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National Association of Boards of Pharmacy

1600 Feehanville Drive ¢ Mount Prospect, IL. 60056-60714
Tel: 847/391-4406 o Fax: 847/391-4502
Web Site: www.nabp.net

TO: EXECUTIVE OFFICERS - STATE BOARDS OF PHARMACY

FROM: Eleni Z. Anagnostiadis, Professional Affairs Director
DATE: July 1, 2005
RE: FDA Requests Public Comment on Draft Guldance on Useful Written

Consumer Medication Information

The Food and Drug Administration (FDA) has announced the availability of a draft guidance
entitled “Useful Written Consumer Medication Information (CMI).” CMI is written
information developed for consumers about prescription drugs that is distributed to
consumers upon dispensing. The draft guidance discusses general issues and makes
recommendations on the content of useful written CML

In 1998, NABP was contracted by FDA to conduct a pilot study to evaluate a methodology
for assessing the usefulness of CMI in relation to the requirements of existing federal laws. In
2001, NABP conducted a national study to assess the extent to which the year 2000 goals had
been achieved pursuant to Public Law 104-180. The results of the study revealed that on
average, 89 percent of patients in the study received some form of written medication
information; however, the average usefulness of the information was only about 50 percent.
Subsequently, NABP assisted FDA in 2001 by subcontracting an expert panel which
developed criteria in determining if CMI is useful.

The Federal Register notice may be obtained from:
http://a257.g.akamaitech.net/7/257/2422/01jan20051800/edocket.access. gpo. gov/ZOOS/pdf/O
5-10445.pdf. The draft guidance document may be obtained from:
http:/www.fda.gov/cder/guidance/index.htm.

Comments must be submitted by July 25, 2005 and should be submitted to the Division of
Dockets Management (HFA-305), FDA, 5600 Fisher Lane, Rm 1061, Rockville, MD 20857.
Alternatively, comments may be electronic submitted to
http://www.fda.gov/docets/ecomments.

If you have any questions, please contact me via e-mail at eanagnostiadis@nabp.net or by
calling 847/391-4400.

cc: NABP Executive Committee
Carmen A. Catizone, Executive Director/Secretary
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National Association of Boards of Pharmacy

'1600 Feehanville Drive e Mount Prospect, IL 60056-6014
Tel: 847/391-4406 < - Fax: 847/391-4502
Web Site: www.nabp.net

July 20, 2005

Division of Dockets Management (HFA-305)
Food and Drug Administration

5630 Fishers Ln, Room 1061

Rockville, MD 20852

Re: Useful Written Consumer Medication Information: Requests for Pubhc Comment [Docket
No. 2005D-0169]

The purpose of this correspondence is to provide comments and suggestions concerning the
“Useful Written Consumer Medication Information (CMI)” draft guidance pursuant to the
May 26, 2005 Federal Register notice by the United States Food and Drug Administration
(FDA). The National Association of Boards of Pharmacy® (NABP®), founded in 1904,
represents all of the pharmacy regulatory and licensing jurisdictions in the US, Guam, Puerto
Rico, the Virgin Islands, eight provinces of Canada, two states in Australia, New Zealand, and
South Africa. NABP’s purpose is to serve as the independent, international, and impartial
association that assists its member boards and jurisdictions in developing, 1mplementmg, and
enforcing uniform standards for the purpose of protecting the public health.

NABP has been actively involved in the development of CMI since 1996 when it was appointed
a member of the Steering Committee for the Collaborative Development of a Long-Range
Action Plan for the Provision of Useful Prescription Medicine Information, which developed the
report entitled “Action Plan for the Provision of Useful Prescription Medicine Information.” As
the FDA draft guidance states, NABP also developed both a pilot study and a national study

~ (Svarstad, BL and JK Mount, Evaluation of Written Prescription Information Provided in
Community Pharmacies, December 2001) to assess the extent to which the year 2000 goals
specified in the law (ie, 75% of people receiving new prescriptions would receive useful written
patient information along with them) had been achieved. NABP’s active involvement in the
development of CMI, that meets the requirement of ““useful to consumers,” continued with its
participation in the National Council on Patient Information and Education’s (NCPIE)
stakeholder’s project, which is still underway.
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In 2004, the NABP membership passed Resolution 100-6-04, Medication Identification:

Whereas, the ultimate goal of all pharmacy practice is to assure positive patient outcomes
through the optimization of the correct and most appropriate medication therapy; and

Whereas, the technology presently exists and is being used in several states whereby a
pictorial representation or written description of a drug can be placed on the prescription
label and/or printed patient information; and

Whereas, other states have mandated that a pictorial representation or written description
of a drug be placed on most prescription labels; and

Whereas, the use of a pictorial representation or written description of a drug on a
prescription label and/or printed patient information will enhance the opportunity for
pharmacists and patients to identify and prevent medication errors before the errors cause
harm;

THEREFORE BE IT RESOLVED that NABP work with interested stakeholders,
including manufacturers who develop the digital images and/or written descriptions, to
develop, promote, and encourage that all prescription labels contain a pictorial
representation and/or written description of the medication.

As result of Resolution 100-6-04 (Medication Identification), NABP has sought assistance from
organizations like the American Society of Automation in Pharmacy to identify companies that
offer digital imaging and associated technologies. NABP has also urged the Pharmaceutical
Research and Manufacturers of America to encourage manufacturers to provide digital images
and/or written descriptions to digital imaging companies in order to ultimately promote and
encourage the widespread use of pictorial and written descriptions of the medication on
prescription labels and printed information (or CMI). Some states, such as California, Georgia,
Oregon, and Wyoming currently mandate that the prescription label of di spensed medication
contain a written description of the product.

Therefore, NABP encourages the inclusion of pictorials and/or written descriptions (physical
description of the medication, including its color, shape, and any identification code that appears
on the tablet or capsule) of medications as a specific recommendation of Criterion 1 (Drug
Name, Indications for Use, and How to Monitor for Improvement) in the final “Guidance on

- Useful Written Consumer Medication Information.” NABP believes that the inclusion of such
information would not only aid in reducing medication errors, but may also assist the patient in
identifying products that could be potentially counterfeit or substandard.

