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PREFACE

This Action Plan for the Provision of Useful Prescription Medicine Information isthe result of a
collaborative process mandated by Congress. Public Law 104-180, which was passed on August 6,
1996, required the Secretary of Health and Human Services to organize a committee of diverse interests
to develop along-range, comprehensive action plan to improve ord and written communication to
patients about their prescription medicines In response to that mandate, the Secretary published a
naticein the Federal Register on August 23, 1996 ouitlining the process to be used in developing the
action plan.? The Steering Committee for the Collaborative Development of a Long-Range Action Plan
for the Provision of Useful Prescription Medicine Information was subsequently formed. 1t first
convened on September 18, 1996 and, by the terms of the Statute, was given until December 4, 1996
to complete itswork.

In accordance with the law, the Steering Committee included participants from hedlth care
professonas organizations, consumer groups, voluntary hedth agencies, the pharmaceutica industry,
drug wholesaling companies, patient drug information database companies, and other organizations
The 34-person Steering Committee met 7 times in the Washington, DC area. Numerous smdler
working group sessions and conference calswere also held. The Steering Committee was convened
and facilitated by The Keystone Center, a nonprofit public policy mediation and education organization
founded in 1975 and headquartered in Keystone, Colorado.

In accordance with P.L. 104-180, this Action Plan is hereby presented to the Secretary of Health
and Human Services for consideration. The ideas and recommendationsin this Action Plan were
developed by the Steering Committee and represent the consensus of the Committee, unless
otherwise noted in either the text or Appendix K.* “ Consensus’ means that the members of the
Committee agree to support the Plan asatota package, although individually they may not have
an equal amount of enthusiasm for each idea or recommendation. In presenting this document,
member s of the Steering Committee commit to working toward the goals of this Action Plan and
encourage their colleaguesto do so aswell.

The Statutory M andate

! Public Law 104-180 (August 6, 1996), Agriculture, Rural Development, Food and Drug Administration, and
Related Agencies Appropriations Act of 1997. See Appendix A for the relevant statutory language.

2 Department of Health and Human Services (DHHS), “ Prescription Drug Information for Patients: Notice of Request
for Collaboration to Develop an Action Plan,” Federal Register 61 (no. 166), 26 August 1996, 43769. See Appendix B
for the Federal Register notice.

% See Appendix Jfor acomplete list of Steering Committee members.

* Appendix K is comprised of |etters from Steering Committee members that describe their particular perspectives
about the Action Plan.



Public Law 104-180 required that the plan address six specific issues. The statutory language
describing these six requirements is reproduced below. The page numbers in parentheses after each
requirement refer to the pages within this document on which the issue is addressed:

“The plan...shdl--

(1) identify the plan gods|[ pp. 5-6];

(2) assessthe effectiveness of the current private-sector approaches used to provide ora and
written prescription information to consumers [ pp. 10-14, 29, 44-49];

(3) deveop guiddinesfor providing effective oral and written prescription information cons stent
with the findings of any such assessment [ pp. 13,16-25];

(4) contain eements necessary to ensure the tranamittal of useful information to the consuming
public, including being scientificaly accurate, non-promationd in tone and content, sufficiently
gpecific and comprehensgive as to adequately inform consumers about the use of the product,
and in an understandable, legible format that is readily comprehensible and not confusing to
consumers expected to use the product [ pp. 16-25];

(5) develop a mechanisam to assess periodicaly the qudity of the oral and written prescription
information and the frequency with which the information is provided to consumers [ pp. 26-
30]; ad

(6) provide for compliance with rdlevant State board regulations [ p. 33].”



CHAPTER 1

INTRODUCTION

Over the past three decades, consumer groups, hedlth care providers, and others have shown an
increasing interest in supplying consumers with more and better information about their prescription
medicines. The hopeisthat consumers, armed with greater knowledge about the medicines they take,
will be empowered to make better-informed decisions about their health and their hedlth care. Itis
further hoped that the broader distribution of prescription medicine information will ultimately result in
improved hedlth outcomes and fewer medication-related problems. Today, consumers, manufacturers,
hedlth care providers, information vendors, the Food and Drug Adminigtration (FDA), and public hedth
policymakers have made the provison of useful information about prescription medicines atop hedth
care agendaitem. This chapter (1) setsforth the goasthat this Action Plan seeks to achieve and (2)
discusses the correlation between prescription medicines and public hedth.

