemental Form listed below. All CON
forms can be found on the OHCA website at OHCA Forms.

Conn. Gen. Stat.

Section Supplemental Form
19a-638(a)
) Establishment of a new health care facility (mental health and/or
substance abuse) - see nofe below™
@) Transfer of ownership of a health care facility (excludes transfer of
ownership/sale of hospital — see "Other” below)
(3) Transfer of ownership of a group practice
(4) Establishment of a freestanding emergency department
Termination of a service:
(5) - inpatient or outpatient services offered by a hospital
(7 - surgical services by an outpatient surgical facility™
8) - emergency department by a short-term acute care general hospital
- inpatient or outpatient services offered by a hospital or other facility
(15) or institution operated by the state that provides services that are

eligible for reimbursement under Title XVIIl or XIX of the federal
Social Security Act, 42 USC 301, as amended

(6) Establishment of an outpatient surgical facility
£2)] Establishment of cardiac services
(10) Acquisition of equipment:

- acquisition of computed tomography scanners, magnetic resonance
imaging scanners, positron emission tomography scanners or
positron emission tomography-computed tomography scanners

(11) - acquisition of nonhospital based linear accelerators

(12) Increase in licensed bed capacity of a health care facility

Acquisition of equipment utilizing [new] technology that has not

(13) previously been used in the state

(14) Increase of two or more operating rooms within any three-year period
by an outpatient surgical facility or shori-term acqtg care general hospital

Other Transfer of Ownership / Sale of Hospital

*This supplemental form should be included with all applications requesting authorization for the establishment of a
mental health and/or substance abuse treatment facility. For the establishment of other “health care facilities,” as
defined by Conn. Gen. Stat § 19a-630(11) - hospitals licensed by DPH under chapter 386v, speciaity hospitals, or a
ceniral service facility - complete the Main Form only.

**If termination is due to insufficient patient volume, or it is a subspecialty being terminated, a CON is not required,

(N5239210}
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Name of Applicant:

General Information

Name of Co-Applicant;

| The Waterbury Hospital

Connecticut Statute Reference:

| C.G.S. Section 19a-638(a)(5)

|

MEDICAID TYPE OF
MAIN SITE PROVIDER ID| FACILITY MAIN SITE NAME
Outpatient
2 Sleep
‘2 Southbury Laboratory Southbury Sleep Lab
'® STREET & NUMBER
=284 Strongtown Road
TOWN ZIP CODE
Southbury, CT 06488
OPERATING CERTIFICATE TYPE OF LEGAL ENTITY THAT WILL OPERATE OF
NUMBER FACILITY THE FACILITY (or proposed operator)
s The Waterbury Hospital
g STREET & NUMBER
8164 Robbins Street
TOWN ZiP CODE

\Waterbury, CT 06708

NAME TITLE
L Darlene Stromstad President/CEO
S [STREET & NUMBER
€ 64 Robbins Street
1L TOWN STATE ZIP CODE
'@ Waterbury CT 06708
G [TELEPHONE FAX E-MAIL ADDRESS

203-573-7101 203-573-6161 dstromstad@wtbyhosp.org

Title of Attachment:

Is the applicant an existing facility? If yes, attach a copy of the :

resolution of partners, corporate directors, or LLC managers, :E)S % rr:,ﬁi(rg?j ;g?‘:g:ifn

as the case may be, authorizing the project. q n)

Does the Applicant have non-profit status? If yes, attach YES [X

documentation. NO [ Attachment 1
{N5239210}
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Identify the Applicant's ownership type.

PC
LLC

Corporation  [X

Other:

I

Applicant's Fiscal Year (mm/dd)

Start 10/01 End 09/30

Contact:

Identify a single person that will act as the contact between OHCA and the Applicant,

NAME TITLE
e | Darlene Stromstad President/CEO
-% STREET & NUMBER
E |64 Robbins Street
£ [TOWN STATE iZIP CODE
£ Waterbury CT 06708
§ TELEPHONE FAX E-MAIL ADDRESS
=
8 203-573-7101 203-573-6161 dstromstad@wtbyhosp.org
RELATIONSHIP TO
APPLICANT President/CEC
Identify the person primarily responsible for preparation of the application (optional):
NAME ITLE
STREET & NUMBER
Fy
? [TOWN STATE ZIP CODE
o
o
2 TELEPHONE FAX E-MAIL ADDRESS
RELATIONSHIP TO
APPLICANT

{N5239210}
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Affidavit

Applicant: The Waterbury Hospital
Project Title: Consolidation of Sleep Lab Services to the Regional Sleep Laboratory in
Middlebury, Connecticut

I, Darlene Stromstad, President/CEQ
(Name) (Position — CEO or CFO)

of The Waterbury Hospital being duly sworn, depose and state that the The Waterbury Hospital
complies with the appropriate and applicable criteria as set forth in the Sections 19a-630, 19a-
637, 19a-638, 19a-639, 19a-486 and/or 4-181 of the Connecticut General Statutes.

=72

Signature Date

Subscribed and sworn to before me on // ) 7 ) } Cn

\._iV”L\ /_-)“l/&ct (_.c«/‘L{

Notary PuchlCommlssmner of Superior Court

My commission expires: == l - 1@)

{N5239210}
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Affidavit

Applicant: The Waterbury Hospital
Project Title: Consolidation of Sleep Lab Services to the Regional Sleep Laboratory in
Middlebury, Connecticut

Darlene Stromstad, President/CEQ
(Name) (Position — CEQ or CFQ)

of The Waterbury Hospital being duly sworn, depose and state that the The Waterbury Hospital
complies with the appropriate and applicable criteria as set forth in the Sections 19a-630, 19a-
637, 19a-638, 19a-639, 19a-486 and/or 4-181 of the Connecticut General Statutes.

A

Signature " Date

Subscribed and sworn to before me on / //':-) _-) ) } (.&

7/
r

‘[ '\\ ",/’g / -~
o= = % /l \ /_) < 1: & AL ot (

Notary Pufyfl/c/Commissioner of Superior Court

/

My commission expires: —‘—7 B _‘5 l ~ | Q
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Executive Summary

The purpose of the Executive Summary is to give the reviewer a conceptual

understanding of the proposal. In the space below, provide a succinct overview

of your proposal (this may be done in bullet format). Summarize the key elements of the
proposed project. Details should be provided in the appropriate sections of the

application that follow.

The Waterbury Hospital is requesting Certificate of Need (“CON") authorization for the
consolidation of its sleep laboratory services to a single location in Middlebury, Connecticut.

Key Elements of the Proposal

The Waterbury Haospital (“Hospital®) is a tax exempt Connecticut nonstock corporation and has
operated a 6 bed sleep lab, the Regional Sleep Laboratery, at 1625 Straits Turnpike in
Middlebury, Connecticut ("Middlebury Sleep Lab") since 2005. Middlebury Sleep Lab
experienced significant growth between 2005 and 2008 with demand beginning to out-pace
capacity and the Hospital sought to expand its services to Southbury. On February 19, 2008,
the State of Connecticut Office of Health Care Access ("OHCA") granted a Certificate of Need
under Docket Number: 08-31211-CON (“CON") to the Hospital to establish and operate a
second sleep laboratory at the Crowne Plaza Hotel, 1284 Strongtown Road, Southbury,
Connecticut (“Southbury Sleep Lab”) to be operated under the Hospital's acute care hospital
license. Southbury Sleep Lab opened in April 2009 and completed its first patient study on
April 29, 2009.

Because of increased competition from other hospital providers as well as the advent of home-
based sleep testing, the expected volume did not materialize. The following table summarizes
the projected as well as actual total sleep study velume for the Hospital's sleep lab service.

FY 2010 FY 2011
Projected” Actual Projected” Actual
1805 1395 2022 1192

*DN: 08-31211-CON

Based on declining volume and the cost in-effectiveness of maintaining two sleep lab
iocations, the Hospital consolidated sleep lab services to Middlebury Sleep Lab effective
August 31, 2011. As indicated by the table below, Middlebury Sleep Lab was and remains
able to accommoedate all referred volume. indeed, Middlebury Sleep Lab still has capacity to
accommodate anticipated future growth.

FY 2012 FY 2013 FY 2014 FY2015 FY2016*

1115 995 937 1022 671

*8 months actual

Middlebury Sleep Lab serves the Hospital's service area which consists of the following towns:
Beacon Falls, Bethlehem, Cheshire, Middiebury, Morris, Naugatuck, Oakville, Oxford,
Plantsville, Plymouth, Prospect, Seymour, Southbury, Southington, Terryville, Thomaston,
Torrington, Waterbury, Watertown, Wolcott and Woodbury. No new services are proposed.

(N5239210}
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Pursuant to Section 19a-639 of the Connecticut General Statutes, the Office of Health Care
Access is required to consider specific criteria and principles when reviewing a Certificate of
Need application. Text marked with a "§” indicates it is actual text from the statute and may be
helpful when responding to prompts.

Project Description

1. Provide a detailed narrative describing the proposal. Explain how the Applicant(s)
determined the necessity for the proposal and discuss the benefits for each Applicant
separately (if multiple Applicants). Include all key elements, including the parties
involved, what the proposal will entail, the equipment/service location(s), the
geographic area the proposal will serve, the implementation timeline and why the
proposal is needed in the community.

Response:

The Waterbury Hospital (“Hospital”) is a tax exempt Connecticut nonstock corporation and has operated a
6 bed sleep lab, the Regional Sleep Laboratory, at 1625 Straits Turnpike in Middlebury, Connecticut
("Middlebury Sleep Lab”) since 2005. Middlebury Sleep Lab experienced significant growth between
2005 and 2008 with demand beginning to out-pace capacity and the Hospital sought fo expand its
services to Southbury. On February 19, 2009, the State of Connecticut Office of Health Care Access
(*OHCA") granted a Certificate of Need under Docket Number: 08-31211-CON (“CON?") to the Hospital to
establish and operate a second sleep laboratory at the Crowne Plaza Hotel, 1284 Strongtown Road,
Southbury, Connecticut ("Southbury Sleep Lab") to be operated under the Hospital's acute care hospital
license. Southbury Sleep Lab opened in April 2009 and completed its first patient study on April 29,
2009.

Because of increased competition from other hospital providers as well as the advent of home-based
sleep testing, the expected volume never materialized. Based on declining volume and the cost in-
effectiveness of maintaining two sleep lab locations, the Hospital consolidated sleep lab services to
Middlebury Sleep Lab effective August 31, 2011. The Hospital's two Sleep Lab locations were in close
proximity to one another, and the patients in the area served by the Southbury location were and have
been conveniently served by the Middlebury location.

2. Provide the history and timeline of the proposal (i.e., When did discussions begin
internally or between Applicant(s)? What have the Applicant(s) accomplished so
far?).

Response:

The Hospital closed the Southbury location and consolidated the sleep laboratory services in
the Middlebury location effective August 31, 2011.

3. Provide the following information:

a. utilizing OHCA Table 1, list all services to be added, terminated or modified, their
physical location (street address, town and zip code), the population to be served
and the existing/proposed days/hours of operation;

Response:

{N5239210)
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OHCA Table 1 has been completed to show the existing services offered by the Regional Sleep
Laboratory, its physical location, the population served and the existing hours of operation.

b. identify in OHCA Table 2 the service area towns and the reason for their inclusion
{e.g., provider availability, increased/decreased patient demand for service,
market share);

Response:
OHCA Table 2 has been completed to show the service area towns.

4. List the health care facility license(s) that will be needed to implement the proposal;

Response:
No additional health care facility licenses are needed.
5. Submit the following information as attachments to the application:

a. a copy of all State of Connecticut, Department of Public Health license(s) currently
held by the Applicani(s);

Response:
See Attachment 2 (Waterbury Hospital License Record)

b. a list of all key professional, administrative, clinical and direct service personnel
related to the proposal and attach a copy of their Curriculum Vitae;

Response:

Jay Kenkare, M.D. is the Medical Director of the Regional Sleep Laboratory. He is Board
Certified in Sleep Medicine and Internal Medicine by the American Board of Internal Medicine.
He is a member of the American Academy of Sleep Medicine.

Dr. Kenkare graduated from the Robert Wood Johns Medical School at Rutgers University. He
completed his Internal Medicine Residency Training at Yale School of Medicine followed by a
fellowship in sleep medicine.

c. copies of any scholarly articles, studies or reports that support the need to
establish the proposed service, along with a brief explanation regarding the
relevance of the selected articles;

Response:

Not applicable. The Regional Sleep Laboratory has been providing services for many years.

{N5239210}
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d. letters of support for the proposal;

Response:

Not applicable. The Regional Sleep Laboratory has been providing services for many years.

e. the protocols or the Standard of Practice Guidelines that will be utilized in relation
to the proposal. Attach copies of relevant sections and briefly describe how the
Applicant proposes to meet the protocols or guidelines.

Response:

Not applicable. The Regional Sleep Laboratory has been providing services in accordance with
relevant guidelines for many years.

f. copies of agreements (e.g., memorandum of understanding, transfer agreement,
operating agreement) related to the proposal. If a final sighed version is not

availabie, provide a draft with an estimated date by which the final agreement wiil
be available.

Response:

Not applicable.

[N5239210}
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Public Need and Access to Care

§ “Whether the proposed project is consistent with any applicable policies
and standards adopted in regulations by the Department of Public
Health,” (Conn. Gen. Stat. § 19a-639(a)(1))

6. Describe how the proposed project is consistent with any applicable policies and
standards in regulations adopted by the Connecticut Department of Public Health.

Response:

Connecticut General Statutes § 19a-637 states in part that OHCA “shall promote the provision
of quality health care in a manner that ensures access for all state residents to cost-effective
services so as to avoid duplication of health care services and improve the availability and
financial stability of health care services through the state.”

The consolidation of sleep laboratory services to a single location was cost-effective and
avoided duplication of health care services, thereby supporting the financial stability of health
care services in the region.

§ “The relationship of the proposed project to the statewide health care
facilities and services plan,” (Conn. Gen. Stat. § 19a-639(a)(2))

7. Describe how the proposed project aligns with the Connecticut Department of Public
Health Statewide Health Care Facilities and Services Plan, available on OHCA’s
website.

Response;

The Connecticut Depariment of Public Health Statewide Heaith Care Facilities and Services
Plan is “intended to provide improved patient access to services by: providing better access to
services through planned geographic distribution; enhancing primary care access and
availability by identifying gaps in services and unmet need, and lowering overall cost to the
health care system by limiting duplication of services.”

The consolidation of sleep laboratory services to a single location was cost-effective and
avoided duplication of health care services.

§ "Whether there is a clear public need for the health care facility or
services proposed by the applicant;,” (Conn. Gen. Stat. § 19a-639(a)(3))

8. With respect to the proposal, provide evidence and documentation to support clear
public need:

a. identify the target patient population to be served;

{N5239210}
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Response:

Not applicable. The Regionai Sleep Laboratory has been providing services to existing
patient populations in the greater Waterbury area for many years.

b. discuss how the target patient population is currently being served;
Response:

The Regional Sleep Laboratory currently serves the target patient population.

¢. document the need for the equipment and/or service in the community;

Response:

The need for the services provided by the Regional Sleep Laboratory is evidenced by its
current and historic utilization by patients in the Greater Waterbury area for many years.

d. explain why the location of the facility or service was chosen;

Response:

The Hospital determined that the Middlebury location could more efficiently serve the same
patients served by the Southbury location.

e. provide incidence, prevalence or other demographic data that demonstrates
community need;

Response:

Not applicabie.

{N5239210)
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f. discuss how low income persons, racial and ethnic mincrities, disabied persons
and other underserved groups will benefit from this proposal;

Response:

No changes in access for this patient population are anticipated as a result of this proposal.

g. list any changes to the clinical services offeraed by the Applicant(s} and explain
why the change was necessary,

Response:
Mot applicable.

h. explain how access fo care will be affected;

Response:

The same care accessed at the Southbury location has continued to be accessed at the
Middiebury location.

i. discuss any alfernative proposals that were considered.

Response:
Not applicable.

§ “Whether the applicant has satisfactorily demonstrated how the proposal
will improve qualfty, accessibility and cost effectiveness of health care
delivery in the region, including, but not fimited to, (A) provision of or any
change in the access to services for Medicaid recipients and indigent
persons;, (Conn. Gen. Stat. § 19a-639(a)(5))

{N5239210}
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9. Describe how the proposal will:
a. improve the quality of health care in the region;
b. improve accessibility of health care in the region; and

c. improve the cost effectiveness of health care delivery in the region.

Response:

The consolidation of sleep laboratory services to a single location was cost-effective and
avoided duplication of heaith care services, thereby supporting the financial stability of health
care services in the region.

10. How will this proposal help improve the coordination of patient care (explain in detail
regardless of whether your answer is in the negative or affirmative)?

Response:

The consolidation of sleep laboratory services to a single location has reduced the
administrative burden associated with coordination of patient care.

11. Describe how this proposal will impact access to care for Medicaid recipients and
indigent persons.

Response;

Not applicable. The consolidation of sieep laboratory services to a single location has not
impacted access for Medicaid recipients and indigent persons.

12. Provide a copy of the Applicant's charity care policy and sliding fee scale applicable
to the proposal.

Response:

The charity care policy and sliding fee scale applicable to the proposal are provided as
Attachment 3.

services by Medicaid recipients or indigent persons, has demonstrated
] good cause for doing so, which shall not be demonstrated solely on the
| basis of differences in reimbursement rates between Medicaid and other
| health care payers,” (Conn.Gen. Stat. § 19a-639(a)(10))

F “Whether an applicant, who has failed to provide or reduced access fo

13. If the proposal fails to provide or reduces access to services by Medicaid recipients

{N5239210)
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of indigent persons, provide explanation of good cause for doing so.

Response:

Not applicable.

§ "Whether the applicant has satisfactorily demonstrated that any
consolidation resulting from the proposal will not adversely affect health
care costs or accessibility to care.” (Conn. Gen. Stal. § 19a-638(a){12))

14. Will the proposal adversely affect patient health care costs in any way? Quantify and
provide the rationale for any changes in price structure that will result from this
proposal, including, but not limited to, the addition of any imposed facility fees,

Response:

The consolidation of sleep laboratory services to a single location has not adversely affected
health care costs.

{N5239210}
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Financial Information

§ “Whether the applicant has satisfactorily demonstrated how the proposal
will impact the financial strength of the health care system in the state or
that the proposal is financially feasible for the applicant:” (Conn. Gen.
Stat. § 19a-639(a)(4))

15. Describe the impact of this proposal on the financial strength of the state’s health
care system or demonstrate that the proposal is financially feasible for the applicant.

Response:

Not applicable. The consolidation took place effective August 31, 2011, and the operation of the
Regional Sleep Laboratory has since been financially feasible.

16. Provide a final version of all capital expenditure/costs for the proposal using OHCA
Table 3.

Response:
Not applicable.

17. List all funding or financing sources for the proposal and the dollar amount of each.
Provide applicable details such as interest rate; term; monthly payment; pledges and
funds received to date; letter of interest or approval from a lending institution.

Response:
Not applicable.
18. Include as an attachment:

a. audited financial statements for the most recently completed fiscal year. If audited
financial statements do not exist, provide other financial documentation (e.g.,
unaudited balance sheet, statement of operations, tax return, or other set of
books). Connecticut hospitals required to submit annual audited financial
statements may reference that filing, if current;

b. completed Financial Worksheet A (non-profit entity), B (for-profit entity) or C
(§19a-486a sale), available on OHCA’s website under OHCA Forms, providing a
summary of revenue, expense, and volume statistics, “without the CON project,”
“incremental to the CON project,” and “with the CON project.” Note: the actual
results reported in the Financial Worksheet must match the audited financial
statement that was submitted or referenced.

Response:
{N5239210}
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Not applicable. The Regional Sleep Laboratory does not maintain financial statements. lis
financial data is subsumed within the financial data for Waterbury Hospital.

19, Complete OHCA Table 4 utilizing the information reported in the attached Financlal
Worksheet.

Response:
OHCA Table 4 has been provided.

20. Explain all assumptions used in developing the financial projections reported in the
Financial Worksheet.

Response:

It is assumed that historic utilization trends will continue.

21. Explain any projected incremental losses from operations resulting from the
implementation of the CON proposal.

Response:
Not applicable.

22. Indicate the minimum number of units required to show an incremental gain from
operations for each projected fiscal year.

Response:
Not applicable.

Utilization

§ “The applicant’s past and proposed provision of health care services fo
relevant patient populations and payer mix, including, but not limited to,
access to services by Medicaid recipients and indigent persons;” (Conn.
Gen. Stat. § 19a-639(a)(6))

23. Complete OHCA Table 5 and OHCA Table 6 for the past three fiscal years (“FY™),
current fiscal year (“CFY”) and first three projected FYs of the proposal, for each of
the Applicant’s existing and/or proposed services. Report the units by service,
service type or service level.

Respanse:

Please see OHCA Table 5 and OHCA Table 6 for the historic and projected utilization for the
{N5239210}
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Regional Sleep Laboratary.

24, Provide a detailed explanation of all assumptions used in the derivation/ calculation
of the projected service volume; explain any increases and/or decreases in volume
reported in OHCA Table 5 and 6.

Response:

As presented in response to Question 20 above, it is assumed that historic utilization trends will
continue.

25. Provide the current and projected patient population mix (number and percentage of
patients by payer) for the proposal using OHCA Table 7 and provide all assumptions.
Note: payer mix should be calculated from patient volumes, not patient revenues.

§ “Whether the applicant has satisfactorily identified the population to be
served by the proposed project and satisfactorily demonstrated that the
identified population has a need for the proposed services,” (Conn. Gen.
Stal. § 19a-639(a)(7))

Response:

The current and projected estimated patient population mix for Waterbury Hospital has been
provided in OHCA Table 7. The population mix observed in FY 2015 will remain constant
through FY 2018 with or without the proposal.

26. Describe the population (as identified in question 8{(a)) by gender, age groups or
persons with a specific condition or disorder and provide evidence (i.e., incidence,
prevalence or other demographic data) that demonstrates a need for the proposed
service or proposal. Please note: if population estimates or other demographic data
are submitted, provide only publicly available and verifiable information (e.g., U.S.
Census Bureau, Department of Public Health, CT State Data Center) and document
the source.

{N5239210}
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Response:

Please refer to Question 8e above for utilization volume demonstrating the need for the services
currently provided by the Regional Sleep Center. No services have been modified or terminated
as a result of the consolidation of services to the Middiebury location.

27. Using OHCA Table 8, provide a breakdown of utilization by town for the most recently

completed fiscal year. Utilization may be reported as number of persons, visits, scans
or other unit appropriate for the information being reported.

Response:
Please see OHCA Table 8.

§ “The utilization of existing health care facilities and health care services in
the service area of the applicant;” (Conn. Gen. Stat. § 19a-639(a)(8))

28. Using OHCA Table 9, identify all existing providers in the service area and, as
available, list the services provided, population served, facility ID (see table footnote),
address, hours/days of operation and current utilization of the facility. Include
providers in the towns served or proposed to be served by the Applicant, as well as
providers in towns contiguous to the service area.

Response:

Not applicable. The Applicant is not proposing to provide new or duplicative services, and the
existing need for the services of the Regional Sleep Laboratory is demonstrated by the patient
data provided herein.

29. Describe the effect of the proposal on these existing providers.

Response:

Not applicable. The consolidation of services to the Middlebury location took place effective
August 31, 2011

30. Describe the existing referral patterns in the area served by the proposal.

Response:

The Regional Sleep Laboratory receives referrals from Alliance Medical Group, Inc., the medical
foundation through which The Waterbury Hospital employs its physicians, as well as other
physicians in the community.

{N5239210}
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31. Explain how current referral patterns will be affected by the proposal.

Response:

The Applicant has not experienced any changes in referral patterns as a consequence of the
consolidation.

§ “Whether the applicant has salisfactorily demonstrated that the proposed
project shall not result in an unnecessary duplication of existing or
approved healfth care services or facilities;” (Conn. Gen. Stat. § 19a-
639(a)(9))

32. If applicable, explain why approval of the proposal will not result in an unnecessary
duplication of services.

Response:

Not applicable.

§ “Whether the applicant has satisfactorily demonstrated that the proposal
wifl not negatively impact the diversity of health care providers and patient
choice in the geographic region,” (Conn. Gen. Stat. § 19a-639(a)(11))

33. Explain in detail how the proposal will impact (i.e., positive, negative or no impact) the
diversity of health care providers and patient choice in the geographic region.

Response:

The consolidation of services in Middlebury has had no impact on the diversity of health care
providers and patient choice in the geographic region.

{N5239210}
Version 1/6/16
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Tables
TABLE 1
APPLICANT'S SERVICES AND SERVICE LOCATIONS
Service Street Address, Town Population DayslHours of Nf ‘I: Servics
! Served Operation orkropese
Termination
Outpatient 1284 Strongtown Road, Southbury | Greater NIA Proposed
Sleep Waterbury Termination
Laboratory
Qutpatient 1625 Straits Turnpike, Middiebury | Greater Office: Monday N/A
Sleep Waterbury through Friday, 8 a.m.
Laboratory to 4 p.m.
Sleep Studies: Monday
through Friday, 7 p.m.
to 7 a.m.

[back to question]
TABLE 2

SERVICE AREA TOWNS

List the official name of town* and provide the reason for inclusion.

Town* Reason for Inclusion
“Beacon Falls Existing Patient Data
Bethlehem Existing Patient Data
Cheshire Existing Patient Data
Middlebury Existing Patient Data
Morris Existing Patient Data
Naugatuck Existing Patient Data
QOakville Existing Patient Data
Oxford Existing Patient Data
Plantsville Existing Patient Data
Plymouth | Existing Patient Data
Prospect Existing Patient Data
Seymour Existing Patient Data
Southbury Existing Patient Data
Southington Existing Patient Data
Terryville Existing Patient Data
Thomaston Existing Patient Data
Torringten Existing Patient Data
Waterbury Existing Patient Data
Watertown Existing Patient Data
Wolcott Existing Patient Data
Woodbury Existing Patient Data

* Village or place names are not acceptable.
[back to guestion]
{N5235210}
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TABLE 3
TOTAL PROPOSAL CAPITAL EXPENDITURE
Purchase/Lease Cost
Equipment (Medical, Non-medical, Imaging) N/A
Land/Building Purchase* N/A
Construction/Renovation** N/A
Other (specify) N/A
Total Capital Expenditure (TCE) $0
Lease (Medical, Non-medical, Imaging)*** N/A
Total Lease Cost (TLC) N/A
Total Project Cost (TCE+TLC) $0

If the propesal involves a land/building purchase, attach a real estate property
appraisal including the amount; the useful life of the building; and a schedule of

depreciaticn.
** I the proposal invelves construction/renovations, attach a description of the proposed

building work, including the gross square feet; existing and propaosed floor plans;
commencement date for the construction/ renavation; completion date of the
constructien/renovaticn; and commencement of operations date.

“** |f the proposal involves a capital or aperating equipment lease and/or purchase,

attach a vendor quete or invoice; schedule of depreciation; useful life of the equipment;

and anticipated residual value at the end of the lease or loan term.

back to question

TABLE 4

PROJECTED INCREMENTAL REVENUES AND EXPENSES

FY 2016 FY 2017 FY 2018
Revenue from Operations N/A N/A N/A
Total Operating Expenses N/A N/A N/A
Gainl/Loss from Operations N/A N/A N/A

* Fill in years using those reported in the Financial Worksheet attached.

[back to guestion
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TABLE S
HISTORICAL UTILIZATION BY SERVICE
Actual Velume CFY Volume*
{Last 3 Completed FYs) (X months
actual)
Service** FY 2013™* FY 2014** FY 2015™* FY 2016**
Outpatient Treatment for Sleep 995 ga7 1022 671 (8 mo_nths)
Disorders (1007 projected)
Total 985 937 1022 1007

“  For periods greater than 6 months, report annualized volume, identifying the number of actual menths covered and the
method of annualizing. For periods less than 6 months, report actual volume and identify the period covered.

" Identify each service type and level adding lines as necessary. Provide the number of visits or discharges as appropriate for
each service type and level listed.

“** Fill in years. If the time period reported is not identical to the fiscal year reperted in Table 4 of the application, provide the
date range using the mm/dd format as a footnote to the table.

