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istration (FDA) held a public meeting chaired by

Dr. Randall Lutter, Deputy Commissioner for
Policy, and Dr. Douglas Throckmorton, Deputy
Director for the Center for Drug Evaluation and
Research, to discern the prevailing thought on the pos-
sibility of developing a behind-the-counter (BTC) sta-
tus for drug access in the United States. Similar to
over-the-counter (OTC) status, BTC would allow a
patient to access medications at the pharmacy without
seeing a doctor. Unlike OTC, however, access would
not be allowed without the intervention of a learned
intermediary. But, unlike a prescription medication,
BTC would allow a patient to access drugs after an
assessment and decision by a pharmacist.

BTC is currently a practice in several European
nations, Canada, and Australia. In the United States,
there is a limited version of BTC with a very narrow set
of drugs, including cold remedies containing pseu-
doephedrine and Plan B oral (morning after) contra-
ceptives; however, proponents of BTC status are quick
to point out that there is a real difference between
these types of drugs that involve the pharmacist in a
policing action, where the pharmacist’s role is to check
age and intention, over a pharmacist’s role as a true
learned intermediary where there would be evaluation
and counsel.

The event of a meeting held by the FDA suggests at
least an openness of thought to the concept of BTC
status, but the realities, as revealed in the course of the
FDA’s meeting, may be far different. It was the third
time the FDA has met to discuss BTC, the first time
being in the 1970s and the second in 1995.

There is ample reason for continued interest in a
BTC status for the United States. One driver for drugs
to switch from (prescription) Rx to OTC status is nat-
urally that of access. OTC status opens the way for
those without traditional access to healthcare channels
to be able to access medications that they otherwise
might not be able to obtain. Another obvious driver is
cost, which also affects access, allowing for many
(though not all) patients to access medications for far
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less than they would otherwise pay, unless that access
were subsidized by an insurance program.

But a cornerstone criterion for the switch is that the
patient can self-diagnose and self-treat the condition
for which treatment is sought and use the compound
safely. Some drugs just miss that call.

For example, in 2007 Merck attempted to switch
Mevacor, a statin, from Rx to OTC status for the third
time and failed. There have been some medical profes-
sionals who are such strong advocates of widespread
statin use, that they have jokingly made statements that
statins, like fluoride, should be in our drinking water.

One of the reasons for the statin Rx to OTC switch
failure, however, is that because patients cannot self-
diagnose or self-monitor high cholesterol, the drug
does not meet switch criteria. But is a physician neces-
sary to assess, diagnose, and monitor the patient?

The landscape is further complicated when consid-
ering the fact that “ready-clinics”—stripped down
instant healthcare available in many retail establish-
ments—are increasingly common and seen as a way to
cut costs and improve access.

The FDA meeting involved 6 panels designed to
represent various stakeholder groups, ranging from
pharmacy organizations to educational institutions to
consumers, retailers, and manufacturers. Noticeably
absent were payors, despite the fact that reimburse-
ment for pharmacists emerged as a major issue that
would define the success or failure of a BTC initiative.

Of the panelists, the split between those who sup-
port a BTC designation and those who opposed was
largely predictable, divided along lines of pharmacist
groups being in favor of BTC status, and most physi-
cian-based groups, such as the American Medical
Association, unequivocal in their opposition.
Consumer groups and some professional societies fell in
between, expressing some limited support for BTC,
particularly to save consumers money, but offering cau-
tion as well on several points.

There have been and remain many barriers to the
institution of a BTC class that do not appear poised to
be resolved anytime soon, particularly when considering
the overwhelming and growing regulatory burden and
challenge that the FDA is facing for 2008 and beyond.

For example, for a pharmacist’s transformed role, it
is clear that there also needs to be a mechanism for
reimbursement, which does not exist now. If a pharma-
cist takes time to evaluate and counsel a patient
beyond today’s standards, how will the pharmacist be
paid for that service? Currently, there is no mechanism
on either the public or private side. Reimbursement
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would need to address not only the time of the phar-
macist, but the increased liability that is being assumed
in the role of prescriber.

Reimbursement is also a factor when it comes to the
patient. How will BTC drugs be reimbursed, if at all?
Currently most OTC drugs are not reimbursed, though
they may be covered by a patient’s flexible payment
system through their employer to use pretax dollars for
purchase. Most Rx drugs are reimbursed by public and
private plans. And if products are not reimbursed, how
does that affect the increased patient access that is one
of the primary goals of a BTC system? Where would
BTC drugs fit into the reimbursement scheme?

There are a myriad of other issues as well, including
that most pharmacies are not equipped to provide
examinations, blood draws, and room for private, con-
fidential counseling and record-keeping, and would
need to be revamped to accommodate a new role for
the pharmacist as an evaluator and prescriber. Finally,

although many younger pharmacists may be trained in
patient evaluation, many older pharmacists might not
be. To bring pharmacists into a new role, there must be
a new standard of training and licensing that would
require time and money to construct.

Although BTC may continue to be an aspiration
for some, it became clear in the course of the FDA
meeting that any movement to transform the current
2-tier system to a 3-tier system would require signifi-
cant commitment on the part of many stakeholders to
put into place the mechanisms and safeguards that
ensure that the existence of a BTC status would in fact
reach the goals set for it—to increase patient access
and to reduce costs. l

M. Senak is Sr. Vice President at Fleishman-Hillard
in Washington, DC, and author of Eye on FDA,

www.eyeonfda.com.

Call for Papers

The editors of American Health & Drug Benefits™ (AHDB) are pleased to invite readers to submit
articles for publication on topics examining advances in clinical, business, and regulatory developments
relevant to attaining value—a balance of cost, quality, and access—in formulary and benefit design strate-
gies. AHDB offers an open forum for all healthcare stakeholders to present their needs, initiatives, and
data, with the goal of aligning stakeholder incentives in the development of patient-centered health and
drug benefits that meet the needs of all stakeholders—patients, providers, payors, purchasers, distributors,
regulatory, manufacturers, evaluators, and researchers.

Articles should aim to identify key issues that can improve the quality and efficiency of our healthcare
delivery system in general and of formulary and drug benefit design strategies in particular.

All papers will undergo a peer-review process, and authors will be notified of any changes needed before arti-
cles can be accepted for publication. Please submit your article electronically to editorial @AHDBonline.com,
or mail to AHDB, PO Box 423, Long Valley, NJ 07853. For complete information on how to submit articles,
see Information for Authors, page 12.

www.AHDBonline.com | 57


http://www.AHDBonline.com
http://www.eyeonfda.com
mailto:editorial@AHDBonline.com

