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Major Event on April 1  

Biggest change to lab industry 
since enactment of CLIA 1988! 

 April 1, 2013: HR 4302 becomes law. 

 “Protecting Access to Medicare Act  
of 2014.” 

 Starting in 2017, CMS will be initiating 
deep price cuts to highest-volume tests 
on Part B Clinical Lab Fee Schedule. 

 

 



Understanding Healthcare’s  
Five Biggest Sources of Change 

1. Money (to pay for healthcare) 

2. Reimbursement (to providers) 

3. End of private practice model 

4. Era of Personalized and Proactive 
Medicine informed by genetics 

5. Adoption of QMS by providers 



Shift in Clinical Emphasis 

 Away from reactive/acute care  
and toward proactive care.  
(early detection/active intervention.) 

 Different demographics: 
 Growing incidence of chronic disease. 

 Increase in proportion of older folks.   

 Personalized Medicine  
and Genetic Medicine 

Assumptions You Know… 



Let’s Look at Money  

 Federal government pays more than 
half of nation’s $2.4 trillion health bill. 

 Medicare and Medicaid. 

 Veterans Administration,  
active duty, dependents. 

 Federal employees. 



Federal Spending By % GDP 



Federal Spending in Dollars 



Shortfall in Funding for State Employee Pensions 

A $176 Billion Gap for Public Pensions 
Source: New York Times, June 21, 2011 





Impact of Fed’s Finances 

 Demand for spending exceeds federal 
capabilities across all categories. 

 Healthcare competes for funding  
with education, defense, etc. 

 Without reform, Medicare and Medicaid 
programs are budget-busters  
by themselves. 

 States have their own budget crises. 
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New Reimbursement Models 
 Fee-for-Service is on the way out. 

 In its place:  
value-based reimbursement. 

 Expect to see: 

 Bundled payments. 

 Capitation. 

 Pay for Performance (P4P). 

 Transition is already underway  
with Medicare and private payer ACOs. 

Force for Change #2 



Bundled Payments Challenge 

 Medicare implemented DRGs  
for inpatient services in 1980s. 

 This caused long-term consequences  
to for hospital-based physicians. 

 In ambulatory care market, how do 
providers get paid when their services 
are part of a bundled reimbursement 
involving a group of providers in an ACO 
or medical home? 

 No healthcare executive yet knows  
the answer to this question.  

 



2014’s Medicare Rules-CLFS 

 Part B Clinical Lab Fee Schedule (CLFS). 

 Starting in 2014, CMS to analyze data 
to develop tests that should be adjusted  
on the 1,205 test menu.   

 CMS will then solicit comments  
on the proposed list of tests. 

 Statutory authority is to update  
based on changes in technology. 

 CMS has never used this authority  
for lab tests. 

 



2014’s Medicare Rules-PPS 
 Physician Fee Schedule (PFS). 

 Not implemented: Proposal to cap  
PFS payment rates at Hospital OPPS 
payment rates for services reimbursed at 
higher rates in the physician office setting 
than in the hospital outpatient setting.  

 “38 of the 39 pathology services affected 
would be reimbursed at rates that would 
not even cover direct cost inputs, as is 
statutorily required.”-ASCP. 



2014’s Medicare Rules-OPPS 

 Hospital Outpatient Prospective Payment 
System-OPPS. 

 Reimbursement for hospital outpatient  
and free-standing ASCs. 

 Ends some fee-for-service for clinical lab  
and anatomic pathology tests. 

 CMS will make a bundled payment  
(think DRG payment for inpatient care) 
that includes all of the patient’s care  
at the surgery center. 



Physician Market Transforming 
 Premise: traditional ambulatory  

service market has served  
office-based physicians. 

 These physicians were self-employed  
or owners of their medical practice. 

 That is no longer true. 

 New practice models evolving. 

 Add to this the Gen X and Gen Y 
differences in attitude, work ethics. 

Force for Change #3 



Era of Private Practice 

Medicine is Ending 
 Large numbers of office-based physicians 

sold/are selling their medical practice. 

 Doctors are no longer owners, but employees. 

 Buyers of these medical practices  
are hospitals and managed care companies. 

 Employers are opening corporate clinics. 

 New owners of medical groups now decide 
their choice of ambulatory service providers, 
such as radiology, clinical lab, etc.  



# of Docs 

% of Independent Docs 



Trend is Away  

from Inpatient Services 

 Community hospitals have interesting 
dilemma. 

 Emphasis now on keeping people 
out of hospitals. 

 Growing proportion of healthcare 
service episodes will be originate  
in outpatient and outreach settings. 