[back to question

TABLE 6
PROJECTED UTILIZATION BY SERVICE

Projected Volume

Service* FY 2016 FY 2017 ] FY 2018

Qutpatient Treatment for

Sleep Disorders 1607 a2 1022
Total 1007 1022 1022

* Identify each service type by location and add lines as necessary. Provide the number of
visits/discharges as appropriate for each service listed.

** |f the first year of the proposal is only a partial year, provide the first partial year and then
the first three full FYs. Add columns as necessary. If the time period reported is not
Identical to the fiscal year reported in Table 4 of the application, provide the date range
using the mm/dd format as a footnote to the table.

back to question]
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TABLE 7

APPLICANT’S CURRENT & PROJECTED PAYER MIX

Current Projected
Payer FY 2016™ FY 2017** FY 2018** FY 2019*
Discharges % Discharges Yo Discharges Y Discharges %
Medicare* 48.5% 46.5% 46.5% 46.5%
Medicaid* 28% 28% 28% 28%
CHAMPUS & 5% 5% 5% 5%
TriCare
Total 75% 75% 75% 75%
Gaovernment
Commercial 23.5% 23.5% 23.5% 23.5%
Insurers
Uninsured 1% 1% 1% 1%
Workers 5% 5% 5% 5%
Compensation
Total Non- 25% 25% 25% 25%
Government
Total Payer 100% 100% 100% 100%
Mix

* Includes managed care activity.
**Fill in years. Ensure the period covered by this table corresponds to the period covered in the projections
provided. New programs may leave the “current” column blank.

[back to question]
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back to question

TABLE 8

UTILIZATION BY TOWN

Town

Utilization
FY 2015

All Towns Identified in Table 2

1022 patient encounters

~* List inpatient/outpatient/ED volumes separately, if applicable
** Fillin most recently completed fiscal year.

TABLE 9
SERVICES AND SERVICE LOCATIONS OF EXISTING PROVIDERS
Service or Population Facility Facility's Provider Name, Hours/Days Current
Program Name Served ID* Street Address and Town of Operation | Utilization

A

NA

" Provide the Medicare, Connecticut Depariment of Social Services (DSS), or National Provider Identifier (NPI) facility
identifier and label column with the identifier used.

{back to question]
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internat /ge(en}fe Service

4 UF!
Department of the Treasury
Washinglon, pe 20224

Person to Contags:

The Hatartury Rospita)]
64 Robbipg Strast Telephone Numper

Waterbury, cr 06721

Refer Reply to:
OP:E:EO:g:2
Date:
ay 17 mag -
Legend; S ’
H = The Waterbury Hospleal co
P =~ Createrp Hacezbury Healgh Metwork, Ipc.
X-= Graaster k’z—sterbury Resith Services, Ipe,
Y % Qreater Waterbury Heairhk Foundatfon, Inc,

Z = Greater Yaterbury Hanagenene Regources, Inc,

Dagyr Ladies and Gantlensn: !

This 15 ip reply to l;hee‘mling Tequest of November 7, 1984, whien
submitted og behalf of H, p, X, and Y. Thesa orgenizationg have

asked for a nuabey of  rulings regavding the income .cax. fonsequences of g
Proposed eorporata Teorganizarion and the relateg trangections deseribed
below. Thig lecter wily tule on the ruling reguegcg of all Four cntities,

A o ST e VIO T T et LI S = h CL Ry s
b 1g & moaprofic ccs;pora:.[on_ engaged {n the operarion of an ACULE carse

teaching-hospi;ali He puvposest are to provide hospitsl pnd radicsl Fietlfe
tieg angd services, research, angd CarTy of related attiviciag gy assfge, pro-

hoapital ro reorganize irg COTporate structure through che Creation of,
savernl additional Corporstions to which existing assers andfor Prograng

to healch care, It wag represenced P would recelve, madntain, ang

distribute funds and other assets, adminlstering and applyi 1z cieg

k-3

exclusively for ehe benefit of B and {ts affillates, @ oq1; contrel icyg

Presant aff{liages, H, X. and X and fts wholly~owned subsidiar}', =v P g

tha

P will qave EXCLUET e ACWRT itk T28p2CT ta ¢ach AL S S T R

scle member of H, X

+ 82d Y and is the sole stockholdey af 7. "Ae Fuch

s

Ve
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The Jaterbury Hospiesl

Other benefigy expecte

siabllity; and, isolat

_ the propoged COLporate reorganivation wilj pernie the
seixegation of management functione and a8gets, ephanee TRNELUMENE Boeoung-
abilicy, end &ttract and cffec:ively uge specialized mRnagemeat skitlg,
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operations and thareby

Section 5G1{e)(3)
oTgenized and operated
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The Waterbury B#;pitnl

tax under section 501{e) ()} of the Code. It carried on no operations
othar than recelving cont-ibutfons and incidental investmenr iocome and
making distributieng of 1iiome to such éxempt organirzations at pariodice
intervals. The organizat.ion did per sccumulate fgg investment income,

The organization was ruled to be exempt under saction 301(c)(3) of the Code.

furtherancs of a charitabla purpose {f it meete the other requiremants of
section 501(e)(3) of the Cade, :

Under the proposed reorgnnization,‘g. the parsnt enticy, wil) operate
for the benefit of yrs tax-axempt subaidiaries by Providing them wirh fip-

anclal, management and advisoery support services. The Feorganlzation will

Because P can pe congldered ap integral part of the affiliared exampt
organizations within che meaning of Rev, Rul, 78-41, supra, and because
1t 18 performing fumeriong which H has historically carried on, the pro-
posed reorganization wilj not affeer the exempt status of P. Similarly;
gloce X and Y w111 continue to engage eolely in sactivities rslated to their
SXEmpt purposes as defined by section 501(e)(3), their eXempt status will
not be adversely affecred by cthe reorgauization &nd relaced transsctiona,

The purposes and sctiviries ¢f H will not be alterd‘qa pare of the re-~
organization. I wi]l continue to provide primary acute care and related
nedical services to tha public on the same bacir ag in the paat., Sipnce H
vill continua to meet the requisite oriteria ap as to Qualify as a hospital
within the meaning of Rav. Rul, 69-545, supra, its exempt status will not

the reorganization and related trangacrions contemplated will met change
H's status as & hospital under sections 509(a)(l) and 170(b)} (LY (A) (£11).

When all the funetione wvere eriginally accomplished by H, it was
evident that H'g resources were devoted to the achievement of itg charitahle

Purposes. It follows that the transfer of certatn assets to various exempt
2embers of the health care Bystem will not affect the eéxempt status of

PUt Lo the mame charitable uses as they had been by H. The tax on unrelated
buginess income laposed by section 511 of the Code vill not be epplicable
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The Yaterbury flosplrsl ‘ g /

because section 513(a) of the Code and geection 1.513-1(d)(2) of the repuia-
tionr exelude from the definition of wnrelated trade or businces any

trade or business which contributes inportantly to the dceonplishmant of an
organizstion's exampt purpase. The ongedng esesf cransfers und provizion of
garvices among the related tax~axenpt corperationg will contribute teportantcly
to the provigion of health e¢sre to the cormmicy because the health care syaten
concept will provide the ability to shift resourcee to wegt tha ever-changing
coumunity health heads, Therefore, the trandserions deserdbed above w413 nor
result in unrelaged Busivess fncome under 8actione 511 through 5i4 of ‘tha Code
for any transferopr or transferes except with Fespett to transsctions fhvolving
Z, thz for-profir subsidiary, ta tae extint, if sny, calculsated in accordanpe
vith sectfon SI12(b)(13), )

. Basezd on ghe informarion Turaished, we ruls rhat:

1.} the corporats reotganization deseribed above will nor affeer the
teX-exespr status of H ender geetion 50i{e)(3) of the Code br
ite aon-private foundption clasgification wider seccion 509¢a);

2.) the éorporatc reorganization wili noc Jjeopardize the Larexanpt
status of P, X, and Y under section 201(cd(3) of the Code:

3.) che-trancfer of assets batween and among P, X, and Y will not

teanll in unrelated Lusiness taxable incoms to. any of thoge-

organizations vncer seetions 5i] through 514 of tha Code;: mnd

4.} the provision cof menagessnt and other eervices on a fee-for-service
basfs by ang arong P end the othwr exenpt ewtities with which {r is

affiliated will not reawle in unrelated businees taxoble fncome: to P

or sioch other axempr antities under gections 511 through SI4vof the
Code.

This ruling is directad only to the organization that Faquested it. Sectisog
SLIG(jI{3) of Thno Code provides that it ze¥ not he used or cirted as precedenc.

f2C8uBe This lebter could help resalve any Yuture questions dbout yeur
cheopr status and wirelated trade or busimess aetivities, you spould keep it
for your permamsnt Tecordsz,

Wa axre iuferming your key Uistricr Director of tais Toling. If vy
soould hava anoy quastions, please contact the parson whose name and
telzphone oumber are shown apave.

Sinceraly yours,
J. E. Grizrsay

J. E. Gritfich
Chief, Exempt Orgeaf{rstions
Aulings Branch
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LAERL AUURUL LALLALED

Tage 1 Ul L
State of Connecticut

| Lookup Detail View

Name

Name
WATERBURY HOSPITAL
License Information
FLIS
License Type | License Number | Expiration Date | Granted Date | License Name | License Status
General Hospital | 60 09/30/2017 10/01/2009 ACTIVE
Gcncrated On: 7/25/2016 9:24:09 AM
hitps://www elicense.ct.gov/Lookup/PrintLicenseDetails.aspx?cred 930522 &contact=1161874 7/25/2016
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GEORGIA DEPARTMENT OF COMMUNITY HEALTH
OFFICE OF HEALTH PLANNING
INDIGENT INCOME LEVELS FOR 2016

ANNUAL & MONTHLY INCOME LEVELS FOR
FAMILIES AND INDIVIDUALS AT 125% OF
2016 FEDERAL POVERTY GUIDELINES

EAMILY 2016 INCOME LEVEL FOR 125% FPG
SIZE ANNUAL MONTHLY
1 $14,850 per vear $1,238 per month
2 $20,025 per year $1,668 per month
3 $25,200 per year $2,100 per month
4 $30,375 per year $2,531 per month
5 $35,550 per year $2,963 per month
6 $40,725 per year $3,394 per month
7 $45,913 per year $3,826 per month
8 $51,113 per vear $4,259 per month

For family units over 8, add $5200 per year or $433 per
month for each additional member.

Notes:

Federal Poverty Guidelines: "2016 Poverty Guidelines for the 48
Contiguous States and the District of Columbia” as published in the
Federal Register of January 25, 2016, Volume 81, Number 15, on pages

4036 - 4037,
125% FPG Calculation: The annual income levels at 125% FPG provided

above are derived by multiplying the federal poverty guidelines annual
income for each family size by 1.25 (125%) and rounding to the nearest
whole dollar. These annual figures are then divided by 12 and rounded to
the nearest whole dollar to derive the monthly income levels.

DCH Indigent Income Level: The Georgia Department of Community
Health's Office of Health Planning defines an indigent patient as being a
patient who is income tested and found to be at or below 125% of the
FPG.

Calculated and prepared by Healthcare Facility Regulation Division/Office
of Health Planning, Georgia Department of Community Health, January
26, 2016.
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are working to improve language
accessibility within their states; and

¢ Recommendations for state-specific
vapacity building for the 2G states
intended to enhance statewide language
aceess, which will include the
development of language access plans.

An U%jective review of was conducted
that assessed the grantee’s applicaticn
using eriteria related to the project’s
approach, the organization’s capacity,
and the develapment of costs for the
project's budget.

Statutory Antherity: Section 310 of the
Family Violence Prevention and Services
Act, as amended by Section 201 of the
CAPTA Reautherization Act of 2010, Pub. L.
111-320.

Christopher Beach,

Senjor Grants Palicy Specialist, Division of
Grants Policy, Office of Administration,

{FR Doc. 2016-01320 Filed 1-22-16; 8:45 am)]
BILLING CODE 4184-32-F

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Office of the Secretary

Annual Update of the HHS Poverly
Gutidelines

AGENCY: Department of Health and
Human Services,
ACTION: Notice,

SUMMARY: This notice provides an
update of the Department of Health and
Human Services {HHS) poverty
guidelines to account for last calendar
year's increase in prices as measured by
the Consumer Price Index.

DATES: Effective Date: January 25, 2016,
unless an office administering &
program using the guidelines specifies a
different effective date for that
particular program.

ADDRESSES: Office of the Assistant
Secretary for Planning and Evaluation,
Room 404E, Humphrey Building,
Department of Health and Human
Services, Washingten, DC 20201.

FOR FURTHER INFORMATION CONTACT: For
information about how the guidelines
are used or low income is defined in a
particular program, contact the Federal,
state, or local office that is responsible
for that program. For information about
poverty figures for immigration forms,
the Hill-Burton Uncompensated
Services Program, and the number of
people in poverty, use the specific
telephone numbers and addresses given
below.

For general questions about the
poaverty guidelines themselves, contact
Kendall Swenson, Office of the
Assistant Secretary for Planning and

Evaluatior:, Room 422F.5, Humphrey
Building, Department of Health and
Human Services, Washington, DC
20201—telephone; (202} 6907507 —or
visit http://aspe. hhs.gov/povertyi.

For information about the percentage
multiple of the poverty guidelines to be
used on immigration forms such as
USCIS Form 1-864, Affidavit of Support,
contact U.S, Citizenship and
Immigration Services at 1-800-375-
5283.

For information about the Hill-Burton
Uncompensated Services Program (free
cr reduced-fee health care services at
certain hospitals and other facilities for
persons meeting sligibility criteria
invelving the poverty guidelines),
contact the Health Resources and
Services Administration Informatien
Center at 1—800-275~4772, You also
may visit http://www hrsa.gov/
gethealtheare/affordable/hillburton/.

For information about the number of
people in poverty, visit the Poverty
section of the Censng Bureau's Web site
at hitp:/fwww.census.gov/hhes/www/
poverty/poverty.fitm! or contact the
Census Bureau’s Customer Service
Center at 1-800-923-8282 {toll-free)
and https://ask.census.gov for further
information.

SUPPLEMENTARY INFORMATION:

Background

Section 673(2} of the Omnibus Budget
Reconciliation Act (OBRA) of 1981 (42
U.S.C. 9902(2)) requires the Secretary of
the Department of Health and Human
Services to update the poverty
guidelines at least annually, adjusting
them on the basis of the Consumer Price
Index for All Urban Consumers (CPI-U}.
The poverty guidelines are used as an
eligibility criterion by the Community
Services Block Grant program and a
number of other Federal programs. The
poverty guidelines issued here are a
simplified version of the paverty
thresholds that the Census Bureau uses
to prepare its estimates of the number af
individuals and families in poverty.

As required by law, this update is
accomplished by increasing the latest
published Census Bureau poverty
threshalds by the relevant percentage
change in the Consumer Price Index for
All Urban Consumers {CPI-1J). The
guidelines in this 2016 notice reflect the
0.1 percent price increase between
calendar years 2014 and 2015, After this
inflation adjustment, the guidelines are
rounded and adjusted to standardize the
differences hetween family sizes. In rare
circumstances, the rounding and
standardizing adjustments in the
formula result in small decreases in the
poverty guidelines for some household

sizes even when the inflation factor is
not negative. In order to preventa
reduction in the guidelines in these rare
circumstances, @ minor adjustment was
implemented to the formula beginning
this vear. In cases where the year-to-year
change in inflation is not negative and
the rounding and standardizing
adjustments in the formula result in
reductions to the guidelines from the
previous year for some househoid sizes,
the guidelines for the affected
household sizes are fixed at the prior
vear’s guidelines. As in prior years,
these 2016 guidelines are roughly equal
to the poverty threshalds for calendar
year 2015 which the Census Bureau
expects to publish in final form in
September 2016.

The poverty guidelines continue to be
derived from the Census Bureau's
current official poverty threshalds; they
are not derived from the Census
Bureau’s new Supplemental Poverty
Measure (SPM),

The following guideline figures
represent annual income.

2016 POVERTY GUIDELINES FOR THE
48 CONTHGUOUS STATES AND THE
DISTRICT OF COLUMBIA

Poverty

Persons in familythousehold guidaline

$11,880
16,020
20,160
24,300
28,440
32,580
85,730
40,890

For families/households with more than 8
persons, add %4160 for each additionat
person,

Lol oo B BN C S B \L

2016 POVERTY GUIDELINES FOR
ALASKA

Poverty

Persons in family’household guideline

$14,840
20,020
25,200
20,380
35,560
40,740
45,920
51,120

W ~Nme b=

For families/househoids with more than 8
persons, add 55200 for each atiditional
perscn.

SLPOO40
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2016 POVERTY GUIDELINES FOR
Hawall

Poverty

Persons in family/household guideline

$13,670
18,430
23,190
27,450
32,710
37,470
42,230
47,010

For families/houssholds with more than 8
persons, add $4,780 for each additional
person.

=TV s SR, I N T

Separate poverty guideline figures for
Alaska and Hawaii reflect Office of
Economic Oppertunity administrative
practice beginning in the 1966-1970
period. {(Note that the Census Burean
poverty thresholds—the version of the
poverty measure used for statistical
purposes—have never had separate
figures for Alaska and Hawaii.) The
poverty guidelines are nat defined for
Puerto Rico or ather outlying
jurisdictions. In cases in which a
Federal program using the poverty
guidelines serves any of those
jurisdictions, the Federal office that
administers the program is generally
responsible for deciding whether to use
the contiguous-staies-and-DC guidelines
for those jurisdictions or 1o follow some
other procedurs,

Due to confusing legislative lanpuage
dating back to 1972, the poverty
guidelines sometimes have heen
mistakenly referred to as the “OMB”’
(Office of Management and Budget)
poverty guidelines or poverty line. In
fact, OMB has never issued the
guidelines; the guidelines are issued
each year by the Department of Health
and Human Services. The poverty
guidelines may be formally referenced
as “‘the paverty guidelines updated
periodicaily in the Federal Register by
the 1.8, Department of Health and
Human Services under the authority of
42 1.5.C, 9902{2).”

Some federal programs use a
percentage multiple of the guidelines
{for example, 125 percent or 185 percent
of the guidelines}, as noted in relevant
authoerizing legislation or program
regulations. Non-Federal crganizations
that use the poverty guidelines under
their own authority in non-Federally-
funded activities also may choose to use
a percentage multiple of the guideélines.

The poverty guidelines do not make a
distinction between farm and non-farm
families, or between aged and non-aged
units, (Only the Census Bureau poverty
thresholds have separate figures for aged

and non-aged one-person and two-
person unils.)

Note that this nctice does not provide
definitions of such terms as “income’ or
“family,” because there is considerahle
variation in defining these terms among
the different programs that use the
guidelines. These variations are
fraceabje to the different laws and
regulations that govern the various
programs, This means that questions
such as “Is income counted before or
after taxes?”’, "Should & particular type
of income be counted?”, and “Should a
particular person be counted as a
member of the family/household?” are
actually questions about how a specific
program apglies the poverty guidelines.
All such questions ahout how a spscific
program applies the guidelines should
be directed to the entity that administers
or funds the pregram, since that entity
has the responsibility for defining such
terms as “"income” or “famity,” o the
extent that these terms are not already
defined for the program in legislation or
regulations.

Dated: fanuary 21, 2016.
Sylvia M. Burwel],
Secretary of Health and Human Services.
IFR Doc. 2016—01450 Filed 1-22-16; 8:45 am]
BHLLING CODE 4150-05-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

National Institutes of Health

National Institute of Allergy and
Infectious Diseases; Notice of Closed
Meetings

Pursuant to section 10{d} of the
Federal Advisory Committee Act, us
amended (5 U.5.C. App.), notice is
hereby given of the following meetings.

The meetings will be closed to the
public in accordance with ihe
provisions set forth in sections
552h{c)(4) and 332b(c)(6), title 5 U.S.C.,
as amended. The grant applications and
the discussions could disclose
confidential trade secrets or commercial
property such as patentable material,
and personal information concerning
individuals associated with the grant
applications, the disclesure of which
would constitute a clearly unwarranted
invasion of personal privacy.

Name of Committes; Microbiology,
Infectious Diseases and AIDS Initial Review
Group; Microbiology and Infectious Diseasas
Research Cornmittes.

Date: Februsry 18-19, 2016.

Tirne: 8:00 a.1n. to 5:00 p.m.

Agendg: To review and evaluate grant
applications.

Place: The Ritz-Carlton Hotel, Plaza II,
1150 22nd Street NW,, Washington, DC
20037,

Cantact Person: Frank S, De Silva, PRI,
Scientific Review Officer, Scientific Review
Program, Division of Exiramural Activities,
Room #3E72A, Naticnal Institutes of Health/
NIAID, 56011 Fishers Lane, MSC 9834,
Bethesda, MDD 20892934, (240) 669-5023,
fdesilva@niaid nik.gov,

Name of Committee: National Institute of
Allergy and Infectious Diseases Special
Emphasis Panel; "Comprehensive Resources
for HIV Microbicides and Biomedical
Prevantion (N01)",

Date: Februery 18, 2016,

Time: 10:30 a.m. to 5:00 p.m.

Agenda: To review and evaluate contract
proposals.

Place: National Institutes of Health Room
3F100, 5601 Fishers Lane, Rockville, MD
20892 (Telephone Conference Call).

Contact Person: Jay R, Radke, PhJ0., AIDS
Review Branch, Scientific Review Program,
Division of Extramural Activities, Room
#3G11B, National Institutes of Health, NIAID,
5601 Fishers Lane, MSC-9823, Bethesda, MD
2085298723, (240) 669-5046, jay.radke@®
nih.gov.

{Catalogue of Federal Domastic Assistance
Program Nos. 93.855, Allergy, Immunology,
and Transplantation Research: §3.856,
Microbiology and Infectious Disoases
Research, National Instiiutes of Health, HHS)

Dated: January 19, 2016,
Natasha M. Copeland,

Program Analyst, Office of Federal Advisory
Committee Policy.

IFR Do, 2016—01513 Filed 1-22-16; 6:45 azn]
BILLING CODE 4140-01-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Natianal Instiiutes of Health

Submission for OMB Review; 30-Day
Comment Request; Media-Smart Youth
Leaders Program

SUmMMARY: Under the provisions of
section 3507(a)(1)(D) of the Paperwark
Reduction Act of 1995, the Eunice
Kennedy Shriver Nationel Institute of
Child Health and Humen Development,
National Institutes of Health (NIH) has
submitted to the Office of Management
and Budget (OMB) a request for review
and approval of the information
collection listed below. This praposed
information collection was previously
published in the Fedexal Register on
October 18, 2015, pages 62541-62542,
and allowed 60 deys for public
comment, One public comment was
received. The purpose of this notice is
to allow an additional 30 days for public
comment, The Eunice Kennedy Shriver
Nationa] Institute of Child Heelth and
Human Development, Naticnal
Institutes of Health, may not conduct or

SLP0041




Connecticut Department

of Public Health

Supplemental CON Application Form
Termination of a Service
Conn. Gen. Stat. § 19a-638(a)(5),(7),(8),(15)

Applicant: The Waterbury Hospital

Project Name: Consolidation of Sleep L.ab Services to the
Regional Sleep Laboratory in Middlebury, Connecticut

{N5239377} i
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Affidavit

Applicant: The Waterbury Hospital
Project Title: Consolidation of Sleep Lab Services to the Regional Sleep Laboratory in
Middlebury, Connecticut

1, Darlene Stromstad, President/CEQD
(Name) (Position — CEO or CFQ)

of The Waterbury Hospital being duly sworn, depose and state that the The Waterbury

Hospital complies with the appropriate and applicable criteria as set forth in the Sections
19a-630, 19a-637, 19a-638, 192-639, 192-486 andfor 4-181 of the Connecticut General
Statutes.

Subscribed and sworn to before me on 7 ) u) ’7 \ | C’J

( __,hm 5 Ct/ Lt /1»(

Notary Pb{hc/Commlssmner of Superior Court

My commission expires: / - 5 j = l (1:’

(N5239377} ii
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Affidavit

Applicant: The Waterbury Hospital

Project Title: Consolidation of Sleep Lab Services to the Regional Sleep Laboratory in
Middlebury, Connecticut

I, Darlene Stromstad, President/CEO
(Name) (Position — CEQ or CFO)

of The Waterbury Hospital being duly sworn, depose and state that the The Waterbury
Hospital complies with the appropriate and applicable criteria as set forth in the Sections

19a-630, 19a-637, 19a-638, 19a-639, 19a-486 and/or 4-181 of the Connecticut General
Statutes.

2, 123 [
{8ignatufe " Date
Subscribed and sworn to before me on ] 7 } ) j \ ‘ Q“‘

f/'/_ , 2 /; ( p
N /{> Cz-/-z:"(g. MLLATA

7

Notary Plblic/Commissioner of Superior Court

My commission expires: /] = ) k== | (_{,,‘f

{N5239377} i



1. Project Description: Service Termination
a. Please provide

i. adescription of the history of the services proposed for termination, including
when they commenced ,

ii. whether CON authorization was received and,

iii. if CON authorization was required, the docket number for that approval.

b. Explain in detail the Applicant's rationale for this termination of services, and the
process undertaken by the Applicant in making the decision to terminate.

¢. Did the proposed termination require the vote of the Board of Directors of the
Applicant? If so, provide copy of the minutes (excerpted for other unrelated
material) for the meeting(s) the proposed termination was discussed and voied
on.

Response:

The Waterbury Hospital (“Hospital’) is a tax exempt Connecticut nonstock corporation and has
operated a 6 bed sleep lab, the Regional Sleep Laboratory, at 1625 Straits Turnpike in
Middlebury, Connecticut (‘Middlebury Sleep Lab") since 2005, Middlebury Sleep Lab
experienced significant growth between 2005 and 2008 with demand beginning to out-pace
capacity and the Hospital sought to expand its services to Southbury. On February 19, 2009, the
State of Connecticut Office of Health Care Access (“OHCA”") granted a Certificate of Need under
Docket Number: 08-31211-CON (“CON") to the Hospital to establish and operate a second sleep
laboratory at the Crowne Plaza Hotel, 1284 Strongtown Road, Southbury, Connecticut
("Southbury Sleep Lab") to be operated under the Hospital's acute care hospital license.
Southbury Sleep Lab opened in April 2009 and completed its first patient study on April 29, 2009.

Because of increased competition from other hospital providers as well as the advent of home-
based sleep testing, the expected volume did not materialize. The following table summarizes
the projected as well as actual total sleep study volume for the Hospital's sleep lab service.

Fy20t0 [ FY 2011
Projected® Actual Projected* Actual
1805 1395 2022 1192

*DN: 08-31211-CON

Based on declining volume and the cost in-effectiveness of maintaining two sleep lab locations,
the Hospital consolidated sleep lab services to Middlebury Sleep Lab effective August 31, 2011,
As indicated by the table below, Middlebury Sleep Lab was and remains able to accommodate all
referred volume. Indeed, Middlebury Sleep Lah still has capacity to accommodate anticipated
future growth.

FY 2012 FY 2013 FY 2014 FY2015 FY2016* |
1115 995 937 1022 671
*8 months actual
The consolidation does not require the approval of the Hospital’'s Board of Directors.

{N5239377} 3
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2. Termination’s Impact on Patients and Provider Community

a. For each provider to which the Applicant proposes transferring or referring
clients, provide the below information for the last completed fiscal year and
current fiscal year.

TABLE A
PROVIDERS ACCEPTING TRANSFERS/REFERRALS

Total Available | Utilization Utilization

- - " .
Facility Name Facility ID Facility Address Capacity | Capacity EY 30X %uFl:‘rE*rlt
NIA N/A N/A NA N/A N/A N/A

* Please provide either the Medicare, Cannecticut Department of Social Services (DSS), or National Provider
Identifier (NP} facility identifier and label column with the identifier used.

** Filkin year and identify the period cavered by the Applicant's FY {e.g.. July 1-June 30, calendar year, etc.). Label and provide the
number of visits or discharges as appropriate.

™= For periods greater than 6 months, report annualized volume, identifying the number of actual months covered and the method of
annualizing. For periods less than six months, report actual volume and identify the period covered.

a. Provide evidence (e.g., written agreements or memorandum of understanding)
that other providers in the area are willing and able to absorb the displaced
patients.