If I can provide any additional information, please contact me. Thank you for the opportunity to
address this important issue.
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Sincerely,

Eleni Z. Anagnostiadis, RPh
Professional Affairs Director

EZA/c)

cc: NABP Executive Committee
Carmen A. Catizone, Executive Director/Secretary
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DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration
[Docket No. 2005D-0169]

Draft Guidance on Useful Written
Consumer Medication Information

AGENCY: Food and Drug Administration,
HHS.
ACTION: Notice.

SUMMARY: The Food and Drug
Administration (FDA) is announcing the
availability of a draft guidance entitled
“‘Useful Written Consumer Medication
Information (CMI).” CMI is written
information developed for consumers
about prescription drugs that is
distributed to consumers when they
have prescriptions filled. The guidance
discusses general issues and makes
recommendations on the content of
useful written CMIL

DATES: Submit written or electronic
comments on the draft guidance by July
25, 2005. General comments on agency

guidance documents are welcome at any
time,

ADDRESSES: Submit written requests for
single copies of the draft guidance to the
Division of Drug Information (HFD-
240), Center for Drug Evaluation and
Research, Food and Drug
Administration, 5600 Fishers Lane,
Rockville, MD 20857, Send one self-
addressed adhesive label to assist that
office in processing your requests.
Submit written comments on the draft
guidance to the Division of Dockets
Management (HFA-305), Food and Drug
Administration, 5630 Fishers Lane, rm.
1061, Rockville, MD 20852, Submit
electronic comments to http:// .
www.fda.gov/dockets/ecomments. See
the SUPPLEMENTARY INFORMATION section
for electronic access to the draft
guidance document,

FOR FURTHER INFORMATION CONTACT:
Ellen Tabak, Center for Drug Evaluation
and Research (HFD-410), Food and
Drug Administration, 5600 Fishers
Lane, Rockville, MD 20857, 301-827—
7843,

SUPPLEMENTARY INFORMATION:

I. Background

FDA is announcing the availability of
a draft guidance entitled ‘‘Useful
Written Consumer Medication
Information (CMI).” This draft guidance
is intended to assist individuals or
organizations (e.g., pharmacies, private
vendors, healthcare associations) in
developing useful written CML CMI is
written information about prescription
drugs developed by organizations or °
individuals, other than a drug’s
manufacturer, that is intended for
distribution to consumers at the time of
dispensing. Since neither FDA nor the
drug’s manufacturer reviews or
approves CMI, FDA recommends that
the developers of written medication
information use the factors discussed in
this guidance to ensure that their CMI
is useful to consumers.

Traditionally, FDA has believed that
when people are well-informed about
the medications they take, they are able
to make better decisions about their
healthcare and better use of the
prescription medications available to
them. Access to useful written
information about prescription
medications is important to ensuring
appropriate use of these products, In
1996, a steering committee comprised of
interested stakeholders (including
healthcare professionals, consumer
organizations, voluntary health
agencies, pharmaceutical
manufacturers, prescription drug
wholesalers, drug information database
companies, CMI developers, and
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others), facilitated by the Keystone
Center, collaboratively developed a
report entitled ‘*Action Plan for the
Provision of Useful Prescription
Medicine Information” (the Action
Plan).? The Action Plan outlined criteria
for evaluating whether a particular piece
of written medical information is useful
to consumers. It represented the
culmination of a long history of efforts
aimed at ensuring that consumers
receive useful information regarding
their prescription medications.

A. Regulatory History Preceding the
Action Plan ‘

Since 1968, FDA regulations have
required that patient package inserts,
written specifically for patients, be
distributed to patients when certain
prescription drugs, or classes of
prescription drugs, are dispensed (see
21 CFR 310.501 for oral contraceptives
and 310,515 for estrogens). FDA
regulations also require pharmaceutical
manufacturers to develop and distribute
written patient labeling called
Medication Guides for prescription drug
products that pose a serious and
significant public health concern (21
CFR 208.1(c)). These Medication Guides
are required to be written in
nontechnical language (21 CFR
208.20(a)(1)}). In addition, drug
manufacturers have voluntarily agreed
with FDA to produce and distribute
patient labeling for many other
prescription drugs and classes. A
description of how the FDA regulations
evolved is provided in the following
paragaraphs.

1. The First Proposed Rule That
Required Written Patient Information

In the 1970s, FDA began evaluating
the general usefulness of patient
labeling for prescription drugs and, in
1979, published a proposed rule to
require written patient information for
all prescription drugs (44 FR 40016, July
6, 1979). In 1980, FDA published a final
rule establishing requirements and
procedures for the preparation and
distribution of manufacturer-prepared

and FDA-approved patient labeling fora.

limited number of prescription drugs
(45 FR 60754, September 12, 1980). In
1982, FDA revoked those regulations, in
part based on assurances by
pharmaceutical manufacturers,
healthcare professional associations,

1 Steering Committee for the Collaborative
Development of a Long-Range Action Plan for the
Provision of Useful Prescription Medicine
Information, unpublished report submitted to The
Honorable Donna E. Shalala, Secretary of Health
and Human Services {HHS), December 1996,
available on the Internet at hitp://www.fda.gov/
cder/offices/ods/keystone.pdf.

and private-sector providers of written
medication information for patients that
the goals of the final rule would be met
more effectively and with greater
innovation without regulation (47 FR
39147, September 7, 1982). FDA
committed itself to monitor the progress
of this private-sector effort.

2. The Medication Guide Rule

Periodic FDA surveys showed that
although the distribution of written
prescription drug information increased,
the usefulness of the information was
highly variable. Consequently, in 1995,
FDA published a proposed rule entitled
“Prescription Drug Product Labeling;
Medication Guide Requirements” (60
FR 44182, August 24, 1995). The
proposal was designed to aid patients in
receiving useful written information
about the prescriptions they were given
by setting specific distribution and
quality goals and time frames for
achieving them, The goals that FDA
proposed in the rule were that, by the
year 2000, 75 percent of people
receiving new prescriptions would
receive useful written patient
information with their prescriptions; by
2006, 95 percent of people receiving
new prescriptions would receive useful
written patient information with their
prescriptions. The proposed rule also
described criteria for usefulness to
permit evaluation of whether the
information met the target goals.2 In
addition to setting these goals, the
proposed rule was designed to require
manufacturers to prepare and distribute
Medication Guides for a limited number
of prescription drug products that posed
a serious and significant public health
concern.

