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DISTRICT Ill NABP REPORT
Dyke F. Anderson, R. Ph.
President, NABP

Thank you. It's a pleasure to be with you all this (morning, afternoon). | would like
to take a few moments before | begin my remarks, to recognize a few individuals who have
contributed so much of their time and talent to NABP and its activities. Well known to all of you are
NABP President-Elect Jerry Moore of Alabama, and Treasurer Joe Whaley from Georgia. Would
you both stand please. Thank you.

| would also like to recognize past president Gene Argo, who is aso from Georgia and
David Work from North Carolina. Gene, David, would you please stand. Thank you. During the
years that Gene and David served on the NABP Executive Committee, the Association welcomed a
new executive director, moved twice to accommodate the growing staff, and experienced
exponential growth in the NABPLEX, FDLE, and FPGEC examination programs. Critical to the
success of these efforts was the strong |eadership provided by our Executive Committee.

| bring this to your attention because during this meeting you will have an opportunity to
select your district’s representative to next year’s Nominating Committee. This committee, which
will meet during NABP's 96" Annual Meeting in Nashville, May 6 —10, will be responsible for
dating candidates for the open positions on the Association’s Executive Committee. As you
consider your district representative and alternate, | urge you to keep in mind the vital role of the
Nominating Committee in determining the future direction of NABP.

There is another group of individuals that | would like to recognize today. Without the
contributions and hard work of those members who volunteer to serve on its task forces and
committees, NABP would be unable to address the many issues that confront the state boards of
pharmacy each year. The following individuals from district three have been appointed to NABP's
task forces and committees for the coming year: Harold Hodgson, Jr. has been appointed to the
Committee on Constitution and Bylaws, Michael Moné is the chairman of the Committee on Law
Enforcement/ Legislation; Alan Corley will serve on the Task Force on the Licensing of Pharmacy
Benefit Managers; Dianna Drake is the chair, Paula Hinson is a member and Al Lockamy an
alternate member of the Task Force on the Manpower Shortage; Ann Perry is a member and Mark
Conradi is an aternate on the Task Force on the Standardization of Technicians Roles and
Competencies; and John Taylor and Kendall Lynch has been appointed to the Task Force to
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Examine the Quality and Standards for Internship Requirements. On behalf of NABP, | thank you
for volunteering your services and | encourage everyone to consider helping the Association and the
profession in this very rewarding way.

And finaly | would like to recognize Carmen Catizone, NABP's Executive
Director/Secretary, representing the NABP staff at this meeting. Carmen, please stand.

If the Annual Meeting concludes many of NABFP's activities for the year, the NABP/AACP
district meetings surely signal the beginning. There has always been for our two associations a
shared sense of excitement and optimism as we plan for these early-autumn conferences; a feeling
that perhaps this year all of our goals will be met, our dreams fulfilled. Not only is AACP our long-
time partner in the fall district meeting programs, its members have been welcome contributors to
many of our committees and task forces. Certainly our joint efforts on behalf of the Pharmacy
Manpower Project continue to bear fruit, particularly in recent years, as the rumors of a pharmacist
workforce shortage proved true.

Nevertheless, at NABP, we are enthusiastic about the future and looking forward to meeting
the challenges of the new season. | recently returned from an NABP Executive Committee retreat
where we reviewed the Association’s programs and goals, and mapped out a Strategic Plan that will
guide our future activities. Some of our decisions will be apparent this year in the development of
NABP' s disease state management examinations (DSM) and membership in the National Institute
for Standards in Pharmacist Credentialing (NIPSC), our efforts on behalf of outcomes-based
regulations, the new Verified Internet Pharmacy Practice Sites (VIPPS), and through the issues
addressed during the Association’s fall committee and task force meetings.

The DSM examinations, as you al recall, were launched in the spring of 1998. Four groups
formed NISPC in August 1998: National Community Pharmacists Association (NCPA), National
Association of Chain Drugs Stores, Inc. (NACDS), American Pharmaceutical Association (APhA),
and NABP. Asof the June 1999 administration, more than 700 DSM examinations had been given.
More than 20 groups, including state boards of pharmacy, state associations, schools and colleges of
pharmacy, and other entities have signed letters of agreement with NABP to administer the exams.

