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AMP sought support in understanding the impact of PAMA on laboratory testing through a

quantitative survey deployed to its membership

Project Context

*In 2014, Congress passed the Protecting Access to
Medicare Act (PAMA), which led to significant changes to
the mechanism by which Medicare assigns payment
rates to laboratory tests

* Under PAMA, payment rates for tests on the Clinical
Laboratory Fee Schedule (CLFS) are based on the
weighted average of private payer rates

» Unfortunately, because of data collection rule-making by
CMS, the specific values of different tests were not
accurately represented because they were drawn from
only a subset of performing labs

 AMP is now seeking to better understand the impacts
that PAMA has had on clinical laboratories, hospital
systems, and physicians, regardless of diagnostics
vendor, and the downstream effects on patient access
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Project Objectives

Develop quantitative survey that collects data on
laboratory demographics, testing reimbursement and cost,
and perspectives on the impact of PAMA

Deploy survey to AMP membership to collect quantitative
results on impact of PAMA

Assess and analyze the quantitative results of the survey
to better understand PAMA impact on laboratory testing
and patient accessibility

Synthesize findings that AMP may use to develop policy
reform approaches and advocacy materials to share with
key policy stakeholders

Source: ClearView Analysis.
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ClearView worked with AMP to develop a multi-step approach to a quantitative survey and analysis to
answer the key questions and accomplish AMP’s objectives

1 Kickoff and Project 2 Quantitative Survey 3 Survey Summary and
Concept Alignment Design and Execution Implications Analysis
» Conduct kickoff working session with AMP + Refine initial draft of quantitative survey » Synthesize findings of research into
PAMA Taskforce, AMP Economic Affairs provided by AMP comprehensive PowerPoint presentation
Committee, and AMP Professional e Include key sections into survey: |aborat0ry with key ﬁndingS and data
Relations Committee demographics, reimbursement and cost « Provide analysis comparing survey results
« Align on project objectives and research data for a selection of tests, perspectives to changes proposed to PAMA to enable
approach on PAMA impact on patient access and AMP to better advocate for its stakeholders
» Discuss content, length, and format of industry » Review output with AMP PAMA Taskforce
survey instrument, along with key research » Share survey draft with AMP for review, « Share final analysis with broader team so
questions followed by revision based on such that it may be included in advocacy
« Identify relative roles and responsibilities of feedback materials that would be shared with key
ClearView, AMP PAMA Taskforce, and AMP  « Pilot survey with several AMP members to policy stakeholders
staff collect feedback on accuracy and clarity
* Outline scheduling of update meetings and * Deploy survey among AMP membership,
research readouts with screener to select appropriate
stakeholders

Today’s focus
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The prior survey version was 15 — 20 minutes long, consisting of three required and one optional
section, as well as an instruction guide

m Section Objective Example Question

Section 1:
Laboratory
Demographics

Section 2:
Molecular Testing Menu

Section 3:
Impact of PAMA

Section 4:
Quantitative Assay Data
(optional)
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Prior Quantitative Survey Design

« Identify laboratory characteristics,
including type, region, and size

» Characterize patient population

» Determine size and makeup of
molecular testing menu

» Capture perspectives of PAMA
impact and the consequent
pressures the laboratory faces

* Quantify volume, cost, and
reimbursement of molecular
assays included in testing menu

Instruction Guide

Approx. how many patients has
your molecular laboratory
served in the past month?

Select tests from the list below
that your molecular laboratory
conducted in Q1 2022.

To what extent does
reimbursement rate play a role
in your decision to offer a test?

What is the median private
payer reimbursement for this
test?

* Provide overview of
survey context and
objectives (i.e., history
of PAMA)

* Outline survey
sections to ensure
that the respondents
understand scope

* Preview the data
needed for Section 4,
including details on
how to obtain it (e.g.,
billing department),
and emphasize that
Section 4 is optional

©2022 Association for Molecular Pathology

Source: ClearView Analysis.