GOALSOFTHE ACTION PLAN

The purpose of this Action Plan isto improve the quality and availability of useful information thet is
voluntarily provided to consumers with their prescription medicines. The rationae for the Plan is that
providing consumers with useful information about their prescription medicines can reduce the risk of
preventable, medication-induced injury and improve health outcomes.

This Action Plan seeks to encourage hedlth care providers, health care professonals associations,
consumer organizations, and other interested parties to voluntarily adopt along-range strategy to
improve the usefulness and availability of consumer-oriented information about prescription medicines®
Specificdly, this Action Plan seeks to do the following:

Encourage hedlth care professonds to improve their communications with consumers about
prescription medicines as a means of improving health outcomes and reducing preventable,
medication-related injuries.

Identify mechanisms and incentives to ensure that voluntary efforts to provide useful written
information to consumers about prescription medicines meet the distribution targets set forth in P.L.
104-180; the law states that such information should reach 75 percent of individuas receiving new
prescriptions by the year 2000 and 95 percent of individuas recelving new prescriptions by the year
2006.

® Please note that nothing in this Action Plan is meant to usurp the best judgment of the health care professional.



Egtablish criteriafor the development and digtribution of written prescription medicine information
for paients. The criteriawill define the components that such information should contain, while
alowing for some flexibility in content.

Encourage activities to increase consumer understanding and awareness of the benefits and
availability of written prescription medicine information and the importance of ord communication
between hedlth care professonads and patients.

Deveop mechanisms for the periodic, rdiable evaluation of current and future voluntary effortsto
provide useful written information about prescription medicines to consumers.

Promote consistency with relevant State board regulations.

PRESCRIPTION MEDICINESAND THE PUBLIC HEALTH

Prescription medicines are potent substances that, when prescribed, dispensed, and used appropriately,
have the potentia to significantly improve a person’s qudity of life, relieve the symptoms of illness and
disability, and achieve acure. Prescription medicines are amgjor part of the medicad armamentarium; in
1995, over 2.1 billion prescriptions were provided to consumers on an outpatient basis in the United
States.® Nationa studies of ambulatory care have congistently reported that dmost two-thirds of office
vidtsto physicians result in a |east one prescription.” When prescribed, dispensed, or used
ingppropriately, however, prescription medicines can cause serious and sometimes fatal harm, induce
new diseases, fail to relieve the symptoms or cure the disease, or otherwise adversdy affect aperson’s
qudity of life. Theincreasing costs of prescription medicines, of treating preventable, medication-
related injuries, and of problems related to the suboptima use of prescription medicines are estimated to
bein thetens of hbillions of dollars.

Thefollowing are examples of studies that document the benefits of prescription medicines and the
problems that sometimes occur.

The number of newborns infected with the AIDS virus declined 27 percent between 1992 and
1995, according to the Centers for Disease Control and Prevention. The decline was attributed to
the fact that more pregnant women were being tested for HIV and, if found positive, began taking
the drug AZT during pregnancy.®

Anti-inflammatory therapies and bronchodilators reduced the number of deaths from emphysema by
31 percent between 1960 and 1990. Had no progress been made against this disease, roughly
335,000 more people would have died in 1990 alone.’

®«U.S. Script Volume Up 7% in *95,” SCRIP World Pharmaceutical News, 2 April 1996, 14.

" S.M. Schappert, “ Advance Data from Vital and Health Statistics: Number 273,” National Ambulatory Medical Care
Survey: 1994 Summary (Hyattsville, MD: National Center for Health Statistics, 1996).

8 “Number of Babies Being Born with HIV Infection Declining,” The Washington Post, 22 November 1996.

° The Boston Consulting Group, The Contribution of Pharmaceutical Companies: What's at Stake for America
(Boston: The Boston Consulting Group, 1993).



Pharmaceutical products averted an estimated 456,000 deaths and between 2.6 to 6 million
nonfatal strokes between 1970 and 1986. ° In one study of heart failure patients, the drug endapril
reduced total mortality by 11 percent over a 3-year period.™*

Hormone replacement therapy has proved effective in reducing heart attacks in post-menopausa
women. Also, arecent study indicates that the therapies may reduce therisk of Alzhemer’s
disease.”