As the program continues to expand, we are proceeding with plans to convert the DSM
exams from their present paper and pencil format to a computer-adaptive platform. Once completed,
the new computer-based exams will be more readily available to pharmacists from around the
country who wish to become credentialed in disease-specific patient care services. A request for
proposal was issued to test vendors interested in handling the transition.  Information about the
DSM examinations program and the NISPC credential are available on the new NISPC Web site at
Www.nispcnet.org)

Two years ago, NABP laid the first stepping stones for a new pathway to pharmacy
regulation. As the pharmacist’s role continued to expand into more clinical areas and alternate sites,
the one-size-fits-al regulatory process that primarily addressed the dispensing function was
beginning to pinch. If the role of the pharmacist is changing, we reasoned, such a shift should be
reflected in the state practice acts. And so began NABP's Regulating for Pharmaceutical Outcomes
Project.

Lead by Professor David Brushwood of the University of Florida College of Pharmacy, the
Project encompassed two national surveys; one sent to the members and staff of the state boards of
pharmacy, and the second to a randomly selected list of practicing pharmacists. The data from the
surveys were compiled and used by Dr. Brushwood to develop model language for outcomes-based
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regulation. This language has been reviewed by two NABP task forces and will be considered by the
Committee on Law Enforcement/Legidlation at their meeting early next year.

In this, the final year of the developmental stage of the Project, we have asked Dr.
Brushwood to develop and moderate a special seminar from 1:30 to 5 p.m. on Sunday, September
26, just prior to NABFP' s Executive Officers Conference at the JW. Marriott Hotel in Washington,
DC. This four-and-a-half hour continuing education program will look at the history of outcomes
regulation, provide an overview of the NABP Project, and explore the risk management, practice,
and board of pharmacy perspectives surrounding the issue. | encourage you to attend this important
Seminar. As the practice of pharmacy evolves to meet the chalenges of the 21% century’s
technologically enriched multi-disciplined health care team, the boards must be prepared to offer
regulatory language that fosters and encourages such growth.

At NABP, we believe that the practice of pharmacy is full of promise for those who welcome new
opportunities for professional and personal growth. It is our hope that our two great organizations
will continue to light the way for those who seek to grow.

| thank you for inviting me to join you today, and on behalf of the Executive Committee and
member boards of the National Association of Boards of Pharmacy, | wish you a very successful
and productive district meeting.
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DISTRICT 1l AACP REPORT

Richard P. Penna, Pharm. D.
Executive Vice President, AACP

REPORT OF THE AMERICAN ASSOCIA'IT(I)OTNHEF COLLEGES OF PHARMACY

DISTRICT MEETINGS OF THE
NATIONAL ASSOCIATIOnggFgBOARDS OF PHARMACY

On behalf of the members and Board of Directors of the American Association of Colleges
of Pharmacy, | am pleased to be with you again this year and to provide this annual report
of AACP activities of interest to NABP and its districts. The past year has seen substantial
progress on a variety of fronts as our two organizations continue to work together and with
other organizations in pharmacy to improve the quality and safety of medication use for
the patients that pharmacists serve. The message of pharmaceutical care is increasingly
being heard by policymakers, other health professionals, regulators, and the public. That
is good news for everyone.

For continued progress to occur, the dialogue must not only continue but be enhanced.
Evolving models of health care delivery, proposals for significant change in federally
supported health care programs, and concern about professional workforce size and
distribution are but three of the many issues that inevitably impact both the educational
and regulatory sectors of pharmacy. The size and nature of the pharmacy profession are
such that factors affecting any component of pharmacy inevitably impact others as well.
We simply must collaborate in order to be successful.

NABP District Meetings — Nowhere is that collaboration more evident than in the joint
efforts of our two organizations in fostering dialogue at the NABP district meetings. As
has been the case for several years, AACP staff or one of its presidential officers is
participating in all of the NABP district meetings again this year. Some of the issues with
which we continue to deal are complicated, and pressing, such as the issue of voluntary
credentialing of pharmacists. The issues remain important and “on the front burner.” But
it has been the dialogue fostered by these meetings over the past couple of years that has
enabled much of the progress that has occurred in recent months, reinforcing AACP’s
commitment to participate in the district meetings and to encourage our member colleges
and schools to do the same.

