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Indication or diagnosis should be
required on prescriptions
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SUMMARY

Although prospective drug utilization
review and patient counseling have long
been recognized as professional and
ethical responsibilities of pharmacists, the
implementation of the Omnibus Budget
Reconciliation Act of 1990 made them legal
responsibilities. Ensuring the safety and

A provision of the 21st Century Cures
Act passed in 2016 and implemented
April 5, 2021, now provides patients
with free and unfettered electronic
access to their personal health care
information including, but not lim-
ited to, physical exam notes, imaging,
laboratory and pathology reports,
progress notes, consultations, and
discharge summaries."” Although
this “open notes” mandate received
pushback from some quarters, it has
generally been hailed as a positive
step toward a more inclusive and par-
ticipatory approach to health care by
patients and providers.?

While we applaud the effort to
provide patients with better access
to their health care information, it is
discouraging that pharmacists, the
health professionals who prescribers
rely on to implement their medication
plans for patients, do not have similar
access to decision-relevant patient
information. Instead, dispensing
pharmacists, especially those in retail
settings such as community, mail,
and specialty pharmacies, continue
to practice in a virtual information
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effectiveness of prescription pharmaceuti-
cal care requires that all members of the
prescriber-patient-pharmacist triad are
equally informed about the therapeutic plan
for which the pharmacist is professionally,
ethically, and legally responsible for prop-
erly implementing. Providing pharmacists
with the clinical indication or diagnosis is an
important and long overdue first step.

vacuum with respect to the clini-
cal information that prescribers
considered when they created their
therapeutic plan for the patient.

The Pharmacist’s
Responsibility in
Drug Therapy

A bit of historical context is help-
ful to understand why lack of access
by pharmacists to patient informa-
tion is a barrier to effective care and a
threat to patient safety. The prospec-
tive drug utilization review (pro-DUR)
provisions of the Omnibus Budget
Reconciliation Act of 1990 (OBRA
‘90) required pharmacists to evalu-
ate prescribed medication therapy
before dispensing to ensure that it is
appropriate, medically necessary, and
not likely to result in adverse events.*
Following the act’s implementation in
1993, these pro-DUR provisions were
written into every state pharmacy
practice act, making them a legally
mandated responsibility of pharma-
cists, as was the requirement that
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pharmacists offer to counsel patients
on their therapy.

While the expectations for pharma-
cist review of prescribed medication
therapy were significantly increased
by OBRA ‘90, the information inputs
available to help make these criti-
cal clinical judgments were not. Two
particularly relevant questions that
a pharmacist must ask and answer
to fulfill the pro-DUR requirements
of OBRA-90 are “what is the prob-
lem being treated?” and “what is the
clinical objective of the therapy?”.
Answering both questions is essential
if a pharmacist is to accurately assess
the appropriateness of the prescribed
medication therapy and adequately
counsel the patient.



Fulfilling their professional responsibilities is difficult
enough given the paucity of patient information to which
pharmacists routinely have access in many practice set-
tings. When adding the potential complexity introduced by
off-label prescribing, it becomes virtually impossible to do
so with any confidence.” Lacking the diagnosis or clinical
indication for which the medication is being prescribed,
pharmacists must infer it from knowledge of the drug. This
inference, however, is subject to error.

Benefits of Indication-Based
Prescribing and Dispensing

Asserting in their 2016 perspective published in the New
England Journal of Medicine that it is “time to enter the
age of reason,” Schiff et al presented a cogent argument
for universal adoption of indication-based prescribing,’
noting that “there are 5 ‘rights’ required for safe medica-
tion ordering and use: the right patient, the right drug, the
right dose, the right time, and the right route. But there’s a
sixth element that must be correct—and we believe it’s time
to add to each prescription an ingredient that’s currently
conspicuously missing: the right indication.” Among the
benefits cited in their commentary were improved medica-
tion safety, enhanced patient education and empowerment,
improved clinical documentation, and better communica-
tion with all members of the health care team, specifically
including pharmacists.

Research has demonstrated that including indication on
electronic prescriptions reduces prescribing errors and the
frequency with which pharmacists are required to consult
prescribers to clarify or correct prescription orders,®
thereby reducing workflow interruptions for pharmacists
and prescribers.® Providing indications on prescriptions
has also been shown to improve the quality of patient
counseling, leading to better medication adherence.'"
Pharmacists have also been found to make significantly
better pro-DUR-related clinical decisions when they have
access to the diagnosis or the reason for use of a prescribed
medication.” An additional benefit is that it would allow
pharmacy benefit managers to conduct prior authorization
more efficiently and with fewer disruptions in care.®

In recognition of these benefits, pharmacy professional
associations and medication safety organizations have been
calling for the use of diagnosis, indication, or reason on
medication orders for over 2 decades. In 1997, the National
Coordinating Council for Medication Error Reporting and
Prevention stated that “prescription orders should include a
brief notation of purpose (eg, for cough), unless considered
inappropriate by the prescriber™ In 1993, the American
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Pharmaceutical Association (now the American Pharmacists
Association) provided additional support when it adopted a
resolution stating that “APhA supports a legal requirement
for the provision of diagnosis, lab results, and/or intended
therapeutic outcome to accompany prescription orders.”®
This resolution was restated in 2001 that “APhA supports
the inclusion of the diagnosis or indication for use for
which the medication is ordered.” In 2004, the National
Association of Boards of Pharmacy added their endorse-
ment by adopting a resolution to “encourage national and
state medical associations and other interested parties
to support legislative and regulatory efforts in the states
to require prescribers to include the indication for the
medication on all prescriptions and medication orders
issued orally, in writing, or transmitted electronically.”’¢
More recently, the Institute for Safe Medication Practices,
the premier medication safety organization in the United
States, also reiterated and reinforced its own long-standing
support for indication-based prescribing and communica-
tion of the indication to the pharmacist.”