The updated survey has been condensed to be 10 — 15 minutes in length, with two sections that
prioritize lab demographics and impact of PAMA

Section 1:
Laboratory
Demographics

Section 2:
Impact of PAMA
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Updated Quantitative Survey Design

Section Objective

» Identify laboratory characteristics, including
type, region, and size

* Determine size and makeup of molecular
testing menu

» Capture perspectives of PAMA impact and
the consequent pressures the laboratory
faces

* Understand the role of reimbursement in
laboratory decision-making

©2022 Association for Molecular Pathology

Example Questions

Approx. how many patients has your molecular
laboratory served in the past month?

What type of molecular testing is included in
your test menu?

How would you describe your lab’s experience
reporting data on a scale of 1 to 5?

To what extent does reimbursement rate play a
role in your decision to offer a test?

Source: ClearView Analysis.
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The survey has been completed by 68 respondents from a variety of institutions across the U.S., the
majority from urban academic hospitals

Laboratory Demographic Breakdown

Please characterize the type of
laboratory you work for.! (n=68)

Other
Government 79%
2%
Regional
Commercial
10%

National
Commercial
15%
Academic
Hospital
Community 60%
Hospital
6%

How would you characterize
the region where your
laboratory is located? (n=67)
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Urban Suburban Rural

Region

In which state/territory is your
laboratory? (n=56)

Lab State Respondents

Alabama
Arizona
California
Connecticut
District of Columbia
Florida
Georgia
lllinois
Indiana
Kentucky
Maryland
Massachusetts
Michigan
Missouri
New Hampshire
New Jersey
New York
North Carolina
Ohio
Oklahoma
Pennsylvania
South Carolina
Tennessee
Texas
Utah
Washington
Wisconsin
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' Other includes lab benefits manager, screening/diagnostic lab services, private

sector lab, design development firm, and biotech company/CLIA lab.

©2022 Association for Molecular Pathology

Source: ClearView Analysis.
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The respondents’ laboratories served up to 35,000 patients, with insurance coverage varying between

Medicare, Medicaid, private, and uninsured

Patient Demographic Breakdown

This question was not asked on the
shortened survey

e

Approximately how many patients has your molecular

laboratory served in the past month? (n=54)

25
~40% of respondents
consistently served >1,000

@ 20 patients per month T~
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Number of Patients

80

70

60

To the best of your ability, please provide the
breakdown of patient insurance coverage. (n=27)

50

40

30

20

Percentage of Patients

10

X

o000 oflodK o

Medicare Medicaid Private Uninsured Other

Insurance Type
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Respondents more often offered oncology testing than infectious and inherited assays, typically in
test menus consisting of fewer than 50 assays

Test Menu Breakdown

Note: Patient demographics do not
appear to vary by lab type

54

Oncology

What type of molecular testing is
included in your test menu? (n=68)

[ Lab Offers [ ] Lab Does Not Offer

26 27

Inherited/ Infectious
Germline

Test Type

Number of Labs

How many molecular tests are
within your test menu? (n=66)
16
14
12
10

o N B~ O

Number of Tests

How many tests have you performed

Number of Labs

in the past month? (n=65)

40
35
30
25
20
15
10

Number of Tests
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Labs most commonly offered BCR/ABL1 among oncology tests, FMR1/CFTR among inherited
conditions, and SARS-CoV-2 among infectious diseases

Oncology Inherited Conditions/Germline Testing Infectious Diseases

Assays Included in Survey (n=68)’

ASSOCIATION
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'Assays selected on the basis of CMS claims data, laboratory testing websites,
market reports, and prior ClearView research.