3. Medication Guide Legislation

On August 6, 1996, as FDA was
reviewing the public comments on the
1995 proposed rule, Public Law 104~
180 was enacted.? It adopted goals and
time frames consistent with the 1995
proposed rule. The legislation also
required the Secretary of HHS (the
Secretary) to request that a
representative group of interested
stakeholders collaborate to develop a
long-range comprehensive action plan
(the Action Plan) to achieve the goals
specified in the statute, Required

2FDA also specified that the usefulness of written
patient information would be evaluated based on its
scientific accuracy, consistency with a standard
format, nonpromotional tone and content,
specificity, comprehensiveness, understandable
language, and legibility.

4 Public Law 104-180, Title VI, Sec 601 Effective
Medication Guides, 110 Stat 1503 (1996).

elements of the Action Plan included
the following items:

¢ An assessment of the effectiveness
of the current private-sector approaches
to providing CMI;

o Development of guidelines for
providing effective CMI comnsistent with
the findings of such assessment;

o Identification of components
necessary to ensure the transmittal of
useful information to the public
expected to use the product, including
the criteria identified in the 1995
proposed rule; and

¢ Development of a mechanism to
periodically assess the quality of
prescription information and the
frequency with which that information
is provided to consumers.

The law prohibited FDA from taking
further regulatory steps specifying a
uniform content or format for written
information voluntarily provided to
consumers about prescription drugs if
private-sector initiatives met the goals of
the plan within the specified time
frames. However, if evaluations showed
that the goals were not met, the
limitation would not apply, and the
Secretary would be required to seek
public comment on other initiatives that
could meet the goals.

B. The Development and
Implementation of the Action Plan

As mentioned previously in this
document, a steering committee
comprised of interested stakeholders,
facilitated by the Keystone Center,
collaboratively developed the Action
Plan, which the Secretary accepted in
January 1997, The Action Plan endorsed
the criteria specified in Public Law 104—
180 for defining the usefulness of
medication information. Specifically,
the Action Plan stated that .
"“[plrescription medicine information
shall be useful to consumers” and
provided criteria that are intended to
define useful CMI. As stated in the
Action Plan, useful written information
is that which “* * * issufficiently
comprehensive and communicated [in]
such [a way] that consumers can make
informed decisions about how to receive
the most benefit from medicines and
protect themselves from harm. Both the
substance and presentation of the
information are important.”
Specifically, the Action Plan stated that
such materials should meet the
following criteria:

o Scientifically accurate;

¢ Unbiased in content and tone;

« Sufficiently specific and
comprehensive;

+ Presented in an understandable and
legible format that is readily
comprehensible to consumers;
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e Timely and up-to-date; and

o Useful, that is, enables the
consumer to use the medicine properly
and appropriately, receive the
maximum benefit, and avoid harm.,

The Action Plan includes descriptions
of the criteria,

1. The Pilot Study That Applied the
Action Plan Usefulness Criteria

To test a methodology for assessing
the usefulness of CMI in relation to the
requirements of the law, FDA contracted
with the National Association of Boards
of Pharmacy (NABP) to conduct a pilot
study. In 1998, NABP arranged for the
collection of written materials given to
patients who filled new prescriptions
for three commonly prescribed drugs
from a sample of State pharmacies, An
expert panel developed assessment
tools, applying the Action Plan criteria,
and used them to evaluate the
usefulness of the collected CMI
materials. The pilot study report* was
presented by the director of the expert
panel and discussed by stakeholders at
an FDA public workshop from February
29 to March 1, 2000 (65 FR 7022,
February 11, 2000).

2. The National Study That Applied the
Action Plan Usefulness Criteria

In 2001, FDA commissioned NABP to
conduct a national study to assess the
extent to which the year 2000 goals
specified in the law had been achieved.
A random sample of pharmacies across
the continental United States was
selected. Patients submitted
prescriptions at each pharmacy for four
commonly prescribed drugs and
collected any written materials given to
them when the medications were
dispensed. The materials were sent to
an expert panel for evaluation against

the criteria endorsed by the Action Plan, -

The results of the study were
announced in 2002,

On average, 89 percent of the patients
received some form of written
medication information. However, the
average usefulness of the information
was only about 50 percent, The
evaluation report® is available on the
Internet at http://www.fda.gov/cder/
reports/prescriptioninfo/default.htm.

4 Svarstad, B. L, and D, C. Bultman, "“Evaluation
of Written Prescription Information Provided in
Community Pharmacies: An 8-State Study,” interim
report to HHS and FDA, December 1999, availahle
on tho Internet at http://www.fda.gov/cder/
calendar/meeting/rx2000/report1.htm.

5 Svarstad, B. L. and J. K. Mount, “Evaluation of
Written Prescription Information Provided in
Community Pharmacies, 2001,” final report to HHS
and FDA, December 2001,

3. The Advisory Committee Meeting
That Led to the Development of This
Guidance

The report findings were presented at
an FDA Drug Safety and Risk
Management Advisory Committee
(Advisory Committee) meeting on July
17, 2002 (67 FR 45982, July 11, 2002).
In addition, public comments were
requested about the steps the private
sector was taking to meet the target
goals of Public Law 104180, possible
barriers to meeting the goals and plans
to overcome those barriers, the role FDA
should take in assuring full
implementation of the Action Plan, and
other initiatives FDA should consider in
facilitating achievement of the goals (68
FR 33724, June 5, 2003). The Advisory
Committee recommended that FDA take
a more active role in advising and
encouraging the private sector to meet
the next target goal set for 2006, A
transcript of FDA's Drug Safety and Risk
Management Advisory Committee
meeting on July 17, 2002, is available on
the Internet at http://www.fda.gov/
ohrms/dockets/ac/02/transcripts/
3874t1.htm. Subsequent to the Advisory
Committee meeting, FDA stated its
belief that the voluntary approach to
improving the distribution of useful
CMI could still work to mest the
legislatively mandated 2006 level if
efforts to improve began immediately.
FDA considered the Advisory
Committee recommendations, the
public comments, and the findings of
strong CMI distribution rates but clear
deficiencies in quality, and identified
three specific areas in need of consensus
and action by the relevant stakeholders
to meet the 2006 goal. The following
areas were identified: (1) '
Implementation (identifying roles and
responsibilities among the stakeholders
and methods for overcoming barriers to
meeting the goals); (2) evaluation
(determining how quality improvements
can be made in areas of CMI
deficiencies); and (3) education
(implementing procedures so that all
CMI developers, pharmacists, and
professional associations are aware of
the statutory requirements).