Response: The patient data provided for the Regional Sleep Laboratory in
Middlebury refiects absorption of patients from the Southbury location.

b. Identify any special populations that utilize the service(s) and explain how these
populations will maintain access to the service following termination at the
specific location; also, specifically address how the termination of this service wili
affect access to care for Medicaid recipients and indigent persons.

Response: The Southbury location of the Sieep Laboratory did not service

special populations, and its closure did not affect access to care for Medicaid
recipients and indigent persons.

c. Describe how clients wili be notified about the termination and transfer to other
providers.

Response: Patients utilizing the Southbury location were notified that they could
obtain the same services at the Middlebury iocation.

{N5239377} 4
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d. For DMHAS-funded programs only. attach a report that provides the foliowing
information for the last three fuli FYs and the current FY to-date:
i.  Average daily census;
ii. MNumber of clients on the last day of the month;
iii. Number of clients admitted during the month; and
iv. Number of clients discharged during the month.

Response: Not applicable.

{N5239377} 5
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Greer, Leslie

From: Schaeffer-Helmecki, Jessica

Sent: Thursday, August 25, 2016 9:03 AM

To: 'dstromstad@wtbyhosp.org’; ‘dhardy@carmodylaw.com’

Cc: Michelle Volpe Esg. (mmv@bvmlaw.com); Riggott, Kaila; Greer, Leslie

Subject: Completeness Questions: 15-32113-CON

Attachments: 16-32113 Waterbury sleep Completeness 8.25.16.pdf; 16-32113 Waterbury sleep

Completeness 8.25.16.docx

Good morning Ms. Stromstad and Mr. Hardy:

Attached please find a pdf and word version of completeness questions regarding your Certificate of Need application for
the termination of Waterbury Hospital's sleep lab services at its Southbury site (docket number 15-32113-CON).

Please confirm receipt of this e-mail and feel free to contact me if you have any questions.

Jessica

Jessica Schaeffer-Helmecki, JD, MPA

Planning Analyst, Office of Health Care Access

Connecticut Department of Public Health

410 Capitol Avenue, MS #13 HCA, Hartford, Connecticut 06134

P: (860) 509-8075 | F: (860) 418-7053 | E: jessica.schaeffer-helmecki@ct.gov

DPH)

Comnectiout Department
of Public Health



STATE OF CONNECTICUT

DEPARTMENT OF PUBLIC HEALTH

Dannel P. Malloy

) Governor
Raul Pino, ‘M..D., M.PH. Nancy Wyman
Commissioner Lt. Governor
Office of Health Care Access
August 25, 2016 Via Email Only

Darlene Stromstad

President/CEO, Waterbury Hospital
64 Robbins Street

Waterbury, CT 06708
dstromstad@wtbyhosp.org

David S. Hardy

159 Church Street

New Haven, CT 06509-1950
dhardy@carmodylaw.com

RE: Certificate of Need Application Completeness Questions
The Waterbury Hospital’s application for the termination of sleep lab services in Southbury,
CT (Docket No. 16-32113-CON)

Dear Ms. Stromstad and Mr. Hardy:

On August 5, 2016, OHCA received a Certificate of Need application from The Waterbury Hospital
(“Hospital” or “Applicant”) for the termination of its sleep lab services at its off-site location in the
Crowne Plaza Hotel, 1284 Strongtown Road, Southbury, CT (“Southbury Lab”). OHCA requests
additional information pursuant to Connecticut General Statutes 819a-639a(c). Provide responses to
the question below in both a Word document and PDF format as an attachment to a responding email.

Please note that pursuant to Section 19a-639a(c) of the Connecticut General Statutes, you must submit
your response to this request no later than sixty days from the date of this email transmission.
Therefore, please provide your written responses to OHCA no later than Monday, October 24, 2016,
otherwise your application will be automatically considered withdrawn.

Please provide:

Phone: (860) 418-7001 e Fax: (860) 418-7053
DPH 410 Capitol Avenue, P.O. Box 340308
Hartford, Connecticut 06134-0308
Connecticut Depamnem WWW' Ct' g()V/dph
of Publc Health Affirmative Action/Equal Opportunity Employer



The Waterbury Hospital Page 2 of 3
16-32113-CON

1. The number of sleep lab studies performed each year at the Southbury Lab from FY2008 through
FY2011;

2. The number of sleep lab studies performed at the Middlebury Lab for each of FY2008 through
FY2011;

3. The towns of origins for the patients treated at the Southbury Lab in FY2011,
4. The number of home-based sleep tests conducted each year from FY2008 through FY2011;
5. A description of any benefits to home-based sleep studies;

6. Scholarly article(s) or other evidence demonstrating the trend of increasing use of home-based
sleep studies;

7. An explanation as to how the second table on page 5 of the application demonstrates the
Middlebury Lab has additional capacity to accommodate anticipated future growth;

8. The following information for the Middlebury Sleep Lab to demonstrate it has had the capacity to
accommodate patients from Southbury:

Program Capacity Middlebury Sleep Lab

Beds

Days of Operation Per Week
Current Capacity

FY2015 Volume

FY2015 % Utilization

FY 2016 Projected Volume

9. The following historic revenues and expenses reflecting closure of the closure of the Southbury
Lab:

FY 2012 FY 2013 FY2014

Reduced Revenue from
Operations*

Reduced Total
Operating Expenses®

Gains/Losses from
Operations

* As a result of the proposal/closure of the Southbury Lab

10. A break-down and description of any cost savings realized as a result of termination of the
Southbury Lab (e.g., reduction in costs for medical personnel salaries, space rental, equipment);

11. A break-down and description of any reduced revenue as a result of the termination of the
Southbury Lab (e.g., reduction in income from patient charges);



The Waterbury Hospital Page 3 of 3
16-32113-CON

12. The payer mix, as provided on page 22 of the application, for FY2009, FY2010 and FY2011,
13. The names and locations of other sleep study providers in the area; and

14. An explanation as to why the Applicant did not apply for a Certificate of Need prior to terminating
services at the Southbury Sleep Lab in 2011

Repeat each question before providing your response, paginate and date your response, i.e., each page
in its entirety. Information filed after the initial CON application submission (e.g., completeness
response letter, prefile testimony, late file submissions and the like) must be numbered sequentially
from the Applicant’s document preceding it. Please begin your submission using Page 52 and
reference “Docket Number: 16-32113-CON.” Please email your responses to all of the following
email addresses: OHCA@ct.qov, jessica.schaeffer-helmecki@ct.qgov, kaila.riggott@ct.gov .

If you have any questions concerning this letter, please feel free to contact me at (860) 509-8075.

Sincerely,

Jessica Schaeffer-Helmecki
Planning Analyst

Attachment

Cc: Michele Volpe, Esq., Counsel for Prospect Medical Holdings, Inc.


mailto:OHCA@ct.gov
mailto:jessica.schaeffer-helmecki@ct.gov
mailto:kaila.riggott@ct.gov

Greer, Leslie

From: Schaeffer-Helmecki, Jessica

Sent: Thursday, August 25, 2016 9:05 AM

To: Greer, Leslie

Subject: FW: Completeness Questions: 15-32113-CON

Leslie, below is the delivery receipt for the Completeness Questions for 15-32113 for the record. Thank you.

From: Microsoft Outlook

Sent: Thursday, August 25, 2016 9:03 AM

To: Schaeffer-Helmecki, Jessica

Subject: Relayed: Completeness Questions: 15-32113-CON

Delivery to these recipients or groups is complete, but no delivery notification was sent by the
destination server:

'dstromstad@wtbyhosp.org' (dstromstad@wtbyhosp.org)

'dhardy@carmodylaw.com' (dhardy@carmodylaw.com)

Michelle Volpe Esq. (mmv@bvmlaw.com) (mmv@bvmlaw.com)

Subject: Completeness Questions: 15-32113-CON



Greer, Leslie

Subject: FW: Completeness Questions: 15-32113-CON

From: David S. Hardy [mailto:DHardy@carmodylaw.com]

Sent: Thursday, August 25, 2016 10:05 AM

To: Schaeffer-Helmecki, Jessica; 'dstromstad@wtbyhosp.org’

Cc: Michelle Volpe Esq. (mmv@bvmlaw.com); Riggott, Kaila; Greer, Leslie
Subject: RE: Completeness Questions: 15-32113-CON

Jessica,
Confirming receipt of your email. Thank you.
Dave

David S. Hardy | Bio

Carmody Torrance Sandak & Hennessey LLP
195 Church Street | P.O. Box 1950

New Haven, CT 06509-1950

Direct: 203-784-3119 | Fax: 203-784-3199
DHardy@carmodylaw.com | www.carmodylaw.com




Greer, Leslie

From: David S. Hardy <DHardy@carmodylaw.com>

Sent: Monday, September 12, 2016 1:59 PM

To: Schaeffer-Helmecki, Jessica; User, OHCA

Cc: Michelle Volpe Esq. (mmv@bvmlaw.com); Riggott, Kaila; Greer, Leslie;
‘dstromstad@wtbyhosp.org’

Subject: RE: Completeness Questions: 16-32113-CON

Attachments: GWHN Sleep Lab CON Completeness Question Responses 9-12-16 (N5268180).pdf;

GWHN Sleep Lab CON Completeness Responses (N5266029).docx

Jessica,

Attached are the responses to the completeness letter in Docket Number 16-32113-CON (Southbury Sleep Lab) in PDF
and Word formats. Please let me know if you have any questions. Thank you very much.

Dave

David S. Hardy | Bio

Carmody Torrance Sandak & Hennessey LLP
195 Church Street | P.O. Box 1950

New Haven, CT 06509-1950

Direct: 203-784-3119 | Fax: 203-784-3199
DHardy@carmodylaw.com | www.carmodylaw.com

From: Schaeffer-Helmecki, Jessica [mailto:Jessica.Schaeffer-Helmecki@ct.gov]
Sent: Thursday, August 25, 2016 9:03 AM

To: 'dstromstad@wtbyhosp.org'; David S. Hardy

Cc: Michelle Volpe Esq. (mmv@bvmlaw.com); Riggott, Kaila; Greer, Leslie
Subject: Completeness Questions: 15-32113-CON

Good morning Ms. Stromstad and Mr. Hardy:

Attached please find a pdf and word version of completeness questions regarding your Certificate of Need application for
the termination of Waterbury Hospital's sleep lab services at its Southbury site (docket number 15-32113-CON).

Please confirm receipt of this e-mail and feel free to contact me if you have any questions.

Jessica

Jessica Schaeffer-Helmecki, JD, MPA

Planning Analyst, Office of Health Care Access

Connecticut Department of Public Health

410 Capitol Avenue, MS #13 HCA, Hartford, Connecticut 06134

P: (860) 509-8075 | F: (860) 418-7053 | E: jessica.schaeffer-helmecki@ct.gov




Certificate of Need Application:
Docket Number: 16-32113-CON

The Waterbury Hospital's Application for the
Termination of Sleep Lab Services in Southbury, CT

Responses to August 25, 2016 Completeness Letter Questions:

1. The number of sleep lab studies performed each year at the Southbury Lab from FY2008
through FY2011;

RESPONSE:
2008 - 0 studies
2009 - 120 studies

2010 - 137 studies
2011 - 47 studies

2. The number of sleep lab studies performed at the Middlebury Lab for each of FY2008
through FY2011;
RESPONSE:
2008 — 1416 studies
2009 - 1357 studies
2010 - 1249 studies
2011 - 1149 studies
3. The towns of origins for the patients treated at the Southbury Lab in FY2011;
RESPONSE:
Southbury, Woodbury, Newtown, Roxbury, Shelton, Bethel, Danbury, Derby
4. The number of home-based sleep tests conducted each year from FY2008 through FY2011;

RESPONSE:

None. Home-based sleep tests commenced in 2012.

[N5266029)
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5. A description of any benefits to home-based sleep studies;
RESPONSE:

The purpose of a Home-based sleep study (“HST”) is to diagnose obstructive sleep
apnea (“OSA”). HST’s are generally not capable of diagnosing any other sleep or sleep
related condition. They are beneficial in diagnosing OSA in patients who are not
capable of coming into a lab. They are also useful for patients who have a previous
diagnosis and need a new sleep study for eligibility for supplies, or in monitoring
changes in the severity of a patient’s condition due to other circumstances (weight loss
or gain for example). Some referring physicians request HSTs for their patients, and
some patients are requesting them, because they consider HSTs less invasive, or because
they believe that OSA is the likely problem and simply need confirmation. The use of
HSTs is insurance driven. Most insurance carriers are mandating the use of HST in
patients who have no accepted comorbidities. If the patient is considered otherwise
healthy, or has other conditions that are not considered related by the insurance
company, an HST can be the only option available.

6. Scholarly article(s) or other evidence demonstrating the trend of increasing use of home-
based sleep studies;

RESPONSE:
Submitted herewith are examples of such articles and evidence:

CMS Decision Memo for Sleep Testing for Obstructive Sleep Apnea (OSA) (CAG-00405N),
March 3, 20009.

“Home Sleep Apnea Testing Gaining Favor”, M. Alexander Otto, Chest Physician, The
Newspaper of the American College of Chest Physicians, Vol. 7, No. 3, March 2012.

“The Times They Are A Changin’: Home Diagncsis of Sleep Apnea Has Arrived”, Charles
W. Atwood, Jr., MD, Sleep, Volume 36, No. 6, June 1, 2012,

“15% of OSA Testing Done with HSTs (and Growing)”, Mike Matson, CFA, Sleep Review,
The Journal for Sleep Specialists, February 27, 2014,

“The Future of Sleep Technology: Report from an American Association of Sleep
Technologists Summit Meeting”, Rita Brooks, M.Ed., Melinda Trimble, Journal of Clinical

Sleep Medicine, Official Publication of the American Academy of Sleep Medicine, Vol. 10,
No. 5, September 2014.

{N5266029}
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7. An explanation as to how the second table on page 5 of the application demonstrates the
Middlebury Lab has additional capacity to accommodate anticipated future growth;

RESPONSE:
FY 2012 FY 2013 FY 2014 FY2015 FY2016*
1115 995 937 1022 671

8 months actual

As set forth in the response to Question 8 below, the full utilization capacity for the
Middlebury Lab is approximately 1,872 cases per week (36 cases per week x 52 weeks).
The Lab’s current utilization rate is approximately 55%.

8. The following information for the Middlebury Sleep Lab to demonstrate it has had the
capacity to accommodate patients from Southbury:
Program Capacity Middlebury Sleep Lab
Beds
Days of Operation Per Week
Current Capacity
FY2015 Volume
FY2015 % Utilization
FY 2016 Projected Volume
RESPONSE:
Program Capacity Middlebury Sleep Lab
Beds 6
Days of Operation Per Week 6
Current Capacity 36 cases per week
FY2015 Volume 1022
FY2015 % Utilization 55%
FY 2016 Projected Volume 998

{N3266029]
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9. The following historic revenues and expenses reflecting closure of the closure of the

Southbury Lab:
FY 2012 FY 2013 FY2014
Reduced Revenue
from Operations®
Reduced Total
Operating Expenses*
Gains/Losses from
Operations
* As aresult of the proposal/closure of the Southbury Lab
RESPONSE:
FY 2012 FY 2013 FY2014

Reduced Revenue $6,300 $6,300 $6,300
from Operations*
Reduced Total $100,064 $100,064 $100,064
Operating Expenses*
Gains/Losses from $93,764 $93,764 $93,764
Operations
* As a result of the proposal/closure of the Southbury Lab

10. A break-down and description of any cost savings realized as a result of termination of the
Southbury Lab (e.g., reduction in costs for medical personnel salaries, space rental,
equipment);
RESPONSE:
All personnel and equipment from the Southbury Lab were absorbed into the
Middlebury Lab. Savings consisted of rent ($6,758/month in 2008 and 2009 and
$7347/month in 2010 and 2011), cleaning service (approximately $800/month) and
telephone/communications (approximately $200/month).

11. A break-down and description of any reduced revenue as a result of the termination of the

Southbury Lab (e.g., reduction in income from patient charges);
RESPONSE:

The best estimate of patient revenue lost due to the closure of the Southbury Lab is
$6,300 per year. Approximately 95% of Southbury Lab patients continued services at
the Middlebury Lab.

{N5266029}
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12. The payer mix, as provided on page 22 of the application, for FY2009, FY2010 and FY201 ;

RESPONSE:
PAYER MIX
FY 2009 FY 2010 FY 2011
Payer
Discharges %o Discharges % Discharges %
Medicare* 321 21% 345 25% 334 28%
Medicaid* 151 10% 176 13% 148 12%
CHAMPUS &
TriCare
SAGA 71 5% 60 4% 81 1%
Total 543 36% 581 42% 563 47%
Government
Commercial 947 64% 810 58% 627 53%
Insurers
Uninsured 1 - 2 - 2 -
Workers
Compensation
Total Non-~ 948 64 % 812 58 % 629 53%
Government
Totai Payer 1,491 190% 1,393 100% 1,192 100%
Mix

% Includes managed care activity.

13. The names and locations of other sleep study providers in the area; and

RESPONSE.:

Yale New Haven Sleep Medicine Center — New Haven / North Haven
Connecticut Sleep Lab — New Britain
Sleep Wellness Center at Griffin Hospital — Derby
Saint Mary’s Sleep Disorders Center — Naugatuck / Wolcott

{N5266029}
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14. An explanation as to why the Applicant did not apply for a Certificate of Need prior to
terminating services at the Southbury Sleep Lab in 2011.

RESPONSE:

The Applicant did not apply for a Certificate of Need prior to terminating services at
the Southbury Sleep Lab in 2011 due to inadvertence and oversight. At that point in
time, as is detailed in GWHN’s application for the proposed asset purchase of GWHN
by Prospect (approved pursuant to OHCA Docket Number 15-32017-486 and AG
Docket Number 15-486-02), the Applicant was experiencing acute financial difficulties
and actively searching for a capital partner. In addition, senior leadership at GWHN
changed in 2011. The previous CEQ of GWHN retired, an interim CEQO was hired for 6
months, and the permanent CEQ hired mid-year by GWHN left, as did all other senior
leaders remaining in the organization. The new management that took over GWHN
had no awareness that a CON was required for the consolidation of the Sleep Lab
services.

{IN5266029}
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9/9/2016 Decision Memo for Sleep Testing for Obalrustive Sleep Annea (OSA) (CAG-00405N)

Decision Memo for SLEEP TESTING for Obstructive SLEEP Apnea
(OSA) (CAG-00405N)

Need a PDF?

~ Decision Summary

CMS finds that the evidence is sufficlent to determine that the resulls of the slgep tests identified below can be used by a
beneficiary's trealing physician to diagnose OSA, that the use of such sieep testing technologies demonstrates improved heaith
outcomes in Medicare beneficiarles who have OSA and receive the appropriate treatment, and that these tests are thus
reasonable and necessary under section 1862{a)(1)(A) of the Social Security Act.

Therefore:

1. Type1Polysomnography (PSG} is covered when used fo aid the diagnosis of obsiructive sleep apnea (OSA) in
beneficiaries who have clinical signs and symptoms indicative of OSA if peiformed aftended in a sleep lab facility.

2. AType llar a Type li sleep tesling device is covered when used to aid the diagnosis of obstructive sleep apnea (OSA) in
beneficiaries who have clinical signs and symptems indicative of OSA if performed unaltended in or out of a sleep lab
facility or attended in a sleep lab facility.

3.  AType Vsloep testing device measuring three or more channels, one of which Is airflow, Is covered when used {o ald the
diagnosis of ocbstruclive steep apnea {OSA) in beneficiaries who have signs and symptoms indicalive of OSA if performed
unattended in or out of & sleep lab facility or attended in a sleep lab facility.

4. Asleep testing device measuring three or more channels thet include actigraphy, oximetry, and peripheral arterial tone is
covered when used te aid the diagnosis of obstructive sleep apnea (0SA) in beneficiaries who have signs and sympltoms
indicative of OSAif performed unatiended in or out of a sleep lab facllity or atiended in a sleep lab facifity.

Back to Top
- Degisi M o
To: Administrative File: CAG # 00405N

Sleep Testing for Obstructive Sleep Apnea (OSA)

From; Steve Phurrough, MD, MPA
Director, Coverage and Analysis Group

Louis Jacques, MD
Director, Division of tems and Devices

Jean Stiller, MA
tLead Analyst

Ross Brechner, MD, MS (Stat.), MPH
Lead Medical Officer

Subject: Coverage Decision Memorandum for Sleep Testing for Obstructive Sleep Apnea (OSA) (CAG-00405N)
Date: March 3, 2009

1. Decision

GMS finds that the evidence Is sufficient to determine that the resulls of the sleep tests Identified below can be used by a
beneficlary's treating physiclan to diagnase OSA, that the use of such sleep testing technologies demonstrates improved heatth
outcemss in Medicare beneficiaries who have OSA and receive the appropriate treatment, and that these lests are thus
reasanable and necessary under section 1862(a)}(1}{A) of the Sacial Security Act.
Therefore:
1. Type | Palysomnography (PSG) Is covered when used to aid the diagnosis of obstructive sleep apnea (OSA)in
beneficiaries who have clinical signs and symptoms indieative of OSA if performed attended in a sleep fab facility.

https:Hwwwn.cms.govmedicare-coverag e-databasefdetails/nca-decision-memo.aspNC Ald=2278ver =118N calName= Sleep+ Tesling +for+ Obstructive+Sleept...
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9/9/2016

Decision Memo for Sieep Testing for Obstructive Sleep Apnea {OSA) (CAG-00405N)

2. AType llor a Type lll sleep testing device is covered when used to aid the diagnosis of obstructive sleep apnea {OSA) in
baneficlaries who have clinical signs and symptoms indicative of OSA if performed unattended in or out of a sleep lab
facility or attended in a sleep lab facllity.

3.  AType iV sleep lesting device measuring three or more channels, onie of which is airflow, is covered when used to aid the
diagnosis of obstructive sleep apnea (OSA) in beneficiaries who have signs and symptoms indicative of OSA If performed
unattended In or out of a sleep lab facility or attended in a sleep lab fagility.

4.  Asleep testing device measuring three or more channels that include actigraphy, oximetry, and peripheral arterial tone is
covared when used 1o aid the diagnosis of obstructive sleep apnea (OSA) in beneficiaries who have signs and symptoms
indicative of OSA if parformed unatiended in or out of a sleep leb facllity cr altended In a sleep lab facility.

1. Background

Wa use the abbreviation PSG te refer to polysomnography or a polyscmnogram furnished In a slesp laboratory facility. Unless
we spacifically describe an unaltended use, we will always assume in this document that it has baen attended. We note that
some authors use the abbreviation NPSG to mean nocturnal PEG. We use the abbreviafion HST (home sleep test) fo refer to
upattended multichannel sleep testing or muitichannel sleep monitoring typlcally furnished in the benefictary's home. However, it
does not exclude these fests being performed in other settings to include a sleep ab.

0SA, somstimes referred o as Obstructive Sleep Apnea Hypopnea Syndrome-{OSAHS), is associated with significant morbidily
and mortality. It is @ commonly underdiagnosed condition that occurs in 4% of men and 2% of women (Young et al. 1893). The
prevalence increases with age (up to 10% in persons 65 and oider), as well as with increased weight. Complications associated
with OSA include excessive daytime sleepiness, concentration difficully, coronary artery disease, and stroke (Kokturk et al.
2008), It Is estimated that 10% of patients with congestive heart failure {CHF) have OSA, which is independently associated with
systemic arterial hypertension (Caples et al. 2005). Untreated OS8A is associated with a ten-fold increased risk of motor vehicle
accidents (Teran-Santos et al. 1898). The mest common clinical presentation of patients with OSAis obesity accompanied by
excessive daylime drowsiness (20% of adulls with BMI > 30 have OSA), alfhough other clinical findings associated with OSA
include nocturnal choking or gasping, witnessed apneas during steep, large neck circumference and daytime fatigue.

Of Ihe three different forms of sleep apnea (obslrustive, central, or mixed), OSA Is the most commaon. Patients suffering with
sleep apnea may literally siop breatning (apnea) for a short period or have decreased breathing (hypopnea), repeatediy during
sleep. The apnea episodes often last for a minute or longer, and can ocour hundreds of imes during a single nighl's sleep.
During the obsiructive apnea episodes, either complete or partial obstruction of the airway cccurs. The anatomic sile of
obstruction Is thought to be the soft patate, extending to the base of the tongue. When patients with OSA fall asleep muscles of
this region may relax to the point of permiting airway collapse and obstruction. When the airway closes, breathing stops and the
sieeper awakens to open the airway. Arousals from sleep usually last only a few seconds, but (hese brief arousals disrupt
continuous sleep and prevent persons from reaching deep slages of sleep (e.g., rapid eye movernent sleep-REM), which is
necessary In order for the body to rest and replenish strength. The patlent repeats this cycle throughout the sleep perlod.

OSA has often been defined by an apnea-hypopnea index (AHI) or respiratory disturbance index {RDI) of 2 5 events per hour
during sleep {when using this less restrictive definition, the prevalence may be as high as 25% of the population) or by a higher
threshald e,g. AHl of 2 15 per hour (the prevalence is approximately 3%). Medicare covers CPAP for the treatment of OSAif the
beneficiary has an AHl or RDI 2 15 evenisfour. Medicare also covers CPAP for the treatment of OSAif the beneficiary has a co-
morbidity related to OSA and the AHl or RDIis 2 5. The key diagnostic finding in OSA is episcdes of airflow cessation or
reduction at the nose and mouth despite evidence of continuing respiratory effort.

Other common clinical indings and measurements used by physicians in the diagnosis of OSA Include oxygen desaturation,
abnotmal oxygen desaturation index, arterial pulsatile tone changes, measurement of airflow, measurement of breathing
patterns, Multiple Slesp Latency Testing (MSLT), Maintenance of Wakefulness Testing, compulerized EEG analysis, autonomic
arousal detectlon, and bady movement analysis (8.g., actigraphy).

Diagnostic tests for OSA have historically been classified into four types. The most comprehensive is deslgnated Type | attended
facilily based PSG, which is considered the reference standard for diagnosing OSA. Attended facility based polysomnogram is a
comprehensive diagnostic sleep test including at least electroencephalography (EEG), eleciro-oculography {EOG),
electromyography (EMG), heart rate or electrocardiography {ECG), airfiow, breathingfrespiratory effort, and arterial oxygen
saturation (Sa0,) furnished in a sleep laboratory facility in which a technologist supervises the recording during sleep lime and
has the ability to Intervene if needed. Overnight PSG is the conventional diagnostic test for OSA, The American Thoracic Society
(ATS 1994) and the American Academy of Sleep Medicine (ASDA 1997} have recommended supervised PSG in the sleep
laboratory over 2 nights for the diagnosis of OSA and the initiation of CPAP.

Three categorles of portable menitors {used both in attended and unatiended setiings) have been developed for the diagnosls of
OSA. Type Il menitors have a minimum of 7 channels (e.g., EEG, EOG, EMG, ECG-heart rale, airflow, breathing/respiratory
effort, Sa0,)-this type of device monitors sleep staging, so AHI can be calculated). Type Il monitors have a minimum of 4
monitored channels including ventilation or airflow (at least two channels of respiratory movement or respiratory movement and
airflow), heart rate or ECG, and oxygen saluration. Type IV devices may measure one, two, three or more parameters but do not
meet all the criteria of a higher category device. Some monitors, e.g. WatchPAT use an acligraphy algorithm fo identify periods of
sleep and wakefulness.

Young et al. {1993) note limited capacity to provide PSG tesling to all persons with symptoms of OSA due lo the high prevalence
of OSA. Some studies have noted false-negative rates of 14 to 25% (Le Bon et al. 2000; Littner 2000). And as noted by
Klingshott et al. (2000}, the measures derived from PSG (e.g., AHI) correlate poorly with major consequences of OSAsuch as
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sleepiness and cognitive impairment. Loube et al. (1998) and others have also noted that these measures do not refiably predict
the respense to the standard therapy for OSA, ie., nasal CPAP.