Key Point 
Inpatient procedures 

growing by single digits 

each year. 

 

Outpatient procedures 

growing at double-digit 

rates annually. 

 

Labs must have access  

to outpatient and outreach 

specimens! 

Source:  

MedPac Report  to Congress:  

Medicare Payment Policy, 

March 2012 

+30% 

-5% 



Figure 2. 2006-2011  

Change in Inpatient Use Rates per 1,000 

Source: Decline In Utilization Rates Signals A Change In The Inpatient Business Model, 

Health Affairs Blog, March 18, 2103; Grube, Kaufman, and York 

  

Minnesota–Down 14%! 

California–Down 7%! 
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Personalized, Proactive Medicine 

Informed by Genetics 

 During your career: reactive medicine 
and acute care. 

 Coming soon to a provider near you: 

Proactive Medicine. 

Personalized Medicine  

(Precision Medicine). 

Genetic analysis; whole human genome 

sequencing. 

 

 

Force for Change #4 



New Clinical Care Paradigms 

 Keep patients out of hospitals! 

 Detect disease early, when  
it is more easy to treat. 

 Actively help patients manage  
their chronic diseases. 

 Use incentives to encourage positive 
lifestyle choices and activities. 

 Support these goals with genetic 
knowledge as it is developed. 

 



Age of Genetics 

 Remember your history? 

Agricultural Age ends about 1780... 



Then came… 

Industrial Age through end of 20th Century... 

Henry Ford 
Industrialist 

 



That Gave Way to… 

Information Age in 1990s... 

Bill Gates 
World’s Richest Man! 

And what did he own? 



Now we begin… 

Genetic Age  

in 2010s... 

James Watson 
Described structure  

of DNA 

Kary Mullis 
Developed PCR Method 



Genetics Is 

Healthcare 

Opportunity 

 First time in history that man  
is learning about genetics  
and how to harness its power. 

 Pathologists, PhDs, and  
lab scientists can lead this field. 

 Molecular and genetic testing  
will be the source of great value  
to healthcare system. 



Exome Is Important 
 The exome is the part of the genome formed 

by exons, the sequences which when 
transcribed remain within the mature RNA 
after introns are removed by RNA splicing.  

 It differs from a transcriptome in that  
it consists of all DNA that is transcribed  
into mature RNA in cells of any type.  

 The exome of the human genome consists  
of roughly 180,000 exons constituting  
about 1% of the total genome. 

 Mutations in the exome are thought  
to harbor 85% of disease-causing mutations. 

 Source: Wikipedia.com 



Gene Sequencing 

 November 19, 2013: FDA cleared 
Illumina’s MiSeqDX instrument  
and reagents. 

 January 9, 2014: Quest Diagnostics  
to use Ilumina platform for next gen 
sequencing. 

 January 20, 2014: LabCorp to use 
Illumina platform.  

 Illumina says a whole human genome 
sequence can be done for $1,000. 

 



Mass Spectrometry 

 Matrix-assisted laser 
desorption/ionization (MALDI) is a 
soft ionization technique used in mass 
spectrometry, allowing the analysis of 
biomolecules (biopolymers such as 
DNA, proteins, peptides and sugars) 
and large organic molecules (such as 
polymers, dendrimers and other 
macromolecules)… 

 Time of Flight (TOF). 



Mass Spectrometry 

 August 22, 2013: FDA clears 
bioMerieux’s Vitek Clinical  
Microbiology System. 

 MD Anderson was beta site  
for bioMerieux. 

 December 1, 2013: FDA clears  
Bruker’s MALDI Biotyper. 

 Quest Diagnostics is major customer 
of Bruker. 



Adoption of QMS 

 Quality Management System (QMS). 

 ISO 9001 (certification). 

 ISO 15189: Medical Laboratories 
(accreditation). 

 CLSI Document GP-38. 

 Perfect complement to Lean, Six Sigma, 
process improvement methods.  

Force for Change #5 



Value of QMS 
 Each functional area of an organization 

works from a consistent management 
model. 

 Supports continuous improvement  
and system of prevention. 

 Relevant metrics used to guide 
deliberate change and improvement. 

 Customers (physicians) understand  
the quality basis of their supplier 
(medical laboratory).  



Medicare Hospital 

Accreditation & DNV 

 CMS granted deeming status  
in September 2008. 

 DNV offers hospitals accreditation 
to Medicare COP. 

 Can help hospital certify to ISO:9001 
at the same time.  

 The Joint Commission is boosting  
its QMS services.  



Lab Accreditation  

and A2LA 

 March 21, Federal Register notice. 

 CMS grants deemed status to A2LA. 