The agency met with various groups
and held a public meeting in 2003 (see

_http://www.fda.gov/cder/offices/ods/

writtenprescripinfo.htm). In these -
meetings, the agency was asked to
provide clarification on how the Action
Plan should be interpreted and
implemented. This guidance is a result
of that request. Specifically, this
guidance is intended to provide
recommendations to developers of CMI
regarding how best to evaluate current
CMI and develop future CMI to ensure

that all CMI meet the usefulness criteria
provided in the Action Plan. FDA
welcomes comiments on all the topics
addressed by the guidance,

This draft guidance is being issued
consistent with FDA’s good guidance
practices regulation (21 CFR 10.115).
The draft guidance, when finalized, will
represent the agency’s current thinking
on useful written CML It does not create
or confer any rights for or on any person
and does not operate to bind FDA or the
public. An alternative approach may be
used if such approach satisfies the
requirements of the applicable statutes
and regulations.

II. Comments

Interested persons may submit to the
Division of Dockets Management (see
ADDRESSES) written or electronic
comments on the draft guidance. Submit
a single copy of electronic comments or
two paper copies of mailed comments, .
except that individuals may submit one
paper copy. Comments are to be
identified with the docket numiber
found in brackets in the heading of this
document. The draft guidance and
received comments are available for
public examination in the Division of
Dockets Management between 9 a.m,
and 4 p.m., Monday through Friday.

III. Electronic Access

Persons with access to the Internet
may obtain the document at either http:/
/www.fda.gov/cder/guidance/index.htm
or hitp://www.fda.gov/ohrms/dockets/
default.htm,

Dated: May 18, 2005,

Jeffrey Shuren,

Assistant Commissioner for Policy.

[FR Doc. 05-10445 Filed 5-25-05; 8:45 am]
BILLING CODE 4160-01-S

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

National Institutes of Health

National Cancer Institute; Notice of
Closed Meeting

Pursuant to section 10(d) of the
Federal Advisory Committee Act, as
amended (5 U.S.C. Appendix 2), notice
is hereby given of the following
meeting, .

The meeting will be closed to the
public in accordance with the
provisions set forth in sections
552b(c)(4) and 552b(c)(6), Title 5 U.S.C.,
as amended. The contract proposals and
the discussions could disclose
confidential trade secrets or commercial
property such as patentable material,
and personal information concerning
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THE EXPANDED SYRINGE ACCESS
DEMONSTRATION PROGRAM (ESAP)

Pharmacy Practices and Experiences Questionnaire

NEW YORK STATE DEPARTMENT OF HEALTH

April 2004

Pharmacy Survey, 04/05/04 version




Section A: Personal Background

This section asks for information about you. All responses will be kept confidential.

A1,

A2,

. A3.

A4,

How long have you been a iicensed pharmacist? Years Months

Do you manage the pharmacy that you are currently working in?

1 Yes U2 No

A2a. Ifno, what is your title/role?

How long have you worked in this pharmacy?
__ Years ____Months .

Are you involved with setting policy at this pharmacy?

s ves 2 No

Section B: Pharmacy Information

This section asks general questions about your pharmacy.

B1.

B2.

B3.

B4.

How many licensed pharmacists aré employed at your pharmacy? (Include full and part-
time pharmacists) Specify number:

How many Full Time Equivalent (FTE) licensed pharmacists are employed at your
pharmacy? Specify number:

Complete the chart below to indicate how many hours per day your pharmacy's
prescription counter is open.

If open 24 hours per day, 7 days per week, check here and go to Question B4: o

Number of hours open in a typical week

Monday
Tuesday
Wednesday
Thursday
Friday
Saturday
Sunday

Which category best describes your pharmacy’s location? (Check all that apply)

P Part of a grocery store or other larger retail store

U2 mamallor shopping plaza without direct street access to your pharmacy
s mmamallor shopping plaza with direct street access to your pharmacy
U4 Free standing with direct street access

Us ma hospital or clinic

Ue Other:

Pharmacy Survey, 04/05/04 version




B5. DPlease estimate the percent of your customer base each of the following groups comprise.
(Percentages should add to 100%)

% Black or African American

% White

i

% Hispanic or Latino

% Asian or Pacific Islander

% Native American or Alaska Native

% Other (please specify: )
% Unknown :

Total: 100 %

B6. Estimate the percentage of prescriptions for needles/syringes that are filled at your
pharmacy that are paid for by the following sources? (Percentages should add to 100%)

% Medicaid

% Medicare

% Private insurance carriers
% Self pay/no insurance coverage

Total: 100 %

% ‘Other, Specify source:

B7. In your opinion, how many of your customers who buy needles/syringes without a
prescription use them to inject illicit substances (e.g., heroin, non-prescription steroids)?

Wos Not applicable, I haven’t sold any.

P
N P
K
4
s
e

All of them
More than half
About half
Less than half
None of them
[ don’t know

B8. Please estimate your perception of the level of illegal drug act1v1ty in the nelghborhood
where your pharmacy is located:

s
I P
s
s
Us
e

None
Very low
Low
Moderate
High
Very High

Pharmacy Survey, 04/05/04 version




Section C: Policies and Procedures

The Expanded Syringe Access Demonstration Program (ESAP) began in January of 2001 and
was extended through September, 2007. The following questions address any policies and
procedures placed on the over the counter sale of needles and syringes without a prescription by
your pharmacy.

C1.  What circumstances reduce the likelihood that pharmacists in your store sell
needles/syringes without a prescription to any given person? (Check all that apply)

(oo Not applicable, phanﬁacists sell non-prescription syringes in all cases.