The authors of this commentary include 2 research-
ers in medication safety management with first-hand
experience practicing pharmacy in an information-rich
environment (Indian Health Service). The third author is
a board-certified internal medicine physician with over
2 decades of experience in private practice. We have each
observed the effect of enhanced access to information on
improved patient outcomes from the research bench and
the patient bedside.

Potential Barriers

If there is such a broad-based and long-standing support
for inclusion of the indication or diagnosis on prescrip-
tions, why has it still not happened? Why have state boards
of pharmacy (BOPs) not exercised their discretionary
rule-making power to add this as a requirement for a legal
prescription order? The answer, we believe, is the same
reason why most BOPs have still not declared handwritten
prescription orders illegal outside of legitimate emergency
situations, despite the indisputable fact that doing so would
immediately and significantly improve patient safety: they
simply lack the political courage to do it.

The unwillingness of BOPs to issue such a rule may be
due at least in part to the opposition it is likely to gener-
ate from state medical associations and organizations
representing other prescriber groups. It must be recalled
that BOP members are gubernatorial political appointees
in most states and are therefore subject to political
considerations. Few governors are likely to appreciate
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being placed in the awkward position
between citizen safety and powerful
interest groups.

Beyond political considerations,
BOPs likely also recognize that some
of the reasons for opposition to such
a proposed rule may have merit. In
our own state of Arizona, we have
conducted a number of surveys of
prescribers to identify their con-
cerns relative to such a potential
requirement.”® Among the most com-
monly cited reasons for opposition
were increased time required of the
prescriber, patient confidentiality
or privacy concerns, fears that the
information may be used by payers
to deny coverage for nonformulary
drugs or off-label uses, and skepticism
regarding the ability of software to
accurately transmit and display the
information.

The fear that a required indication
or diagnosis mightbe used by payers to
deny coverage for some prescriptions
appears to be a particular concern
to some prescribers, especially since
selected off-label uses are widely con-
sidered to be the standard of care for
some medications. But while requiring
indication or diagnosis may result in
the need for prescribers to provide
additional justification in some cases,
having this information universally
associated with the medication order
could assist in the generation of real-
world evidence to support eventual
labeling changes to recognize addi-
tional indications. Moreover, such
information would be essential in a
possible future of indication-based
drug pricing in which different prices
might be charged for different uses
of a particular drug, thereby better
linking the price of a drug to its value
in use.”

Another legitimate concern ex-
pressed by prescribers is the concern
that they may not always be in a
position to indicate a definitive diag-
nosis or clinical indication, since the
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patient’s response to the medication
may be part of a differential diagnosis.
In such cases, unequivocal disambigu-
ation of alternative indications is not
possible, and the implementation of
such a requirement would have to
allow for such circumstances.

Beyond prescribers, we can envi-
sion that there may be resistance to
such a requirement from pharmacy
itself. It is not difficult to imagine
that some pharmacists and phar-
macy corporations may oppose such
a requirement due to concerns of
increasing dispensing time and
cost, reduced productivity, and/or
increased liability exposure.

Pharmacy computer systems
would have to be able to receive and
accurately display this information at
the point of dispensing, which may
require software updates for some
pharmacies with concurrent cost
implications. Moreover, efficiently
and effectively using this additional
information may require some addi-
tional clinical skills development of
pharmacy staff that would also have
cost implications.

We recognize that concerns about
requiring indication or diagnosis on
prescription orders are not without
merit. However, we believe these con-
cerns, while valid, are far outweighed
by the benefits to safer and more
effective patient care that results
from a more complete exchange of
information between prescriber and
pharmacist. While access to the com-
plete medical record would be ideal
and should be the long-term goal,
providing the pharmacist with the
clinical indication or diagnosis is an
essential move in the right direction.

Conclusions

Implementation of the “open notes”
provisions of the 2Ist Century
Cures Act will provide patients

with access to virtually all of their

medical records. Although pro-DUR
and patient counseling have long
been recognized as professional and
ethical responsibilities of pharma-
cists, the implementation of OBRA
90 made them legal responsibilities.
Ensuring the safety and effectiveness
of prescription pharmaceutical care
requires that all members of the pre-
scriber-patient-pharmacist triad are
equally informed about the therapeu-
tic plan for which the pharmacist is
responsible for properly implementing
on behalf of the prescriber. Providing
pharmacists with the clinical indica-
tion or diagnosis is an important first
step that is long overdue.
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