PSG alternatives have been soughl, Predictive algorithms (prediciive formulae) to determine optimal CPAP (Flemons et al. 1984;
Maislin et al, 1995; Rowley et al. 2000), screening oximetry (Whitlaw et al. 2005; Chiner et al. 1899), altended/unattended home
diagnostic apnea monitoring devicas {Sériés el at 1893; Golpe ot al. 2002; Whitelaw ef al. 2005), and questionnaires (e.g.,
Epworlh Sleepiness Scale (ESS); Sleep Apnea Clinical Scores) have been developed to help diagnose OSA, Other slrategies
that have been suggested to reduce the delay, inconvenience and expense associated with sleep studies include spiit night
studles (Yamashiro et al. 1995), partner titration, and home stepwise fitrafion.

Anumber of treatment approaches have been recommendad for patients with OSA, depending on the severily of the disorder
{e.g. the degree of clinical symptoms), as well as the objective level of nocturnal respiratory and sleep disturbance (e.g.,
daytime sleepiness or number of obstructive events per hour of sleep}. For patients with severe OSA, nasal CPAP Is the
treatment of cheice, Its regular use improves excessive sleepiness, cognitive performance, and quality of life (Jenkinson et al,
1989; Montserrat et al. 2001). In patients with severe OSA who can ol tolerate nasal CPAP, surgical procedures (e.g.,
uvulopalatopharygnoplasty-UPPP, maxiliofacial surgery) may be indicaled. In patients with mild to moderate OSA, nasal CPAP
may be indicated, though canservative measures such as weight redustion, avoidance of alcohol, aveidance of sleepingina
recumbent position, or intra-oral appliances may be better tolerated.

11l History of Medicare Coverage

We received an external request from famar Medical reguesting a National Coverage Delermination (NCD} to determine whether
Home Sleep Testing (HST) devices measuring the peripheral arterial tone (PAT) signal (a measure of sympathetic aclivation),
heart rate, blood oxygen saturation, and sleep time are reasonable and necessary for the diagnosis of obstrustive sleep apnea
(OSA).

tamar manufactures the Watch-PAT sleep lest device that measures actigraphy, oximetry and peripheral arterial tone. ftamar
also asked us to remove this technology from the Type W classification in the current CPAP NCD and explicitly state that CPAP
is covered in beneficiaries diagnosed with OSA using a clinlcal evaluation and a positive test using this technology.

CMS has addressed the coverage of CPAP in three separate decisions in October, 2001, Aprll 2008, and March 2008. In each of
those declistons, we limited coverage of CPAP in patients with OSA to those patienls whose diagnosis was based on specilic
tesling modalilies. Initially, we limited coverage to OSA diagnosed with PSG. In the latest decision, we expanded coverage to
05A diagnosed with several types of HST. However, we have not, at a national level, specifically addressed coverage of the tests
themselves. In other words, we nationally cover CPAP for beneficlaries with OSA if diagnosed with these specific tests; yet,
coverage of the specific tests has previously been left to local contracior discretion.

Since Watch-PAT is only one of several diagnostic tests for OSA and we do not have an NCD on any of these tests, we have
broadened the scopa of this NCA to include olher sleep lest technologies. Based on our exiensive review of the available
avidence, and significant programmafic need to clarify coverage of sleep tesiing for OSA, we published our propesed decision
concurrent with opening this NCA.

Benelit Category

Medicare is a defined benefit program. All services furnished and coverad under the Medicare program must be medically
reasonable and necessary, and appropriate for diagnasls and/or trealment of an illness or injury. Furlhermore, physicians and
nenphysician praclitioners must be authorized by the State in which the services are furnished to render the services. An item or
service must fall within a benefit category as a prerequisite to Medicare coverage: § 1812 (Scope pf Part A); § 1832 {Scope of
Part B); § 1861(s) (Definiticn of Medical and Other Health Services).

The above described services fall within the benefit category at §1861(s)(3) of the Social Security Act, "other diagnostic tesls.”
The Medicare regulations at 42 CFR 410.32(a) state in part, "...diagnostic tests must be ordered by the physician who is treating
the beneficiary, that is, the physician who furnishes a consultation or treats a beneficiary for a specific medical problem and who
uses fhe results in the management of the beneficiary's specific medical problem.”

V., Timeline of Recent Activitles

December 23, CMS posts a lracking sheet, publishes a proposed declsion memorandum, and opens thej
2008 initial 30 day public comment period.

January 22, Public comment periad ended,

2009

V. Foed and Drug Administration (FDA) Status

Cerlain sleep test devices have been considered and cleared for marketing by the FDA under a 510{k} process.

Vl. General Methodelogical Principles
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When making NCDs, CMS evaluates relevant clinical evidence to determine whether or not the evidence is of sufficient qualily to
support a finding that an fem or service falling within a benefil category Is reasonable and nacessary for the diagnosis or
treatment of fliness or injury or to improve the functicning of 2 malformed body member. The critical appraisal of the evidence
enables us to determine to what degree we are confident that: 1) the specific assessment questions can be answered
conelusively; and 2) lie infervention will improve health outcomes for Madicare beneficiaries. An improved health autcome is one
of several considerations in determining whether an item or service fs reasonable and necessary under § 1862(a)(1){(A) of the
Act.

A detailed account of the malhodological principles of study design that are used to assess the relevant literature on a
therapeutic or diagnostic item or service for specific conditions can be found in Appendix A. In general, features of clinical studies
that improve quality and decrease bias include the selection of a clinically relevant cohert, the consistent use of a single good
reference standard, and the blinding of readers of the index and reference test results.

Public comment sometimas cites the published clinical evidence and may give CMS useful information. Public comments that
glve information on unpublished evidence such as the results of individual praclitioners or patients are fess rigorous and
therefore fess useful for making a coverage determination. CMS uses the initlal public comments 1o inform its proposed
decision. CMS respends in detail to the public comments on a proposed decision when issuing the final decision memorandum.

VIl. Evidence
A Intraduction
We recently conducted an exhaustive review of the evidence for a clinical benefit of the avallable diagnostic tests for OSA during

the March 2008 reconsideration of the NGD on CPAP for OSA. Medicare National Coverage Determinations Manual, §240.4. A
complete discussion of that review can be found at hitp:/www.ecms hhs govimediviewdecistonmemo.asp?id=204.

Evidence about the diagnosis of OSA was central to the CPAP NCD reconsideration. In that reconsideration the medical
community did not dispute the use of CPAP o freat OSA. Rather, the crux of the issue was whether or not home sleep testing
could adequately identify symptomatic bengficiaries with OSA for whom CPAP should be covered by Medicare. Thus the
avidence review, technology assessmenis and the MEDCAC provide Infarmatian that is usefu! to also address the current
questions.

We are providing a summary of the applicable evidence here, and are including relevant new evidence thal has come o light
since thal review. The available evidence includes published peer reviewed medical literature, external technology assessments
and recommendalions from the Medicare Evidence Development and Coverage Advisory Commitlee (MEDCAC).

B. Discussion of evidence reviewed
1. Questions & Outcomes of Interest

Question 1: Is the evidence adequate to determine thet attended facility based polysomnagraphy accurately identifies patients
with OSA who will benefit from treatment?

Question 2: For which unaltended out of faciily sleep test technologias s the evidence adequale to determine that sleep festing
accuralely idenfifies patients with OSA who will benisfit from frealment?

As diagnostic tests, PSG and HST would not be expected to directly change heaith oulcomes. Rather, a diagnostic test affects
health oulcomes through changes in disease management brought about by phiysiclan actions faken in response to test results.
Such actions may inciude declsions to freat or withhold treatment, to choese one treatment modalily over another, or lo chocse
a different dose or duration of the same treatment, To some extent the usefulness of a test result is consirained by the available
treatment options. As noted in the Background secilon, the number of practical trealment options for OSA s limited. Most
patients are lreated with CPAP; a few get oral appliances or surgery. A patient whose OSA is not readily controlled with CPAP
may seek other freatment, continue CPAP with lasser benefit, or discontinue CPAP and not seek further medical freatment. In
addressing the questions above, ane of the factors we considered is whether there is sufficient evidence that the incremental
information derived from PSG or HST leads 1o improved treatment of OSA by causing physiclans to prescribe a different, more
appropriate freatment than they would have prescribed without access to the test results.

Quicomes of interest for a diagnostic test are not limited to determining its accuracy but also include beneficial or adverse
clinical effects, such as changes in management due to test findings or preferably, improved health outcomes for Medicare
beneficiaries. Ideally, we would see evidence that the systematic incorporation of PSG or HST results into a treatment algorithm
Isads treating physicians fo prescribe different and befter freatment than they weuld otherwise have prescribed, and that those
patients whose treatment is changed by test results remain on the regimen and achieve befter long ferm OSA conlrol
documented by repeated assessments over lime.

There is no anatomic or physiclogic "gold standard" for the diagnosis of obstructive sleep apnea, in contrast to condltlons such
as cancer where a tissue biopsy result is the definilive standard reference. In studies that compare HST to facility-based PSG,
the invesfigators have used the PSG result as the standard reference; i.e. the PSG result is used fo define the lrue disease state
for the individual patlent. This Is less than ldeal since the true sensttivity and speclficity of PSG in diagnesing OSA s not well
documented and this defisiency poses a practical difficulty in diagnosing OSA, Given the absence of a true "gold standard”
reference, the clinical application of lerms such as sensitivity and specificity Is not straightforward,

Such evidence permits only the comparisen of HST to facility-based PSG. It is problematic to make the inferential leap from
there fo a judgment on the ability of HST or PSG to accuralely identify those patients who will, if untreated with CPAP, sulfer the
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morbidity and mortality of obstructive sleep apnea. If an individual patient has confiicting resuits with these two lests, e.g. a
negative HST in the face of a positive PSG, there is no available higher reference to determine whether the conflict arises from a
false negative HST or a false posilive PSG.

2. External technology assessments

Systemalic reviews are based on a comprehensive search of pubfished studies fo answer a clearly defined and specific sel of
clinical questions. A well-defined strategy or protocal (established before the results of the individual studies are known) guides
this literalure search. Thus, the process of identifying studies for potential inclusion and the sources for finding such articles is
explicitly documented at the start of the review. Finally, systematic reviews provide a detatled assessment of the studies
included. CMS commissioned two TAs from AHRQ for the March 2008 CPAP NCD reconsideration;

» Home dlagnosis of Obstructive Sleep Apnea-Hypopnea Syndrome, and
» Obstructive Sleep Apnea-Hypopnea Syndrome: modeling different diagnostic strategies

The full reports are available at the following CMS website: hitp:/iwww.cms hihs govimcdiviewtechassess .asp?id=204.
Home diagnosis of Obsiructive Sleep Apnea-Hypopnea Syndrome

Ninety-three studies were included In a review of the literature. Eligible studies assessed the abllity of sleep studles al baseline io
predict response to CPAP treatment or CPAP use, the comparison of measurements with portable monitors and facility-based
PSG, and the safety of sleep studies.

The TA reported that the reference standard for the dlagnosis of CSAHS is facility-based PSG, a comprehensive sleep study that
records and evaluates a variety of cardiorespliratory and neurophysiclogic signals during sleep time. it quantifies the severity of
disturbances with the Apnea-Hypopnea Index (AHI). Higher At values imply more severe sleep disturbances. Typically, & value
of 15 or more events/hour of sleep Is considered to be suggestive of OSAHS. An AHI suggestive of OSAHS s neither sufficient
nor necessary for the diagnosis of the condition, as the severity of symptorns has to be accounted for, and other conditions
affecting sleep may need to be excluded. Baseline AHl is only maodestly associated with response to CPAP use among people
with high (pre-test) probability for OSAHS, The same is frue for other indices obtained from sleep siudies such as the mean or
minimum O, saturation, apnea index, hypopnea index, frequency of arousals and ether quantities.

Based on limited dala, the authors conclude that type Il monifors may identify AH! suggestive of OSAHS with high positive
likelihood ratios {> 10) and iow negative fikelthood ratios (< 0.1) both when the portable monitors were studied in the sleep
laboratory and at home. Type Il monitors may have the ability to predict AHI suggestive of OSAHS with high positive likelihood
ratios and low negative likelihood ratios for various AR cutoffs in laboratory-based PSG, especially when manual scoring is used.
The ability of type lil monitors fo predict ARl suggestive of OSAHS appears to be better in studies conducted in the specialized
sleep unit compared to studies In the home setting. Some studies of type W monitors alsc showed high positive ikelihoed ratios
and low nagative likelihood ratios, al least for selected sensitivity and specificity pairs from ROC curve analyses. As with type lll
monitors, the ability of type IV monitors to predict AHI suggestive of OSAHS appears to be better in studies conducted in
specialized sleep units. Medicare beneficiaries are older on average than the sludied subjects {the median average age was
approximately 50 years in the analyzed studies), and may more often have condilions other than OSAMS that affect sleep (e.a.,
Periodic Limb Movements in Sleep and Restless Leg Syndrome; cardiac insufficiency). These condifions may be misdiagnosed
as OSAHS by sleep monitors that do not record channels necessary for the differential diagnosis of OSAHS. Therefore, some
type Il and type V monitors may yield more false positives among Medicare beneficiaries, compared to what was observed in
lhe assessed studies. For studies in the home setting, there are ne direct data on whether and o what extent lechnologist
support and patient education affect the comparison of portable monitors with facility-based PSG.

For monitors that may be considered other than Type Ii, (ll, or IV, the authors found there is insufficient evidence to judge their
value in diagnosing OSA. The TA differaniated Type IV monitors with three or more channels from lhose with one or two
channels, finding greater diagnostic ability for the former, We note that the TA reviewed the Watch-PAT 100 device as a Type IV
device with three or mare channels.

Obstructive Sleep Apnea-Hypopnea Syndrome: modeling different diagnostic sirategies

The TA authers created a model to test the impact of different OSA strategies. When middle-aged people (50 years old) with
symptoms and signs suggestive of OSAHS were tested in the home setting, approximately 10 percent of those with OSAHS are
expected to remain undiagnosed; approximately 15 percent of those without OSAHS receive false-positive diagnoses. For older
adults (70 years old), the expected number of misclassifications was larger, due to the expected increase in false positive
diagnoses (30 percent). With the combination strategy that used home diagnosis and split-night PSG, aimost 20 percent of
middle-aged people with OSAHS received a {false) negative diagnosis, whils the proportion of false pesitive results among 50
year-old people without OSAHS was very low {1 percent). The expected numbers were similar among older adults (70 years
old).

Both for middle-aged people and for older adults, the average time spent undiagnosed was practically negligible for the strategies
that usa home monitorlng. In the combination strategy, people with positive diagnosis with the portable menilors received a final
split-night PSG diagnosis within 15 weeks on average.

When diagnosis of OSAHS and treatment Initlation were managed outside Lhe sleep laboratories in the home setiing, middle-
aged paople with OSAHS spent on average ten weeks or nine percent of the total folfow-up time in undiagnosed heallh states.
Significantly, the corresponding mean time delay for middle-aged people Is 27 weeks when they were managed with facility-
based PSG. This number mainly reflects those with false negative diagnoses, who were never started on CPAP. The same delay
is expected among older adulls {70 years ofd).
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With the combination strategy, using home diagnosis and split-night PSG, carracily diagnosed people initiate CPAP after
approximately 15 weeks. However, one fifth of the patients are not diagnosed and, overall, the average time spent while not on
CPAP (“high-risk” states) becormes 33 waeks. Similar numbers are expected among older adults who have OSAHS,

3. Internal technology assessment

Literature Search
CMS performed an extensive literature search utilizing PubMed for randomized controlled Irfals {(RCTa), systematic raviews, and
setles sludies evaluating the technology used for the diagnosis of GSA. The literature search was limiled to humans.

There are currently several proposed mechanisms o diagnose OSA and determine the need for and benefit of OSA treatment,
specifically CPAP. These include clinical diagnosis alene, PSG, home testing with various devices and a diagnosis made by
using a trial of CPAP.

Clinical Diagnosis Alone and Clinical Diagnosis with PSG

Crocker et al, (1990) studied whether the number of PSGs required for diagnosis of OSA could be radused In the popuiation.
They enrolled 100 consecutive patients (average age 50) screened by family and sleep physicians. The palients were then
tested by PSG. A clinical mode! was created for predicting a diagnosis of OSA as compared to PSG and was applied to the next
114 consecutive patients, of whom [0S eventually had complete data. The madel correctly classified 33 of 36 persens with OSA
by correcily predicting an AHL> 15 and it correctly classified 35 of 69 palients by correctly predicting an AHI < 15. In the mode,
BM, reported apnea, age, and hypertension were stalistically significant factors. The model had a sensilivity of 82% for
predicting OSA when compared to PSG and a specificity of 51%. The authors concluded that clinical observation might reduce
the need for PSG in the diagnosis of OSA by one-third.

Deegan et al. {1996) compared the predictive value of certain clinical fealures to PSG for a diagnosis of OSA. Two hundred fifty
conseculive patients {average age 45) wera pre-screened by a physiclan and had a clinical assessment and adminisfration of a
sleep questionnaire, along with PSG. One hundred ihirty six (54%) had an AHI 15 (considered positive for a diagnosis of OSA)
and 114 (46%) had an AHI < 15 (not cansiderad positive for OSA). Using clinical features and oximelry, 32.4% of patients could
be confidently categorized, compared to PSG, as either having a true diagnesis of OSA or not having OSA. Significant factors in
the model were BM), aleohel intake, and age. The authors concluded that clinical observation may reduce the need for PSGin
the diagnosis of OSA by approximately one-third.

Haponik et al. (1684) asked whether or not PSG is necessary to assess the presence and severity of sleep-disordered
breathing. They enrolled 37 patlents (average age 50) with clinically suspected OSA, administered a questionnalre and did PSG
testing. Compared to PSG {AHI 2 15 as culoff for positive diagnosis of OSA) the clinical testing information had a sensitivity of
64% for a correct diagnosis of OSA and a specificity of 100%. The authors eoncluded that a single, brief clinical cbservation
alone is an Ineffective screening procedure for detecting OSA,

Julig-Serda et al. (1984) enrolled 225 consecutive referrals to a sleep clinic (average age 45 in the non-OSA group and 52 in the
OSA group) with suspected OSA to determine whether or not cephalometry was useful in sparing PSG. All subjects had clinical
assessment with an ESS questionnaire, physical examination and history. In addition they also had spirometry, cephalometry,
and PSG testing. A statistical mode! was built to estimate a patient’s probability of a correct diagnosis of OSA as compared to
PSG {using a cutoff value of AHEZ 10), based on clinical variables, physicat examination, pulse oximetry, cephalometry, and soft
palate and uvuta measuraments. The sensltivity of the modei for a correct diagnosis of OSA as compared fo PSG was 93% and
the specificily was 83%. The authors concluded that cephalometry plus oximetry plus histery and physical exam Is capable of
sparing the need for PSG in diagnosing OSA,

Dixon et al. (1597) attempted to create a clinical model for predicting & correct diagnosis of OSA as compared to PSG in €8 pre-
operative Laparoscopic Adjustable Gaslric Banding patients with average age in their four groups ranging from 35 lo 44. A
thorough sleep history and physical examination were performed, checking for symptoms such as nocturnal choking, waking
unrefreshed, morning headaches, excessive daytime slespiness and poor sleep quality. An ESS was administered and all
patients had a PSG test. The PSG was hand scored. For a PSG cutoff of AHI 2 15, independent predictors for a diagnesis of
OSA were observed sleep apnea {the only poslitive symptom predictor of an AHI = 18), male sex, higher BMI, age, fasting Insulln
and glycosylated hemoglobin Alg, From the model created, a scoring mechanism was established and a score of > 3had a
sansiiivity of B9% for a correct diagnosis of OSA as compared to PSG and a specificity of §1% for moderate/severe O8A. The
aulhors concluded that a simple method of predicling OSA In severely obese symptomatic subjects can assist in limiting the use
of PSG to those with greater risk.

1im et al, {2006) performed a study to determine if a clinical model could be developed to predict OSA diagnosis frem clinical
diagnosis only, Seventy-one consecutive snorers (average age 44) referred for an evaluation for OSA were enrolied. OSA stalus
was determined by clinical assessment based on symploms suggestive of OSA as well as an ESS and BMi measurement. A
PSG was administered and a clinical assessment model was created and used in identifying the ‘non-apneic snorers’ among
patients referred with snering. The modet made use of the ESS score (using a cutoff of 2 15}, the BM| (using a culoff of = 28),
and the presence of symptoms such as nocturnal choking, witnessed apnea, davtime hypersomnolence or morning headaches.
Compared to PSG using a culoff of AHI > 40, the model had a sensitivity of 93.4% and & specificity of 60% for correctly
diagnosing OSA. The authors concluded that identifying ‘non-apneic snorers’ in whom PSG could be avoided can be correctly
accomplished via a clinical assessment if two out of three of the following are absent: 1) ESS score = 15; 2) 2 BMI = 28; and 3)
the presence of specified symptoms such as noctumal choking, witnessed apnea, daytime hypersomnolence or morming
headaches.

Hoffstein et al. (2006) uliized data from 594 patients with an average age of 47 who were referred fo a sleep clinic for suspicion
of slesp apnea and whom were all seen by the same physician to determine if it was possible to develop a clinical modef to
predick a correct diagnosis of OSA from a clinical exam. A PSG with a cutoff of AHI > 10 was used for the diagnosis of OSA. The
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independent predictors of a correct diagnosis of OSA as compared to PSG were age, sex, BMI, partner observation of apnsa
and pharyngeal exam findings (rormal vs abnormal). Compared to PSG, the subjective (clinical) impressaion alone showed a
sensitivity of 63% for a correct diagnosis of OSA and a specificity of 60%. The authors concluded that subjective impression
alone Is not enough io rellably identify patlents with or without a correct dlagnosls of OSA as compared to PSG.

Garcia et al, (2003) studied whether or not they could predict a correct diagnosis of OSA with a clinical model. They enrolled 227
consecutive palients (average age 58) measuring clinical signs and symptoms and performing a PSG. They then took the next
102 patients and tested their model for clinical diagnosis of OSA {total 329). Thay ulilized an AH =2 30 as a cutoff for a correct
diagnosis of OSA. h the model created, they ufilized a cut paint of 11 for the ESS and of 30 for BMiand included other significant
and independent factors of age, sex, BMI, neck eircumference history and the referring physician's subjective feeling
{dichotomized into ‘yes’ or 'no’) as to each patient's probabllity of having an AHl = 30. Compared to PSG, the model had a
sensitivity of 80% for a correct diagnosis of OSA and a specificity of 93%. The authors concluded that prior to diagnostic tesls for
0O8A; clinical data can be useful for identifying patients suspected of having AHI 2 30,

Kushida et al. (1997) altempted to predict OSA wilh 2 morphometric predicter medel. Thirly patients {age range 18-75) were
used to create the model and the model was then prospectively tested on the first consecutive 300 of a {otal of 423 patients
referred for a diagnosis of OSA. All patients were also tested with PSG using a cuteff of AHI 2 10. The regression model included
oral cavily measurements of the palatal height by lwo separate calipers measuring the distance between the mesial surfaces of
the crowns of the second molars fo obtain either the maxillary intermolar distance or the mandibular intermalar distance. BM and
neck sircumferense measurements were also made, The morphometric mode! had a sensitivity of 97.6% for a correet diagnosis
of OSA as compared to PSG and a specificity of 100%. The authors concluded that the model may be clinically usefut as a
screening tool for OSA rather than as a replacement for PSG.

Pillar et al. (1924) comparad a clinical diagnosis of OSAto PSG {cutoff AHI = 10). Eighty-six patients {average age 47) referred to
a steep clinic for suspicion of OSA were enrolled. The authors did not mention whether or not lhe subjects were consacutively
enrolled, All palients answered a defailed sleep questionnaire, had a brief physical examination and had PSG testing. Compared
to PSG (outoff AHI 2 10), a clinical diagnosis of OSA had a sensitivity of 79% and a specificity of 50%. With regards to the model,
the independent factors for a true diagnosis of OSA were neck circumference, age, seif reporting of apnea and falling asleep
unintentionally. Compared to PSG, the sensilivity was 82% and the specificity was only 18%. The authors concluded that clinical
avaluation cannct reptace PSG.

Rauscher et al. {1993} enrolled 98 habitual snorers and 88 pallents (average age 58 overall) with a positive diagnosis of OSA by
PSG to see which snorers referred to a sleep laboratory need PSG for the diagnosis of OSA. Aregression medel was created
that included weight, height, sex, wilnessed episodes of apnea and falling asleep reading. This model was applied to 116
consecutive patients referred for investigation of heavy snoring. All patients with negative oximetry and a probabllity value < 0.31
for having OSA had an AHE< 10 by PSG. The authors concluded that snorers with negative oximetry classified as not having
OSA by this mede! do not need PSG.

Viner et al. (1994} examIned whether or not history and physical examination can predict a correct diagnosis of OSA as
compared to PSG. They enrolled 410 patients (average age 50} referred for clinically suspected OSA, They conducted a blinded
comparison of histary and physical examination versus resulls of nocturnal PSG utilizing a cutoff point of AHI = 10. The
regresslon mode! created included as significant independent factors age, BM), sex, wilnessaed episodes of apnea and falling
asleep reading. They noted that for p < 0.20 (a predicted probabilily of fess than 20% of having OSA) the clinical model had 94%
sensitivity and 28% specificity of correctly predicting a diagnosis of OSA as compared to PSG. Subjective Impression afone had
a sensitivily of 52% and a specificity of 70% for correctly predicling a diagnosis of OSA as compared to PSG, The authors
concluded that in patients with a low predicted probability of having a correct diagnosis of OSA, approximately one-third do not
reed a PSG for diagnosis.

Tsal et al. (2002) performed a study to create a decision rule for diagnostic testing In OSA. They enrolled 75 patients (average
age 47) referred to a sleep clinlc for suspicion of sleep apnea. No mention of consecutive selection was made. Each patient had
portable RDItesting (using a cutoff of RDIz 10) and noclurnal oxygen saturation measurements. During the feasibllity phase,
patients underwent reuline clinical assessment plus the upper airway physical examination protocol (UAPP), performed by two
investigators. Unreliable or ime consuming measurements were efiminated from the UAPP based on clinical judgments and
history of snoring and body position based on the consensus of the two investigators. A decision rule was developed using three
predictors: a cricomental space (the perpendicular distance between the midpoint of the cricomental fine, a sfraight line from the
chin te the cricothyroid cartitage, and the skin of the neck) of 1.5 em or less, a pharyngeal grade (I = palatopharyngeal arch
intersects at the edge of the fongue; Il = palatopharyngeal arch intersects at 25% or more of lhe tongue diameter; il =
palatopharyngeal arch intersects at 50% or more of the fongue diameter; IV = palatopharyngeal arch intersects at 75% or more
of the fongue diameter) of more than If and the presence of overbite, For patients with all 3 predictors (17%), the decision rule
had a PPV of 95% and an NPV of 48% for a true diagnosis of OSA by PSG. Comparable performance was obtained in a
validation sample of 50 pafients referred for diaghostic testing. The authors concluded that thelr decision rule provides a simple,
reliable and accurale melhod of identifving a subset patients with and, perhaps more importantly, without a true diagnosis of
OSA.

Hotne festing for OSA
Types I, N &IV
CMS reviewad the AHRQ TA assessment above and also found some additional evidence on HST.

Ayappa el al. (2008) evaluated the ARES Unicorder, a self-applied, limited-channel portable monitoring device for the evalualion
of sleep disordered breathing (SDB) using a prospective study with blinded analysis. Eighty patients with suspected OSA and 22
valunteers were enrolled of whom 87 were tested. Interventions used the ARES™ Unicorder at home for 2 nights using only
written instructions. The number of men in the suspected OSA group was 60 and the number of women was 17, while in the
volunteer group it was 9 and 11 respectively. The mean age in the suspected OSA group was 46 (range 26-74}, while the mean
age in the volunieer group was 36 (range 19-73). The mean BMIin the suspacted group was 30 (range 21-70) the mean BM!
was 24 in the volunteer group (range 15-32).
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Within 2 weeks, they relurned to the laboratory for full nocturnal pelysemnography (NPSG) with simultanecus monitoring with the
Unlcorder, NPSGs were scored manually to oblaln an apnea-hypopnaa index based on Medicare guidelines (AHI4%) and a
respiratory disiurbance index (RDI). ARES studies were autoscared and reviewed to obtaln indices based on equivalent
dafinitions i.e., AHM%ARES, and apnea hypopnea (events with 1% desaturation) index (AH1%ARES). Indices from the NPSG
were compared to the in-lab ARES and in-home ARES indices using mean differences and the intracfass correfations (ICC).