Pharmacy Manpower Project, Inc. — The renewed interest expressed last year by the
Bureau of Health Professions concerning pharmacy workforce issues has now been
translated over the past several months into specific activities, including assignment of
additional staff by the Bureau to update the predictive model for pharmacist workforce
supply. Progress on the model’s refinement was reported during the May 1999 meeting of
the PMP Board of Directors. The PMP members also established subcommittees on the
twin issues of supply and demand for pharmacists and are developing a demographic
survey process for pharmacists in the U.S. to be accomplished over the next one to two
years.

The past year saw an important addition to the PMP membership in the form of the
Pharmacy Technician Certification Board (PTCB). Voted into membership last spring,
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PTCB will bring to PMP important information about the technician workforce in pharmacy
and the rapid development of support for voluntary credentialing of this segment of the
pharmacy workforce in the professional, employer, and technician communities. We are
also very pleased to report that the National Association of Chain Drug Stores has
returned to PMP membership after an absence of two years. This is particularly important
given the expressed concerns about shortages of pharmacists in this and other segments
of the profession and certain regions of the U.S. NCPA has also been asked to consider
rejoining the PMP.

PMP also continues its work on the “demand” side of the workforce equation. PMP
consultant Dr. Katherine Knapp of the University of the Pacific has worked during the past
year to develop an Internet-based site for reporting demand for pharmacists in various
practice and regional settings. Together with the information being provided anecdotally
by employers and schools of pharmacy, PMP is seeking to develop a practical method of
characterizing current demand for pharmacists that is user friendly. We are cautiously
optimistic about the possibilities, despite the admitted challenges of accurately
characterizing demand over any long period of time in rapidly changing health care
markets.

Practitioner Education Issues — Practitioner interest in pursuing the doctor of pharmacy
degree via part-time and nontraditional educational pathways continues to grow. In fall
1997 some 2,550 pharmacists were enrolled in such programs, an increase of more than
40 per cent from the previous year's 1,778. This number now dwarfs the number of
students enrolled in full-time traditional postbaccalaureate PharmD programs. Clearly a
substantial and growing number of our colleagues are embracing this opportunity and
mechanism to enhance their professional skills while maintaining their practices.

The past year also saw an important milestone in the continued evolution of certificate
programs as an instrument of pharmacists’ continuing professional development. We are
very pleased that NABP, together with fourteen other organizations within pharmacy,
participated in the 2" Invitational Conference on Certificate Programs in Pharmacy,
convened last August by AACP in collaboration with the American Council on
Pharmaceutical Education (ACPE). The conference resulted in a profession-based
process for developing and implementing standards and guidelines for strengthening the
quality of certificate programs in pharmacy. Those standards, drafted by ACPE at the
direction and with the involvement of all the conference organizations, have now been
formally adopted by ACPE and will guide the profession’s development of certificate
programs as we move into a new century.

With this development is likely to come an enhanced value and importance of certificate
programs in the professional development of pharmacists throughout their careers. This
will be particularly true with very targeted sets of practice skills and competencies that lend
themselves to the certificate program model of professional education. This approach,
together with traditional continuing education programming and degree-granting curricula,
will offer practitioners a valuable and varied menu of educational resources with which to
continue their professional education over their practice lifetimes.

The issue of voluntary postlicensure credentialing of pharmacists, so much a part of our
dialogue last year, has continued its “early stage” evolution. Thankfully, that is occurring in
an increasingly collaborative and cooperative atmosphere fostered by the involvement of
additional representation of the profession within the National Institute for Standards in
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Pharmacist Credentialing and with the formation of the broad-based, profession-wide
Council on Credentialing in Pharmacy.