GSP: genomic sequence panel

©2022 Association for Molecular Pathology

Test CPT |% of labs Test CPT (% of labs Test CPT |% of labs
Code | offering Code | offering Code | offering
] BCR/ABLT 1. 81206 | 50% FMR1 81243 | 31% | |...... SARS-Cov-2  ...|. 87635 | 37% .
BRAF 81210 | 46% CFTR 81220 | 31% | |oeoooiiiiii o) T 87491 | . 35% .
........................................................................................................................................... SARS-C V_2, | ﬂ A’
................. EGFR ....|.81285 | 41% | | Chromosomal Microarray | 81229 | 28% uonza B | 87636 | 32%
SO K2 ] 1270 | AN L SMNT | 81320 | 25% | | STipanel | 87801 | 31%
.. Oneology GSP 251 genes | 81455 | [ 32% | | Exome sequence analysis | 81415 | 24% | | HeC. .. |. 87521 | 28%
(r?;rﬁ‘;'t‘;?gmii; j‘fé)o%‘f:se;) 81450 | 29% Severe inherited condition GSP| 81443 | 21% | ... Influenza, multiple types | 87502 | 26%
........................................................................................................... Respiratory infectious disease
0, 0,
Or(lcoll_ggy GSP 550 gen)es 81445 | 26% | Lo CYP2C1S ] 81225 | 19% GSP, 12-25 targets 87633 | 26%
...... solilg organ neoplasm) . | ... Hearing loss GSP 81430 9%
BRCAPanel (BROAT, BRUA2)| 81162 | 18% || HLACksslandliTyping | 81370 | 4%
HLA Class | Typing 81374 3%

Source: CMS Claims Data;
ClearView Analysis.
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18% of respondents indicated that they had reported PAMA data to CMS in 2017, but 62% were

unaware of their laboratory’s reporting status

PAMA Reporting Breakdown

To the best of your knowledge, did your lab report
reimbursement data to CMS during the initial
PAMA reporting period? (n=68)

| don't know
62%

ASSOCIATION
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This question was not asked on
the shortened survey

To the best of your knowledge, for which of the following
reasons did you not fit the criteria required to report
data? Select all that apply. (n=7)

5 -
4 n
72}
o]
o
- 3
(e
9]
3
£ 27
=]
= 1
1 n
0 i
Medicare Part Revenues Low Other
B billing threshold expenditure
.. . threshold
Criteria

©2022 Association for Molecular Pathology

Source: ClearView Analysis.
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Respondents typically found the last round of reporting to be a burden on their lab’s resources,
anticipating a slightly easier experience next period

PAMA Reporting Experience

How would you best describe your laboratory’s How do you anticipate the ease of reporting during
experience reporting data during the last reporting the next reporting period to compare to the first
period, on a scale of 1 to 5? (n=12) reporting period, on a scale of 1 to 5? (n=12)
5 5

0w 4 Mean 3.4 w 4 Mean

G G

%' 3 Median (RS %' 3 Median

5 2 5 2 3

2 2 1 1

E 1 E 1

= =

4 0 2z

0 0
1- 3 4 5- 1 - Much 2 3 4 5 - Much
Extremely Extremely Easier More
Easy Difficult Difficult
Response, Scale of 1 to 5 Response, Scale of 1 to 5
“The portal for reporting was “ g e 7 “With the initial round of cuts, “l would hope that it is slightly
difficult to navigate.” = ata_ %Cgé'ﬁgg): ,{,V:sigf’fglcw . my laboratory is constantly less difficult (at least based on
— Suburban National Commerci gl strapped for resources.” previous experience).”

Commercial — Urban Regional Commercial — Urban Academic Hospital
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Reimbursement plays a large role in a lab’s decision to continue offering a test and a slightly greater
role in the decision to offer a new test

Role of Reimbursement

To what extent does reimbursement rate play a role in your To what extent does reimbursement rate impact your
decision to offer a test, on a scale of 1 to 5? (n=58) willingness to offer a new test, on a scale of 1 to 5? (n=57)

60% | 50%

48%

(2] (7] 0,
G 40% G o 32%
= | Median = 30% | Median
§ 30% g
0,

o 10% & 10% 5%

0 0

0% 0%
1 - None at 2 3 4 5 - Deciding 1 - None at 2 3 4 5 - Deciding
all Factor all Factor
Response, Scale of 1 to 5 Response, Scale of 1 to 5

‘Reimbursement challenges impair the ability of many
labs to offer new tests, which limits access to testing for
many patients and creates inequity in access to
comprehensive care.” — Urban Academic Hospital

“If we cannot get reimbursed at a rate that makes it
profitable then we won't be doing it for very long.”
— Suburban Academic Hospital
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Approximately 60% of respondents indicated that they expect a test, whether existing or new, to be at
least 81% reimbursed

Reimbursement Threshold'