A U.S. Generd Accounting Office study published in July 1995 found that 17 percent of
hospitalized older Americans had been admitted because of an adverse drug reaction.”* FDA
estimates that the cost of hospitalizations caused by ingppropriate use of prescription medicinesis
about $20 billion annually.**

A study published in the Archives of Internal Medicine estimated that drug-related morbidity and
mortdity in the ambulaory care setting in the United States cost dmost $77 billion annudly. The
study also stated that the failure to take medications correctly resultsin the loss of 20 million work
days and $1.5 billion in earnings annudly in the United States for those patients with heart and
circulatory diseases.™®

A sudy published in the Annals of Internal Medicine estimated that adverse drug reactions among
ederly Americans living in the community may result in 2.2 million physdan vidts, 1.1 million
|aboratory tests, and 146,000 hospitalizations annually. ™

In August 1996, an article published in U.S News and World Report stated that some pharmacists
were filling prescriptions for combinations of certain prescription medicines whose Smultaneous use
was contraindicated. In addition, pharmacists failed to warn consumers of this potentia to interact
and cause harm.*’

“R.E. Brown and B.R. Luce, The Value of Pharmaceuticals: A Study of Selected Conditions to Measure the
Contribution of Pharmaceuticals to Health Status (Washington, DC: Battelle Medical Technology and Policy
Research Center, 1990).

" The SOLVD Investigators, “ Effect of Enalapril on Survival in Patients with Reduced L eft Ventricular Ejection
Fractions and Congestive Heart Failure,” New England Journal of Medicine 325, no. 5 (1991): 293-302.

2 The Writing Group for the PEPI Trial, “ Effects of Estrogen or Estrogen/Progestin Regimens on Heart Disease Risk
Factorsin Postmenopausal Women,” Journal of the American Medical Association 273, no. 3 (1995): 199-208; M.J.
Stampfer et a., “ Postmenopausal Estrogen Therapy and Cardiovascular Disease: Ten-Y ear Follow-Up from the
Nurses' Health Study,” New England Journal of Medicine 325, no. 11 (1991): 756-762; M.X. Tang et al., “Effect of
Estrogen During Menopause on Risk and Age at Onset of Alzheimer’s Disease,” Lancet 348 (1996): 429-432. Note: A
Steering Committee member has requested that it be noted that they believe many studies on hormone replacement
have been biased and/or flawed and that the complete body of literature on the topic does not support the
conclusions stated in this bulleted paragraph.

3 U.S. General Accounting Office (GAO), Prescription Drugs and the Elderly, Rpt. #HEHS-95-152 (Washington, DC:
GAO, 1995).

“DHHS, Food and Drug Administration (FDA), “ Prescription Drug Product Labeling; Medication Guide
Requirements,” Federal Register 60 (no. 164), 24 August 1995, 44232,

> J.A. Johnson and JL. Bootman, “ Drug-Related Morbidity and Mortality: A Cost of 11iness Model,” Archives of
Internal Medicine 155 (1995): 1949-1956.

18 JF. Burnum, “ Preventability of Adverse Drug Reactions,” Annals of Internal Medicine 85 (1976): 80-81.

'S, Headden, “Danger at the Drugstore,” U.S. News & World Report, 26 August 1996, 46-53.



A number of studies reviewed by the Nationd Pharmaceutical Council found that there are
differences in the response to a number of medicines for specific racid and ethnic groups, indicating
aneed for increased monitoring and counsding.™®

Thislig of studies illustrates both the benefits of prescription medicines and the potentid for harm. One
solution to the problems of the suboptimal use and misuse of prescription medicines (and the resulting
potentid for medication-related injury) is the education of consumers through the provison of ussful
information about their prescriptions. For example, providing patients with written information about
how to take their medicine appropriately (i.e., a appropriate intervas, with or without food, in
prescribed amounts) may enhance the therapeutic vaue of those medicines. This problem and its
solutions are very important to public hedth and the economics of the hedlth care system.

8 R. Levy, Ethnic and Racial Differencesin Response to Medicines (Reston, VA: National Pharmaceutical Council,
1993).



CHAPTER 2

BACKGROUND AND CURRENT STATUS

This chapter provides a short chronology of the key events that led to the development of this Plan. It
then provides a brief assessment of current private-sector approaches to the provison of ord and
written prescription medicine information to consumers.

BACKGROUND

Thefollowing isabrief chronology of events leading up to the development of this Plan.