 American Association of Laboratory 
Accreditation. 

 Can now accredit labs to CLIA  
and Medicare COP. 

 A2LA is ILAC member and offers  
international accepted ISO 15189 
accreditation. 



Conclusion: Challenges 

Ahead for All Providers 

 On multiple fronts, providers will see  
less fee-for-service payment and 
reduced budgets for most services. 

 Market poised for fundamental 
restructuring and much disruption 
to status quo. 

 Innovative providers will rely  
on vendors for help across all aspects 
of management and operations. 

 



CMS “Attack 

on Labs”  

Paid $8.2 billion 

for Part B CLFS  

in 2010. 

1,140 unique lab 

tests, per HCPCS 

codes. 



What OIG Said 

 a total of 20 tests were included  
in this evaluation.  

 These tests accounted for…   
…47% of the volume and… 
…56% of the expenditures for CLFS. 

 Lab tests reimbursed by Medicare  
in 2010. 



What OIG Found 

 In 2011, Medicare paid between  
18% and 30% percent more than  
other insurers for 20 high-volume  
and/or high-expenditure lab tests.  

 Medicare could have saved $910 
million, or 38%, on these lab tests  
if it had paid providers at the lowest 
established rate in each geographic 
area. 



Far-Reaching New Law 

For Labs 
 “Protecting Access to Medicare Act  

of 2014” became law April 1, 2014. 

 Six primary elements to the new law. 

 A case of some GOOD, more BAD,  
and plenty of UGLY! 

 Potential for the most radical disruption 
to the clinical lab testing marketplace in 
four decades! 

 

 

 



6. Market-Based Lab Rates 

 Setting Prices with Market Data. 

 Certain labs will be required, beginning on 
January 1, 2016, to report private payer payment 
rates and volumes for each of their tests.  

 Private payers include health plans, Medicare 
Advantage plans and Medicaid managed care 
organizations. 

 Shall not include information with respect  
to a laboratory test for which payment  
is made on a capitated basis or other similar 
payment basis.  

 



6. Market-Based Lab Rates 
 The payment rates calculated under the Act  

will be effective starting January 1, 2017.   

 Reductions to payment rates resulting  
from the new methodology are limited to: 

10% in 2017 

10% in 2018 

10% in 2019 

15% in 2020 

15% in 2021 

15% in 2022 

 





Just six tests represent 35.6% of CLFS dollars 

and $1.73 billion in payments to labs 

 

These 20 Tests are 47% of volume  

and 56% of CLFS dollars totaling $2.72 billion 



Some “What Ifs”  

 Starting in 2017, as CMS cuts prices  
by 10% per year… 

 …is it rational to expect national labs 
to cherry-pick and buy or pick-up  
the best clients of the failed labs? 

 Wouldn’t that increase the market share 
(and profitability) of the national labs? 

 



Smaller Lab Arithmetic 

 Assume: 
 Small lab revenue: $10 million/year. 

 Medicare is 50% of payer mix, or $5 million. 

 57% of Medicare tests is:     $2.8 million 

 Cut by 30% (2017-19):        -$840,000 

 Cut by 45% (2020-22):        -$882,000 

 Thus, in 2022, this lab’s Medicare revenue  
is now just $3.3 million. 

 Lab’s total revenue shrinks to $8.3 million. 



Let’s Model a Test 

 Base Year: $10.94 

 2017  10%: $  9.85 

 2018  10%:   $  8.61 

 2019  10%:   $  7.97 

 2020  15%:   $  6.77 

 2021  15%:   $  5.75 

 2022  15%:   $  4.89 

 

 

CPT 82025   CBC w/Auto Diff    $353 Mill (7.2%)        $10.94 



Summary 

 Labs must address healthcare’s 
transformation to proactive care  
and adjust to being paid  
via value-based reimbursement  
or bundled payment. 

 There’s an argument that CMS has 
launched a war on clinical lab testing. 

 “Protecting Medicare” Act  
will be financially disruptive  
and may benefit the national lab firms  
at the expensive of smaller labs. 



But Don’t Forget! 

 There are 320 million Americans  
who continue to need clinical lab tests 
and anatomic pathology services. 

 Someone will do this work.  

 Message is for your laboratory  
to get out ahead of these trends. 

 Be one of the labs that do this work… 
by delivering clinical value. 
 



“In a chronically leaking boat, 

energy devoted to changing 

vessels is more productive than 

energy devoted to patching leaks.” 

 –Warren Buffett 

Final Thoughts on Change… 

“You miss 100% of the shots you 

never take!” 

 –Wayne Gretzky 
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