What percentage of a test's cost must be reimbursed in What percentage of a new test's cost must be reimbursed in
order for you to continue offering that test?? (n=45) order for you to continue offering that test?3 (n=47)
60% 80%
o 50% o 0% ki
Qo ] 0
S
o [S) °
T 30% T 40%
g g o
E 20% i E’ 30%
0o 1% 13% 20% 1% 15%
() 10% 6%
o 0% o 2% N
0-20 21-40 41-60 61-80 81-100 0-20 21-40 41-60 61-80 81-100
Reimbursement Percentage Reimbursement Percentage
“If we cannot get reimbursement to cover our testing costs, “The lab does a very careful cost analysis when bringing in
then we would have to reevaluate if the test should be a new assay. If a good commercial assay is available but
removed from our testing menu.” cost is greater than reimbursement, we may create a lab-
— Urban Academic Hospital developed test to break even.” — Urban Academic Hospital
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80% of respondents noted concern (i.e., ranking 4 or 5) for offering a new test crosswalked to a test
with a declining reimbursement rate

New Test Crosswalking

If a new test were crosswalked to a test whose reimbursement rate was declining, to what extent, if at all,
would you be concerned about offering this new test in your lab, on a scale of 1 to 5? (n=60)

50%
43%
Mear :
2  40%
< Median
o 30%
)
S
c
S 20%
o
o
10%
2% 3%
0%
1 - Not Concerned At All 2 3 4 5 - Extremely Concerned

Response, Scale of 1to 5

ASSOCIATION
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Rating on test reimbursement adequacy varied, though none of the tests were seen as exceedingly
inadequate or completely adequate

To what extent do you believe this test is adequately

reimbursed, on a scale of 1 to 5? (n=68)"
Mean Ratings

Somewhat 4
adequately Oncology 3.1

reimbursed
3.5 Inherited

Infectious
3
Somewhat 2
inadequately
reimbursed
1.5
. ¢ % .
\Z

Adequacy?

Reimbursement
N
[6)]

N 9 < e &
Yo T P Q ¢ S L R X Ve < 9 N>
Q (%) %0 %?“ 9 (\0 . Q () @Q‘ \2\ ‘@’0 \2@ éi ) C}(b
X @ &0 2 & O & v
< & © Q o & QY
o & o & S
S o & X
Assay

"There was a total of 57 responses for the set of tests, while each test’s specific N is equated to the number of
respondents that offer this test, as indicated on slide 11. 2 Values in table represent the mean. | Key: |:| Oncology . Inherited/Germline . Infectious

ASSOCIATION
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Respondents were more likely to continue offering infectious disease tests despite 10 — 15%
reimbursement cut, while oncology/inherited testing varied

Low sample size (i.e., n=3)
offering HLA Class I and Il | Assuming a 10-15% reimbursement cut on this test, how likely would

may affect high score you be to continue offering this test, on a scale of 1 to 5? (n=68)’
/ Mean Ratings

Somewhat 4
Likely Oncology | 2.7

Inherited 2.8

Infectious 3.0

Somewhat 2
Unlikely

Likelihood to
Continue Offering?
N
(&)

1.5
A N\ S N A N\ Q N > &) > N
(\b\ §W ‘boe‘ 2 Q¥ ?g’ O ?\lg/ ,bgro Q&Q‘ Q,QO é(Q‘ Qy{( O@Q \*«a\% &&A ,,".) *'oQ Qé @(\0 0'\ \/oe?-) O\\& e’é\\ &
> ] \alP ¥ Q) SR Q > % F* K S R v \@ S <
e F O SRS s R O & F & S
o Q g K Q7 \{90 e"’-’eQ o OQO' C\\Q’O @Q‘ Q\Q’(b %Q@ %Q(o'
*3‘\'? & & c}éo g,Q’\ NS
X < e &
=) @) O
Assay
"There was a total of 57 responses for the set of tests, while each test’s specific N is equated to the number of _ _ _
respondents that offer this test, as indicated on slide 11. 2 Values in table represent the mean. Key: |:| Oncology . Inherited/Germline . Infectious
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Labor costs and equipment pose the greatest burden to cost; thus, reimbursement cuts may lead to
resource challenges