1968:

1970:

1979:

1982:

1993:

FDA began requiring warnings on isoproterenol inhaation products. Thiswasthe first
prescription medication that required consumer-oriented written information. (Today, such
information is required of more than 40 prescription drugs or drug classes. The information is
written by pharmaceutical manufacturers and distributed by pharmacists, but requires FDA’s
review prior to digtribution.)

FDA responded to the concerns of women'’s health advocates and to new data on the potentia
for long-term side effects related to ord contraceptives and other hormone-based products by
requiring that information written by manufacturers for consumers and reviewed by FDA be
dispensed with these medications.

FDA proposed arule that would have required manufacturers to produce and distribute (after
FDA review) written information known as patient package inserts (PPIs) for 10 drugs or drug
classes (i.e., about 375 prescription medicines.)

FDA withdrew the proposed PPl regulation. The same year, the National Council on Petient
Information and Education (NCPIE) was formed, with support from FDA’s Committee on
Petient Education. NCPIE, with a membership of over 310 organizations, serves as amaor
coordinating body for private-sector initiatives working to improve communication about
prescription medicines to consumers.

Section 4401(g) of the Omnibus Budget Reconciliation Act of 1990 (OBRA “90), which
required pharmacists to offer to counsel Medicaid recipients about their prescription medicines,
took effect. Subsequently, more than 40 State boards of pharmacy required that the oral
counsding provisions be applied for al consumers, not just Medicaid beneficiaries.™

19 See Appendix C for the OBRA *90 |language that applies to pharmacies, and see Appendix D for alist of state
counseling regquirements for pharmacists, prepared by the National Association of Boards of Pharmacy (NABP).



1995:

1996:

FDA published a proposed rule in the Federal Register that aimed to increase the quality and
quantity of written information about prescription medicines to consumers. This proposed rule,
entitled “ Prescription Drug Product Labeling: Medication Guide Requirements,” is commonly
referred to as the MedGuide proposd. In the proposal, FDA would have required
manufacturers to produce “MedGuides’ for certain medicines that pose a serious and significant
public heath concern. The proposa aso encouraged written information legflets to be
produced and distributed for dl drugs, and set targets for the distribution of these leaflets by
pharmacists and physicians with new prescriptions. The MedGuide proposa also set criteria by
which written information would be judged to determineif it was useful and should count toward
achievement of the targets. In the MedGuide proposal, FDA stated that “inadequate access to
appropriate patient information was a mgor cause of ingppropriate use of prescription
medicines, resulting in serious persond injury and cogsto the hedlth care sysem.” FDA dso
indicated that while the rate of digtribution of written information had increased, the qudity of the
information was varigble.

At an FDA-convened workshop on the MedGuide proposal in February, consumer- and
patient-advocacy groups indicated strong support for the proposed rule. Hedth care
professonds’ organizations, information vendors, and associations representing the
pharmaceutical industry supported the concept of providing better information about
prescription medicines to consumers, but disagreed with some of the plan’s assumptions and
opposed some of the organizationd details included in the proposal.

In Augusgt, Public Law 104-180 was passed. It included a provision that asked “interested
parties’ to meet and develop a plan that would achieve the godsin the MedGuide proposal but
be implemented on avoluntary basis and without a regulatory mandate. If this Action Plan,
which is submitted herewith, is satisfactory to the Secretary of Hedth and Human Services, then
FDA will not have the authority to implement the MedGuide proposal.

BRIEF OVERVIEW OF CURRENT APPROACHES

Public Law 104-180 required that this Action Plan “assess the effectiveness of current private-sector
approaches used to provide ord and written prescription information to consumers.” The purpose of
this provison was to help in developing future strategies to increase the delivery of useful prescription
medicine information by assessing the best methods for providing such information. The short time
frame provided to develop the Action Plan (120 days) precludes a comprehensive assessment of this
topic. Because it believes the results of amore comprehensive study would be valuable, however, the
Steering Committee recommends that a process be put in place to undertake such an evauation, with a
12-month deadline and proceeding concurrently with the other implementation activities described in the
Plan. This comprehensive evauation is described in Chapter 4 and Appendix E.

