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Response to Trujillo’s Article on ‘‘A Drug
Interactions Elective Course’’

To the Editor. A recent article1 by Dr. Jennifer Trujillo
described an excellent curriculum allowing pharmacy stu-
dents in a third-year elective the ability to develop critical-
thinking skills by applying the literature to drug interaction
cases. This elective curriculum should be adapted to be-
come part of the core curriculum of all schools of pharmacy
because its integrative approach mimics real-world situa-
tions that pharmacists encounter in daily practice and al-
lows students to begin to develop clinical judgment.

The American Association of Colleges of Pharmacy
has identified in their Supplemental Educational Out-
comes the importance of the pharmacy student’s ability
to ‘‘evaluate the significance of actual or potential drug
interactions.’’2 Clearly, the ability to make an appropriate
recommendation when faced with a drug interaction is
a core skill that all pharmacists should possess. Therefore,
all pharmacy students should have the opportunity to
practice these skills in a classroom setting which mirrors
the real world.

Other health care professionals expect pharmacists to
be able to retrieve, evaluate, and apply the literature re-
lated to drug interactions. Doing this requires the integra-
tion of different therapeutics classes, kinetics, basic
pharmacology, and clinical judgment. One study showed
that pharmacists and soon-to-graduate pharmacy students
were able to identify potential drug interactions in only
66% of cases.3 Automated drug interaction alerts have
been integrated into many pharmacy software programs
to assist pharmacists in the screening process, but once an
interaction is identified there can be significantly differing
opinions on its severity.4

Pharmacy schools generally do an excellent job of
providing students with voluminous information on the
interaction itself, but very little practice with developing
the clinical judgment needed to contend with such interac-
tions. Students are therefore missing an invaluable oppor-
tunity to develop critical- thinking skills and clinical
judgment through practice with realistic case models. As
a result, when faced with complex drug interaction situa-
tions, they are often unprepared. This deficit which exists
in many pharmacy school curriculums must be addressed,
and the curriculum proposed by Dr. Trujillo is a great
model for others to follow as part of the core curriculum.

Elizabeth Anne Forsberg, PharmD
UPMC St. Margaret
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The Importance of FDA Approval
Packages and Briefing Documents in
Pharmacy Education

To the Editor. A commentary published in July 8,
2009 Journal of the American Medical Association
(JAMA) underscored the importance of Food and Drug
Administration (FDA) approval documents in conduct-
ing truly independent evaluations of the therapeutic value
of new drugs.1 The author concluded ‘‘. . .agency reviews
are the most complete and accurate syntheses of clinical
trial data available—it is time to make better use of
them.’’ FDA approval packages contain rigorously
reviewed data submitted by manufacturers in support of
new drug approvals. These documents have been avail-
able free of charge on the agency’s Web site for over
a decade.

Fundamental to the importance of these FDA docu-
ments is the evidence that only an estimated 30% to 50%
of the randomized clinical trials submitted to the agency
are published, and the majority of those that are not
published appear to be trials with negative results.2,3

This, of course, may result in an overly optimistic im-
pression of the therapeutic value of new drugs by clini-
cians. In addition, this raises questions about the validity
of the drug information sources we as pharmacy educa-
tors traditionally have recommended to our students.
These sources would include the published medical lit-
erature comprised of systematic reviews; meta-analyses;
clinical practice guidelines; and the compendia and da-
tabases that depend on the peer-reviewed literature for
documentation.

Another important source of rigorously-reviewed,
potentially-unpublished clinical trials is FDA briefing
documents prepared for agency advisory committee
meetings. These documents are reviews of early safety
and efficacy data before a drug is approved. They are
required to be in the public domain before advisory
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committee meetings and have been available on the
FDA’s Web site since 2000.