Burden to Laboratories

Which factors pose the biggest burden to the cost of performing a test? Rank the following, with 1 being most
burdensome and 5 being least burdensome. (n=65)

Least burdensome
] 36 7
3.5 3.2 )
Most burdensome
o 3 -
=
X 25 -
c
€ 21
& 151
[
= 1
0.5
O 7 T T
Labor Costs Equipment / Reagents Overhead Costs Testing Volume Testing Frequency
Laboratory Burden
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When polled, respondents noted reduced payment rates may cause their labs stop new testing,
consolidate testing menu, and/or send out testing

Changes to Laboratory Practices

80%

Please complete the following statement: Reduced payment rates as a result of PAMA
would force my laboratory to... Select all that apply. (n=67)

“Low reimbursements directly affect

70% 69% availability of resources for
70% 60% recruitment of staff. Inability to recruit
2 60% - - ° 57% 57%  limits what we can offer and develop.
© . o , It's a vicious cycle with significant
= 50% I would look to our administrative leaders to stifling impact on development.”
S 40% guide us, but if it becomes cost-ineffective to — Urban Community Hospital
= run a laboratory they may choose to send
@ 30% everything to a large reference lab like
- o Quest.” — Suburban Academic Hospital 18%
S_’ 20%
- H _
0% —
Stop creation of new  Consolidate Send out tests Halt purchasing Reduce staff Sell/Merge Lab No Change
testing procedures test menu new equipment in Practices

Change in Practice
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Respondents expressed greater concern about the downstream impact of PAMA on their laboratories
and patients than the reporting itself

How has PAMA impacted your decision-making, test offerings,

and/or patient access to care? (n=29)

Minimal Impact
[ ]

— T_l
Uninformed (5%) Indifferent (5%)

Respondents who are
unaware of PAMA legislation
and its impact, or who are
uninvolved in its laboratory
financial decision-making

Respondents who have not
experienced any changes
from PAMA and have not
expressed concern about

future impact

Concerned (60%)

Respondents who worry about
the impact of PAMA on their
labs in the future, even if they
have not yet experienced
those challenges

Major Negative Impact

Distressed (30%)

Respondents who have
already faced negative
impacts of PAMA and have
adjusted their lab practices
accordingly

“Our senior administrator (who
controls the clinical lab budget)
is unfamiliar with PAMA. | have
never received any memos
about PAMA from her or the
hospital administration.”
— Urban Academic Hospital

ASSOCIATION
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“So far it has not [had an
impact]. However, NGS panels
for oncology and inherited
genetics are being closely
examined and any panels larger
than 50 genes have not been
endorsed.”

— Urban Academic Hospital

“If laboratory reimbursement
rates cannot keep up, we will be
forced to close or reduce
services to stay in business,
thus affecting patient access to
medically necessary results.”
— Suburban National
Commercial

©2022 Association for Molecular Pathology

“PAMA has very negatively
impacted my laboratory. Due to
overly burdensome regulatory
requirements and significantly
decreasing reimbursement, we
have had to completely alter our
move forward strategy.”
— Urban Regional Commercial

Source: ClearView Analysis.




Lab professionals surveyed expressed concern about the increased strain on their laboratories from
continued PAMA reporting and reimbursement cuts

Key Insights

More than half of laboratories who reported to PAMA in 2017 indicated the
experience to be burdensome and a strain on laboratory resources

About 95% of respondents indicated that reimbursement cuts would force them to
stop offering new tests and/or consolidate menu, though fewer than 20% anticipated
the need to sell or merge their laboratory

Respondents expressed concern about the future impact of PAMA and how the next
round of reimbursement cuts may force them to adapt their laboratory practices and limit
patient access to care

ASSOCIATION
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40% of respondents from commercial laboratories indicated that their lab reported during last PAMA

period vs. 10% of hospital laboratories

PAMA Reporting Demographic Subanalysis

To the best of your knowledge, did your lab report
reimbursement data to CMS during the initial
PAMA reporting period? (n=68)

ASSOCIATION
FOR MOLECULAR
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Academic and Community Hospital (n=45)