For the in-lab comparison, there was high cencordance between AHKB%NPSG and AHA%ARES (ICC = 0.86, mean difference =
0.5/hour) and RDINPSG and AHI%ARES (ICC = 0.93, mean difference = 3.2/hour). For NPSG versus In-Home ARES
comparison, there was good concordance batween AHK%NPSG and AHM%ARES (ICC = (.8, mean difference = 4.1/ hour) and
RDINPSG and AHI1%ARES (ICC = 0.8 mean difference = 8.6/ hour), The diagnostic sensitivity of in-lab ARES™ for diagnosing
OSA using an RDI eut-off of 15 per hour was 85% and specificily was 84%, with a positive likelihood ratio {LR+) = 17,04, and
negative lkelthood ratlo (LR-} = 0.06. For in-home ARES data the sensitivity was 85% and specificily 91% (LR+ = 9.34,LR- =
0.17). There was goad agreement between the manually scored NPSG OSA indices and the autoscoring ARES algorithm.

The authors concluded that the ARES Unfcorder provides acceptably accurate estimates of OSA Indices compared to
conventional laboratory NPSG for both the simultaneous and in-home ARES data and that the high sensilivity, specificity, and
positive and negative likelihaed ratios oblained in the group they studied supported the utility of an ambulatery limited-menitoring
approach not only for diagnosing sleep diserdered breathing but also to rule ouf OSA in sultably selected groups.

Alvarez el al, (2008) almed at evaluating the reliability of home respiratory polygraphy (using the Edentec Maonitoring System
polygraph) for the diagnosis of sleep apnea-hypopnea syndrome (OSA) and comparing the cost of this technique with that of
nightime polysomnography performed in a sleep laboratary. Using a prospective study design with a random sample of palients
with clinically suspected OSA, the participants underwent both home respiratory polygraphy and nighttime PSG and were blinded
as to the results of their firs! test, The study population was composed of 45 palients with a mean (SD) age of 52.3 (11) years of
whom 21 (46.8%) were diagnosed with OSA, defined by an AHI> 10 by nighitime PSG, Comparison of the resulls between PSG
and home polygraphy revealed stalisiically significant correlalions for all comparisons. The optimal cuioff in this populalion was a
RDlof 13.7 or more, for which the area under the receiver operating characteristic curve was 87.5% (95% confidence interval,
74.2%-95,4%). The authors concluded that home respiratory polygraphy is a refiable technique for the diagnosis of GS8A and that
uncertain results must be verified by nighttime PSG.

Oximetry

Both PSG and HST have an oximelry component, which monitors oxygen desaturation. A number of authors have claimed that
just using the oximetry component alone can help in making a diagnosis of OSA (Nuber et al. 2000; Sériés et al 2005; Sériés et
al.1893; Gyulay et al. 1993).

Gyulay et al. (1893) studied 98 non-consecutive patients referred for suspicion of sleep apnea to a sleep clinic to compare
clinical assessment with home oximetry in the diagnosis of OSA. All patients answered a questionnalre, had a history and
physical exam, and had PSG testing using a cutoff value of AHI 2 15 for diagnosis of OSA. Physicians also independently
estimated the ikellhood of thelr patient having a true diagnosis of OSA on PSG testing. Compared to PSG, the independent
clinical (physician) assessment had a sensitivity of 79% ard a specificity of 50% for correctly diagnosing OSA at the cutoff vaiue
of AHl z 15, Compared to PSG, oximetry with a desaturalion of 2% had a sensHivity of 65% and a specificity of 74% for
diagnosing OSA at the culoff value of AHI 2 15. For desaturations of 3%, the corresponding sensilivity and specificity were 51%
and 80%, respectively. f the percentage of sleen time spent at Sa04 < 80 was = 1%, the sensitivity for a true diagnosis of OSA

as compared to PSG (AH| = 15) was 93% and the specificity was 51%. The authors concluded that being at $5a04 < 90 for < 1%
of the time on home oximetry practically excludes OSA.

As noted above, a number of studies have shown that oximetry measurement helps the diagnostic accuracy of OSA, Sériés et
al. (1993) performed one of the earliest studies exploring this relationship. Using 240 consecutive patients with a confirmed (AHI
> 10 on PSG) diagnosls of OSA (all were clinically suspected of having OSA because of loud snoring; nocturnal cheking and
awakenings or apneic events or all three reported by a bedmate; bad sleep quality; and daytime hypersomnolence), thay found
that eximetry had a 98% sensitivity for diagnosing OSA (AHI > 10), but a specificity of only 48%.

Magalang et al. (2003) explored the relationship between oximetry and OSA. They noled ihat several quantitalive indices derived
from overnight pulse oximelry have been used to predict the presence of GSA: (1) number of eplsodes of exyhemoglobin
desaturalions below a threshold-usually a 3% or 4% decline below baseline, (2) the cumulative time spent below an
oxyhemoglobin saturation of 0%, and (3) the A [delta] index—a measure of the variability of the oxyhemoglobin saturation. The
researchers wanted 1o compare these indices and determine If some combination of these indices predicted an individual's AM!
as measured by PSG, Using a derivation group which consisted of 224 consecutive patients, a prediction model was generated
based on AHIs from the calculatad quantitative Indexes. The madet was further validated using two groups of consecutive eligible
patients (group 1 consisted of 101 patients and group 2 consisted of 191 patients). All patients underwent standard overnight
PSG and measurement of arterial oxyhemoglobin (by pulse eximeter).

The major findings of the study revealed hat armong the different oximetry indices, the A index was the best predictor of the
presence of OSA, though the number of desaturafion evenls provided similar levels of diagnostic accurasy (sensitivily of a &
index of > 0,63 in the diagnosis of OSA was 91%, while the specificity was 59%). An aggregation of the model using

combinations of all oximetry indices reduced the prediction error (r2 =0.70, p < 0.05) compared fo using the A index alone (=
0.60), improving the precision of prediction of the AHL The correlation between the pradicted and actual AHlwas 0.77 when using
the A index alone, but improved to 0,83 when using a combination of alt three oximelry indices. The authors note that one
limitation of the study is that the prediction model was validated using overnight pulse oximelry obtalned simultaneously with
PSG dala In the sleep laboratory. However, one advantage of this approach is it eliminated the polential confounder of night-to-
night variability of AHI, as well ensuring that oximetry data were collected in exactly the same environment as the PSG data.
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Vazquez et al, (2000) studisd the diagnostic performance of an automated digital oximetry analysis based on falls and recovery
of oxygen saturation and compared the results to PSG, After excluding subjects not eligible for the study, 241 parficipants with
suspected OSA were enrolied in the study and randemly assigned te either PSG or automated off-line analysis of the digitally
recorded oximetry signal, Study outcomes included PSG-derived A, and oximeter-derived respiratory disturbance index (RDI).
The study revealed that the PSG-derived AHl and the oximetry-derived RD{ were strongly correlated (R = 0.87); the mean (&
28D) of the differences betwsen AHl and RDIwas 2.18 ( 12.34)/h, Using a case definitlon of 15 episodes/hour for both AHl and
RDI, the sensltivity and specifielly were 98% and 88% respectively. The authors noted that one limitation of the applicability of this
study was that the algorithm was evaluated by comparison with simultaneous PSGs. They alse commented that a number of
studles have shown a difference in RDI between home and hospilal setlings, despite using the same monitor and controlling for
technical difficulty. But the authors were quick to note that by evaluating patients in the sleep faboratory, polential confounders
{such as technical difficuliies associated with remote monitoring, night-to-night variabllily, and the effects of the home
environment on RDI) are eliminated.

Devices measurlag peripheral arterial tone, actigraphy and oximetry

We were asked to perform a separate review of the Watch-PAT technology, as there has bean some uncertainty expressed
about how to classify this device in the current Type schema. Watch-PAT 100 is an HST device which measures the petipheral
arterial tone (PAT) and actigraphy (a measure of movement) which are recorded with an ambulatory wrisiworn device (Wafch-
PAT100). The PAT signal Is a measure of the pulsatile volume changes at the finger tip reflecting sympathetic tone variations.
The algorithm was developed using a training set of 30 palients recorded simultaneously with polysomnegraphy and Watch-
PAT100. The WATCH-PAT 100 indirectly detects apneaihypopnea events by identifying surges of sympathetic activation
assoclated with (he termination of these events. This information is further combined with heart rate and pulse oximetry data that
are analyzed by the automatic algorithm of the system. This detecls respiratory events and caloulates the PAT RDI(PRDI).

We found 20 separale articles, papers, editorials, and fact sheets addressing this technology. Of these, CMS determined that 13
were not relevant due to qualities pertaining to sample size, type of evidence, having not been published In a peer reviewed
journal or not relevant to this data needed for this NCD. The remaining 9 are reviewed below.

Plitman et al, (2004} aimed at assessing the accuracy of a wrist-worn device (Wafch-PAT100) fo diagnose cbstructive sleep
apnea in the home. Participants were not consecutive patients but were a sample of palients who disclosed on a comprehensive
questionnaire between June and December of 2002 that they were Inlerested in being contacted aboul research studies
conducted at the sieep laboratory. Al thirty subjects completed 2 overnight diagnostic studies with the test device: 1 night in the
Jaboratory with concurrant polysomnography and 1 night in the home with only the Watch-PAT100. The mean age of these
subjects was 43.2 + 10.8 years and mean body mass index was 33.9 £ 7.1 kgim2. The mean Epworth Sleepiness Scale score
was 9.2 £4.7 (range 2-18). The order of the laboratory and home study nights was random,

The frequency of respiratory events on the PSG was quaniified using indexes based on 2 definitions of hypopnea: the respiratory
disturbance Index (RDI) using American Academy of Sleep Medicine (AASM) Task Force criteria for clinical research, and the
Medicare guidelines. The PRDIand oxygen desaturation index {(PAT QD) were then evaluated against the polysomnography
AASM guldelines (RDLC) and Medicare guidelines (RDLM), respectvely, for both Watch-PAT 100 diagnostic nights, yielding in-lab
and home cemparisens, The setting for the PSGs was a sleep laboratory affiliated with a tertiary-care academic medical center.
The PDG and PAT measures were compared using the mean [2 SDj of the differences and the infra-class correlation coefficient
{ICC). The receiver-operator characterislic curve was used to assess optimum sensitivity and speclilcity and calculate likelihood
ratios. For the In-lab comparison, there was high concordance between: RDLC and PAT RDE [CC = 0.88, mean difference 2.5
[18.9] events per hour RDILM and PAT ODI: ICC = 0.95, mean difference 1.4 [12.9] events per hour sleep time: ICC = 0.70, mean
ditference 7.0 [93.1] minutes. For the home-laboratory comparison, there was geod concordance between: RDLC and PAT RDL
ICC = 0,72, mean difference 1.4 [30.1] events per hour RDI.M and PAT ODE IGC = 0.80, mean difference 1.6 [26.4] events per
hour, Home siudies were performed with no technical failures.

The authors concfuded in this study of a population of 30 patients suspected of having cbstructive sleep apnea that the Watch-
PAT100 can quantify an ODI that compares very well with Medicare criteria for defining respiratory events and an RDI that
compares favorably with AASM criteria for defining respiratory evenis. They further believe that the device can be used with a low
failure rale for single use in the [ab and home for self-administered testing.

Zou et al. {2008) aimed at assessing the aceuracy of a portable menitoring device based on PAT lo diagnose obstructive sleep
apnea (OSA) and to propese a new standard for fimited-channel davice validation using synchronized polysomnography (PSG)
home recordings In a populalion-based cohort, i.e. in a population sample not preselscted for OSA symptoms. The 98 subjects

{55 men; age, 60 * 7 year; body mass index, 28 £4 kgfmz) from a community of 18,000 in Sweden had single-night, unattended
PSG and Watch-PAT00 in the home. They were conseculively reciuited from the Swedish Skaraborg Hypertension and
Diabetes Project. The accuracy of the algorithms used for AHE and RD1 calculation from Walch-PAT109 tesling were mainly
based on 2 comporents: the oxygen-saturation data plus an indication of autonomic activation from the PAT signal. Events for
AHI and RDI calculation were defined as follows: (1) any oxygen desaturation event of 3% or more was counted into both the AHI
and RDland (2) a respiratory event detected from the PAT signal was based on a PAT-signal attenuation thal was coupled with
pulse-rate acceleration. Walch-PAT100 measurements an RDI, AHI, ODY, and slzep-wake deteclion were cross walked and
compared with PSG data taken from simullaneous PSG recordings.

The mean PSG-AHIIn this population was 25.5 + 22.9 svents per hour. The Walch-PAT100 RDI, AHI, and ODi correlated closely
{0.88, 0.90, and 0.92; p < .0001, respectively} with the corresponding indexes obtained by PSG, The areas under the curve for
the receiver-operator characteristic curves for Watch-PAT100 AHland RDlwere 0.93 and 0.90 for the PSG-AHI and RDI
thresholds of 10 and 20 (p < .0001) respectively. The agreement of the sleep-wake assessment was 82 1 7%. The authors
concluded that the Watch-PAT 100 was reasonably accurate for unattended home diagnosis of OSA in a population sample not
preselected for OSA symptoms. The authors propose Ihat simultaneous home PSG recordings In population-based cohorts is a
reasonable validation standard for assessment of simplified recording tocls for OSA diagnosis.
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Pillar et al. {2002} state that arousals from sleep are assoclated with Increased sympathetic activation and are therefore
assoclated with peripheral vasocenstriction, The authors hypothesized thal digital vasocenstrictions as measured by peripheral
arterial tonometry (PAT), combined with an increase in pulse rate, will accurately reflect arousals from sleep and can provide an
autonomic arousal index (AAl). According fo the authors, a previously studied group of 40 sleep apnea patients simulianeously
recorded by both PSG and PAT systems generated an automated algorithm using the PAT signal (and pulee rate derived fromn it)
was developed for detection of arousals from sleep, This was further validated in this separate group of 96 subjects which
inciuded 85 patients referred with suspected obstructive sieep apnea and 11 heaithy volunteers. All subjects underwent a whole
night PSG wilh simultaneaus PAT recording. The PSG recordings were manually (blindly) analyzed for arousals based on
American Academy of Sleep Medicine (AASM) criterla, while PAT was scored automatically. There was a significant correlation
between PSG and PAT arousals (R=0.82, p<0.0001} with good agresment across a wide range of valugs, and wilh a ROC curve
having an area under the curve (AUC) of 0.88. The authars conclude that automated analysis of the peripheral arterial tonometry
signal can detect EEG arousals from sleep in a relelively quick and reproducible fashion.

Bar et al. (2003) aimed at evaluating the efficacy, reliabllity, and reproduciblity of the Watch-PAT 100 device for the diagnosis of
OSAS as compared to in-laboratary, standard PSG-based manual scoring. One hundred two subjacts (69 palients with OSAS
and 33 normal non-consecutively selected volunteers ) underwent in-laboratory full PSG simultaneously with Walch-PAT100
recording. Fourleen subjects also underwent two additional unattended home sleep studies with the Watch-PAT100 alone. The
PSG recordings were blindly scored for apnea/hypopnea according to the American Academy of Sleep Medicing criteria (1999)
and the RD! [PSG-RE{} was calculated. The Watch-PAT100 data were analyzed attomatlically for the PAT RDI (PRD1) by a
proprietary algorithm that was the authors reported was previously developed on an independent group of subjects. Across a
wide range of RD levels, the PRDlwas highly correlated with the PSG-RDI {r = 0.88, p < 0.0001), with an area under the
receiver operating characteristic curve of 0.82 and 0.87 for thresholds of 10 events per hour and 20 evenls per hour, respectively,
The PRDIscores were also highly reproducible, showing high correlation between home and in-laboratory sleep studies (r
=0.89, p < 0.001). The authors concluded that the Watch-PAT 100 may offer an accurate, robust, and reliable ambulatory method
for the detection of OSAS with minimal patient discomfort,

Ayas et al. {2003) aimed at assessing the accuracy of a wrist-warn devise (Watch-PAT100) to dlagnose obslructive sleep apnea
(OS8A). Thirly adult subjects {mean age was 47.0 + 14.8 years, mean body mass Index 31.0 : 7.6 kg/m2) were recruited through
advertisements and from a patient base of these with suspected CSA to participate in this study. The study included patients
suspected of having sleep apnea and subjects without suspected sleep apnea. The subjects had simultaneous in-laboratory
PSG and wore the Watch-PAT 100 during a full-night recording. PSG sieep and respiratory events were scored according to
standard criterfa. The mean PSG AHlwas 23 £ 23.9 events per hour and he mean PAT AHI 23 + 15.8 events per hour. There
was a significant correlation between the two {r = 0:87, p <0:001). To assess sensitivity and specificity of Watch-PAT100,
receiver operator characteristic curves were constructed using a variety of AHI threshold values {10, 15, 20, and 30 events per
hour). Optimal combinations of sensitivily and specificity for the various thresholds were 82.6/71.4, 93.3/73.3, 90.9/84.2, and
83.3/21.7, raspectively. The authors concluded that the Watch-PAT100 is a device that can detect OSA with reasonable
accuracy and that it may be a useful method to diagnose OSA,

Piltar et al. {2003) stated thal they had recently shown that automated analysis of in-lab recorded peripheral arterial tone (PAT)
signal and the pulse rate derived from it can acouralely assess arousals from sleep as defined by the AASM. In the current study
they aimed at extending these findings to the Watch-PAT100. They recruited 68 subjects who underwent a whole might PSG with
simuilaneous recording of PAT signal by the ambulatory Watch-PAT100 device. The PSG recordings were blindly scored via
manual analyzing for arousals based on AASM criteria, while PAT was scored automatically based on the algarithm developed
previously. The authors deterrined that was a significant carrelation between AASM arousals derived from the PSG and PAT
autonomic arousals derived from the Walch-PAT100 (R=0.87, P<0.001), with consistency across a wide range of values of AHI.
The sensilivity and specificity of PAT in detecting patients with at least 20 arousals per hour of sleep were 0.80 and 0.79,
respectively, with a receiver operating characteristic curve having an area under the curve of 0.87. They concluded that that
automatic analysis of peripheral arterial tonometry signal derived from the ambulatory device Watch-PAT 100 can accurately
identify arousals from sleep in a simple and tima saving fashion,

Berry et al. (2008) aimed to compare portable monitoring (PM) for diagnosis of OSA using the Watch-PAT100 and unattended
autolitrating positive airway pressure (APAP) for selecting an effective continuous positive airway pressure (CPAP), with
polysomnography (PSG) for diagnosis and lreatment of obstructive sleep apnea (OSA). The study was structured as a
randomized parallel group comparison in a VA Medical Center. One hundred six patients with daytime sleepiness and a high
likelihood of having OSA were recruited, The AHlin the PM-APAP group was 29.2 £ 2.3/h and in the PSG group was 36.8 + 4.8/h
{P = NS). Patients with an AHI 2 § were offered CPAP treatment, Those accepting freatment (PM-APAP#= 45, PSGi = 43) were
begun on CPAP using Identical devices at similar mean pressures (11.2 £ 0.4 versus 10.8 £ 0.5 cm H,0).

At a clinic visit 6 weeks after starting CPAP, 40 patients in the PM-APAP group (78.4% of those with OSA and 88.8% slarted on
CPAP) and 39 in the PSG arm (81.2% of those with OSA and 90.6% of those started on CPAP) were using CPAP treatment (P =
NS). The mean nightly adherence (FM-APAP= 5.20 + 0,28 hours/night versus PSG= 56.26 + 0.28 hours/night), decrease in
Epwaorth Sleepiness Scale score (-6.50 £ 0.71 versus —6.97 + 0.73 in the PM group as compared lo the PSG group
respectively), improvement in the global Functional Outcome of Sleep Questionnaite score (3.10 + 0.05 versus 3.31 £ 0.52 in the
PM group as compared to the PSG greup respectively), and CPAP satisfaction did not differ between the groups. The authors
concluded that PMwith APAP titration resulted in CPAP adherence and clinical outcomes similar to a diagnosis and treatment
plan using PSG.

Other Diagnostic Strategles

Rice et al. {2008) piloted a study {0 evaluate unattended cardiopulmonary {CP} sleep studies as a diagnostic and treatment tool
for pafients with OSA. After ait 106 subjecls were initially evaluated by a pulmonary physician to identify those with a high risk of
0OSA, an ESS was administered. Those who were felt to have a high suspicion of O8A were coffered either a PSG (which could
take up to & months to schedule), or an unattended CP sleep study. Patients electing fo use the unatiended CP sleep study were
ledged as outpatients overight in the medica!l center. The diagnostic portable system used was the Embletta PDS, which
included an oral thermomeler, a nasal flow sensot, a shore microphone, a pulse oximeter, and strain gaugss for thoracic and
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abdominal expansion. AHl was the outceme of interest. Patients with a positive CIP test {an Al of 5 avents per hour or greater)
were sent home with a REMstar aulo CPARP system and a mask that was custom-fitted by a trained respiratory therapist.

After using auto CPAP nightly for a week (REMstar auto CPAP system adjusted to the palient's pressure needs by analyzing the
shape curve of his/her airflow signal and peak flow), patients were then issued a home CPAP machine with settings based on
the pressure that was found to bs effective for at least 80% of the lrial patients. ESS scores were measured at baseline and after
6 months of home CPAP use. Patients who had been prescribad home CPAP were assessed for global sleepiness at 12
months. CP studies were performed on 106 patients, all parlicipants were males (mean age 59.9410.1), mean BMl of 33.5 and
mean ESS score (reference) of 13.1 + 5.2. Of the 108 orfginal patients, auto CPAP was initiated on 92 subjects. Based on the
results of the one weelk auto CPAP, home CPAP was initiated on 84 patients. According to the authors, "among our patients,
improvement in OSA symploms and long-term adherence to prescribed CPAP was similar to published reports of patients who
had undergone conventional PSG testing.” At 6 months follow-up, 98% of CPAP patients were available; ESS scores al baseline
and follow up were 14+4.6 and 105.6 (p=0.001}, and adherence fo CPAP usage was 84%.

Limitations of the sludy included the lack of confirmatory PSG to datermine rate of false positives (but the mean AHifrom this
study was similar to that reported In pubjished serles of patients who had PSGs; and the absolute magnitude of ESS score
improvement in this study was similar to that reported for patients who were prescribed CPAP after a PSG). Other limitations are
the inability to calculate the diagnostic accuracy of a negative CP study for OSA; the fact that all subjects were male; and that
adherence to prescribed CPAP was not based on ohjecfive data but rather on self-reporting.

Healthcare Disparities

Consistent with Faderal priorities we also looked for evidence specific to the diagnosis and treatment of OSA (OSAHS) in
rminority populations. There is apparently no standardized classification schema of these populations in the medical literature, so
we have relied on the authors’ descriptions.

Jean-Louis {2008) and Zizi et al. {2008) examined both adherence to a recommendation for sleep apnea consultation and the
epidemiofogy of OSA in Caribbean counlries in wo studies. The authors concluded that Caribbean born black patients may be
underutilizing available sleep services.

Jeo et al, (2007) studied & population which was 77% African Amerlcan, most of whom did not have health insurance, at an
urban US public hospital. Women were more likely to be non-compliant with freatment than men after adjusting for age, race,
and marital slatus. No significant findings were reported in regards lo race and OSA,

Arias el al. {(2007) reported that obstructive sleep apnea is a well recognized cardiovascular risk factor affecting all ethnic groups
aqually in terms of prevalence of disease, They found that a wide range of ethnic differences influence the role of the established
risk factors for abstructive sleep apnea and contribution of these factors to disease presentation and severily for each sethnic

group.

Freidman et al. {2008) concluded that OSAHS may be more eommon in African Americans, but African American bed parlners
are more likely to accept snoring.

Buxbaum et al. {2002) determined that there was support for an underlying genetic basis for OSA in African Americans. This is
apparently independent of the contribution of BMI. They studied 300 Caucasian and African-American families.

Stepanowsky et al, (2000) studied 70 African-Americans aver the age of 65 years with snoring and daytime sleepihess who had
sleep recording and questionnaires administered. They reported ro race distinguishing resulls.

Yeung et ai (1997) conducted a case-control study of 2256 Afrlcan Amerlcans and 622 Caucasians, aged 2 to 86, recruited as
members of families with an individual with known sleep apnea {85 index families) or as members of neighborhood control
familles (63 families). The subjects were sludied with an overnight home sleep-study, quastiennaires, and physical
measuremenis. The study suggests that especially in younger African Americans, African Americans overall have a prevalence
of sleep apnea similar {o that of Caucasians, but that they have a higher AH| after correction for body mass index and age.

Ancali-sragl et al. (1995) studied Caucasians (n = 346) and African Americans (n = 54) older than 65 yr of age for SDB {sleep
disordered breathing). They concluded that African Americans had severe SDB with a relative risk twofold as great (relative risk
= 2,13} as that for Caucasians, which was confirmed in a logistic regression analysis where race was associated with the
presence of SDB (RDIz 30) Independently of age, sex, and body mass index.

4, MEDCAC

CMS convened the MEDCAC on September 12, 2007 o consider questions pertinent to the evidence for the CPAR NCD
reconsideration. We believe that many of those questions about the evidence are relevant te this NCD consideration on sleep
tesling for OSA so we are reilerating them here. The relevant questions (as originally numbered for the MEDCAC) are deseribed
below in reference to PSG and HST technolagies. Additional information about the meeting can be found at:

hHps; wd.cms,hhs.gov Mewmeac =] id=

The MEDCAC was asked to consider the questions below for a variety of technologies including PSG, HST, clinicat examination
alone, and trial by CPAP without antecedent sleep testing.

1. How canfident are you that there is sufficient evidence to determine if each of the following sirategies can, in routine use,
produce an accurate diagnosis of OSA for the prescriplion of CPAP?

» Dlagnosis based on clinical gvaluation alone
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» Diagnosis based on elinical evaluation + PSG
» Diagnosis based on clinical evaluation + home testing device

2. For each QSA diagnostic sirategy for which there is enough evidence in question 1, how confident are you about its sensitivity
(ability to minimize false negatives) and specificity (ability to minimize false positives)?

Diagnosis based on clinical evaluation alone

Diagnosls based on clinical evaluation + P3G

Diagnosls based on clinical avaluation + home tesling device Type I

Diagnosls based on clinical evaluation + home testing device Type Il
Diagnosis based on slinical evaluation + home tesling device Type IV
+» Diagnosls based on clinlcal evaluation -+ home testing other device

LRI )

7. How confident are you that your conclusions can be generalized lo the Medicare population and to providers in community
practice?

The MEDCAC expressed moderate io high confidence that there was sufficient evidence to determine whether clinical evaluation
combined with PSG can, in routine use, produce an accurate diagnosis of OSA for the prescription of CPAP treatment.
Considering the avidence on the ability of various diagnostic sirategies to predict successful use of CPAP, the MEDCAC
expressed moderately high confidence in clinical evaluation combined with PSG; and moderate confidence in ¢linical evaluation
combined with home sleep testing.

5. Evidenced based Guidelines
We identified the following evidence based guidelines that address the diagnosis of OSA,

American Academy of Sleep Medicine

Clinical guidelines for the use of unattended portable monitors [n the diagnosis of OSA in adult patients, Portable Monitoring Task
Force of the American Academy of Sleep Medicine, Collop NA, Anderson Wi, Boehlecke B, Claman D, Goldberg R, Gottlisb DJ,
Hudge! D, Satela M, Schwab R; Portable Monlloring Task Force of the American Academy of Sleep Medicine. J Clin Sleep Med.
2007 Dec 15;3(7):737-47.

