Surviving & Thriving Past the “Regulatory Perfect Storm”

Thinking Strategically about What Happens
Next after Labs Weather the “Perfect Storm”



Major developments unfolding that will touch most labs.

Like 1991's Perfect Storm, three major factors
alie converging to create a ence-in-a lifetime event

Most clinical lab and pathology leaders are aware
of at least two) of the three compenents.

At this time, few laboratory organizations
have a strategy that recognizes all three factors.




FDA ISsued final rule te regulate lalberatony developed tests
(LDTs) yesterday, April 29.

“Unpublished” final LDT rule was released to the public.
Federal Register will publish final LDT rule on May 6, 2024.

Unpublished version of LDT rule is a total of 538 pages.

Here at Executive War College today, you were first to learn
specifics about the final LDT rule.

Expect litigation! Many group dispute FDA'’s authority
to regulate IVDs.




Problem for Medicare & private payers: 160,000 genetic tests
In Concert Genetics’ database.

Last spring, UnitedHealthcare issued a policy requiring approx.
250 genetic test CPT codes to have a Z-Code when claim is
submitted; now to become effective on June 1, 2024.

UnitedHealthcare deferred implementing this policy
several times, but labs are on notice that it will happen.

All major health insurers watching to see if this policy
succeeds after implementation; by UnitedHealthecare.




Clinical Laboratory Improvement Amendments (CLIA) Act
of 1988: Regulations were issued in 1992 and significant
Updates have noet been put In place in past 32 years.

Clinical laboratory testing in 2024 uses technologies,
methods, and processes not invented in 1992.

Effort ongoing with the CLIA Committee and CDC Division
of Lalberateny SERVICES to develop updates and revisions.

EXPECt these recommendations tor be made puklic
during next 12 to 24 months.




Preparing Your Lab for the Storm:

Trifecta of Policy-Makers Spoke Today!

Executive War College, April 30-May 1, 2024




Three Themes Today

=Snapshot of macroeconomic trends in the United States
to inform every lab’s strategic planning.

= Examples of major financial stress already happening
in major sectors of U.S. healthcare system.

= Profitable paths forward for clinical labs and pathology groups.
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Major Lab Trend:
Staff Shortage, Higher Salaries

g of labor aicross all sxills and all positions.



Major Lab Trend:
Rising Costs, Tight Supply Chain
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Major Lab Trend:
Payers Not Paying Lab Test Claims

Since 2010, explosion in nurnoer of rnolecular and gernetic tests

to code stacking and sirnilar issues witn clairrns.
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Next: Should Inflation Inform
Your Lab’s Strategic Planning?



U.S. Inflation

Year-over-year pct. growth in monthly CPI1, 1990 - 2023
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Total Outlays and Revenues

Percentage of Gross Domestic Product
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4. Federal Budget: Outlays by Category

Outlays, by Category

Percentage of Gross Domestic Product
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Sources of Federal Tax

Revenue, 2019

Corporate Excise, estate,

income tax | and other taxes
7% 8%

Income
fax

Payroll £09%

tax
36%

MNote: “Other Taxes” category includes profits on assets held
by the Federal Reserve. Figures may not add due to rounding.

Source: Office of Management and Budget

CENTER ON BUDGET AND POLICY PRIORITIES | CEPP.ORG

5. Did you know...



6. Federal Budget: Revenue by Category

Revenues, by Category

Percentage of Gross Domestic Product
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Federal Debt Stays at 40%
of GDP until 2008

40% of GDP




Covid Pandemic
Starts

Why is this important for
labs?

Treasury & Federal Reserve
need to monetize Congress’
Deficit Spending

This can only happen
by keeping interest rates
high to attract buyers
of federal bonds.

This means hospitals, labs,
IVD companies will pay more
In Interest charges
for business lending.

Goodbye days
of easy money!




Source: Congressional
Budget Office

Medicaid
$734.0
17.2%

Private Health
Insurance $1,211.4
28.5%

Medicare
$900.8
21.2%

Federal
Government
currently pays
52.5% of all

healthcare costs
annually
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11 Social Security will run a cumulative cash deficit of $2.9
. trillion between now and 2035
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Nigeria USA

2050
377 million

70 and older

2050
375 million

4.3 million
people

90 years old
or greater!

Pooulaiion Pyraricd Shows the funedineg challenges



Bonus

70 and older
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Strategic Planning Take-aways
from Inflation, Federal spending Trends

« Laps can expect Medicare/Medicaid reirmoursernernt

orograrms; inus squeszing supoely of skilled rigalificare workers.,
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Disruption in Four Major
Healthcare Segments




What's Changing with Hospitals
& Integrated Delivery Networks?

Neead for a szarmless care continuurn rnoilvates



Integrated Health Systems Are the Future

v

Community
Health

Integrated
Delivery

System/Medical
Home

——

Dischar, e
Plannin,

" Emerge ncy
Care

E—

Surgical
Care

pe—

———

MNedical
Care




Ongoing Consolidation
In Hospital Industry

« Atriurn rlealin in Charlotte rmerges with Aurora Advocatie rlealin



Why Hospitals Struggle
with Profitability Today

—

visiting doctors arid sc eJJJJrJJ surgeries,



What’s Changing
with Physicians?



Pandemic accelerated doctors’ move to

employment




What’s Changing
with Payers?



Biggest Health Insurers
Spotted Trends and Diversified!



Retall Pharmacy Chains
Disintermediated by PBMs

« Classic business of a retall pharrnacy was to fill prescrigtions



Rapid Growth of PBMs

« OptumRx (UnitedHealth): 21%



Retall Pharmacy Chains
Losing Money, Downsizing
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Genetic Testing Companies
Dealing with What Wall Street
Calls “Headwinds”

the sarne tirne that payers are laying off staff!

—

Raisad $2.7 villior frorn invastors, lost $1.6 pillion, nas $°1.6 oillion



If You Bought $1 of these Diagnostics Companies at their IPO Initial Price . ..

Change in stock price since IPO (%)

Of 46 Diagnostics IPOs, No IPO's

only 9 have price gains in 2023
since IPO
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FULGENT GEMETICS, INC
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#As of December 31, 2023

Data Source: Evercore and internal analysis of public filings

From presentation by Mara G. Aspinall, Partner, lllumina Ventures
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Premise: FFS Era Ending,
Value-Based Era Beginning

Boir ¢ quérnmémr and private payers inierast

(12

din cdeveloping
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Value-based reimbursement
IS opportunity for labs

utcornes at less cost



If Base payment
for region is
$12,000/year

ﬁ

Senior
with two

. morbidities
$16,123/year

Healthy Senior:
$4,800/year

—


https://doi.org/10.26099/jxrq-5m12

Medicare Advantage
Changes Incentives vs. FFS

—

and pnysicians nave incentive to kesp berneficiarias nisaliry

like diapeties or CKD, rnears
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Medicare Advantage Is the
Value-Added Model to Study

—

J

oayrnent for 2 senior with docurnenisd crironic conditions

Laps can nelp by coniriputinig to sarlier diagnosis, betier patiern



Understanding ‘Clinical Lab 2.0’



Not Discussed and Covered by Other
Sessions This Week

Artificial Intelligence (rmachineg learrning, natural language processing,

-



Summary



What’s in the future
for labs & pathology groups?
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