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eople living with chronic conditions benefit from
many medical advances developed over the past
20 years. Many diseases that were once fatal diag-
noses are now managed utilizing various drug therapies.

However, far too often, treatments may work well for
some people, while providing marginal benefits or caus-
ing significant harm to others.

One example is antidepressants. According to a study
at the Tel Aviv University (TAU) Sackler School of Medi-
cine, the most popular antidepressants only work for
approximately 60% of the patients with depression. For
the other 40% of the patients, it takes a trial-and-error
approach to find the right treatment strategy. As David
Gurwitz, PhD, at TAU stated, patients need a “best-fit,
personalized regimen.”" For people with autoimmune
diseases, it is even more difficult to create the right treat-
ment plan.

Today, billions of dollars are spent annually on research,
development, and clinical trials to create new healthcare
products. How can we improve on this process so that pa-
tients can reap the full return on investment?

Molecular diagnostics can be an important element in
the development of personalized medicine by determin-
ing the course of a disease and evaluating the patient’s
response to a given therapy based on the individual’'s ge-
netic makeup. Such processes are already being tested as
a prognostic indicator of congestive heart failure to better
identify patients in need of more intensive forms of ther-
apy.? Molecular diagnostics have also been applied in the
detection and treatment of other disease categories.

The National Health Council (NHC) has engaged in
conversations with various patient advocacy groups and
other stakeholders to examine new methods to more ac-
curately identify the benefits of therapies at the point of
care, taking into consideration a patient’s individual ge-
netic makeup.

Creating and utilizing molecular diagnostic tests could
allow us to better target treatments to those who will bene-
fit and reduce costs by more accurately determining safety
and efficacy of related medicines. Janet Woodcock, MD,
director of the Center for Drug Evaluation and Research
at the US Food and Drug Administration, has pointed out

that targeting therapies to the likely-to-benefit patient
groups—or to exclude those individuals with a low prob-
ability of a positive response—is a powerful method of
increasing value in healthcare delivery.? Such advances in
science also hold promise for better health outcomes for
patients with chronic diseases.

Should we wait 10 years while the
needs of patients are left unmet?
We need a system that ensures
that advances in science are more
quickly married to the needs of
individual patients.

PricewaterhouseCooper states in a 2009 report on di-
agnostics that there is “a growing imperative, both clinical
and budgetary, to accompany therapies with diagnostic
tools of increasing sensitivity and specificity to better en-
able the identification of those patients in the relevant dis-
ease subtype and most likely to benefit from the therapy.”™
The company predicts that the marketing model foreseen
for most specialist therapies in 2020 will include a com-
panion diagnostic as a key component.

However, should we wait 10 years while the needs of
patients are left unmet? We need a system that ensures that
advances in science are more quickly married to the needs
of individual patients.

The NHC is proposing a public—private approach that
would remove the barriers that impede progress in the de-
velopment and use of molecular diagnostics.

Currently, there is ambiguity in the evidentiary standards
for molecular diagnostic tests and the regulatory approval
pathway. This lack of certainty discourages investment in
the development of the new therapies utilizing such tests.
What we need is better communication between govern-
ment and industry and a goal-oriented approach to revis-
ing the regulatory process.
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What we also need to do is a better job of explaining
to the public that molecular diagnostic tests could ensure
that individuals with different but related conditions re-
ceive targeted drug therapies that work for their specific
disease subtype.

How we go about clarifying and creating a process to
support greater use of molecular diagnostic testing is cur-
rently under debate. As Dr Woodcock has pointed out,
“Given the huge stakes involved in reimbursement deci-
sions and the variety of methodological approaches that
could be used to compare interventions, an epistemologi-
cal ‘food fight’ over evidentiary standards is likely in this
emerging field.”

If we can get the appropriate stakeholders from the
public and private sectors working together, we can come
up with workable menu of action steps that will greatly
benefit the patient community.
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