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WELCOME & INTRODUCTIONS
Amanda Bruemmer – Senior Manager, Product 
Marketing
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Before We Start
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This meeting is being recorded.

We will be MUTING everyone except the presenter to 
make sure the audio is clean and clear.

Q&A will be done by using the “Questions” feature. 

The recording and slides will be available on our website 
later during the week.
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WELCOME & INTRODUCTIONS
Amanda Bruemmer – Senior Manager, Product Marketing, Avalon

GENETIC TESTING DRIVERS
Commander Patrick Neubert – Opioid Rapid Response Coordinator, HHS Office of Inspector General

NAVIGATING MARKET GROWTH
Sarah Bretz – Product Manager, Avalon

EVIDENCE-BASED POLICY DELIVERY
Ben Horton MD, MHA – Vice President, Senior Medical Director, Avalon

THE LONG ROAD TO TEST APPROVAL
Mike Snyder – Executive Vice President, Network, Avalon

Q&A
Amanda Bruemmer – Senior Manager, Product Marketing, Avalon

Agenda



GENETIC TESTING DRIVERS
Commander Patrick Neubert – Opioid Rapid 
Response Coordinator, HHS Office of Inspector 
General
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Genetic Testing Priority

• 10 genetic tests are developed per 
day

• HHS-OIG OEI Report December 2022

• Top Codes 81407 and 81408 
not  even paid in 2022 or 2023

• Five Codes in 2021 paid $803M

• $624M Non MolDx, $130M on 
Reference Labs

Medicare Part B Spending on Lab Tests Increased in 2021, Driven by Higher Volume of Tests, OEI-09-22-00400 (hhs.gov)

https://oig.hhs.gov/oei/reports/OEI-09-22-00400.pdf


Explosion in Mod 90 Growth the last 3 years
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Operation Double Helix Update

• Indictments – 302
• Convictions – 163 
• Monetary Recoveries - $550 

million
• Double Helix Historical Mod 90 -  

78 labs/$2.2 billion billed Minal Patel 
Lab Solutions 

$463 million in CGx fraud 
Sentenced to 27 years in prison 

Khalid Satary  
Clio Labs et al. 

$547 million in CGx fraud 
Currently a fugitive  



Operation Double Helix Themes

• Laboratories target non-MolDx jurisdictions

• Lead generators

• Move operations 

• Lack equipment

• Share space 

• Recycle laboratory directors

• Utilize reference labs



Reference Lab Process
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NAVIGATING MARKET GROWTH
Sarah Bretz – Product Manager, Avalon



Genetic Testing Growth

Genetic Testing 
Registry (GTR) 

created

2008

2009

CDC launches Genetics 
for Early Disease 

Detection and 
Intervention (GEDDI)

2013

More than 25K 
genetic tests 

registered

2015

Number of genetic tests 
registered more than 

doubles to 53K+

2016

Dramatic increase >106K 
total registered tests.

Focus also shifts to >90% 
diagnostic related 

testing

Increased focus on test 
development for disease 

risk assessment

2021

2023

>90% of GTR registered 
tests are used for 

diagnostic purposes

NIH. (2023, Oct) NIH Genetic Testing Registry (GTR). http://www.ncbi.nlm.nih.gov/gtr/
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Genetic Market Size
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10.2% CAGR

10+ new genetic tests 
per day

~$41 Billion by 2032
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Market Drivers
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Technology Prevalence of 
Chronic Disease

Personalized and 
Precision Medicine

Changes in
Clinical Guidelines

Reducing Prior
Authorization Barriers

Top Growth Categories for New Genetic Tests

Prenatal Oncology Pharmacogenomics



Financial Motivators
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● Plans are mandated to cover tests

● Investigational/experimental tests not covered

● Prior authorization requirements 

● Labs want to develop more tests, faster

● Lab development of new tests is expensive



Potholes in the Care Path
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● Ordering Physician

— Overuse, unnecessary tests, lack of CU understanding

● Rendering Labs

— Lack of quality controls, inaccurate tests

● Reference Labs

— Unnecessary outsourcing, lack of oversight

● Health Plans

— Inadequate review of claims, limited ability to oversee medical necessity of testing
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EVIDENCE-BASED POLICY 
DELIVERY
Ben Horton, MD, MHA – Vice President, Senior Medical 
Director, Avalon
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Novel 
technology

Rapidly 
evolving 
science

Pace of 
genetic test 
introduction

Challenges to maintain effective policies::

Lab or 
consumer-
directed

Maldistribut-
ion of 
geneticists 

Molecular Tests Require Knowledge and Experience that Most 
Clinicians (and Policy Writers) May Lack



19

THE LONG ROAD TO TEST 
APPROVAL
Mike Snyder – Executive Vice President, Network, Avalon



Oversight of genetic 
testing is not coordinated
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Determining the "value" 
of a test

Reimbursement

• AMA: assigns procedure 
coding  (HCPCS)

• CMS: approval for 
reimbursement for the 
Medicare program

• FDA: approval of invitro 
diagnostic products (IVD); 
approval of LDT is pending

• Medical societies (NCCN, 
etc.):  render "opinions"

• Analytical value

• Clinical value

• Clinical utility

• Primary: Rendering lab

• Medical policy

• Intellectual curiosity

"Genetic Testing" Describes a Broad Array of Testing with 
Respect to Providers, Domain, and Clinical Use

Ordering provider 
education

• Commercial insurance:

- Approval and reimbursement 
assigned by the individual plan 
(medical policy)

- Utilize CMS reimbursement as a 
benchmark

• Delay from CMS approval to 
assignment of reimbursement

• Procedure: Gap-fill or 
crosswalk
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PANEL DISCUSSION AND Q&A

Commander Patrick 
Neubert – HHS Office of 
Inspector General

Sarah Bretz – Product 
Manager, Avalon

Ben Horton, MD, MHA 
– Medical Director, 
Avalon

Mike Snyder  –
Executive Vice 
President, Network, 
Avalon

Amanda Bruemmer – Senior 
Manager, Product Marketing
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Amanda Bruemmer – Senior Manager, Product 
Marketing

CLOSING REMARKS
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Available on Avalon Website: Transforming The Management 
of Genetic Testing – Chapter 2 

New technologies don’t wait to emerge until the policies 
for handling them are in place. That’s certainly the case 
with genetic testing. In this first chapter, we examine:

• The dramatic growth and the potential benefits and 
challenges associated with genetic testing

• Insurers now face the challenge of trying to 
determine the clinical validity and efficacy of new 
genetic tests

As the genetic testing market continues to grow exponentially 
in size and cost, the challenge of determining which genetic 
tests may produce results that effectively guide treatment 
decisions is becoming increasingly difficult for health plans. In 
Chapter 2 of Transforming the Management of Genetic Testing 
e-book, we discuss:
 
• The critical role of science-backed, evidence-based lab 

policies in genetic test management systems

• An improved, next-generation solution to ensure the right 
test is ordered to inform the right care at the right time



Thank you
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Clients Contact:
Kerri Fritsch, Chief Client Officer

813-751-3832 
kerri.fritsch@avalonhcs.com

Prospective Contact:
Barry Davis, Chief Growth Officer

201-218-3425 
barry.davis@avalonhcs.com

SAVE THE DATE
Avalon Webinar – May 7, 2024

To register for our upcoming webinars and sign up for our newsletters,
 please visit: www.avalonhcs.com 

Networks Contact:
Mike Snyder, EVP Network

asgnproviders@avalonhcs.com

http://www.avalonhcs.com/
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