The value of briefing documents may be best illus-
trated by the first dual peroxisome proliferator–activated
receptor (PPAR) agonist muraglitazar (Pargluva) that
was highly touted as a breakthrough by the professional
and lay media. Nissen and colleagues using the FDA
briefing documents for the muraglitazar advisory com-
mittee meeting found that the drug was found to be as-
sociated with excess of major adverse cardiovascular
events.4

Approval and briefing documents can be difficult to
locate due to the nature and size of the FDA Web site.5

The effective utilization of both types of documents re-
quires more than a casual familiarity with drug regula-
tions and a strong background in evaluating clinical
research, including observational research.

The importance and utilization of FDA approval
and briefing documents have been a part of our 2-course
drug information sequence required in the first year of
our doctor of pharmacy (PharmD) curriculum for the past
4 years. This year, 2009, we have instituted a Capstone
Course for our second-professionalyear students in which
they are asked to evaluate the therapeutic value of a drug.
Students are required to use approval documents and/or
briefing documents in their evaluations.

With potentially as much as half of the available data
about new drugs being unpublished, we no longer find it
tenable to routinely, and uncritically, teach and recom-
mend the use of traditional drug information sources for
our students.

Larry D. Sasich, PharmD, MPH
Sana R. Sukkari, BScPharm, MPhil, PharmD
G. Elliott Cook, PharmD
Donald A. Tuttle, PharmD
LECOM School of Pharmacy
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Establishing a Community Practice
Research Fellowship

To the Editor. The shortage of pharmacy faculty
members has been described by the American Associa-
tion of Colleges of Pharmacy (AACP). In 2006, 427 phar-
macy faculty positions were vacant, with almost half of
the positions open for at least 6 months.1 The majority of
these positions were at the Assistant Professor level.1

These data demonstrate that the pharmacy profession
must develop avenues to prepare young pharmacists for
a transition into faculty roles. Postgraduate training pro-
grams, such as residencies and fellowships, provide an
opportunity to refine the pharmacist’s expertise in clinical
practice, research, and education.

As the profession of pharmacy expands to include
higher levels of community-based patient care, the re-
cruitment of pharmacy faculty members with expertise
in community practice and research becomes essential.
According to the American Pharmacists Association, 68
postgraduate year-one (PGY-1) community pharmacy
residency programs are currently available for pharmacy
graduates who are interested in practicing in the commu-
nity.2 The experience that the participants gain through
these residency positions becomes invaluable to schools
of pharmacy that are currently establishing or expanding
community-based programs.

Community-based PGY-1 residency programs are
designed to meet practice development needs, however,
they may not fully prepare residents to engage in scholarly
work or to compete for limited research dollars. Ellis et al
demonstrated that while pharmacy-practice-residency
training improved residents’ perception of their ability
to conduct research, this was not confirmed by their scores
on an objective 18-item test of research-related skills.3

Further, Clark et al found that graduating community
pharmacy residents do not feel well-prepared to engage
in research.4 A more objective measure of preparation for
research activities is the successful publication of resident
research findings. In a survey of residency program di-
rectors, Murphy et al found that while almost half of res-
ident research projects were believed to have had
a positive impact on pharmacy services at their institution,
only 13% had been published.5

A recent survey showed that only 8% of the 2005-2006
community pharmacy residents had accepted faculty posi-
tions at the conclusion of their residency. Feeling unpre-
pared for a faculty role was a factor influencing residents’
decision not to apply for these positions.4

Residents interested in pursuing faculty positions
that involve engaging in scholarly efforts may benefit
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from more formalized research training than what is cur-
rently offered in most residency programs. A research fel-
lowship program could serve as a valuable springboard for
advancing future faculty preparedness to conduct research.
The American College of Clinical Pharmacy (ACCP) de-
fines research fellowships as ‘‘directed, highly individual-
ized, postgraduate training programs designed to prepare
the participant to function as an independent investigator.’’6

