
In the last decade, the continued 
development and refinement of 
personalized medicine (PM) has offered 
an opportunity to revolutionize medical 
practice and improve outcomes by 
providing treatments for patients with 
the notion that “this drug is for you.” 
The promise of personalized medicine 
holds allure for patients, providers, and 
payers alike by improving quality of 
care by targeting therapy, predicting 
disease course, mitigating risk, and 
reducing waste of scarce resources. 
However, several barriers remain which 
hinder adoption of PM across the 
globe, including industry incentive, 
regulatory pathways, reimbursement 
policies, and physician habits. In this 
article, we’ll focus on the U.S. market, 
examine some of the challenges related 
to reimbursement, and suggest steps 
manufacturers can take to overcome 
these barriers as they work with fellow 
stakeholders to unlock the full potential 
of personalized medicine.

While there are many different 
definitions, the President’s Council of 
Advisors on Science and Technology 
(PCAST) defines PM as “the tailoring of 
medicine to the individual characteristics 
of each patient” based on “the 
ability to classify individuals into sub 
populations that differ in susceptibility 
to a particular disease or their response 
to a specific treatment.”1 In many cases, 

PM consists of a pharmaceutical 
product (or a medical device) coupled 
with a predictive companion diagnostic 
to help elucidate the right patient 
for treatment. The U.S. Food and 
Drug Administration describes such 
companion diagnostics as in vitro 
diagnostic or imaging tools that provide 
information that is essential for the safe 
and effective use of a corresponding 
therapeutic product2. These tools 
generally consist of assay tests for 
molecular or genetic profile of the 
patient to determine if mutations exist 
within the genome or proteins which 
could have an impact on the efficacy 
of pharmaceutical treatments for the 
disease. Such predictive tests help 
improve clinical outcomes by focusing 
treatment on those who benefit most, 
and they may even lead to cost savings, 
with the goal of avoiding unnesessary 
treatment in patients who are unlikely 
to benefit3. Thus, companion diagnostics 
are a mainstay of PM, because without 
accurate diagnostic information to 
guide treatment, the full potential of 
the targeted therapy is lost. 

Perhaps more than any other 
therapeutic area, oncology has been 
shaped by advances in PM. One well 
publicized example exists in breast 
cancer. The BRCA gene provides 
instruction for making a protein that 
acts as a tumor suppressor. For patients 
who carry a BCRA gene mutation, 
the protein or the gene itself may be 
disabled, increasing risk of breast and 
other cancers dramatically. Patients 
identified with a PM diagnostic test as 
having this mutation may opt for early 
or aggressive prevention or treatment 
in order to avoid lengthy, costly and 
painful treatment later. Another less 
well known example exists in non-small 
cell lung cancer. For patients whose 
tumor is ALK positive, treatment with 
Xalkori has been shown in studies to 
outperform chemotherapy4. But it is 
imperative that patients with a lung 
cancer diagnosis are tested for the 
ALK-gene mutation prior to a provider 

deciding a course of treatment. In both 
of these cases, before a physician  
can make a treatment recommendation, 
the patient must have access to the  
PM diagnostic. 

But all too often patients’ access to 
the promise of personalized medicine 
is limited by lack of coverage or 
affordability. As more targeted drug 
therapies enter the U.S. market, the 
level of interest in reimbursing and 
managing biomarker diagnostics is 
growing quickly among payers5. But 
payers may not always be prepared 
to properly evaluate coverage for 
companion diagnostic tests. Research 
conducted by Xcenda, a strategic 
consulting firm that is part of 
AmerisourceBergen, revealed  
the following: 

Only 55% of U.S. pharmacy and 
medical directors rated their 
knowledge of oncology biomarkers 
as moderate to high (4 or above on 
a scale of 1-7) 

Nearly half of the payers surveyed 
were unfamiliar with how many 
requests for elective biomarker  
or diagnostic tests their plan  
receives or how often those  
requests were approved6 