Based on a review of literature and consensus, the Porfable Monitoring Task Force of the American Academy of Steep Medicine
{AASM) makes the following recommendations: unattended portable monitoring (PM) for the diagnosis of OBA (OSA) should be
performed only in conjunction with a comprehensive sleep evaiuation. Clinical sleep evaluations using PM musl be supervised
by & praclitioner with board certification in sleep medicine or an individual who fulfills the eligibllity criteria for the sleep medicine
certification examination. PM may be used as an alternative fo polysomnography (PSG) for the diagnosis of OSA in patients
with a high pretest probability of moderate to severe OSA. PMis nol appropriate for Ihe dlagnosis of OSA in pafients with
significant comorbid medical conditions that may degrade the accuracy of PM. PMis not appropriate for the diagnostic
avaluation of patients suspected of having comorbid sleep disorders. PMis not appropriate for general screening of
asymptomatic populations. PM may be indicated for the diagnosis of O8Ain patients for whom in-laboratory PSG is not
possible by virlue of immobllity, safety, or critical liness. PM may also be indicated to monitor the response {o non-CPAP
freatments for sleep apnea. At a minimum, PMmust record airflow, respiratory effort, and blood oxygenation. The: airflow, effort,
and oximelric biosensors convenilonally used for in-laboratory PSG should be used in PM. The Task Force recommends that
PMtesting be performed under the auspices of an AASM-accrediled comprehensive sleep medicine program with written
policies and procedures. An experienced sleep technologisttechnician must apply the sensors or directly educate patients in
sensor application. The PM device must allow for display of raw data with the capahility of manual scoring or editing of
automated scoring by a qualified sleep techniciantechnologist. A board certified sleep specialist, or an individual who fulfills the
eligibllity criteria for the sleep medicine certlfication examinafion, must review the raw data from PMusing scoring criteria
consistent with current published AASM standards, Under the conditions specified above, PM may be used for unattended
studies in the patient's home. A follow-up visit o raview test results should be performed for all patients undergoing PM.
Negative or technically inadequate PM fests in patients with a high pretest probability of moderate Lo severe OSA should prompt
in-laboratory polysomnography.

Institute for Glinical Systams Improvement {iCS)
Diagnosis and treatment of obstructive sleep apnea. Bloomington (MN): 2007 Mar. 55 p. [115 references]
http:iwww.guidelines .govisummary/summary.aspx?doc_id=108088&nbr=005634&string=CPAP

Sleep Study
Key Points:

+ Selection of appropriate diagnostic fests must take into account ihe estimated pretest probability of the patient having
OSAHS, availability of credible diagnostic tests and {ocal expertise in interpreting these tesls.

Polysomnography Is the accepted standard test for the diagnosis of OSAHS.

The benefit of using attended polysomnography for diagnosis is the ability to establish & diagnosis and ascertain an
effective confinuous PARP (CPAP) treatment pressure.

Unattended portable recording {multichannel) Is a second-besi option for patients who have a high pretest probability of
OSAHS and who do not have atypical or complicating symptoms.

-« *

*

Scottish intercollegiate Guidelines Network (SIGN).

Management of obsiructive sleep apnoeafypopnoea syndrome in adults. A national clinical guideline. Edinburgh (Scotland):
2003 Jun. 35 p. (SIGN publication; no. 73). [158 references].

http:Hwww.guidelines . govisummary/summary.aspx?doc_Jd=3878&nbr=003087&string=CPAP

The SIGN guideline has the following recommendations including a letter grade for the grade of the recommendation:

A. Af least one mela-analysis, systematic reviewof randomised confrolled Irials (RCTs), or RCT rated as 1++ and directly

applicable fo the target population; or A body of evidence consisting principally of sfudies rated as 1+, directly applicable to
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the target population, and demonsfrating overall consistency of resulls

B. A body of evidence including studies rated as 2++, directly applicable fo the target populafion, and demonsirating overall
consistency of restits; or Extrapoialed evidence from studies rated as 1++ or 1+

C. A body of evidence including studies rated as 2+, directly appiicable to the target population and demonstraling overall
consistency of resulfs; or Exlrapolated evidence from studies rated as 2++

D. Evidence level 3 or 4; or Exirapolated evidence from sllidies rated as 2+

Diagnosis
C - Al patients who have suspected sleep apnoea and their pariners should complete an Epworth questionnaire to subjectively
assess the degree of pretrealment sleepiness.

Diagnostic Tools
B - Limited sleep studies to assess respiratory events are an adequate first-line method of diagnostic assessment for
obstructive sleep apnoealhypopnoea syndrome {(OSAHS).

American Soclety of Anesthesiologists

Pracfice guidelines for the perloperative management of patients with obstruclive sleep apnea: a report by the Task Force on
Perioperafive Management of Patients with Obstructive Sleep Apnea. Anesthesiology 2006 May ;104(5):1081-83. [3 references].
hitp:Hiwww.guidelines . govisummaryfsummary.as px?doc_id=9308&nbr=0048788string=CPAP

Praoperative Evaiuation

Anesthasivlogists should work with surgeons to develop a protocol whereby patients in whom the possibilily of obstructive
sleep apnea (OSA) is suspected on clinical grounds are evaluated long enough before the day of surgery to allow preparation of
a perioperative management plan. This evaluation may be initiated in a preanesthesia clinle (if available) or by direct
consultation from the operating surgeon to the anesthesiologist. A preoperalive evaluation should include a comprehensive
review of previous medical records (if avallable), an interview with fhe patient and/or family, and conducting a physical
examination. Medical recerds review should include (but not be fimlited to} checking for a hisfory of airway difficulty with previous
anesthelics, hypertension or other cardiovascular problems, and other congenital or acquired madical conditions. Review of
sleep studies is encouraged, The patient and family inferview should include focused questions refated to snoring, apneic
episades, frequent arousals during sleep (vocalization, shifting position, extremity movements), morning headaches, and
daytime somnolence, A physical examination should Include an evaluation of the airway, nasopharyngeal characleristics, neck
circumference, tonsit size, and tongue volume, if any of these characteristics suggest that the patient has OSA, the
anestheslologist and surgeon should jolntly declde whether to {1) manage the patient perioperatively based on clinical criteria
alone or (2) obfain sleep studies, conduct a more extensive airway examination, and initiate indicated OSA treatment in
advance of surgery. If this evaluation dees not cceur untll the day of surgery, the surgecn and anesthesialogist iegether may
elect for presumplive management based on cinical criteria or a lastminute delay of surgery. For safety, clinical criterla (see
table 1 of the eriginal Guideline document) should be designed fo have a high degree of sensitivity {despiie the resulting low
specificity), meaning that some patlents may be treated more aggressively than would be necessary if a sleep study were
available.

The severity of the patient's OSA, the invasiveness of the diagnostic of therapeutic procedure, and the requirement for
postoperative analgesics should be taken into account in determining whether a patient is at increased perioperalive risk fram
OSA (see table 2 of the original Guideline document). The patient and his or her family as well as the surgeon should be
informed of the potential implications of OSA on the palient's perioperative course

University of Texas, School of Nursing, Family Nursa Practitioner Program,
Screening for obstructive sleep apnea in the primary care setting,

2006 May. 13 p. [24 refsrences]
hitp:Awww.guidelines.govsummaryfsummary.aspx?doc_ld=94368&nbr=005057&string=

Diagnostic Procedures

1. Laboratory studies

s Sleep questionnaire (e.g., Epworth Sleepiness Scale), screen for sleep abnormalities (Elliott, 2001} (Strength of
Recommendation: A; Quality of Evidence: Good)

2. Diagnoslic tests
+ NPSG Sleep Study: Nocturnat polysomnographic diagnostic testing (Netzer et al,, 2003; Schroder, 2006; Elliot, 2001;
Mansfield & Naughton, 2005; Hamiliton, Solin, & Naughton, 2004; Rodsutti et al., 2004) {(Strength of Recommendation: A;
Quality of Evidence: Good)
6. Professional Society Positicn Statements

American Academy of Neurology Professional Association (AANPA) The AANPA believes that the use of Level [V devices o
diagnose OSA, or the use of devices with acligraphy, oximetry, and peripheral ariery tone without respiratory airflow are
premature, and that further prospective studies are needed to clarlfy their place in the diagnosis and lreatment of CSA.

hitpswww.cms g ovimedicare-cover ag e-database/details/nca-deci sion-memo.aspk?N CAld=227&ver= 11&McaNarne=Sleep+ Testing +for+ Obstruclive+ Sleep+... 13124
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American Academy of Ofolaryngology-Head and Neck Surgery (AAO-HNS) The AAC-HNS supporis the extension of Medicare
coverage of OSA diagnosis to portable HST devices. They are opposed to a requirement that limits Interpretation of sleep
studies o a limited subspecialty group of physicians, The AAD-HNS states [hat such restrictions will limit access to optimal care
for the diagnosis and treatment of OSA.

American Academy of Sleep Medicine (AASM) The AASM is opposed fo the use of Level V devices without a channel lo
measura respiratory airflow, or the use of devices with actigraphy, aximetry, and peripheral artery tone to diagnose OSA, The
AASM claims that such devices provide only an indirect “respiratery analysis” measure and therefore fail o provide adequate
irformation to differentiate between ceniral, mixed and cbstructive sleep apnea.

American Thoracic Society (ATS) The ATS endorses the CMS decision to expand testing for the diagnosis of OSA fo include the
use of portable monitering devices in those adult benaficiaries with clinically suspected OSA. The ATS qualifies this position by
staling the use of porlable monitoring is rot yet well validated In patients with underlying complex pulmonary, cardiclogic or
neuromuscular disorders. They recommend that these patient groups not have portable diagnosiic studies periormed until such
a time when evidence is made available for these particular patient groups.

7. Expert Opinion

Many experts provided their opinlons as comments or position statements which are considered In the relevant sactions of this
memorandum.

8, Public Comments
Comment period 12/23/2008 — 01-22-2009

CMS received a fotal of 45 comments during the public comment period which ended on January 22, 2009, Twenty two of these
comments were recelved as part of a write in campaign. The majority of those who wrole were self identified as physicians.
Eight comments were submitted by non physiclan clinicians including nurses, respiratory therapisls and other persocns who are
involved in the diagnosis and (reatment of obstructive sleep apnea, The remaining comments were submitted by physician
professional associations, national trade assoclations, and manufacturers and suppliers of diagnostic tests and CPAP
equipment. No comments were received from patients or on behalf of a patient.

Forty-four commenters supported at least part of the proposed decision. One commenter expressed no position. Thirty-four
commenters supported the entire proposed decision, including coverage of facility based PSG, HST and Watch-PAT
technologies, No commenters opposed coverage of facilily based PSG. Nine commenters opposed coverage of HST or Watch-
PAT lechnologies. One commenter supported coverage of HST but nonceverage of Walch-PAT technologies.

America's Health insurance Plans (AHIP) believes home testing should be reserved only for beneficiaries who cannhot access
sleep laboratories within an appropriate time frame due to geographic limitations or clinical urgency. SleepMed opposes the
policy, and references peer reviewed literature to support their position. This literature was inclzded in evidence that we had
already reviswed and considered, and we believe our decision Is consistent with the available body of evidence. The remaining
comments in opposition of the policy were offered by sleep physicians and other non physician clinicians who belisve the
evidence is insufficient for coverage of home sleep lesling especially for the Medicare population and support in lab festing for the
diagnosis of obstruclive sleep apnea for that group. We address these comments befow.

Comment

Several commenters suggested changes related to the AASM classification of sleep test technologies. One commenter
recommends that the PAT devices be classified as a Type V device. Others suggested that coverage determinations for Type |l
and Type Il devices be separate. One commenter requests that CMS inform the public about how new sleep diagnostic
technologies will be incorporated info the current device categorles established by CMS. This commenter is concerned about the
delay in ime to market for new technologies when they do not eastly fit into the established categorical definitions outlined by
AASM.

Response

CMS is not responsible for the exisling categorization system of sleep testing devices. The system was established 15 years
ago by the American Academy of Sleep Medicine (AASM). We understand that the syslem may pose challenges for classifying
certain sleep testing devices, but CMS believes that the OSA community is hast suited to seek any modification of the
classification system directly with AASM. With respect to the effect of AASM classification of a sleep testing device on time to
market, this commaent is outside the scope of this decision. We do not believe it is necessary to separate the discussion of Type
lland Type Ill devices. Because there has been some debate in the sleep community about the classification of devices using
PAT technology, we have for clarity separately discussed the evidence regarding PAT technology.

Cornment

Many physician commenters wrole In support of the CMS findings and agree that the medical evidence is sufficlent to conclude
that alt the HST devices listed in the NCA are reasonable and necessary. These physiclans state that the availability of home
sleep testing will fead to improved health autcomes by allowing physicians to diagnose patients accurately and in a timely
manner when properly used.

Response
CMS agrees that coverage for these diagnostic tests will result in improved health outcomes for beneficiaries who would

otherwise go undiagnosed and untreated for OSA,

Comment
Several non physician clinical support staff responsible for diagnostic testing of patients with suspected OSA claim that HST and

hitps:fwww.cms.govimedicare- coverage-dalabaseldetails/nca-decision-memo.aspXINCAId=2278ver= 11&NcaName=8leep+ Tesling +for + Obstr uchve+Sleep+... 14124

SLP 071




8/8/2016

Decision Memo for Sleep Testing for Obstructive Slesp Apnea (OSA) (CAG-C0405N)

in particutar PAT type devices are easy lo use and more accurate since patients sleep more nalurally in the home setting. They
belisve this will improve access to care for palients located in cutlying rural areas or for pafients unwilling lo test in lab.

Response
CMS agrees that the coverage of HST will improve access to care for Medicare beneficiaries suffering with OSA.

Comment

A physician professional association maintains that physicians trained in otolaryngology can interpret Level lll and IV home sleep
studias without additional certificalion. This association claims that Level Iif and Leve! IV studies are targely cardio resplratory
sludies that are easily interpreted by any physician, Additionally, this association does not believe a beard certification is needed
lo interpref a Level | study. A similar view is voiced by a board certifled sleep specialist, whose interest is {o leach primary care
physicians to diagnose and treat OSA patients. This commenter requests that CMS allow primary care physicians to use the
HST technique and not restrict testing for OSA to board certified sleep physiclans. Other coramenters stiggest that only board
eligible or board certified sleep physicians be permitted to interpret sieep tests, A supplier of CPAP supplies to Medicare
supporls these views and believes that diagnestic tests for OSA not be restricted to parlicular categortes of physicians.

Response

We agree that a sleep test should be interpreted by a skilled and knowledgeable physician, We afso agree that a physiclan whe
is board certified or board eligible in sleep medicing is fikely fo have those characteristics across the spectrum of sleep disorders
diagnosis and management. However, we believe there may also be other physicians that have adequate skill and knowledge to
appropriately interpret sleep test resuits.

This decision speaks specifically to the coverage of sleep testing devices used to diagnose OSA. Comments about specific
physician speciailies are outside the scope of this NCA. As provided at 42 C.F.R. §410.32, "...diagnostic tests must be ordered
by the physiclan who is treating the beneficiary...and who uses the resulls in the management of the beneficiary’s specilic
medical problem. Tests not ordered by the physician who is treating the baneficlary are not reasonable and necessary.”

Comment

One physician professional assosiation supports coverage for HST but only for portable monitoring systems that include
measurements of airflow. Their position 7s that It is impossible to distinguish OSA from central or complex sleep apnea when the
diagnostic test does not have an explicit measurement of airflow. This commenter states that the use of Level IV devices to
diagnose OSA or the usa of devices with actigraphy, oximetry, and peripheral artery lone without respiratory airflow are
premature, and that furlher studies are needed before coverage is extended fo this category of lesting. One commenler stales
that home testing is less comprehensive than PSG and is more susceptible te patient operator error and the misinterpretation of
results. Further, they state there is a lack of evidence demonstrating that actigraphy Is effective at diagnosing OSA, Finally, this
commenter opposes the use of home pulse oximetry alene for the diagnosis of OSA

Response

The body of evidence pertinent 1o the use of HST devices for the diagnosis of OSA is more robust than it was just a few years
ago. In addition to our own review of the evidence, this is supported by the more favorable Septernber 2007 MEDCAC scores for
HST compared to the September 2004 MCAC scores, Thus, we find that the evidence is sufficient to conclude that, in
appropriately selected patients, some home sleep testing monitors will identify a slgnificant propertion of patients with OSA. We
expect that patients who are suspecled to have ceniral or mixed causes of sleep apnea based on clinical findings or diagnostic
testing would be referrad to physiclans with appropriate expertise Tn these more complex conditions. We have not provided
nalional coverage of home pulse oximetry alone for the diagnosis of OSA.

Comment

Several physician professional associations recommend that CMS inciude guidelines in the final DM to identify pafients for whom
HST is an appropriate dlagnostic tool. These professional assoclations suggest that appropriate patients be identified by age
res{rictions, presence of high pre-testing probability for having obstructive sleep apnea, and lack of associated co-morbid
medical conditions; where appropriate patients for this testing have previcusly undergone a complete sleep medicine svaluation.
One commenter claims that porlable sleep monitering is not well validated in patients with underlying complex pufmonary,
cardiologic or neuromuscular disorders. This commenter recommends that CMS prohibit home testing for beneficiaries
presenting with these conditions.

Response

It is important to note that we are not requlring that HST be done in the place of PSG. If the beneficiary’s ireating physician has
good reason lo believe that HST will be an inadequate diagnostic tool for a particular benefictary’s condition, we expect that the
physician would order a PSG instead, We expect the treating physician to consider ali relevant information perlaining to the
health status of a particular beneficiary before recommending the use of HET or PSG.

Comment
Several commenters urge CMS to add a variety of reguirements to the final DM to include a complete sleep evaluation before

testing and patient education on the use of home sieep test prior to thelr use.

Response

We require that beneficiaries have clinical signs and symptoms of OSA as a condition of coverage for sleep testing. These
would logically be ascerlained in the course of a sleep evaluation prior to testing. There are several evaluative Instruments that
might be used as part of a pre lest evaluation and & requirement to use a specific algorithm is not within the scope of this
decision, As with other diagnostic iesls, we expect that the treating physician whe orders a test will ensure that the patient is
provided with sufficient information to enable the test to be performed correctly.

Commaent
Cne commenter argues that home sleep tests are far less sensitive and specific than PSG in diagnosing OSA,
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Response

Evidence collected from our internal assessment of the selentific literature and from the AHRQ TAs found that HST devices may,
with high positive likefihocd ratios (>10) and low negative likelihcod ratios (<0.1), identify patients who have AHls suggestive of
OSAHS, Although there is published data comparing HST with PSG, in the absence of a true gold standard it is challenging lo
categorize the discrepancies as errors or to conclude that one testing modality is superior fo another for all patient groups.

Comment
One commenter argues that coverage of home sleep testing will result in Increased costs for Medicare as home sleep tests will
lead to repeat PSGs in sleep labs.

Response

We belleve that a beneficlary's treating physician will assess a particular case and order the appropriate steep test for the
beneficlary. if the beneficlary’s reating physician orders an HST, vet has good reason to believe that the result of an HST Is
insufficient In light of the beneficiary’s clinical findings, a subsequent PSG could be performed. We do not believe that such retest
decisions will be reutine, but rather such declsions would be made on a case by case basis,

Comment
One commenter recommends that CMS should increase funding for sleep labs in underserved areas instead of expanding
coverage o include home sleep testing.

Response
This comment is outside the scope of this decislon.

Comment
Several physician profassional assoclations oppose the use of PAT based technologies and recommend that all poriable studias
include the review of the raw, originally collected data that is only available with manual scoring.

Response

Automated scoring Is a feature of several sleep test technelogies and is nol a unique characterislic of PAT based technologies.
We are not making a determination on the use of automated scoring of sleep studies in this NCD. The physician who interprets
the test remains ultimalely responsible for Ihe accuracy of the interpretation,

Comment
One commenter slates thal CMS should prohibit the use of portable monitoring for screening beneficiaries with no signs or
symploms of a slesp disorder.

Response

This coverage decision speaks specifically to the coverage of sleep testing devices used In the diagnoesis of GSA. We are not
providing coverage of a screening test. Screening tests are generally not covered under Medicare. However, there are some
statutory exceptions to that rule (e.9. screening mammography, screening for glaucoma, stc,}

Comment

One commenter states that their in-laboratory PSG procedure will be subject to the CMS policy referred to as “Least Coslly
Alfernative”. They suggest that Recovery Audit Contractors or Medicare Carriers will reimburse in-laboratory PSG claims by
using cos!s assoclated with the least costly alternative—In this case home sleep tests—even when PSGs are indicated.

Rasponse
This comment is beyond the scope of this NCA and we will not address it here.

Comment

One commenter asked that CMS define actigraphy with something more speclfic than just a “measure of movement”. This
commenter suggests that CMS offer specifics related to the measurement such as what part of the body is affecied, how is this
measured, how much movement occurs, and how is the presence or absence of movement used to establish a diagnosis of
0OSA?

Response

We use acligraphy to mean measurement of body movement. According to a study conducted by Jan Hedner M.D. et al. and
published in a 2004 issue of the journal SLEEP, actigraphy provides a reasonably accurate estimation of sleep and walefulness
in normal subjects and patients with obslructive sleep apnea on an epoch-by-epoch basis. They conclude that actigraphy
provides a useful too! for the accurate quantification of obstructive sleep apnea in the home environment.

Comment

Several commenters argued that the proposed is not consistent with the recent National Coverage Decision and the related
Local Coverage Delerminations {LCDs) regarding the coverage of CPAP and other respiratory assist equipment and supplies for
the treatment of QSA,

Response

We believe that this NCD does not conflict with the NCD on CPAP for the treatment of OSA. Regarding LCDs, this NCD an sleep
testing supersedes all appficable local policles and local Medicare contractors will take such steps that may be necessary io
align their local policies with the NCD.

Comment
One commenter requests that CMS add language to the actual NCD that makes clear that the CMS policy provides coverage for
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poriable studies parformed in any sile of service a Ireafing physician determines appropriate.

Response

This final decision cavers portable sleap testing whether furnished in a facllity or outside of a faclity. We note for clarily that Type
Isleep testing is, by definition, performed within a facility. We expect that the beneficianys home will be the site of service when
the test is not furnished in a sleep lzboratory facility. However, we are permitting local Medicare conlractors to determine the
conditions under which other lncations might be appropriate,

Comment
A commenter recoramends that CMS work with FDA to develop specific standards for validation and signal display of patient-
based devices.

Response
This comment is beyond the scope of this decision.

Comment
Two commenlers referred to published materials.

Response
Most of these materials had already been reviewed and considered in the preposed decision. The remaining materials were not
lopical to the declision or reiterated or summarized existing evidence and did nol represent original research.

VIIl. CMS Analysis

National coverage determinations (NCDs) are determinations by the Secretary with respect to whether or not a particular item or
service is covered nationally by Medicare (§1862(f)(1)(B) of the Act). In order to be covered by Madicare, an item or service must
fall within one or mare benefit calegories contained within Part A or Part B, and must not be ctherwise excluded from coverage.
Moreover, with imited exceptions, the expenses incurred for items or services must be “reascnable and necessary for the
diagnosls or treatment of liiness or injury or to improve the funclioning of a malformed body member." Seo §1882(a)(1){A)of the
Social Security Act.

The Medicare regulations at 42 CFR 410.32(a) state in part, *...diagnostic tests musi be ordered by the physician who Is treating
the beneficiary, thal is, the physician who furnishes a consultation or treats a beneficiary for a specific medical problem and who
uses the resuits in the management of the beneficiary’s specific medical problem.”

As a diagnostic lest, the sleep test would not be expected to directly change health outcomes, i.e. there is no evidence that
adminisiration of a sleep tesl is, in and of itself, therapeutic. Ralher, a diagnostic tesl affects health cutcomes through changes
in disease management brought about by physician actions taken in response to test resulls. Such actions may include
decisions to {reat or withhold treatment, to choose one treatment modality over another, or to choose a different dose or duration
of the same treatment. To some extent the usefulness of a test result is constrained by the available management alternatives.

Based on the legal framework set forth above, this section presents the agency’s evaluation of the evidence considered and
conclusiens reached for the assessment questions posed above.

We considered the evidence in the hierarchical framework of Fryback and Thornbury (1891) where Level 2 addresses diagnostic
accuracy, sensitivity, and specificity of the test; Level 3 focuses on whether the information produces change in the physician's
diagnostic thinking; Leve! 4 concerns the effect on the patient management plan and Level 5 measures the effect of the
diagnostic information on patlent outcomes. Many studies have focused on test characteristics but others have considered
health outcomes, such as symptom improvement in patients who receive CPAP treatment based on sleep test results. We
believe that evidence of improved heallh outcomes is more persuasive than evidence of test characleristics.

In evaluating diagnostic tests, Mol and colleagues (2003) reported: “Whether or not patients are better off from undergoing a
diagnostic test will depend on how test information Is used to gulde subsequent decisions on starting, stopping, or modifying
treatment. Consequently, the practical value of a diagnostic test can cnly be assessed by faking into account subsequent health
outcomes.” When a proven, well established associatlon or pathway is available, intermediate health outcomes may aiso be
considered. For example, If a particular diagnostic test result can be shown to change patlent management and other evidence
has demonstrated that those patient management changes improve health outcomes, then those separate sources of evidence
may be sufficient to demonstrate positive health outcomes from the diagnostic test.

Anumber of issues have emerged during our review of the evidence. Some physicians express concern about the lack of timely
access to PSGs while others argue that access is not problemaltic; slakeholders debate the comparable accuracy of home
apnea monitaring and PSGs; and recent research suggests that neither PSG nor HST may be needed for lhe diagnosis of
CPAP-responsive OSA in selected patient populafions. Paradoxicaily, some patients' OSA symptoms may be so severe that
they cannot sleep for a sufficient continuous duration fo complete a PSG. Adding to the complexity of our review, the stakeholder
community ilself has been clearly polarized into opposing PSG and HST camps.

The relavance of OSA diagnosis Is founded on the lang term marbidity and mortality that have been observed in patients who
display a particular constellation of symptoms, signs and test results. Absent that morbidily and mortality, a self-imited apneic
episade in and of itself appears of litle consequence. Hence the challenge is to select for treatment only those patients who truly
have OSA and will mast likely benefii from therapy, againsl a background of persons who may for varicus reasons have a normal
or abnormel test on a given night.

[tis imporlant to slate at the outset that sleep lesting, whether via PSG or HST, is used to confirm or refute a clinical suspicion of
OSA. In other words, we have no evidence thal physicians refer "normai" patients, l.e. patients who manifest no symptoms or
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signs of a sleep disorder, for sleep testing. Sfeep testing does not occur in a vacuum, divorced from the overall clinical
evalualion. We also nole that this NCA speaks lo sleep testing for the diagnosis of OSA; we are not establishing coverage
criteria for the diagnoslis of other sleep disorders, such as nocturnal seizures or restless leg syndrome. Hence tha accurate
identification of Medicare benaficiaries who have OSA is at the heart of this review and analysis.

PSG is ulilized as a reference standard in many clinical trials; however, we do not belleve It is a true gold standard though it may
be the besi diagnostic test for OSA at present. In a clrcular argument, the test resuit has been incorporated info the diagnosis of
the disease iiself. In the absence of a diagnostic gold standard, this is an understandable though not ideal concession to
practicality, The aceuracy and precision of PSG may be compromised by many factors such as inter-reader variabllity, the use of
different test instruments, night to night variability in a given patient, and patient abliity to sleep in a non-home sefting. Even if all
these variables are controlled, the PSG test itself has not been proven to identify all true cases of CSA, Le. those persons who
will develop OSA-associated morbidily and mortality if untreated.

Therefore, when PSG is performed and read with a threshold of AMI 2z 15 events per hour for OSA, the sensitivily for delecting a
frue case of O8A is not known, Neither is its spacificity for detecting those who do not have OSA truly known. An AHE suggestive
of OSAHS does not conclusively identify those patlents who will benefit from treatment. Since the true sensitivity and specificity
of PSG are uncertain and the reported agreement between HST and PSG is not complete, we are concerned that seme frue
cases of OSA are not detecled by either test. Nonatheless, it is the current state of the arf and we believe that the evidence Is
sufficient to conclude that, despite the lack of agreement on a frue gold standard for diagnosis, these sleep test technologies do
provide useful clinical information,

CQluestions

Question 1: Is the evidence adeguate fo determina ihat attended facilily based polysomnography accuralely identifies patients
with OSA who will benefit from trealment?

Attended facllity based PSG for this use Is well supported by evidence based guidelines and, though imperfect as nofed atove, is
the generally accepted reference standard for the diagnosis of OSA. The external TA is consistent with cur own review of the
evidence and supports this conclusion.