.
WP
s
mp
E
Je

Lack of familiarity with customer (7 Safety of self and staff
Customer is known injection drug user (s Risk of discarded syringes by customer
Customer has disheveled appearance Us Timeof day

Customer appears not to be sober U1o Absence of in-store security staff
Presence of other customers (J11 Risk of theft or robbery
Excessive purchases/transactions U2 Other:

(Describe)

Provide additional detail as needed to clarify the responses to C1 above:

C2. Please indicate whether or not your pharmacy has placed any of the following procedures
on the sale of needles/syringes without a prescription. (Check all that apply)

P
M P

Qs
Q.
Qs
Qe
Q,
Qs
Qs

Verify customer’s age

Require proof or knowledge of customer’s medical condition requiring syringe use
(e.g., diabetes)

Show picture identification for reasons other than age verification
Name and/or address must be given

Ask customer to explain why they need the syringes

Show non-picture identification

Enter customer name in a log book

Other:

My pharmacy requires no procedures for selling needles/syringes

C3. Since your enrollment in ESAP, how many times has your pharmacy refused to sell
needles/syringes without a prescription to any customers? (Check one)

-
[ P
s
P

Never (Go to C4)

Once or Twice
Between 3 and 10 times
More than 10 times

Pharmacy Survey, 04/05/04 version




C3A. Did you ever refuse to sell needles/syringes because you suspected/knew the
person was going to sell them or use them to inject illicit substances?

1 Yes 2 No

C4.  Using the scale below, please indicate whether you include the following in non-

prescription syringe transactions:

A. ESAP Safety Insert U1 Never W2 Sometimes s Always
B. Household Sharps Brochure L1 Never 2 Sometimes s Always
C. ESAP Diabetes Brochure 1 Never 2 Sometimes s Always
D. Other: v Never 2 Sometimes s Always
C5. How do you make the availability of ESAP known to your customers? (Please check all
‘ that apply)
(1 We advertise the program (Describe:
2 we display the ESAP decal
s Word of mouth
R ) Participate in local activities to inform the community of ESAP-registered
pharmacies (Describe: )
(s We do nothing to make the availability of ESAP known to our customers
e Other:
C6. Has your pharmacy experienced any problems or delays in obtaining the ESAP safety

insert? U No U2 Yes, Please explain:

Section D: ESAP-Related Experiences

This section asks questions about your pharmacy'’s experiences with ESAP

D1.

D2.

How are nonprescription needles/syringes sold in your pharmacy? (Check all that apply)

mp Individually - U2 packages of 10 Us  Other, Specify:

How many total needles/syringes did your pharmacy sell without a prescription during
the month of January, 2004? Note: Provide the total number of needles/syringes, not
the number of transactions. ’

L+ None U2 10 or Jess
Js 11-100 W4 101-500
Us 501 - 1000 Us More than 1,000, Specify number:

D4a. Is this an estimate or an actual count? 11 Estimate L2 Actual Count
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D3.

D4.

D5.

What do you think about the ESAP requirement that nonprescription syringes be limited
to no more than 10 per transaction?

(1 The limit of 10 per transaction is just right
(2 The limit of 10 per transaction is too many = Indicate preferred amount:

‘3 The limit of 10 per transaction is not enough -> Indicate preferred amount:

Provide additional comments as needed:

Which of the following best characterizes your pharmacy's experience since registering
with ESAP? (Check one)

i No problems attributable to the sale of needles/ syringes without a prescription

[ P Very few problems attributable to the sale of needles/syringes without a
prescription ' :

05 Some problems attributable to the sale of needles/syringes without a prescription
s Many problems attributable to the sale of needles/syringes without a prescription

Indicate whether or not each of the following incidents have occurred since registering

'with ESAP (Check either "Yes" or "No" for each item)?

L Yes U2No Underage person attempting to buy needles/syringes without
prescription

L Yes L2No  Verbal or other abuse by persons attempting to buy
needles/syringes without prescription

U ves U2No  Increase in the amount of used needles/ syringes found on
premises -

D1 Yes U2No  Increase in the amount of injection drug use on the premises

1 ves U2No  Increase in shoplifting or other thefts

A1 Yes U2No  Customer complaints related to sale of non-prescription
syringes

W ves U2No Community opposition to the sale of non-prescription syringes

1 Yes J2No  Other incident(s):
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D6. To what extent do you agree or disagree with each of the following statements. (Check
one box for each statement.)

A. The sale of sterile needles/syringes without a prescription (ESAP) has increased the
amount of general sales in my pharmacy by bringing in new customers.

mE Qe s . s

Strongly Agree Agree Not Sure Disagree Strongly Disagree

B. ESAP has increased my ability to provide timely/emergency access to needles and
syringes to diabetics and others normally relying on prescriptions to obtain them.

I PR P S P s

Strongly Agree Agree Not Sure Disagree Strongly Disagree

C. ESAP has increased opportunities to promote safe needlé/syringe disposal.

Q; Q. mp Q. Os

Strongly Agree Agree Not Sure Disagree Strongly Disagree '

D. The sale of sterile needles/syringes without a prescription has made other customers in
my pharmacy uncomfortable or fearful.

mE P s Qs s

Strongly Agree Agree Not Sure Disagree Strongly Disagree

E. The sale of sterile needles/syringes without a prescription has increased
shoplifting in my pharmacy.

O P s s s

Strongly Agree Agree Not Sure Disagree Strongly Disagree

F. Non-prescription sterile needles/ syrihges should not be sold to people who intend to
inject illicit substances with them.

mE - s O s

Strongly Agree Agree Not Sure Disagree Strongly Disagree

Section E: Safe Disposal Options : :
This section asked about your pharmacy'’s involvement in safe disposal options for hypodermic
needles and syringes.

E1.  Are you aware of the location(s) of any community syringe disposal sites in your area?

U No D1 Yes

E1A. If Yes, how did you find out about the location of these syringe disposal sites?
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E2.

E3.

How concerned are you about injection drug users leaving used needles/syringes in or
around your pharmacy?

.y

Very concerned

)2 Somewhat concerned

W E

Not concemned

Does your pharmacy engage in any of the following activities related to safe syringe

g
P

s

4
Os
e

-
s

.disposal? (Check all that apply)

Provision of free sharps containers

Syringe disposal drop-box/kiosk

Sale of sharps containers

Acceptance of syringes in personal sharps containers for safe disposal
Acceptance of loose syringes for safe disposal

Distribution of literature relating to safe disposal of syringes (In addition to safety
insert)

Counseling to customers about safe syringe disposal
Other:

E3A. If your pharmacy currently does not sell or furnish sharps containers, please

indicate why not:

Section F: Further Information and Technical Assistance

F1.