U.S. payers prefer to cover 
diagnostics separately from the PM 
therapy itself, reiterating that there 
is still work to be done in the U.S.  
to get the companion diagnostic 
and the treatment covered together 

A second Xcenda market research 
survey asked 60 U.S. payers what 
factors influenced coverage of oncology 
biomarker diagnostics7. This study 
found that when payers considered 
making coverage decisions for oncology 
biomarkers, the top two factors were 
effectiveness and the ability to reduce 
the use of other expensive clinical tests. 
Also, in lieu of standardized guidelines 
or compendia directing use of 
companion diagnostics, U.S. payers were 
more likely to cover biomarker tests as 
the proven predictive ability increased.

Despite the cost-efficiency of more 
targeted treatment, barriers to access 
continue to exist, specifically for the 
companion diagnostics that play 
a critical role in ensuring the right 
therapeutic option, is recommended 
to the right patient, at the right time. 
So how can diagnostic manufacturers 
overcome these barriers?

Payers rely on diagnostics 
manufacturers to understand 
how a diagnostic aids in patient 
management with evidence that 
validates the predictive ability 
of the test and provides real-
world learnings so they can adapt 
utilization management measures 
accordingly. Generating  
a combination of clinical and 
genomic/genetic data provides 
stronger rationale to payers  
for approval and use.

Providers, from community 
practices to large health systems, 
need regular education about new 
diagnostics, clinical evidence to 
demonstrate the effectiveness of 
targeted therapies, and technology 
solutions that make it easier to 
integrate PM into practice workflow.

And patients depend on 
reimbursement and financial 
assistance support programs to 
overcome challenges related to 
coverage and affordability. 

AmerisourceBergen is committed to 
advancing the promise of personalized 
medicine. With knowledge of all 
relevant stakeholders, we have 
aggregated expertise from across 
our network and designed unique 
solutions to expand access and integrate 
personalized medicine so it can reach its 
full potential – improving outcomes for 

patients while driving efficiency across 
the healthcare continuum.

Manufacturer solutions drive 
product commercialization:

 » Premier Source guides diagnostic 
innovators every step along 
the path to commercialization 
including creating and 
implementing pricing, coding, 
payer coverage, reimbursement 
and billing strategies to ensure 
the greatest likelihood of success.

 » Xcenda implements evidence 
based strategies that utilize 
health economics and outcomes 
research to demonstrate the 
value of personalized medicine 
treatments as well as their 
companion diagnostic and 
provide actionable data to guide 
their utilization

 » Lash Group partners with 
pharmaceutical companies to 
design patient access strategies 
that reduce affordability and 
access barriers so patients start, 
and remain, on therapy.

Provider solutions drive clinical 
adoption and practice efficiency:

 » ION Solutions gives providers 
tools like Nucleus Connect that 
manage workflow to make 
treating patients with targeted  
 

therapies seamless and more  
cost effective. 

 » IntrinsiQ collects real-world 
market intelligence that links 
genetics and clinical data through 
agreements with member 
practices through billing and 
clinical data from electronic 
medical records (EMRs), such as 
proprietary EMRs like Urochart 
and Meridian-Specialty.

Patient solutions expand access  
to community-based cancer care:

 » Innovation Cancer is a community 
of world-class oncologists that 
provides innovative, personalized 
care, close to home. Rather 
than taking a one-size-fits-all 
approach, whenever possible, 
Innovation Cancer oncologists 
employ personalized medicine  
to customize cancer treatment.

While personalized medicine faces 
significant hurdles to mainstream 
adoption, AmerisourceBergen has  
the knowledge, reach, and partnership 
to successfully commercialize these 
innovative technologies and their 
related biopharmaceutical treatments. 
For more guidance on how to unlock 
the promise of personalized medicine, 
download our white paper at http://bit.
ly/personalized-medicine-XcendaWP.
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