The reference standard for the dlagnosis of OSAHS is facility-based polysomnography (PSG), a comprehensive sleep study
that records and evaluales a variety of cardiorespiratory and neurophysiologic signals during sleep time. If quantifies the
severily of disturbances with the Apnea-Hypopnea index {AHI).

Based on our prior and current review of the evidence we belleve that PSG accurately identifles patienis with OSA who will
benefit from treatment and therefore improve health outcomes by identifying patients with OSA.. The externaj TA is consistent
with our own review of the evidence and supports this cenclusion.

The mainstay of ireatment is considered to be continuous positive airway pressure (CPAP). Other freatments for the condition
exist and are reserved for specific cases (e.g., surgical Interventions and oral-dental appliances to imprave the stereometry of
the upper airway).

CPAPR lreatment of OSAMS has been asscciated with beneficial health ouicomes. Observational evidence from prospective
comparalive studies assaciates CPAP Irealment of OSAHS with fewer cardiovascular events. Furthermore, pafients with
OSAHS have an increased risk for car accidenits. CPAP has been associated with a reduction in the risk for motor vehicle
accidents among people with OSAHS.

Howaever, apart from Ihe aforementioned consideralions there s no extensive randomized evidence on outcomes such as
deaths, strokes and cardiovascular events, There is randomized evidence that CPAP versus no frealment ar sham CPAP
treatment of OSAHS is associated with improvemenls in the Epworth Sleepiness Scale {a subjective symptom score),
objective wakefuiness tests and selected componenis of the SF-36 questlonnalre {e.g., the vitalily component, which is more
relevant to OSAMS patients compared to other SF-36 components). Randomized studies suggest that CPAP may also be
inversely associated with intermediate clinical cutcomes {e.g., hypertension).

Typically, the diagnosis of OSAHS is made afler a positive comprehensive sleep study with multichannel polysomnography
(PSG) in speclalized sleep iaborateries. For patients who meet the diagnestic criteria, a second session is needed for the
fiteation,

Therefore, we conclude that PSG is reasonable and necessary for the diagnosis of OSA.

Question 2: For which unatiended out of facilily sieep tes! technologies Is the evidence adequate to determing that sieep testing
accurately identifies patients with QSA who will benefit from freatment?

We note evidence from our internat assessment and from the AHRQ TAs that HST devices may, wilh high positive likelihood
ratios (> 10} and low negative likelihcod ratios (< 0.1), identify patiants who have AHls suggestive of OSAHS. Althaugh there is
published dala comparing HST with PSG, in the absence of a true gold standard it is challenging to categorize the discrepancies
as errors.

The body of evidence periinent to the use of HST devices for the diagnesis of O0SA is significantly more robust than it was a few
years ago. This is supported by the more favorable September 2007 MEDCAC scores for HST compared lo the September
2004 MCAC scores. Thus, we find that the evidence is sufficlent to conclude that, in appropriately selecled patients, some home
sleep testing moniters will identify a significant proportion of patients with OSA who wilt respond clinically to CPAP and wili
axclude a signiicant proportion of those who will not.
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Specifically, we believe that Type Il and Type Il sleep testing devices, based on our prior and current review of the evidenoe,
identify beneficiaries with OSA who will benefit from (reatment and thus improva health outcomes by identifying patients who are
fikely to respond to CPAP therapy as we discussed above. Therefore, we conclude that Type It and Type Il sleep testing devices
are reasonable and necessary for the diagnosis of OSA.

The TA analyzed Type IV monitors with three or more channels separately from those with only one or two channels. The TA
Included davices measuring actigraphy, oxygenation, and PAT in its analysis of Type IV monitors measuring three or more
channels. The quality of the evidence on the former is described as higher than on the latter. We also note that the TA did not
include all Type W monitors.

“,..However, especially for lype IV devices, we excluded the few studies that did not measure directly at least one respiratory
signal or the O, saturation. Thus, studies using only static charge-sensitive mattresses, only Holter recordings for heart rate, or

studies that used only analysis of snoring sounds were excluded. Simifarly, we excluded studies that that used pulse oximetry
but analyzed only lhe variabilily of the heart rate (i.e., used oximelry in lieu of ECG to defect pulse rate) and did not evaluate O,

saturation patterns. In general, monitors that did not record a respiratory signal or Sa0,, during sieep rely on “indirect”
assessment of respiratory disturbances In people suspected for OSAHS, and most often were described in older studies, The
frequency of respiratory dislurbances is a key issue in the diagnosis of OSAMS, and is assessed by the vast majorily of
modern monitors.”

Based on this, as well as our prior and current review of the evidence, we believe Type \V sleep testing devices that measure
three or more channels, one of which is airflow, can identify benefictaries with OSA wha will benefit from treatment and thus
improve health outcomes. Therefore, we conclude that Type IV sleep testing devices that measure three or more channels, one
of which is alrflow, are reasonable and necessary for the diagnosis of OSA.

Though devices measuring aciigraphy, oxygenation, and PAT may be classified as Type N devices, we are, for clarity, providing
a specific conclusion regarding such technology. We have reviewed the evidence submitted by the reguestor, as well as other
evidence as cited in this decision memorandum, and we conclude that these devices are reasonable and necessary for the
diagnosis of OSA.

Healthcare Disparities

There are generally sparse data wilh respect to ethnic or racial disparitias In the field of OSA. The data that are available are
generally not of high methodologic rigor and mostly pertain to epidemiology of OSA as opposed to diagnosis ang treatment of
OS8A. Thete are littte to no data on home sieep testing in mincritles, There are fittle to no data in the literature to suggest that the
measurement of raspiratory-refated events during sleep is influenced by gender or race. There are [ittle to no data on treatment
of obstructive sleep apnea in minorities.

X. Conclusion

CMS finds that the evidence is sufficient to delermine that the results of the sleep tesfs identified below can be used by a
beneficiary’s treating physician o diagnose, that the use of such sleep testing technologies demonstrates improved health
outcomes in Medicare beneficiaries who have OSA and receive the appropriate freatment, and that these tests are thus
reasonable and necessary undar section 1862(a){1)(A) of the Social Security Act.

Therefore:

1. Type | Polysomnography (PSG) is covered when used to aid the diagnosis of obstructive sleep apnea (OSA} in
beneficiaries who have clinical signs and symptoms indicative of GSA If performed attended in & sleep lab facility.

2. AType flor a Type lll sleep lesting device is covered when used to aid the diagnosis of obstructive sleep apnea (OSA) In
beneficlarles who have clinical signs and symptoms indicative of OSA if performed unattended in or oul of a sleep lab
facility or attended in a sleep lab faciiity.

3. AType M sleep lesting device measuring three or more channels, cne of which is airflow, is covered when used to aid the
diagnasis of obstructive sleep apnea (OSA) in benefigiaries who have signs and symptoms Indlcative of OSA if performed
unaitended in or out of a sleep Iab facility or attended in a sleep lab facility.

4. Asleep testing device measuring three or more channels that include actigraphy, oximetry, and peripheral arterial tone is

covered when used to aid the diagnosis of obstructive sleep apnea (OSA) in beneficiaries who have signs and symptoms
indicative of OSA if performed unattended in or out of a sleep lab facility or attended in a sleep lab facility.

APPENDIX A

General Methodological Principles of Study Design
{Section Vi of the Decision Memorandum}

When making national coverage determinations, CMS evaluates relevant clinical evidence to defermine whether or not the
evidence is of sufficient quality to support a finding that an item or service is reasonable and necessary. The overali objective for
the critical appraisal of the evidence is fo determine to what degree we are confident thal: 1) the specific assessment queslions
can be answered conclusively; and 2) the interveniion will improve health outcomes for patients.
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We divide the assessment of clinical evidence into three stages: 1) the quality of the individual studies; 2) the generalizability of
findings from individual studies to the Medicare papulation; and 3) overarching conclusfons that can be drawn from the body of
the evidence an the direction and magnitude of the intervention’s potential risks and benefits.

The methodolagical principtes described below represent a broad discussion of the issues we consider when reviewing clinical
evidence. However, it should be noted that each coverage determination has its unique methodological aspects.

Assessing Individual Studies

Methodologists have developed criteria to determine weaknesses and strengths of clinical research. Strength of evidence
generally refers to: 1) the scientific validity underlying study findings regarding causal relationships between health care
interventions and health ouicomes; and 2) the reduction of bias. In general, some of the methodological atiributes assaciated
with stronger evidence include those listed below:

+ Use of randomization (allocation of patients to either intervention or conirel group) in order fo minimize bias.

» Use of contemporaneous control groups (rather than historical controls) in order to ensure comparability between the
Intervention and conirol groups.

« Prospective (rather than retrespective) studies to ensure a more thorough and systematical assessment of factors related
fo outcomes.

» Larger sample sizes in sludies to demonsirate both stalistically significant as well as clinically significant outcomes that can
be extrapolated to the Medicare population. Sample size shauld be large enough to make chance an ualikely explanation for
what was found.

+ Masking (blinding) to ensure patients and investigators do not know to which group patients were assigned (intervention or
control), This is important espectally in subjective oulcomes, such as pain or quality of life, where enthusiasm and
psychaological factors may lead o an improved perceived outcome by either the paflent or assessor.

Ragardless of whether the design of a study Is a randomized controlled trial, a non-randomized confrolled trial, a cohort study or
a case-control study, the primary criterion for methodological strength or quality is the extent to which differences between
inkervention and control groups can be atfributed to the intervention studied. This Is known as internal validity. Various types of
bias can undermine internal validity. These include:

= Different characteristics between pafients participating and those theoretically eligible for study but not parficipating
{selection bias).

« Co-intervenlions or provision of care apart from the intervention under evaluation (performance bias).

+ Differential assessment of autcome (detection bias).

« Qccurrence and reparting of patients whe do not complete the study (atfrition bias).

In principle, rankings of research design have been based on the abilily of each study design categery o minimize these biases,
A randomized controlled trial minimizes systematic bias (in theory) by selecting a sample of participants from a particular
population and allocating them randomly to the intervention and control groups. Thus, in general, randomized controlled studies
have been typically assigned the greatest strength, followed by non-randomized clinical frials and ¢entrolled observational
studies. The design, conduct and analysis of irials are important factors as well. For example, a well designed and conducted
observational sludy with a large sample size may provide stronger evidence than a poorly designed and conducied randomized
controlled trial with 2 small sample size. The following Is a representative Hist of study designs {(some of which have alternative
names) ranked from most to least methodologically rigorous in their potential ability to minimize systematic bias:

Randomized controlled trials

Non-randomized controlled frials

Prospective cohort studies

Retrospective case control studies

Cross-sectional studies

Surveillance sludies {e.g., using registries or surveys)
Consecutive case series

Single case reporls

When there are merely associations but not causal relationships between a sludy's variables and outcomes, it is important not to
draw causal Inferences. Confounding refers to independent variables that systematically vary with the causal variabla. This
distorts measurement of the outcome of inferest because Its effect size Is mixed with the effects of other exiraneocus factors. For
observational, and in some cases randomized controlled trials, the method in which confounding factors are handled (either
through stratification or appropriate statistical modeling} are of particular concern. For example, in order to interpret and
generalize conclusions to our population of Medicare patients, it may be necessary for sludies to malch or stratify their
intervention and control groups by palient age or co-merbidities.

Methodolagical strenglh is, therefore, a mullidimensional concept that relates to the design, implementation and analysis of a
clinical study. In additicn, fhorough documentation of the conduct of the research, particularly study selection criteria, rate of
attrition and process for data collection, is essential for CMS to adequately assess and consider the evidence.

Generalizability of Clinical Evidence to the Medicare Population

The applicability of the resuifs of a study to other popuilations, seftings, traatment regimens and culcomes assessed is known as
external validity. Even well-designed and well-conducled trials may nol supply the evidence needed if the resulls of a study are
not applicable to the Medicare population. Evidence that provides accurate information about a population or setfing not well
represented in the Medicare program would be considered but would suffer from fimited generalizability.

The extent o which the results of a trial are applicable to other circumstances is often a matter of judgment that depends on
specific study characteristics, primarily the patient population studied (age, sex, severity of disease and presence of co-
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morbidities) and the care setting {primary to tertiary levet of care, as well as the experience and specilalization of the care
provider). Additicnal relevant varlables are treatment regimens {dosage, timing and route of administration}, co-interventions or
concomitant therapies, and type of outcome and length of fellow-up.

The levet of care and the experience of the providers In the study are other crucial elements in assessing a study's external
validity. Trial participants in an academic medical cenler may recaive more or different attention than Is typically available in non-
terliary settings. For example, an investigator's lengthy and detailed explanations of the potential benefits of the intervention
and/or the use of new equipment provided to the academic center by tha study sponsor may raise doubts aboul the applicability
of study findings to community practice.

Glven the evidence available in the research literature, some degree of generalizatlon ahout an intervention's potential beneflts
and harms is invariably required in making coverage determinations for the Medicare population. Conditions that assist us in
making reasonable generalizations are biclogle plausibllity, similaritles between the populations studied and Medicare patients
{age, sex, ethnlcity and clinical preseniation) and simitarities of the intervention studied to those that would be routinely available
in community practice,

A study’s selected outcomes are an important consideration in generalizing available clinical evidence to Medicare coverage
determinations. One of the goals of our determination process is to assess heallh outcomes. These outcomes Include resultant
risks and benefits such as increased or decreased morbidity and mortality, In order to make this determination, it is offen
necessary to evaluate whether the strength of the evidence is adequate to draw conclusions about the direction and magnitude
of each individual oufcome relevant to the intervention under study. In addilion, iLis important that an intervention's benefits are
clinically significant and durable, rather than marginal or short-lived. Generally, an intervention is not reasonable and necessary if
its risks outweigh its benefits.

If key health outcomes have not been studied or the direction of clinical effect is Inconclusive, we may also evaluate the strength
and adequacy of indirect evidence finking intermediate or surrogate outcomes to our outcomes of interest,

Assessing the Relative Magnitude of Risks and Beneflts

Generally, an intervention is not reasonable and necessary if its risks outwelgh its benefits. Health outcomes are one of several
considerations in determining whether an item or service is reasonable and necessary. CMS places greater emphasis on health
cuicomes actually experienced by patients, such as quality of life, functional status, duration of disability, morbidity and mortality,
and less emphasis on outcomes that patients do not directly experience, stich as intermediate outcomes, surrogate outcomes,
and laboyatory or radiographic responses. The direction, magnitude, and consistency of the risks and benefits across studies

are also Important considerations. Based on the analysis of the strength of the evidence, CMS assesses the relative magnilude
of an intervention or fechnology’s benefils and risk of harm to Medicare beneficiaries.
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“Cur nurses love
the trophic
feeds. Starting at
10-20 ce/hr and
rupning it for

6 days is a lot
less hassle than
worrying about
trying to ramp it
up and get to
goals,” Dr, Todd
W. Rice said,

ALl Patients Do Well
With Trophic Feeding

BY DIANA MAHONEY
Elzevier Global Medical News

HOUSTON - Restricting the
amount of initial enteral intake
in mechanicaily ventilated pa-
tients who have acute lung in-
jury neither rteduces  the
duration of mechanical ventila-
ton nor inproves mortality rel-
ative to full enteral feeding, but
the nutritional strategy may be
slightly easier on the stomach,
according to a study reported at
the annual congress of the So-
ciety of Critical Care Medicine.

The importance of matrition
support in critically ill patients
with acute lung injury (ALD) is
well accepted as a means of
maintaining gut integrity, mod-
ulating both stress and the sys-
temic immune response, and
attenuating disease severity, but
conflicting data regarding the
timing, formulatdon, and
amouwn: of enteral nutrition have
contributed to uncertainty about
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the optimal feeding protocol,
said Dr. Todd W. Rice, FCCP of
Vanderbilt University Medical
Center in Nashville, Tenn.

"How much nuuition we
need 1o promote the protective
benefits, we don't know. Pro-
viding a littde bit of nutrition -
called trophic feeding — has been
shown to decrease intestinal in-
tolerances, compared with full-
calorie feeds, but it may do so at
the risk of malnusrition, worse
immune function, and loss of
muscle strengzh,” he said. Full-
calorie feeding, on the other
hand, may lead to more intol-
¢rances, may <ause hyper-
glycernia and other imbalances,
may increase septic complica-
tions, and may fuel the inflam-
matory fire, he added.

In the current study, which
was published simultaneously
in JAMA, Dr. Rice and col-
leagues in the EDEN (Early vs.

See ALl » page 4
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Home

Sleep

Apnea Testing
Gaining Favor

Insurers like the lower price tag,

BY M, ALEXANDER
OTTO
Elsevier Giobal Medical News

PHQENIX ~ Sleep medicine
doctors need to get ahead of
the curve on home sleep ap-
nea testng or risk being put
out of business, according ro
Dr. Charles W. Atwood Jr,
FCCP, director of the Sleep
Disorders Program at the Vet
erans Affairs Pittsburgh Health-
care System.

Those “who can integrate
this are going to survive, and
[those] who can’t integrate this
are not going to do as weli,”
said Dr. Atwood, who isalso an
associate professer of medicine
at the University of Pittsburgh.

Home sleep apnea testing
(HSAT) is gaining waction
among US. insurers because,
among other things, it costs a
lot less than traditional sleep
lab apnea screening, Physician
reimbursement is generally in
the range of $180, compared

Adult Asthma

BY PATRICE WEMDLING
Elsevier Global Meadical News

KEYSTONE, COLO. - Adult
asthma phenotypes offer Little
guidance in the identification
and management of severe,
therapy-resistant asthma in
children.

Cluster analysis was recent-
ly used to identify two sub-
groups with discordance

with 3700 or so for poly-
sommography. The Centers for
Medicare and Medicaid Services
is on board, as well, and has
begun reimbursing for HSAT.

HSAT patients hook them-
selves up before bed to one of
several HSAT devices on the
market. The monitors typical-
ly measure airflow, respiratory
effort, and heart rate, and in-
clude pulse oximetry. Results
are later interpreted in the
doctor’s office.

HSAT has only about 10%
of the U.S, sleep study market
at the moment, “quite small
despite all the awenton it
gets,” but with a lower price
tag and studies showing that it
is a viable alternative to
polysomrnography, the market
is “likely ro continue to in-
crease, Most private [insur-
ance] companies are going to
want you do to this,” Dr. At-
wood said at a meeting on

See Apnea « page 2

THE NEWSPAPER OF THE AMERICAN COLLEGE OF CHEST PHYSICIANS

Steep Medicine

APAP

Autoadjusting positive
afrway pressire works well
in uncomplicated apnea, = 2

Critical Care Medicine

ALl

Prehospital stervoids didn’t
prevent acute lung injury. « 4

ARDS

If improvement tsn’t scen at
48 hotrs, change in strategy
may be called for. » 5

Pulmonary Medicine
Air Pollution

Level of particulate matter
linked to increased strokes,
decreased cognition. « &

Adult PCV13
Statistical modeling showed
that the conjugate vax would

reduce disease burden. « 7

Pediatric Chest Medicine
Airway Surgery

MRSA prevalence is very
higlt in children undergoing
open-ainway surgery, « 15

Phenoctypes No Help in Kids

between symptom expression
and eosinophilic airway in-
flammation specific to refrac-
tory adult asthma (Am. J.
Respir. Crit. Care Med. 2008;
178:218-24). In addition, a
treatment strategy based on
minimizing eosinophilic in-
flammation proved superior to
standard care in reducing ex-
acerbation frequency {[.ancet
2002;360:1715-21).

Recent efforts to replicate
the findings in severe pediatric
asthma, however, met with dis-
appointing results, study coau-
thor Dr. Andrew Bush said ata
meeting on allergy and respi-
ratory diseases, The ability to
identify asthma phenotypes
that exhibit differences ir clin-
ical response could enable

See Asthina » page 13
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sleep medicine held by the American
College of Chest Physicians,

Sleep medicine physicians "need to
think about companies that want to con-
tract with primary care providers or in-
surance companies and get an exclusive
contract that bars you from doing this
kind of work. That has happened in cer-
tain markets, and it’s really devastated
traditicnal sleep labs,” Dr. Atwood said.

Forestalling that means “getting to your
insurance companies first and saying,
‘Look, we know this is coming. This is
something that we can do. You'li be hap-
py with our services. Let's talk,” " he said.

In the meantime, “network with your
primary care and other referrers to make

SLEEF MEDICINE

Wake-Up Call for Sleep Docs

Apnea - from page 1

sure thar they know you are doing this,
They will want to know who's going to
take care of these patients if they can’t
get a traditional sleep study,” he said.

Overall, home sleep apnea testing “is
not that hard,” said Dr. Atwood, who re-
searches HSAT and §s a consultant for
companies that make the devices.

Pick one system and ger to know it
well, and start with the easiest, leasi-
complicated patients. Give some thought
to who is going to teach patients how to
use the devices - how-to videos are avail-
able for many — and how to get the de-
vices back after patients are done with
them. FedEx and UPS are options.

“You'll alse need to think about what

to do with negative studies,” he noted,
You could take them at face value, repeat
the test, or send patients to sleep labs for
follow-up.

Home tests won't work in about 10%.
15% of patients, mostly because they
will be noncompliant or will slip the
pulse oximeter off while asleep. Also,
because home testing generates fewer
signals than does polysomnography;, “you
have to get comfortable making decisions
with: less information,” Dr. Atwood said.

Nonetheless, he and his colleagues
found that HSAT patients had no worse
3-month functional cutcomes and con-
tinuous positive airway pressure (CPAP)
adherence than did patients whose sleep
apnea was diagnosed in a lab (Am. J.
Respir. Crit. Care Med, 2011;183:1238-44).

Dr. Atwood receives commercial re-
search support from Philips Respironics,

MARCH 20312 » CHEST PHYSICIAN

Dr. Paul Selecky, BCCR com-
ments; Wise advice in these
changing times in sleep medicine
reimbursement, - Resisting “the
changes is
folly. Better
that * .our
profession-
al organiz-
ations help
us - adapt
before the
payers de-
mand what .

kind of study we can order,

Resmed, Embla, and Vapotherm. He is
a consultant to Carecore, Resmed, and
Philips Respironics. ]

APAP a Good Alternative to CPAP for Uncomplicated Apnea

BY M. ALEXANDER OTTO
Elsevier Global Medical News

PHOENIX - For uncomplicated, mod-
erate to severe obstructive SIEEP apnea,
autoadjusting positive airway pressure is

as effective as continuous positive airway
pressure titrated in a sleep laboratory,
according to Dr. Neil Freedman, FCCE
a sleep medicine specialist and pulmo-
nologist in Bannockburn, 1,
Randomized controfled trals that

Mews From the Csellege - 15

President’s Corner
Dr Suhail Raoof, FCCE, has written the
Sfirstin g series of articles about the
changing face of health care. » 18

CHEST Puysician Is Online
CHEST Puysician is available on the
Web at www.chestnet.org/
accp/chest-physictan.

Dr. W. Michael Alberts, FCCP,
is Medical Editor in Chief of

CHEST Prvsican.

AMERICAN COLLEGE OF

compared lab-titrated continuous posi-
tive airway pressure (CPAP) to auto-
adjusting positive airway pressure (APAP)
in unattended sestings have shown simi-
lar compliance, apnea-hypopnea index
(ARI), and daytime sleepiness improve-
ments (Sleep 2010;33:267-71).

That raises the possibility of sending
uncomplicated OSA patients home with
APAP machines to see how they do, in-
stead of to a sleep lab. With insurance
companies, among others, interested in
that option, “in the near future patients
who need CPAP - if they have uncom-
plicated sleep apnea —are going to getan
unattended APAP trial whether they’re
going to be treated long-term with it or
they are going to be pushed co CPAP,”
Dr, Freedman said at a meeting on sleep
medicine held by the American Coliege
of Chest Physicians.

APAP machines don't provide contin-
uous pressure, bur instead detect and re-
spond to changes in upper airway flow
or resistance patterns; the idea is to use

the minimal effective pressure needed to
maintain airway patency, which can
change for various reasons, even body
position.

Initially, machines are typically set to
a minimum pressuce of 4 cm H,0 and
a maximum pressure of 20 em H,0. Dr.
Freedman starts on the higher side with
obese patients and those with worse
symptoms, and includes heated humid-
ification and a gradual ramp-up to ther-
apeuric pressures at the start of sleep.
“The overwhelming majority” of pa-
tients are going to need pressure of 8-12
cm H,Q. If patienis need more than 14
cm H;O, “there’s probably something
else going on.”

Despite APAP’s effectiveness, the ma-
chines use different technologies and al-
gorithms to treat events, so data from
one APAP study is specific to the device
used and cannot be generalized to other
machines.

Dr. Freedman said he had no relevant
disclosures. ]
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| See the artidle "A Multisite Randomized Trial of Portahle Sieep Studies and Positive Airway Pressure Autotitration Versus Laboratory-Based
E Poiysomnography for the Diagnosis and Treatment of Obstructive Sleep Apnea: The HomePAP Study" on page 757,

. This article has been ited by other articles in PMC.

As anyone in the clinical practice of sleep medicine is keenly aware, the traditional approach to the diagnosis of and
initiation of continuous positive airway pressure (CPAP) therapy for obstructive sleep apnea (OSA) is undergoing a
sea change. Since 2008, and the Centers for Medicare and Medicaid Services (CMS) approval of home sleep
testing for the diagnosis of OSA when CPAP is to be prescribed, the door to the non-laboratory diagnosis of sleep
apnea has been opening ever more ste:adily.l The concemn many sleep medicine practitioners have is that, while
there may be some advantages to home testing for sleep apnea in terms of a more realistic “ecology” for the patient,
clinical outcomes will not be as good as they are with sleep laboratory and PSG diagnosis and CPAP titration.

To address the need for better evidence supporting the use of home OSA testing, the evidence base for home sleep
apnea testing has been alsc been growing. Since 2007 we have seen clinical trials? 2 published that have begun to
consistently demonstrate that clinical outcomes relevant to OSA patients are essentially the same regardless of
whether the diagnosis and initiation of positive airway pressure therapy is performed in the home setting or in the
laboratory setting. In this edition of SLEEP, Rosen and coileaguesé have published the latest confribution to this

literature, the HomePAP study.

The HomePAP study investigators performed a multisite, randomized, open label, parallel group clinical trial,
which compared a home-based unattended sleep apnea monitor for the diagnosis of OSA, and then followed that
with a trial of autotitrating CPAP for patients who were positive for OSA on the diagnostic study with a sleep
laboratory-based diagnostic polysomnogram followed by a CPAP titration performed in a sleep laboratory. The
study population was middle-aged (average age 46 + 12 years), 60% male, 64% Caucasian, and obese (average
BMI 37.2 + 8.7) and lived in proximity to 1 of 7 academic sleep medicine centers where they were referred for
evaluation, The population was prescreened significantly to select for patients who were excessively sleepy, as
determined by an Epworth Sleepiness Scale value of 12 or higher,z and likely to be overweight due to the
requirement they have an increased neck circumference of a minimum of 43 c¢m. Finally, all patients who went on
to the treatment phase had a minimum apnea-hypopnea index {(AHI) of 15 events per hour. Thus, subjects in this
study appear to be very typical of the kinds of patients referred to sleep medicine centers for an OSA evaluation.

hitey:/Avww nebi.nim nih.aoviomclarticles/PM C 3353056/ 113
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The key findings of the HomePAP study demonstrated that the CPAP usage was 4.7 = 2.1 hours in the home
setting arm compared with 3.7 + 2.4 hours in the sleep laboratory arm. Moreover, the home evaluation arm used
autotitrating CPAP therapy 62.8% + 29.2% of the nights in the study, compared with 49.4% % 36.1% of the nights
in which CPAP was used by those subjects in the sleep laboratory arm. Furthermore, functional outcomes including
the Epworth Sleepiness Scale score Z and the Functional Outcomes of Sleep Questionnaire (F OSQ)B- both
improved significantly from baseline to the 3-month assessment point during the CPAP intervention within the 2
groups. There was no difference between the groups for either of these outcomes at the 3-month point.