Please Indicate whether you would like additional information on any of the following
topics.(Check all that apply) '

s
[ P
K
[
s
e
O

Qs

B

ESAP-related brochures/materials

Syringe disposal drop-boxes/kiosks

Locations of disposal sites in NYS

Increasing options for accepting used needles/syringes for disposal
Providing literature on safer sex

Distributing/selling personal sharps biohazard containers

Providing counseling to customers on the sexual transmission of blood borne
diseases

Selling bleach kits (to clean syringes)

Providing counseling to customers on safer injection practices

o Providing referrals to drug abuse treatment
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F2. Would you or your staff be interested in participating in a 1 to 2 hour session that would
" provide more detailed information and answer questions about ESAP?

(1 Yes, without CEU’s being offered
2 Yes, only if CEU’s are offered
s No

F3. How have staff in your pharmacy learned about ESAP? (Check all that apply)

(J1 Newsletter from a corporate chain (s Mailing from NYS Health Dept.

U2 Internet Us Pharmacy conference(s)
(s Professional literature (7 Local health/human service providers
(4 Training: Ws Other: ‘

F4. Has your pharmacy received adequate infoxmation/trailﬁng to properly implement ESAP
in your pharmacy? '

i ves W No

If No, what additional information/training would be helpful?

F5. Do you have any additional comments you would like to add about ESAP?.

Thank you for completing this survey!

Please return your survey by May 7th in the enclosed postage-paid envelope
addressed to:
Dr. Haven Battles
- NYSDOH, AIDS Institute :
Offlce of Program Evaluation and Research
~ Riverview Center, 5 Floor
150 Broadway,
Menands, NY 12204
~ OR e
Fax your completed survey to Dr. Haven Battles at: (518) 402-6813
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California State Board of Pharmacy STATE AND CONSUMER SERVICES AGENCY

400 R Street, Suite 4070, Sacramento, CA 85814-6237 DEPARTMENT OF CONSUMER AFFAIRS
Phone (916) 445-5014 ARNOLD SCHWARZENEGGER, GOVERNOR

Fax (916) 327-6308

August 3, 2005

Richard S. Garfein, PhD, MPH

Associate Professor _

Division of International Health & Cross Cultural Medicine,
Department of Family and Preventive Medicine,
University of California San Diego School of Medicine,
9500 Gilman Drive, mailstop 0622

San Diego, CA 92093

Dear Dr. Garfein:

| am pleased to learn that the University of California, San Diego in collaboration with

- the California Department of Health Services Office of AIDS, is planning to conduct an
evaluation of Senate Bill 1159 (Vasconcellos, Statutes of 2004, Chapter 608) that allows
local health jurisdictions to legalize nonprescription syringe sales as a means of HIV
and hepatitis prevention. | understand that the results of your evaluation will be

included in a report to the Governor and Legislature as mandated by this law. | also
understand that as a part of your evaluation, you plan fo survey a random sample of
pharmacists throughout the state regarding their knowledge, attitudes and practices
towards over-the-counter syringe sales and other facets of this law.

The California Board of Pharmacy is willing to assist you in your evaluation. First,
we can provide you with a statewide list of registered pharmacists and their address of
record, which you can use to select subjects for your pharmacist survey. Second, we
would be happy to review and provide comments on your survey instrument.-And third, we
may be able to improve the response rate for your survey by providing you with a cover
letter expressing the Board of Pharmacy’s endorsement of this study.

This new law, which makes syringes available without a prescription, has many
potential direct and indirect influences on public health in California. The Board of
Pharmacy is interested in assisting you in your study.

Sincerely,

P I aprn

Patricia Harris
Executive Officer
Board of Pharmacy
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For Immediate Release
September 23, 2005

3R’s for Safe Medicine Use Highlights Risk Communication
NCPIE Coalition works to improve dialogue / promote safe medicine use

Bethesda, MD: Americans spend over $220 billion a year to purchase over 3 billion
prescriptions. An additional $177 billion is spent to address problems triggered by those same
medications. To help combat the consequences of medication misuse, the National Council on
Patient Information and Education (NCPIE), today launched the 3R’s for Safe Medicine Use
program.

“Too many times, people misuse medications, either by not following proper use instructions, or
not taking them as directed by their physician, nurse practitioner or.physician assistant, said
Phillip Schneider, NCPIE Chairman. “This misuse often leads to other health problems. That’s
why NCPIE is launching the 3R’s for Safe Medicine Use program.”

A recent increase in media coverage about medication risks and safety may have caused
confusion in the minds of some consumers. NCPIE’s 3R’s for Safe Medicine Use program
encourages consumers to talk to their healthcare providers about the benefits and risks of
medicine prescribed for them. “Consumers will be better equipped to make key decisions
regarding their health problems and medicines once they have evaluated important information
and discussed the key points with their health care professionals,” noted Ray Bullman, NCPIE
Executive Vice President.

NCPIE’s 3R’s for Safe Medicine Use program focuses on the following key safe medicine use
messages:

Risk — recognize that all medicines (prescription and nonprescription) have risks as well as
benefits; weigh these risks and benefits carefully for every medicine you take.

Respect — respect the power of your medicine and the value of medicines properly used.
Responsibility — take responsibility for leaﬁﬁng about how to take each medication safely.

Underlying the 3Rs is this important rule -- when in doubt, ask first. Your healthcare professional
can help you get the facts you need to use medicines correctly.

Launch of the 3R’s for Safe Medicine Use program kicks off NCPIE’s 20th national ""Talk
About Prescriptions' Menth. Educational materials to support participation in the annual
observance are posted on NCPIE's web site www.talkaboutrx.org. Medicine users are also
encouraged to make the most of the written consumer medicine information (CMI) leaflet that
accompanies each prescription medicine. NCPIE’s advice — “Read it, & Heed It.”

- more -

4915 Saint Elmo Ave., Suite 505 + Bethesda, MD 20814-6082
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Message for Health Care Professionals:
"The 3R's for Safe Medicine Use"”

Welcome to the 20th annual observance of the National Council on Patient Information
Education's "Talk About Prescriptions” Month. This year's theme focuses on the 3Rs
Medicine Use. The 3Rs are RISK, RESPECT, and RESPONSIBILITY. For nearly 25 ye
NCPIE has encouraged consumers and patients to ask questions and "get the answers"
their medicines; and we have been-suggesting that health care professionals "give the
answers." Such two-way communication - at the point of prescribing and dispensing of
medicines - is vital to promoting patients' ability to get the full benefit from their medic
while using it safely and appropriately. In fact, the American Medical Association (AMA)
input from NCPIE, developed guidelines for physicians for counseling patients about pre
medications, which NCPIE is pleased to share.