AACP and, we trust, other organizations learned some valuable lessons from last year’s
events. As much as we might like to have an orderly and incremental process for building
the profession’s voluntary postlicensure credentialing systems, the changing health care
environment is likely to demand flexibility and creativity, particularly in the early phases of
development. Indeed, the profession may benefit from “more than one approach” in
developing ways in which pharmacists can document their capabilities to deliver
contemporary services and care. Nevertheless, one thing remains clear. To be
successful in the longer term, the processes that are ultimately developed must be
supported by both the professional and regulatory communities in pharmacy as well as
other components of the health care system. The progress and enhanced dialogue of the
past year are to be applauded, but must also be sustained and enhanced if we are to
achieve our goals in this important area.

Curricular Change -- Curricular evolution continues to characterize the world of AACP
members. The 1998/99 school year represents a watershed year for pharmaceutical
education. More students are currently enrolled in programs leading to the PharmD
degree than to the BS degree. Two years from now Standards 2000, the revised
standards and guidelines of ACPE, will serve as the single quality benchmark for all
professional degree programs in pharmacy. And by that time, it is anticipated that all but 3
or 4 schools of pharmacy will be offering the doctor of pharmacy degree as their sole
professional program.

These events have prompted an enormous commitment of time, people, and resources of
our member schools to participate in curricular and pedagogical innovation. AACP has
sought to serve its members’ needs in this area through our innovative AACP Institute
initiative. Over the past four years, including the 1999 Institute in May of this year, 61 of
our member schools have sent five-member teams to this four-day program. The
Institute’s programming fosters improvements in pedagogy, teaching methods,
assessment of student learning, and other approaches that can enhance both the
teaching and learning processes in schools of pharmacy. And this year, for the first time,
three schools of nursing sent teams as well, both to share in the experience and to foster
a greater commitment to interdisciplinary education and collaboration.

AACP’s CAPE Educational Outcomes Advisory Panel has completed its review and
revision of the educational outcomes of professional degree programs in pharmacy and
the information is posted and available to interested parties on the AACP Web site
(www.aacp.org). NABP past-president David R. Work provided valuable service and
guidance as a part of the panel. We look forward to continuing these types of linkages as
we work together to provide valuable resource documents for curriculum improvement in
our schools.

In summary, it has been a good and busy year. And the future looks equally promising.
As we continue to work together, patients and pharmacists alike will benefit from our joint
efforts to assure the rational, safe, and effective use of medicines.

Best wishes for a most successful NABP district meeting.

DISTRICT 1l NABP/AACP
NECROLOGY REPORT

Samuel T. Coker
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Auburn University

According to the information provided to me by the Boards and Colleges of Pharmacy, the
following faculty and board members have deceased since the 1998 meeting in Charleston:

Alabama Board of Pharmacy

Mr. Mahlon G. Turner
Mr. William F. Davoren

Florida Board of Pharmacy
Mr. Daniel R. Noble

North Carolina Board of Pharmacy

Mr. Lloyd Davis, Inspector

Tennessee Board of Pharmacy

Dr. R. C. “Dudley” Hoskins
Mr. Harvey R. Menkis

University of Florida

Dr. Perry A. Foote, Professor and Dean Emeritus (39 Years)
Mr. Harvey R. Menkis

University of Kentucky

Dr. Paul F. Parker, Professor Emeritus, Hospital Pharmacy

University of Tennessee

Dr. Ken Avis, Professor of Pharmaceutics

Are there others?

Please rise for a moment of silence in memory of our departed friends and colleagues.
Dear Lord, we thank you for these lives who have served you and their communities through their
profession. Amen.
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DISTRICT 1l NABP/AACP COMMITTEE APPOINTMENTS

Time & Place Committee

David R. Work - North Carolina Board of Pharmacy, Executive Director _
William H. Campbell, Dean, School of Pharmacy, University of North Carolina

NABP Resolutions Committee

David R. Work - Narth Carolina Board of Pharmacy - Chairman
Ann Perry - Georgia Board of Pharmacy

Tom Alford - Alabama Board of Pharmacy

Jeff Lurey - Georgia Board of Pharmacy

NABP Nominating Committee

Melinda Joyce - Kentucky Board of Pharmacy - Chairman
Kendall Lynch - Tennessee Board of Pharmacy
Mark Conradi - Alabama Board of Pharmacy

Audit Committee

Dwaine K. Green - Kentucky Board of Pharmacy - Chairman
William H. Campbell - Univérsity of North Carolina