Yes
9%
No
| don't 24%
know
67%

National and Regional Commercial (n=17)

| don't

know

47% Yes
41%

/NO

12%

©2022 Association for Molecular Pathology

Source: ClearView Analysis.
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Commercial laboratory respondents indicated a greater role of reimbursement in continuing tests vs.
hospital laboratory respondents

Existing Test Reimbursement

To what extent does reimbursement rate play a role in your
decision to offer a test, on a scale of 1 to 5?7 (n=54)

Academic and Community Hospital (n=38) National and Regional Commercial (n=16)
100% 100%
(2] (72}
§ 75% Median § 75% Median
© ©
& 50% 499 & 50%
£ ° - 38% 38%
] [+)]
et it
e 25% e 25%
11%
0% 0% 0%
0% 0%
1 - None at 2 3 4 5 - Deciding 1 - None at 2 3 4 5 - Deciding
all Factor all Factor
Response, Scale of 1 to 5 Response, Scale of 1 to 5
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Respondents from commercial labs indicated a greater role of reimbursement in offering new tests vs.
hospital laboratory respondents

New Test Reimbursement

To what extent does reimbursement rate impact your
willingness to offer a new test, on a scale of 1 to 5? (n=54)

Academic and Community Hospital (n=38) National and Regional Commercial (n=16)
100% 100%
Mean Mean 4.3
(7] [72]
§ 75% Median § 75% Median [NEX3
‘c k)
o 50% o 50%
> 50% g 0%
T T
Q [<}]
o o
& 25% & 25%
8%
0% 0% 0%
0% 0%
1 - None at 2 3 4 5 - Deciding 1 - None at 2 3 4 5 - Deciding
all Factor all Factor
Response, Scale of 1to 5 Response, Scale of 1to 5
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Majority of both hospital and commercial lab respondents require over 80% reimbursement, though
16% of hospital respondents would accept <40%

Existing Test Reimbursement
U What percentage of a test's cost must be reimbursed in

order for you to continue offering that test?! (n=40)

Academic and Community Hospital (n=26) National and Regional Commercial (n=14)
100% 100%
0 n
2 75% T 75%
=l -
L L
o o °
o 53% o 58%
o o
S 50% S 50%
c c
[ o
o o
& &
25% 19% 25% 21% 21%
12% 12%
49
o 0% 0%
0% 0%
0-20 21-40 41-60 61-80 81-100 0-20 21-40 41-60 61-80 81-100
Reimbursement Threshold Reimbursement Threshold
1In earlier survey version, these questions were posed as free response, whereas newer version formatted as multiple-
é choice of buckets in 20% intervals; exact responses from earlier survey version have been distributed into corresponding
ASSOCIATION buckets.
P ;ﬁ:ﬂf&iﬁumk ©2022 Association for Molecular Pathology Source: ClearView Ana|ysis_ 28



Reimbursement threshold is higher for new tests among all stakeholders, though 10% of hospital labs
continue to accept <40% reimbursement

New Test Reimbursement
Threshold What percentage of a new test's cost must be reimbursed in

order for you to continue offering that test?! (n=44)

Academic and Community Hospital (n=30) National and Regional Commercial (n=14)

100% 100%

0 7,
2 75% 2 75% 72%

— 64% —
L L
o (]
() ()
o o

S 50% S 50%
c c
o )
o o
[ [
o o

25% 25%

13% 13%
0
10% 7%
0% 0% 0%
0% 0%
0-20 21-40 41-60 61-80 81-100 0-20 21-40 41-60 61-80 81-100
Reimbursement Threshold Reimbursement Threshold
'In earlier survey version, these questions were posed as free response, whereas newer version formatted
' as multiple-choice of buckets in 20% intervals; exact responses from earlier survey version have been
ASSOCIATION distributed into corresponding buckets.
P ;isH%féiimk ©2022 Association for Molecular Pathology Source: ClearView Analysis.