The HomePAP trial is the largest study to date examining a home-based diagnostic and treatment algorithm
compared to a sleep laboratory based evaluation and freatment approach. However, there are 4 previous North
American randomized trials with findings very similar to the HomePap study. Mulgrew and colleagues® from
Vancouver, BC demonstrated that home autotitrating CPAP treatment for OSA yielded clinical outcomes equivalent
to those achieved in a traditional sleep laboratory CPAP titration. Patients were screened for sleep apnea symptoms
and underwent a home sleep apnea test prior to randomization in their study. Berry and colieas.fr,uesZ performed a
randomized trial of 106 patients referred to a sleep medicine clinic at a Veterans hospital. After prescreening to
select for patients with a high likelihood of sleep apnea, the investigators found that after 3 months of CPAP
therapy based on either a home autotitrating CPAP trial or a laboratory-based CPAP titration, CPAP usage and
functional outcomes were comparable. Similar findings were found by another group of investigators from Canada
using a randomized crossover trial design.i Finally, a VA trial of 296 patients randomized to a home diagnostic and
autotitrating CPAP algorithm versus a tradifional sleep laboratory approach showed that improvement in the FOSQ
at 3 months was identical between the 2 groups, and that CPAF adherence was not significantly different between
the home group and the sleep laboratory group, with a nonsignificant trend toward better CPAP usage in the home
arm compared to the laboratory arm.2 The HomePAP study by Rosen et al.8 showed a similar rend. This finding of
a trend toward better adherence in the VA trial? and the HomePAP? study is intriguing, has not been fully
explained yet, and deserves further study.

Is the home diagnosis and initiation of CPAP therapy for sleep apnea now “ready for prime time?” The
accumulated evidence strongly supports this. The results from 5 randomized trials in the past 5 years demonstrate
essential equivalency between the home diagnostic and treatment approach and the lab diagnostic and treatment
approach for initial CPAP adherence and initial functional outcomes. Yet, not all the questions have been answered.
Important concerns relating to improvement in sleepiness and maintenance of alertness, Jong-term adherence to
therapy, impact on other comorbidities, and finally, patient preferences about diagnostic and treatment options need
to be further examined. The HomePAP study approach of selecting patients on the basis of sleep apnea symptoms
and focusing home testing for OSA in these more symptomatic patients will appeal to many practitioners. This
approach may give confidence to practitioners beginning to adopt this diagnostic and treatment approach in their
practices. It is very likely that over the next few years home sleep apnea testing will continue to grow and may
replace polysomnography as the initial diagnostic test for many patients. When this occius, sleep medicine will
have evolved into a discipline with more than one test to evaluate its patients, ideally fitting the right test to the right
patient in the right setting. This is a goal everyone should be able to support,
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15% of OSA Testing Done with HSTs (and Growing)

Published on February 27, 2014

Sleep Review and Needham & Co’s first quarter survey reveals that HST and APAP use grows, while sleep center bed

numbers decline,

By Mike Matson, CFA
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The vast majority of sleep center patients are being evaluated primarily for obstructive sleep apnea (0SA) and other sleep-breathing disorders
(84%), while 7% were evaluated for insomnia, and 5% evaluated for restless leg syndrome and other limb movement disorders, according to the
survey. Narcolepsy and other sleep disorders both accounted for less than 4% of the patients.
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Home Sleep Testing (HST)

On average, 15% of OSA tests are done with HSTs rather than in-lab tests. Over time, we expect this to grow, although we did not ask respondents
about their future expectations.

Currently, 79% of sieep centers offer HST for patients with commercial insurance compared to 61% that offer HST for patients with Medicare. In
two other HST questions, 59% of respondents indicated that they expect to increase involvement in home testing, while 43% of respondents have
reduced their expansion plans as a result of home testing. We think that increased use of HST is the primary factor behind the declining number of
beds at sleep centers.

Beds and Patient Volume

Sleep centers continued to contract as patient volume declined. Sleep centers reduced beds by 3% in the last 12 months, and expect to reduce
beds by anather 3% in the next 12 months. Patient velumes declined by 2% in the last 12 months, although the surveyed sleep centers expect
volumes 1o increase by about 4% in the next 12 months. However, both of these measures may understate volume growth given the increased use
of horne sleep testing. We forecast 1%-4% growth for the US sleep rarket during 2014, consisting of 3%-4% volume growth, 4%-5% mix growth,
and price declines of 5%-6%.
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Automatic Pesitive Airway Pressure (APAP) Devices

On average, respondents report that 14.8% of their patients use auto-setting flow generators, while only 13.0% of their patients use bilevel flow
generators. Over the longer term, use of auto-setting flow generators has steadily climbed, while use of bilevel flow generators has been relatively
stable. Increased use of auto-setting flow generators is probably the result of increased use of HST, since auto-setting flow generators do not
require the patients to be titrated to determine the proper pressure setting.

Oral Appliances

For the first time, we asked respondents about patients who start their OSA treatment with oral appliances {without first trying a PAP device); 49.5%
indicated that between 1% and 9% of their patients took the oral appliance-first route, and 45.6% said 0% of their patients fall inte this category. Only
small percentages indicated that 10% or more of patients started with an oral appliance.

Branded Prescriptions

For the first time, we asked the respondents if home medical equipment companies (HMEs) were asking for changes to branded prescriptions as a
result of competitive bidding. Only 13% of respondents said that they have been asked to switch to branded prescriptions, while 58% said they have
not been asked. On average, respondents indicated that about 9% of the HMEs they are in contact with have asked for changes to branded
prescriptions. On average, sleep centers reported writing brand-specific prescriptions for 62% of mask prescriptions and for 47% of flow generator
prescriptions. While the rate of branded prescriptions has been relatively stable in recent years, this quarter’s decline may have been driven by push-
back from HMEs, since 13% of respondents indicated that HMEs had asked them to change branded prescriptions.

About the Survey

Needham & Company LLG and Sieep Review worked together to survey sleep centers around the Uinited States about the current state of the
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domestic sleep market. The survey was emailed to around 12,000 sieep professionals, with 226 responses resulting in a response rate of about 2%.
We note that response rates varied for each question since respondents were not required to answer every question. Of the respondents, 186 (82%)
completed the entire survey. The responses were collected between January 17 and February 10, 2014. Sleep center
directors/supervisors/managers {39% of respondents) and registered polysomnography technicians (29% of respondents) were the most common
types of respondents. Every geographic region and 44 US states were represented, with the Midwest (28% of respondents) and Southeast (28% of
respondents) most heavily represented. Click here to see how this year's survey results compare to past years.

Mike Matson, CFA, js a senior research analyst, medical technologies & diagnostics, at Needham & Company LLC. Questions about the survey may be
sent to sleepeditor@allied360.com,
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ARSTRACY

The American Association of Sleep Technologists (AAST) Board of Directors hosted a Sleep Technology Summit on September
21, 2013 with the goals of identifying changes in the delivery of diagnostic and treatment services fo sleep disorders patients,
predicting the impact on sleep technologists, identifying new roles for sleep technelogists, and determining appropriate education
to prepare technologists for the future. A carefully chosen panel of speakers focused on the business skills necessary to pravide
care cost effectively and the clinical skilis that will be essenfial for the technologist of the future to help care for patients with sleep
disorders. A group of selected leaders, educators, and industry professionals raviewed the current state of affairs and examined
opportunities to sustain the profession and define the role of the sleep technologist of the future, Facilitated group disgussions of
these critical topics followed each session,

There was a clear consensus that regulatory and economic pressures are changing the way sleep disorders patients are
diagnosed and treated. Private insurers are requiring pre-authorization for |aboratory sleep studies and are incentivizing home
sleep testing for most patients suspected of obstructive sleep apnea. Reimbursement for home testing will be lower than for
laberatory testing, and further reductions in overall reimbursement are anticipated. These factors will almost cerainly reduce the
need for technologisis lo perform laboratory diagnostic studies and pressure sleep centers to reduce payrells. Remaining
laboratory patients will have mare complicated sleep disorders, have more comorbidity, and require a higher tevel of care than
most of the patients currently tested in sleep centers. Testing these patients will require technologists with a higher level of

training, experience, and sophistication.

A secend area of consensus was that the focus in medicine is changing from diagnosis to outcomes, New maodsls of integrated
care will inctude an increased focus on patient education, monitoring, and follow-up. The most effective treatments will require an
individusfized, patient-centered appreach. A workforce analysis shows that the number of trained physician specialists will be
inadequate to provide this care. Well-trained slesp medicine praclitioners at many levels will be needed to meet treatment goals,

including some roles appropriate for sleep technologists.

These factors provide challenges and cppertunifies for sleep technologists, In erder to maintain viability as an allied health
profession, the majority of sleep techinologists will need to be better educated and demonstrate competency in more roles than
overnight monitering and record scoring. Modaets for this transition already exist, with several pragrams moving tachnologists from
night work fo days and from dlagnosis to paffent education, provision of freatment, and monitoring of adherence. The challenge
for the professionat association is to define new roles for sleep technologists and provide the education that the membership will

require to flourish in those new roles.
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The diagnosis of sleep disorders, especially obstructive sleep apnea, is expected to increase in coming years due o increases in
rates of obesity? and other risk factors, Despite this trend, many surveys of sleep businesses indicate a decreasing need for sleep
technologists.? The cause of this apparent paradox is a shift from traditonal [aboratory testing to home sleap testing using
portable monitoring devices. Home testing Is now reimbursed by Medicare, and an increasing number of private payers and Is
recognized as an afternative for dlagnosis by the National Institutes of Health.? Some estimates predict that as many as 70% of
patients with obstructive sleep apnea could be accurately diagnosed using home pertable monitoring devices.

The impact of this shiftis expected to be a dramalic increase in patient throughput per technologist. Compared to American
Academy of Steep Medicine {AASM) requirements of 2 patients per technologist for laboratory testing,* a single technologist can
prepare and record 3 or 4 times mora home sleep testing patianis par night. Home slaep tasting devices use limited channels and
many systems use computer-assisted scoring, making preparation of studies for physician interpretation less labor intansive. Both
factors will reduce demand for sleep technalogists.,

An additional trend in medicine is a shift from diagnostic testing to “integrated care.” At present, reimbursement incentivizes
diagnostic testing and procedures. Regulatory and market ferces are changing the focus fo cutcomaes. An accountable-care
modei is geveloping that will shift incentives to promotion of adherence to freatment and fong-term follow-up. As a resuit of these
shifls, a reasonable pradiction based on workload and reimbursement is that in the near future there will be a true integration of
pre-tast evaluation, diagnostic testing, provision of care, follew-up, and long-tarm cara.

Will these frends resultin a progressive shrinking of the sleep tachnologist workforce, or will thers be new cppertunities for
technotogists in the integrated sleep center of the future? What skills and knowledge will make a technologist a valuable member
of the steep medicine patent care team? In an effort lo answer these questions, the American Association of Sleep Technologists
(AAST), which represents more than 4,200 members, hosted a Sleep Technology Summit on September 21, 2013, at the national
office in Darien, lllinots. Key cpinion leaders were invited lo speak on the fluld business environment and the clinical activities that
will be essentiat for the technologist of the fulure. A group of selected leaders, educatars, and industry professionats reviewed the
current state of affairs and examined opportunities to sustain the profession and define the role of the sleep technologist of the
future.

ECONOMIC AND REGULATORY FACTORS

Dr, Stephen Plenzler, Seniar Director of Program Cperations of the Sleep Management Program at Care Core National, LLC,
summarized the financial pressures on the business of sleep medicine from an insurer's perspective, He noted that the demand
for sleep disorders testing has increasad dramatically in the past decade. Insurers will work to reduce costs by iuming to less
expensive diagnostic alternatives, such as home sleep tesling. At the same time, insurers recognize that adequate freatment of
sleep apnea is consistently reported to decrease health care expenditures and provide long-term cost savings.® Dr. Plenzler
noted that, in comparison fo other condilions, adherence with treatment of sleep apnea is censidered to be low.% As a result,
increased treatment adherence is an outcome that will be increasingly incentivized by insurers. At presant, these two faciers are
notin balance; the majority of expense is currenily for diagnosis of sieep apnea rather than treatment.

Carolyn Winter-Rosenberg, Director of Cading and Compliance for the AASM, reviewed sleep medicine In the public sphere,
including coding and regulatory changes, Sleep testing faces decreasing reimbursement and will need to adaptto an increasing
percentage of home sleep tests, In one scenario, maintaining the revenue stream of a typicai sleep center would require a
doubling of patient volume to compensate for the impact of these factors, The high volume of sleep tests being performed in slaap
centers has already resulted in more frequent audils and fraud investigations, Sleep centers performing an increased volume of
home sleep testing as a result of these changes will need to develop internal audifing and quality assurance programs in
response. Center managers will need to keep cument with changing regulations, including the anticipated change from |[CD-8 to
ICD-10. These changes present challenges and opportunities for sleep technologists who decide to maintain their viability in the
center by moving to managerial roles.

CHANGING TREATMENT MODELS

Dr. Patrick J. Stroflo, Professor of Medicine and Clinical and Translational Science and Medical Director of the University of
Pittsburgh Medical Center Sleep Medicine Center and past president of the AASM, predicts that reimbursement for laboratory
sleep studies will continue to decrease, and reimbursement for home sleep testing is fikely to be “modest at best™ Like many of
the speakers at the summit, Dr. Strollo also noted that the focus in medicine is shifling from procedures to outcomes. This will
require that the sleep center team integrate with other medical professionals, including primary care physicians,
otolaryngolcgists, behavioral specialists, and denlists. Technologists included in this integrated care model! will require a basic
understanding of medical terminolegy and physiolegy in order to pariicipaie. Dr. Strollo predicts that improved patient menitoring
technology and alternative therapies will become standard treatment for sleep apnea in the future. This, too, wiil require
increased sophistication of alt members of the sleep medicine team. Finaily, development of an individualized, patient-centered
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workforce is anticipated, Sleep technologists will have an opportunity to advance into these roles.

ENVISIONING NEW ROLES FOR SLEEF TECHNOLOGISTS

ts there a need for highly trained technologists, and would employers be willing to pay well-trained applicants a premium? At
ieast cne employer says he is already doing so. John Mathias, Prosident of Sleep Services of America, teld the group thathe is
currently offering a premium for fiexible, qualified technologists. Core competencies are necessary butare no lenger sufficient to
be competitive in the job market. Mr. Mathias is willing to pay more for technologists who are knowledgeable about all aspects of
sleep medicine and can easily be cross-trained for similar allied health positions. He also values advanced knowledge of
medicine and an ability to care for complex patients. He has been forced to let go of some technologists who have failed to obtain
appropriate credentials or meet ficensure requirements. He noted that entry-leve| positions are declining but envisions a
favorable future for technologists who have skills that exceed the minimum.

Dr. Dennis Hwang, Co-chair Sleep Medicine at Southern California Permanante Medical Group and Medical Direclor of the sleep
cenier at Kaisar Permanente Fontana Madical Center, has a perspective that is unique at presentbut may provide a mods| for
fulure sleep centers, The Kaiser system has a large number of covered lives, They have implemesnted a program thatincludes
homae sleep testing and regional facilities that pravide labaratory testing for complex patients, All patients receive education and
Tollew-up care. His ¢linic has approximately 1,700 patient encounters per month, yet it is staffad by only twe physicians. He has
turnad ta sleap profassionals to provide a variety of different services, and many of these are drawn from staff formerly devoted to
performing overnight studies or from respiratory care. These higher level sleep technologists provide diagnostic services and
contribute {o the care of patients with insomnia, restless legs syndrome, and narcolepsy, as well as obstructive sleep apnea.
Specially trained sleep professionals manage the home sieep testing program and collect PAP downloads. Qualified personnel
conduct individual and group education sessions, and participate in resoiving individual treatmentissues. The Kaiser systernis a
“closed” system, allowing Dr. Hwang access to comprehensive medical data for each patient, including costs. He is able to
quantify the efficacy of changes to the treatment protocel not only in terms of adherence and outcomes, but also the cast of care to
the insurer, Preliminary data have demonstrated a streng return on the investment of continuing contact with the patient after
inittation of treatment.

A sscond aspect of Dr. Hwang's presentation was recognition that the patients that are sent for laboratory testing are increasingly
complex and require a higher lave of expertise for an adequate study. Technologists need io raspond to CPAR failures by
implarnenting treatment with mare sophisticated PAP platferms or other alternatives. Technologists must understand complicated
PAP davices and the sffects of changes to the seltings. This requires a working knowledge of respiratery physiology and
pathology. A breader and more challenging task for the sleep technolegist of the fiture is an understanding of comarbid disorders
common to sleep center patients and how these comorbidities affect the sleep study and treatment options.

Kevin Asp, President of the Alaska Sleep Clinic, Inc., spoks to the group about including the provision of durable medical
equipment, such as PAP machines and consumables, as an integral part of the sleep center of the future. Regulatory issues,
primarily with Medicare, have caused many centers ta shy away from this aspect of sleep medicine. He argued that therapeutic
issues are best resclved by competent sleep canter staff. New technologias allow for accurate real time moenitaring of patiant
adherance to treatment, which facilitates rapid intesvention in patients who need it. In addition, internet, and cell phone
communication with patients can provide timely intervention and support fo improve patient adherence to treatment, raminders for
replacement of disposables, and improve customer sarvice, Mr, Asp feels that continuity of care wiil be a focus in the future, and
well-rained sleep tachnologists who are adept at using new tachnelogies wili be at the center of that care.

OPTIONS FOR THE FIELD OF SLEEP TECHNOLOGY

A clear consensus at the conference was that maintaining the stafus quo is not a viable option. The technologist whose skill sat
begins and ends with performance of an adequaie cvernight sleep study will not be able to competa in the job market of the near
future. Two options emerged from the presentations and discussion: broaden the skill set of the sleep technologist to include
other allled health care tasks such as EEG, respiratary care, or ECG technology, or encourage technologists to became proficient
in alf aspects of sleep disorders care and beceme a valuable member of an integrated sieep care model. The first optian is only
possible in centers that offer a variety of diagnostic services, such as a hospital-based facility. Technologists following this
pathway will need to seak training from allied health education programs. For those saeking to expand their skills in steep
medicine, few educational opportunities exist currently.

Integrated sleep medicine care includes pre-test evaluation, diagnostic testing, prevision of care, follow-up, and long-term care,
Today the typical sleep technologist focuses aimost entirely on the diagnostic testing pertion of this process. The future will almost
certainly provide a more balanced approach o the care of patients with sleep disorders. Table 1 provides a list of potential roles
for technologists in each of these areas. A common career pathway for sleep technelogists has been to work nights far several
years, became praficient in scoring, and then move te a day shift role. Some technologists progress into management roles and
take a more diverse position in the sleep cenler, This diverse position will, in the estimation of many summit participants, become
the entry point for many technaologists in the future. The tasks are bath technical and cognitive. Technologists will need to collect
pre-test evaluation data, learn to monitor more complicated parameters during sleep siudies, and become facile with data
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Table 1
New opportunitiss and educational neads for sleep
technologists

(more ...)

NEED FOR ADVANCED EDUCATION

Auburne Overton, President of the Board of Directors of the Commitiee on Accreditation of Palysomnographic Technologist
Education (CoA PSG), argued that a higher level of education for all technologists is essential. Currently, most CoA PEG
programs provide a cerlificate, with some providing an associate's degree. There was a consensus ameng the participants that
the educatienal entry level for steep technologists needs o move to an associate’s degree level in the near future, There is also
now growing support for a requirement that entry-level sleep technelogists hold a bachelor's degree. In a recent survey of
educators, 83% of responders endorsed "agree” or “strongly agree” for the statement, “Education requirements for steep
technologists will increase in the next 5-10 years." In addition, 83% endorsed, “An advanced educaticnal degree in steep
techniology will increase professional competence.” In order fo expand the educational opportunities available for new and
current sleep technologists, there is a great demand for the development of more Associate Degree programs at institutes of
higher education nattonwide. The CoA P3G is dedicated fo assisting sleep technelogists when speaking to the administration of
their local colleges about developing those pregrams, as well as assuring that those pragrams provide the quality and content
necessary for the future of sleep medicine through participating in the program accreditation process.

Cindra Altman, President of the Board of Registered Palysomnographic Technologists, concurred with a corresponding need to
increase educationat requirements for eligibilily for registration examinations. There was support at the conference for a jeint
commiltee of all stakeholders to begin work on a plan of action that would require prefessional level training of sleep
technologists to meet the needs of physicians, employers, and educators.

Summit participants also agreed on the need to offer practicing technologists an apportunity to build en their knowledge and
experiance fo prepare for changing roles. This effort might include workshaops, conferences, and centinuing education programs

that focus on several key areas:

1. Core competencies including medical terminclogy, basics of physiology, and pathophysiology of sleep disorders. The
technologist of the future will need to interact on a professional level with physicians, other healthcare professionals and
patients. Evidence-based research skills and written and oral communication skills will be essengal in developing
professionals prepared for interdisciplinary healthcare. Medical literacy, including an ability to explain complex medical
issues to patients, will be part of the required skill set.

2, Disease management including pulmonary and cardiovascular comorbidities, endocrine disorders and obesity, and
managemant of pediatric and elderly patients. Many sleep patients will follow critical pathways thatinclude home slaap
testing and PAP tifration, Patients requiring laboratory testing will be complex, with multiple comorbidities or treatment
failures, The sleep technologist will need to recognize and react fo difficult situations and provide care thatis more
sophisticated than simple continuous PAP,

3. Patient education incfuding individual and group sessions, self-directed care and motivational enhancemant. As the
facus in medicine shifts from diagnosis to adherence, technologists will need to become competent in health psychology
methods. These methods have established efficacy and have been learned by a variety of health care professionals
during relatively brief raining sessions.

4, Sleep canter management including billing and ceding, quality assurance, and interaction with insurers. A technologist
can bring valuable patient care experience to management positions. Acquiring skills in budgeting and developmant of
business proposals will be important in this transition, Technologists will need to be trained to manage and motivate

center personnel,

To this point, technologists who have developed expertise in these areas have relied, for the most part, en on-the-jeb training.
Few training programs for sleep technologists cumently offer an asscciate's degree, let alone a bachetor's degree, The key areas
listed above may provide a road map for the devetopment of higher education in sleep technology. As an intermediate step, the
AAST and other stakeholders can fill the gap by broadening educational offerings, Rather than focus on electrede application and
sleep study scoring, programs should focus on patient evaluation and leng-term care. Diverse courses, seminars, worksheps, and
remote learning oppertunities can focus on individual aspects of integrated sleep care; educational materials frem these
programs can provide the basls for a comprehensive curriculum.

CONFERENCE CONSENSUS

Tne AAST Board of Directars convened the Future of Sieep Technology Summit to explore the forces spurring change and
provide participants with diverse views of the future of sleep medicine. There was a broad consensus that the technologist of the
future wili need a higher level of education and skills to provide value to potentiai employers and be competitive in the Job market.
As a result of the Summit, the AAST Board has a better understanding of the market forces and probable future of sleep
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and adapt to new roles and realities.
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Greer, Leslie

From: Schaeffer-Helmecki, Jessica

Sent: Monday, September 12, 2016 2:38 PM

To: '‘David S. Hardy'; User, OHCA

Cc: Michelle Volpe Esq. (mmv@bvmlaw.com); Riggott, Kaila; Greer, Leslie;
‘dstromstad@wtbyhosp.org’

Subject: RE: Completeness Questions: 16-32113-CON

Hi Dave,

We have received your responses and will begin to review them shortly. Thank you much.

From: David S. Hardy [mailto:DHardy@carmodylaw.com]

Sent: Monday, September 12, 2016 1:59 PM

To: Schaeffer-Helmecki, Jessica; User, OHCA

Cc: Michelle Volpe Esq. (mmv@bvmlaw.com); Riggott, Kaila; Greer, Leslie; 'dstromstad@wtbyhosp.org’
Subject: RE: Completeness Questions: 16-32113-CON

Jessica,

Attached are the responses to the completeness letter in Docket Number 16-32113-CON (Southbury Sleep Lab) in PDF
and Word formats. Please let me know if you have any questions. Thank you very much.

Dave

David S. Hardy | Bio

Carmody Torrance Sandak & Hennessey LLP
195 Church Street | P.O. Box 1950

New Haven, CT 06509-1950

Direct: 203-784-3119 | Fax: 203-784-3199
DHardy@carmodylaw.com | www.carmodylaw.com

From: Schaeffer-Helmecki, Jessica [mailto:Jessica.Schaeffer-Helmecki@ct.gov]
Sent: Thursday, August 25, 2016 9:03 AM

To: 'dstromstad@wtbyhosp.org'; David S. Hardy

Cc: Michelle Volpe Esq. (mmv@bvmlaw.com); Riggott, Kaila; Greer, Leslie
Subject: Completeness Questions: 15-32113-CON

Good morning Ms. Stromstad and Mr. Hardy:

Attached please find a pdf and word version of completeness questions regarding your Certificate of Need application for
the termination of Waterbury Hospital's sleep lab services at its Southbury site (docket number 15-32113-CON).

Please confirm receipt of this e-mail and feel free to contact me if you have any questions.

Jessica

Jessica Schaeffer-Helmecki, JD, MPA

Planning Analyst, Office of Health Care Access

Connecticut Department of Public Health

410 Capitol Avenue, MS #13 HCA, Hartford, Connecticut 06134

1



P: (860) 509-8075|F: (860) 418-7053 | E: jessica.schaeffer-helmecki@ct.gov

arencticy,,
goarectlng

Connecticut Department
of Public Health

IRS CIRCULAR 230 DISCLOSURE. To ensure compliance with requirements imposed by the IRS, we inform you that any U.S. federal tax advice
contained in the communication (including any attachments) is not intended or written to be used, and cannot be used, for the purpose of (i)
avoiding penalties under the Internal Revenue Code or (ii) promoting, marketing, or recommending to another party any transaction or matter
addressed herein.

This electronic message contains information from Carmody Torrance Sandak & Hennessey LLP, or its attorneys, which may be confidential,
privileged or otherwise protected from disclosure. The information is intended to be used solely by the recipient(s) named. If you are not an
intended recipient, be aware that any review, disclosure, copying, distribution or use of this transmission or its contents is prohibited. If you have
received this transmission in error, please notify us immediately at 203-573-1200 or at the reply email address. For more information about
Carmody Torrance Sandak & Hennessey LLP, please go to http://www.carmodylaw.com .
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STATE OF CONNECTICUT

DEPARTMENT OF PUBLIC HEALTH

Dannel P. Malloy
Governor
Raul Pino, M.D., M.PH.

S Nancy Wyman
Commissioner y Wy

Lt. Governor

Office of Health Care Access

October 6, 2016
Via Email Only

Ms. Darlene Stromstad

President & CEO, The Waterbury Hospital
64 Robbins Street

Waterbury, CT 06708
dstromstad@wtbyhosp.org

RE:  Certificate of Need Application; Docket Number: 16-32113-CON

The Waterbury Hospital’s Application to Terminate Sleep Lab Services in Southbury, CT
Dear Ms. Stromstad:
This letter is to inform you that, pursuant to Section 19a-639a (d) of the Connecticut General
Statutes, the Office of Health Care Access has deemed the above-referenced application
complete as of October 6, 2016.

If you have any questions concerning this letter, please feel free to contact me at (860) 509-8075.

Sincerely,

lebasgr lolracki

Jessica Schaeffer-Helmecki
Planning Analyst

Phone: (860) 418-7001 s Fax: (860) 418-7053
410 Capitol Avenue, P.O. Box 340308
D PH Hartford, Connecticut 06134-0308

www.ct.gov/dph
Affirmative Action/Equal Opportunity Employer

Connecticut Department
of Public Health



User, OHCA

R B
From: Schaeffer-Helmecki, Jessica
Sent: Friday, October 07, 2016 9:00 AM
To: ‘dstromstad @wtbyhosp.org’
Cc: Riggott, Kaila; User, OHCA; Greer, Leslie
Subject: Deemed Complete: Application 16-32113-CON
Attachments: 16-32113-CON Notification of Application Deemed Complete.pdf

Dear Ms. Stromstad,

The attached letter is to notify you that The Waterbury Hospital’s application to terminate its Southbury sleep lab {docket
number 16-32113-CON) has been deemed complete. If you have any questions please do not hesitate to contact me.

Thank you,
Jessica

Jessica Schaeffer-Helmecki, JD, MPA

Planning Analyst, Office of Health Care Access

Connecticut Department of Public Health

410 Capitol Avenue, MS #13 HCA, Hartford, Connecticut 06134

P: (860) 509-8075 | F: (860) 418-7053 | E: jessica.schaeffer-helmecki@ct.gov
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