ONLINE

—videncelViatters

A PUBLICATION OF UNITED BIOSOURCE CORPORATION OCTOBER 2010 VOLUME XVI ISSUE 3

Market Access &
Health Technology Assessment (HTA)

Inside this Issue

FOCUS SECTION

Market Access—The Definition
Funding Health Technology
Toolkits for Market Access

Reimbursement in a World
of Uncertainty

Innovative Applications of HTAs

The Role of HTAs in the U.S.
Market Access in Italy

Insights on the French DRG System
Reimbursement Issues in Germany

Market Access— The Definition

Depends on the Viewpoint

By Sandy W. Robinson, MPA, Executive Director,
Center for Pricing & Reimbursement

. There are several dynamics surrounding the

‘ entrance of new drugs, biologics, devices, and
diagnostics in the marketplace that have converged

in the last five to ten years, including:

= Rising costs of new drugs and biologics coming to market
resulting in increased payer control and restrictions

= Increased concern regarding drug safety and the need
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= Demand for more evidence that a product is not only safe and
efficacious, but that the “value” can be clearly demonstrated,
particularly as compared to competitive therapies

These key issues, as well as other dynamics, create an increased need
for strategic planning to ensure that the new products are adopted
by key stakeholders and therefore accessible upon approval and
launch with minimum barriers to use. This is how market access
is defined.

It is important to remember, however, that different stakeholders
view market access each through a different lens. The table below
highlights these varying viewpoints.

The key to strategic planning is to not miss any of the stakeholders’

perspectives, but instead take the multi- or inter-disciplinary approach
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to ensure all viewpoints Audience Viewpoint

have been considered in Will the clinical trial endpoints be met, and if so, will the

preparing for access to Medical or Clinical Affairs | evidence be sufficient to receive approval by the appropriate
the marketplace. This governing body?

can be accomplished by Product Commercialization | What will product uptake be? How do | remove any potential
careful planning using a Teams obstacles to uptake?

well-defined process, Should | prescribe this for my patients and why? Are there

Providers payer-imposed restrictions that make it administratively

which takes the burdensome to prescribe?

following steps:

Is this a good treatment option for me? How hard will it be to

= Designing trials Patients gain access to the product? How much will | need to pay out
to collect the of my pocket?
endpoints that will Health Technology Does the evidence support that the technology meets (or fails
be meaningful to Assessment to meet) the criteria evaluated?
. - ST
payer audiences as Regulatory Body qus the evidence prove Fhe prodqct work§. Is it safe and
well as regulatory efficacious? Do the benefits outweigh the risks?
bodies Is the product safe and efficacious? What is the cost? What is
Payer the value relative to other therapies? What techniques should
= Gathering and be used to ensure appropriate utilization?

generating sufficient

evidence to demonstrate value

to health technology assessment
bodies, payers, and other audiences

= Complying with regulations to assure
safe use

= Minimizing administrative burden to
providers of care

= Designing support programs to assist
providers and patients in gaining
access to the needed products

= Tailoring messages to the right
audiences at the right time

All of these should lead to successful
commercialization of the product or
market access and uptake.

For more information, please contact
Sandy.Robinson@unitedbiosource.com.
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