Today's technologically-advanced health care practices are implementing computerized
medical records, electronic prescribing, and reaching no further than their personal digi
assistants for up-to-date drug information. Still, for many patients and their caregivers,
fashioned talking is their best safety practice when medicines are part of their treatmer
regimen.

What's a great starting point for talking about medicines? The first step is anticipating |
advance patients' concerns and questions about medicines, and in some cases, a reluct

~ ask questions. A suggestion --use every opportunity to ensure that the patient underst:

to use each medicine safely and appropriately. Also, the consumer medicine informatio
leaflet that is printed out at the pharmacy and provided to patient with their prescriptio
medicine is another opportunity to "Talk About Prescriptions.” According to the U.S. Foc
Drug Administration, nine out of 10 consumers receive a CMI leaflet with their medicine
sure to reinforce the useful information on the CMI, including, instructions for use, wan
precautions and what to do about side effects.

As part of "Talk About Prescriptions™ Month, be sure to remind patients and caregiv
the value of the CMI leaflet information. Once patients leave your office and the pharm.
understanding the importance of reading and referring regularly to the CMI information
make the difference between using a medicine safely or, for example, experiencing an .
or manageable side effect.

10/7/2005
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Remember the 3Rs for Safe Medicine Use. Patients look to you for help in understandin
use medicines correctly - to avoid harm and to get the most value from their medicine.
information - whether oral or written - is good medicine. That's a message worth remei
during "Talk About Prescriptions"” Month, and all year round. )

Back to "Talk About Prescriptions" Planning Kit Page

© 1999-2005 National Councll on Patient Information and Education. All rights reser
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REMEMBER THE 3R'S FOR SAFE MEDICINE USE . - JOIN NCPIE | CONTR:

Home
"Talk About Prescriptions” Planning Kit for October 2005
About Us
Welcome
Latest News " Message for Healthcare Professionals Radio Public Service Announcemel
Ideas for Observing "Tap" Month Print Public Service Announcemen
For Medicine Users Ordering Your Educational Resources Press Release
Questions to Ask With a New Prescription Previous TAP Observances
Educational Resources Medicine TAP Poster

Questions to Ask If Your Medicine Has Been In The Risk Communication Articles

Public Policy &

. News
Compliance
Meetings Questions to Ask When You Get a New Prescription Medicine:
1. What is the name of the medicine and what is it supposed to do?
2. Is this the brand or generic name? (Is a generic version available?)
Members Only 3. When doI take the medicine - and for how long?
Login 4. Should I take this medicine on an empty stomach or with food?
l 5. What should I do if I forget a dose?
6. What foods, drinks, medicines, dietary supplements, or activities should I avoid w
Password taking this medicine?
i 7. What are the possible side effects, and what do I do if they occur?
‘ 8. When should I expect the medicine to begin to work, and how will I know if it is w

9. Will this new prescription work safely with the other prescription and non—prescfip
medicines I am taking?
10. How should I store this medicine at home?

Please consult a

licensed health care Back to "Talk About Prescriptions” Planning Kit Page
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questions or concerns

about your

medication and/or

condition.
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"Talk About Prescriptions" Planning Kit for October 2005

Welcome

Message for Healthcare Professignals Radio Public Service Announcemel
Ideas for Observing "Tap" Month Print Public Service Announcemen
Qrdering Your Educational Resources Press Release

Questions to Ask With a New Prescription Medicine Previous TAP Observances
Questions to Ask If Your Medicine Has Been In TAP Poster
The News v Risk Communication Articles-

Questions to Ask If Your Medicine Has Been In The News:

1. Do you think the benefits of taking this medicine outweigh the risks?

2. What are the risks associated with taking this medicine?

3. Are there any alternative medicines to the one I am taking?

4. Are there any alternatives to this medicine, such as making lifestyle changes, If y«
should I try these?

5. What side effects should I look out for and when should I call you about them?

6. Insummary, would you review the best course of action for me?

7. Can we set up an appointment in 1 - 3 months to see how I'm doing on the new d

(Source: University of California, San Francisco School of Pharmacy and California Board of Phari
2005)
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"Talk About Prescriptions” Planning Kit for October 2005

Welcome

Message for Healthcare Professionals
Ideas for Observing "Tap" Month
Qrdering Your Educational Resources @ Press Release

Questions to Ask With a New Prescription Medicine Previous TAP Observances
Questions to Ask If Your Medicine Has Been In The TAP Poster

Risk Communication Articles

Radio Public Service Announce
Print Public Service Announcemen

Radio Public Service Announcements Scripts:

How to Use

1. Adapt any (or all) of'the following "live read" scripts for use on local radio and tele
stations.

2. Type each script, double-spaced, on your letterhead. Be sure to include the name
contact person from your organization. )

3. Submit scripts to radio public service directors in your community as soon as poss

4. Tip -- Also submit the scripts to the weather forecasters at your local television st

5. Follow up with a phone call 3 - 5 days after submitting the scripts. Verify that they
and if broadcasting them during the upcoming season is possible.

6. 1If the public service director or weather forecaster was receptive to your first phor
follow up with additional calls over the next few months to remind him/her of the

7. Send a thank you note to the manager of any radio station or television station th
one of your PSAs.

Live~-Read Radio Scripts (:30 second scripts)
Script Number 1: Read It & Heed It

Ann: The next time you fill a prescription medicine, be sure you also get written inforr
about the medicine to read at home. Your medicine is important to your good health. S
medicine information. Be sure you read the information carefully and refer to it often w
take your medicine. A message from the National Council on Patient Information and E
(insert your organization's name) and (insert radio station call letters). Visit
www.talkaboutrx.org for details. :

Script Number 2: What to Watch for

Ann: Just got a new prescription medicine? Be sure to take it right. Read carefully the
information that comes with the medicine. It includes useful information about possible
effects, warnings, what other medicines, foods, or drinks to avoid while taking the med
and lots more, Your medicine is important. So is your medicine information. A message
the National Council on Patient Information and Education, (insert your organization's r

10/7/2005
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and (insert radio station call letters). Visit www.talkaboutrx.org for details,