Hospital and commercial labs rank burdens similarly, though hospital respondents noted higher
burden from sourcing equipment and reagents

Laboratory Burdens

Which factors pose the biggest burden to the cost of
performing a test? Rank the following, with 1 being most
burdensome and 5 being least burdensome. (n=59)

Academic and Community Hospital (n=44) National and Regional Commercial (n=15)
5 - Least buraensome 5 - Least burdensome
4.5 - / 4.5 4| Most burdensome Vi
4 1 | Most burdensome 3.5 3.6 4 1 3.4 35
3.5 A 3.5 A
3 A / 3

2.4

2.1

2.1

Mean Ranking
N
(&)

Mean Ranking
N
(@)

2 A 2 -
1.5 1.5
1 1
0.5 A 0.5 A
0 - 0 -
Labor Equipment Overhead Testing Testing Labor Equipment Overhead Testing Testing
Costs /Reagents Costs Volume Frequency Costs /Reagents Costs Volume Frequency
Laboratory Burden Laboratory Burden
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Both demographics would largely stop new testing, but 53% of commercial respondents would
consider selling or merging lab vs. 16% of hospital labs

Laboratory Compensation
SEEHEES Please complete the following statement: Reduced payment

rates as a result of PAMA would force my laboratory to...
Select all that apply. (n=61)

Academic and Community Hospital (n=44) National and Regional Commercial (n=17)
100% 100%
(2] (72}
2 759 [ 13% _ 70% 70% 2 759%
-l -
L Y
o o
o 50% o 50%
g g
g 25% S 25%
e a
0% 0%
(\e§ \Q'\Q (\bo \Q\;&c’&\q onc’ \\Qe ° ‘QQ‘
%\OQ %0\\6{0 %QJ \zsfb:\ Q§® <& %Q\ %\OQ g &
& Change in Practice & Change in Practice

Given these reported shifts in practice, reduced payments may result in academic labs outsourcing tests at a greater rate, while
industrial labs may seek to sell or merge to increase efficiency
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Subanalysis of respondent demographic identified key similarities and differences across groups

Key Subanalysis Insights

More commercial laboratory respondents indicated laboratory reported
reimbursement data to CMS during the initial PAMA reporting period compared to
hospital laboratories, they also were more likely to indicate challenges in reporting

Commercial respondents indicated a greater role of reimbursement in decision to offer
tests, both existing and new, vs. hospital respondents, though majority of both groups
required >80% reimbursement

When considering which factors pose a burden to labs, hospitals respondents ranked
the cost of equipment and reagents as a higher burden than commercial respondents

Reduced payment rates would drive both demographics to primarily stop new testing; of
note, 53% of commercial respondents would consider selling or merging lab vs. 16% of
hospital labs

ASSOCIATION
FOR MOLECULAR
% P PATHOLOGY ©2022 Association for Molecular Pathology Source: ClearView Analysis. 32


Presenter Notes
Presentation Notes
New2022


Reimbursement cuts from PAMA will continue to have a negative impact on the laboratory practices
and patient access.

G Decreasing Reimbursement Will Stifle Innovation

A majority of respondents indicated that reimbursement cuts as a result of PAMA would force them to stop

offering new tests and/or consolidate menu
« Almost all of the survey respondents expressed concern about offering a new test that was crosswalked to a

test whose reimbursement rate was declining, disincentivizing laboratories from bringing novel or
improved tests to market

Key e Decreasing Reimbursement May Limit Patient Access To Testing

Implications .
* Decreasing reimbursement rates will push academic and medical hospitals to send out molecular tests,

while commercial respondents will consider merging or selling their lab, leading to a decrease in

laboratories performing testing over time
* Anincrease in hospital laboratories sending out testing will likely increase the turn-around time for testing

performed at those institutions, which will delay results for patients

Labor Costs to Laboratory are Extremely Burdensome And Expected To Worsen

» Labor costs were identified as the greatest cost burden across laboratory types
» The current laboratory staffing crisis continues to be coupled with rising labor costs and COVID-related
burnout across the healthcare sector
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To create this report, AMP contracted with ClearView Healthcare Partners LLC, a firm that provides
biomedical consulting services to life science companies. The information contained in this
document has been obtained from sources that AMP and ClearView Healthcare Partners believe
are reliable, but we do not represent that it is accurate or complete, and it should not be relied
upon as such. This report may not be reproduced, in whole or in part, without AMP’s prior written
permission.
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