Dianna C. Drake - Tennessee Board of Pharmacy

John Taylor - Florida Board of Pharmacy

OPENING SESSION
20



THE NEED FOR CERTIFICATION IN COMPOUNDING PHARMACY

John R. Rains
Compounding Pharmacist
National Association of Compounding Pharmacists
Clinical Instructor
Texas Tech University

EDITORIAL COMMENT: Mr. Rains used slides with commentary. The slides have been
reduced to hard copy for your review. If you should desire further information, please
contact him at the following addresses:

émanll?lve[é Roa g)
%all ELrams meridian.nacp.com

Not availablein this electronic document.

RX TO OTC SWITCHES

21



Randy P. Juhl, Ph.D.
Dean and Professor
University of Pittsburgh
School of Pharmacy

EDITORIAL COMMENT: Dr. Juhl used slides with commentary. The slides have been
reduced to hard copy for your review. If you should desire further information, please
contact him at the following address:

1104 Salk Hall

Plttsburgh PA 15261
Tel: 12) 624-3270
Fax: (412) 648-1086
E-Mail: rjuhl@pitt.edu
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Rx => OTC Swmtch
#

Randy P. Juhl, Ph.D.
Dean and Professor
University of Pittsburgh
School of Pharmacy



What' s Different About Healthcare?

 Healthcare has moved

from a sacred calling
to a cost-driven
commodity.

e Patientsdon’t pay for
healthcare, employers
do.
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What' s Different About
Healthcare |17

e PatientsConsumers

— want to take charge. B L
. LOT OF EXTRA EFFORT
— are being forced to FROM ALL OF YOU TODAY.

NOW TRANSFER ME OVER
take charge. TO THE FAT CELLS, PLEASE. v,




What' s Different About
Healthcare | 11?7

e The“hasdle factor”




What' s Different About
Healthcare | \V?
#

 Weliveinadata
driven society
supported by the
Information age




Rx Drug Costs

“Employer’ s prescription-drug benefit costs
are expected to climb an average 11.5% for
workers and 15.7% for retirees over the
next year according to a poll of 35 maor
employers by consultant Watson Wyatt
Worldwide, Bethesda, Md., and the
Washington (D.C.) Business Group on

Health shows....”
Wall Street Journal, July 13, 1999

6



Rx Costs as a Percentage

of Healthcare Costs:

1996 1997 1998

Employees

Retirees
<65

Retirees
>65

7-11% 8-15% 10-17/%
10-15% 12-20% 15-23%
20-40% 25-50% 30-50%+

* William M. Mercer client base5/799



OTC Coverage by
Managed Car€e

B
 Most don't cover OTCs (except insulin)
 Coverageisnot likely to increase

 PBMsand HMOs increasingly recommend
OTC products as part of step-care
protocols and in member education
materials

“Novartis Pharmacy Benefit Report: Trends and
Forecasts, 1998



Women who self-treat first for:”

-
1997 1998

Vaginal yeast infection 38% 45%

Heartburn 75% 84%

Muscle/ joint pain 59% 69%

Fever 71% 77%

" Prevention Magazine Survey, 1998



|mplications 77

» Social and economic pressures will
promote the switch climate

* Managed care and science based
self-care are very compatible in the
current economic climate

» Consumers need more than just a
product

10



1984
1985
1986
1987
1988
1990
1990
1992
1994

Rx=>0OTC SWITCH

Aavil/Nuprin (ibuprofen)
Afrin (oxymetazoline)
Antiminth (pyrantel pamoate)
Drixoral (dexbrompheniramine)
Imodium AD (loperamide)
Gyne-Lotrimin (clotrimazole)

NiX (permethrin)

Tavigt (clemastine fumarate)

Aleve (naproxen sodium) 1



1995 Rx=> OTC SWM ICH

Pepcid AC (famotidine)

Tagamet HB (cimetidine)

Zantac 75 (ranitidine)

Children’s Motrin Susp. (ibuprofen)
OrudisKT (ketoprofen - Whitehall)
Actron (ketoprofen - Bayer)
Femstat3 (butoconazole nitrate 2%)
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1996 Rx=> OTC SWM ICH