Script Number 3: Celebrate Safe Medicine Use

Ann: Americans take medicines every day with enormous potential to heal, but that wt
improperly, can be harmful. Medicine allows people to lead healthier lives; however tak

 medicines is not without some level of risk - especially If you're taking four or more diff
medicines. This October, celebrate the 20th annual "Talk About Prescriptions" Month ca
by making sure you know how to use your medicines safely. For details, contact the Na
Council on Patient Information and Education at www.talkaboutrx.org

Script Number 4: The 3Rs for Safe Medicine Use

This October marks the 20th annual "Talk About Prescriptions” Month. What can you dc
participate? Remember the 3Rs for safe medicine use - risk, respect, and responsibility.
start. Also, take personal responsibility for learning how to take each medication you us
A message from (insert name of your organization),the National Council on Patient Infc
and Education, and (insert radio call letters). Visit www.talkaboutrx.org for details

Back to "Talk About Prescriptions" Planning Kit Page
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About Risk

From: Healthy People 2010 / Focus Area 17 - Medical Product Safety

See: http://www.healthypeople.gov/Publications/

Medical products—which include drugs, biological products, and medical devices—provide great public
benefit. Although marketed medical products are required to be safe, this safety requirement does not
mean they have zero risk. A safe product has reasonable risks, given the magnitude of the benefit
expected from the product and the alternatives to its use. Thus the choice to use a medical product
involves balancing its benefits with the potential risks of using it. The comparative evaluation—which
involves weighing the benefits (positive effects) and risks (potential harm) of various medical options
for treatment, prophylaxis, prevention, or diagnosis—is an essential part of determining product safety.
Evaluation is done during research and development on new medical products or procedures (such as
surgery) or by a regulatory authority deliberating the approval or withdrawal of a product or some
intermediate action, by a physician on behalf of a patient, or by the patient. Such weighing, whether
implicit or explicit, is at the heart of decision-making in medicine and health care.

Sources of risk. It is widely accepted that enormous benefits can be gained from using medical
products. Yet while most are well tolerated, producing only minimal side effects or a low rate of adverse

events, some products can be very toxic, producing a high rate of complications from side effects.! It is
estimated that millions of adverse events associated with the use of medical products occur each year;

many of these are serious and may result in death.? Federal oversight of a medical product’s benefits
versus risks continues well beyond the initial marketing of a product. Once a medical product is
approved for marketing, the safety of the product continues to be monitored by FDA, which collects and
analyzes reports of product experience. As more products are approved for marketing, postmarketing
surveillance becomes increasingly important.

Through a program called MEDWATCH, FDA’s Medical Products Reporting and Safety Information
Program, health care professionals, patients, and consumers can report serious adverse events and
problems associated with medical products to FDA, the manufacturer, or both. MEDWATCH also
accepts reports of medication errors or potential errors. MEDWATCH partners include health
professionals, consumers, and other appropriate health-related organizations or commercial interests that
actively disseminate information on the critical importance of monitoring and reporting serious adverse
events and product problems, along with information on how 1o report directly to FDA. These partners
also provide a multiplier effect, by which MEDWATCH partners rapidly disseminate new FDA-related
product safety information back to their membership.

Beyond the individual level of risk management (for example, patients and health care providers),
managing risk must be targeted at the organization level. For example, user facilities such as hospitals,
long-term care facilities, ambulatory surgical, outpatient treatment, and outpatient diagnostic centers are
required to report errors related to medical devices. By law, these facilities are required to report any
death to FDA and to the manufacturer of the device within 10 working days. Any serious illness or
injury also must be reported by the user facility to the manufacturer within 10 working days, or, if the
manufacturer is unknown, the report should be sent to FDA. Further, FDA encourages user facilities to
report product or device malfunctions (for example, intravenous catheter defects) that do not result in
death or serious injury directly to the manufacturer.

Management of medical product risk. In general, the sources of medical product risks can be thought
of as falling into four categories: (1) product defects, (2) known side effects, both avoidable and

unavoidable, (3) medication or device errors, and (4) remaining uncertainties.> Because each type of risk

http://www.talkaboutrx.org/aboutrisk.jsp , 10/7/2005
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has a different source, effective management of each is likely to be different:

Product defects Historically, product defects have been an important source of medical product-
associated injuries. In the case of pharmaceuticals, product defects usually include the lack of potency
and the lack of purity of drugs. A significant portion of resources currently is devoted to regulating
product quality. Research, surveillance, quality systems also called current good manufacturing
practices, and inspections form the cornerstone of FDA efforts to minimize product defects.

Known side effects. When using a drug or other medical product, a patient runs the risk of experiencing
reactions resulting from the product’s interaction with the body. For pharmaceuticals, these reactions are
commonly termed side effects. They usually are identified in a product’s package insert as possible risks.
Known side effects are the source of the majority of injuries and deaths resulting from product use.

Some known side effects often are predictable and avoidable. To avoid them, the health care practitioner
must select the best treatment and plan appropriate measures to manage the risks to the patient. For
example, when prescribing certain prescription medications that are renal toxic (toxic to the kidneys),
practitioners need to ensure that their patients are well hydrated or calculate dose adjustments to reduce
the risk of toxicity or kidney failure. A medical practitioner can choose the wrong therapy for a specific
condition (for example, using antibiotics for viral infections). Alternatively, a practitioner may prescribe
the appropriate therapy but fail to individualize the therapy or monitor the patient for signs of toxicity.
Examples of avoidable side effects include the consequences of known drug-drug interactions or
prescribing an inappropriate dosage for elderly persons.

In many cases, known side effects are unavoidable because they can occur even if a product is used
appropriately. Although estimates vary, the overall human and economic costs of unavoidable side

effects are high.* The risk of experiencing such side effects is the inevitable price of the benefits of
treatment. Examples of common, predictable, usually unavoidable side effects include superinfection
following antimicrobial chemotherapy, fatigue and depression from interferon use, and bone marrow
suppression from chemotherapy. For the successful management of these risks, both the practitioner and
patient must be fully aware of the risks involved in treatment, agree to the treatment, and provide careful
patient monitoring to detect early symptoms of known side effects.

Medication or device errors. A medication or device error involves the incorrect use of a prescribed
product or incorrect operation or placement of a medical device. Errors also involve unintended
substitution of the wrong product for the prescribed produ