In order to address the needs of both academia and
community practice, the University of Pittsburgh School
of Pharmacy has created a Community Practice Research
Fellowship modeled after program criteria set forth by
ACCP.6 The community practice research fellowship
program was established within the Department of Phar-
macy and Therapeutics at the University of Pittsburgh in
2007, through the financial support of an anonymous
alumnus of the school. The development of this program
is in line with the school’s mission to improve the stan-
dard of care for community-based patients. Previous
school initiatives in the community setting include the
establishment of a PGY-1 community pharmacy residency
program in 2006 and the development of a nationally-
recognized model for pharmacist-provided Medication
Therapy Management (MTM) services.7

The goal of this fellowship program is to provide
graduates with a solid foundation in scholarship pertain-
ing to community pharmacy practice, and emphasis is
placed on developing future faculty members. The intent
is that pharmacists will complete the fellowship after
a PGY-1 community practice residency. To our knowl-
edge, this program is the first 24-month postdoctoral fel-
lowship to focus on research pertaining to community
pharmacy practice.

Key Features
General Structure. The fellowship program was

designed to build upon the school’s other community-
based initiatives while assisting in setting a research
agenda for community-based scholarship. The close re-
lationship between the fellowship and the PGY-1 com-
munity practice residency program is depicted in Figure
1. This collaboration is enhanced through regular meet-
ings and shared office space between the residents and the
fellow.

Fellowship Learning Experiences. The core learn-
ing experiences of the fellowship program consist of men-
tored research and graduate coursework (approximately
80%-90% of the fellow’s effort), with the remaining time
devoted to teaching and/or community-based direct pa-
tient care. Specific activities are individualized to meet
the fellow’s interests and career goals. The fellow is ad-
vised by the program director and a committee consisting
of faculty members with expertise in community phar-
macy practice and health services/health outcomes re-
search. The fellow meets weekly with the program
director and every 6 months with the full committee.

d Mentored research activities. The ACCP Guide-
lines for Clinical Research Fellowship Training
Programs list several skills that are essential
to achieving competency in clinical research.6

In the community practice research fellowship,
the majority of these skills are developed through
the completion of research activities under the
guidance of the fellowship director and other
researcher preceptors. As part of these research
efforts, the fellow is required to gain experi-
ence in grantsmanship through authoring and

Figure 1. Program.
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submitting at least 1 grant application for fund-
ing consideration.
Due to the emphasis on training future faculty
members, the fellow is also required to gain ex-
perience in the scholarship of teaching, providing
the opportunity for course material design, and
formal evaluation.

d Graduate coursework. Specific coursework is
dependent on the needs and interests of the fel-
low, however, the fellow is encouraged to enroll
in 1 of several degree programs at the University
of Pittsburgh, leading to a certificate in clinical
research, a master of science, or master of public
health degree.

Experience with the Program. While the program
has graduated only 1 fellow to date (in July 2009) and
limited outcomes ‘‘data’’ are available, we believe others
may benefit from considering this educational model at
their own institutions. The collaboration structure high-
lighted in Figure 1 generated 7 successful foundation
grant applications (fellow as principal investigator on
3) and 2 publications that are in press. Several additional
papers are in the preparation and submission/review
stages. All of the research efforts relate to the common
goal of improving the delivery of community-based
pharmacist care and emphasize understanding the social,
administrative, and behavioral aspects of these services.
At the University of Pittsburgh, the fellowship served as
a natural next step for the school’s first PGY-1 commu-
nity practice resident who was interested in academia.

Faculty members from 2 other colleges of pharmacy
have approached the authors to express interest in estab-
lishing similar programs at their institutions. Others in-

terested in discussing further our experiences with the
fellowship are invited to contact us for more information.

Margie E. Snyder, PharmD, MPHa,b

Melissa Somma McGivney, PharmDb

Randall B. Smith, PhDb

a Purdue University School of Pharmacy and

Pharmaceutical Sciences
b University of Pittsburgh School of Pharmacy, Pittsburgh, PA
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