Ocuhist (pheniramine/naphazoline)
Nicorette (nicotine gum)

Rogaine (minoxidil 2%)

AXxid AR (nizatidine)
Nicotrol/Nicoderm (nicotine patches)
Children’s Advil (ibuprofen)
Monistat 3 (miconazole 2%)

13



1997 Rx=> OTC SWM ICH

Nasalcrom (cromolyn sodium)

Total toothpaste (triclosan + fluoride)
Nizoral AD shampoo (ketoconazole 1%o)
Vagistat -1 (tioconazole 6.5%)

Rogaine Extra Strength (minoxidil 5%)

lmodium Advanced (loperamide +
simethicone)

14



1998 " Rx=> OTC SWM ICH"

e Excedrin Migraine

e numerous line extensions and labeling
changes in the H, blocker, vaginal anti-
Infectives and nicotine replacement
categories.

15



Things that didn’t happen

e Chicken Little has yet
to suffer a concussion

16



Things that didn’t happen ||

—

acyclovir

asthma drugs

topical erythromycin
cholestyramine
penciclovir
cyclobenzaprine??

17



1906 Pure Food and Drug Act

o Standards of strength and purity

o Safety and effectiveness were not
mentioned.



1938 Federal Food, Drug and
Cosmetic Act

e Elixir of Sulfanilamide

» Generally recognized by experts as safe
for 1ts intended use

e Adequate directionsfor use -- with
conspicuousness and In terms such asto
render it likely to be read and under-stood
by the ordinary individual under
customary conditions of purchase and use

19



Adequate Directions for Use

“...likelytoberead ...”
“... (likely to be) understood ...”
“... by the ordinary individua ...”

“ ... under customary conditions of purchase
and use...”

20



Adequate Directions for Use

How to Test?

e Ask the consumer

e Test the consumer
— Can they read the |abel ?

DOt
DO t

DO t

ney understand the label ?
ney follow the label?

ney achieve the desired outcome?

21



Ask the Consumer

e Hdler Studies

— 94% said they would be careful when using an
OTC drug

— 93% read the Instructions before taking the first
time
— 70% will call adoctor if unsure
. Reliable??

22



Test the Consumer

Quantitative Comprehension of Efficacy
From Four Experimental Labels

Do consumers understand the
difference in effectiveness between
active and placebo?

— only 46% understood “ placebo’

— text better than graphs
"Grisaffe and Shellabarger, Walker Information, 1996

23



Test the Consumer .
An Interesting Comparison

* Non-compliance with labeled instructions in
separate but similar studies:

Analgesics 40-50%
H, blocker 17%

24



Durham-Humphrey
Amendment of 1951

Special class of drugswhich require a
prescription
Habit forming or exceptionally

toxic/dangerous or new drugs that the
FDA classifies as prescription only

Eliminated |abeling requirements of
1938 Act for this special class of drugs

Everything elseisOTC

25



1962 Drug Amendments to the Act

* New drug products must be safe and
effective before approval

e Old Rx products (post-1938) to be
reviewed for efficacy - Drug Study
Efficacy Implementation (DESI)

« OTC classreview (1972)

26



The OTC Drug Review
1972 - 2777

 Ingredient (~700) review Vs product
(~400,000) review

o 17 expert panels, 513 meetings, 10 years
 OTC drug category Monographs
e Completion date = 207?

27



The OTC Drug Review

1972  Hexachlorophene

1975  Zirconium

1975  Tribromsalan

1975  Antacid testing procedures
1976  Theophylline



The OTC Drug Review

1976  Chloroform

1977  Chlorofluorocarbons
1979  Daytime sedatives
XXXX  Methapyrilene

1978  Sun protection factor
(SPF) rating system



The OTC Drug Review

D
XXXX  Phenacetin
XXXX  Accidental ingestion warnings
1982  Camphorated oil
1982  Pregnant or nursing women warning
1982 amper-resistant packaging




e 1983

* XXXX

» 1986

The OTC Drug Review

Abrasiveness index - fluoride
anticaries products

Internal insect repellents, over-
Indulgence remedies, anticholinergics
and hair restorers removed from the
market

Aspirin - Reye's syndrome warning



Rx=>QOTC Smtch

OTC review panels recommended 37
switches

The 1951 Amendment served asthe guide
Some were switched - hydrocortisone
Some were not - theophylline

32



Rx=> OTC Switch
Current Reguirements

If adrug can be OTC, It should be

Case by case weight of the evidence

Safety and effectiveness in the OTC setting
Advisory committee review

33



Rx=> OTC
What' s in the Future?

Revised Labeling standards for all OTCs
Chronic conditions?

Self monitoring?

Educational role for OTC labeling?

DTC enhanced switch?

34



South Carolina’s

Paraphernalia Law

e "Paraphernalia”™ means any
Instrument, device, article, or
contrivance used, designhed for
use, or intended for use In
Ingesting, smoking,
administering, or preparing
marijuana, hashish, hashish oill,
or cocaine...”




The impact of law...

e Of 136 Atlanta pharmacists

e who indicated that they were
personally willing to sell
syringes to IDUs

e over half

e required customers to provide
reasonable justification for
syringes

T
Taussig et al, 1999




The impact of law...

e A substantial proportion of
pharmacists in St. Louis refused
to sell needles to apparently
legal customers

e African-American buyers were
more likely to be refused

Compton et al, 1992 II
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Key Factors

e Medical and public health justifications

e Small but important variations iIn
paraphernalia laws from state to state

e Differing combinations of paraphernalia,
prescription and pharmacy rules

e State court interpretations of specific laws
e Law enforcement attitudes and practices

e Political climate and culture |E|



Clearly Yes...

e No paraphernalia, prescription
or other law

e Paraphernalia law excludes
syringes

e By prescription where specific
syringe laws trump

paraphernalia ones (e.g., South
Carolina)

T
e Sales of ten or fewer legal =1




Definitely Maybe

e If Increasing syringe access to
prevent disease iIs a legitimate
medical purpose, then

e syringe prescriptions for IDU
patients are valid and legal in all
states and may be filled despite
paraphernalia laws




A prescription IS proper

If 1t IS written

e INn good faith,

e In the course of normal professional
practice

e within the scope of the doctor-patient
relationship, and

e In accordance with treatment
principles accepted by a responsible
segment of the medical profession.

A




Definitely Maybe

e If Increasing syringe access to
prevent disease iIs a legitimate
medical purpose, then

e selling a syringe meets any other
legitimate medical need standard
In pharmacy regulations and
syringe statutes




And Maybe Not...

e Do paraphernalia laws apply to
pharmacies?

e Does a legitimate medical
purpose make any difference?

e What If the intention or purpose
IS preventing disease?




Action

e If you know selling i1s legal, just

do it
e If you are unsure of the law, or

the attitudes of law enforcement,
Just ask

e If the law prohibits sales, help
change the law and professional

attitudes E



Unofficial Routes to

Legal Clarification

e Legal advice

e Conversations with law
enforcement officials, mayors
etc.

e Conversations with pharmacy
board members and other
regulators




Changes in law

e Amend paraphernalia laws to exempt
needles and syringes

e to make pharmacy sales legal

e to eliminate legal barriers to possessing and
using sterile syringes

e Remove or clarify prescription requirements

e Amend or clarify pharmacy regulations

e to state that preventing disease transmission Is
a legitimate medical or lawful purpose for an IDU
to buy syringes



Other states’

approaches

e No prescription or paraphernalia law at all
(Alaska and lowa)

e Prescription and/or paraphernalia laws that
allow sales of ten or other (Connecticut and
Minnesota)

e A paraphernalia law that excludes syringes
(e.g. Oregon)

e Explicit authorization of pharmacy sales
(Maine)

e Pharmacy Board regulations (Washington)



Action

e If you know selling is legal, just
do It
e If you are unsure of the law, or

the attitudes of law
enforcement, just ask

e If the law prohibits sales, help
change the law

T




e Only a thorough change In
needle access laws can
adequately address the HIV and
hepatitis epidemics among IDUs

BUT

e For pharmacists, change
begins with one syringe sale

T
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