?n addition, see Appendix F for a selected bibliography of literature about private-sector approaches.
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The remainder of this section (1) describes briefly the types of written information thet are currently
being disseminated with prescription medicines and (2) describes in some detail the Steering
Committee’ s recommendations regarding ord counsding. Although the discussion of ord counsding is
more detailed in this chapter than the discussion of written information, it is one of the few placesin the
document where ord information is discussed explicitly; the remainder of the Plan focuses dmost
exdusvely on written informetion.

Written | nformation About Prescription M edicines

Many types of written information are currently being distributed with some prescription medicines. The
FDA requires that more than 40 prescription medicines, such as metered-dose inhaers and ord
contraceptives, be accompanied by consumer-oriented written information. This information is written
and produced by product manufacturers and reviewed by FDA. Drug manufacturers and pharmacies
have developed their own programs to increase the quantity and quality of written information being
provided to consumers.

FDA surveysindicate that the proportion of patients reporting that they received written medicine
information from pharmacists increased from 16 percent in 1982 to 55 percent in 1994.% Alsoin
1994, the National Association of Boards of Pharmacy (NABP) found that 64 percent of consumers
reported recaiving written medicine information. Of those who received such information, 92 percent
sad that they read the information. Of these respondents, 97 percent said that they felt the written
information was clear and easy to understand.” In July 1996, the American Pharmaceutical
Association found that 81 percent of consumers surveyed reported dways receiving written information
when having anew prescription filled. Of those receiving such information, 69 percent reed dl or most
of the information, and 75 percent of those respondents found the written information “very useful.”?
FDA surveys report that the percent of physicians providing written information to consumers increased
from 5 percent in 1992 to 14 percent in 1994.%

The computerization of pharmacies over the past decade has enabled many pharmacists to more readily
provide written information to consumers about their prescription medicines. Computerization has aso
spurred the development of innovative information software by private-sector information vendors. This
software enables pharmacists and other professionds to produce customized written information for
eech individud who has a prescription filled.

Oral Information About Prescription M edicines

2 DHHS, FDA, A National Survey of Prescription Drug Information Provided to Patients (Rockville, MD: FDA,
1994).

%2 NABP, Consumer Patient Counseling Survey: Summary Report (Park Ridge, IL: NABP, 1994).

% American Pharmaceutical Association (APhA), 1996 National Pharmacy Consumers Survey (Washington, DC:
APhA, 1996).

# DHHS, FDA, “Prescription Drug Product Labeling,” 44191.
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The Steering Committee believes that ord counsding isacritica component of the successtul
prescribing, dispensing, and ultimate use of prescription medicines. At the time of prescribing, the
physician, nurse, or other prescriber knows the specific indication for which the medicine has been
prescribed. The prescriber is best able to openly and thoroughly discuss with the patient the diagnosis,
the specific indication for use of the medicine prescribed, the appropriate dosing, and possible sde
effects. At thetime of digpensing, pharmacists or other authorized digpensers of prescription medicines
can provide complementary information, as well as directions on how to take the medicine.

The gtatute requires the Steering Committee to address various issues relating to the provison of ora
information to consumers by hedlth care professionads. There was sgnificant discussion by Committee
members about the extent to which the Plan should address this topic, given that, as a professond
practice issue, the evauation of ora counseling has traditionally been the purview of the State boards of
pharmacy, medicine, and nursing and the relevant professona associations. The Steering Committee
has thus attempted to craft a series of steps designed to meet the Satutory provisions while respecting
and supporting the roles of the State boards and professiona organizationsin overseeing the nature and
content of the practice of their repective disciplines (including ora counsdling).

The provisonsin the statute, which are in quotes and bold type below, and the steps recommended by
the Steering Committee to address them, are asfollows:.

“ Assess the effectiveness of the current private-sector approaches used to provideoral...
information to consumers’

The Steering Committee recommends that State boards of pharmacy continue their efforts to assess the
qudity of ord counsding provided by pharmacigtsin dl settingsin which prescription medicines are
provided to ambulatory patients. This assessment should include the nature and effectiveness of the
“offer to counsal” made to the consumer. Current State pharmacy practice act guiddines, which are
most often based on the prospective drug use review provisons of Section 1927(g) of OBRA ‘90,
should be used as the basdline for determining the effectiveness of current ord counsdling.

Pharmacists have been required since 1993 to offer to counsal Medicaid recipients on how to use their
prescription medicines. Mogt states have extended this requirement to non-Medicaid recipients, and
many states have alowed offers to counsd to bein writing on a poster or sticker. Although thislaw has
been in effect for dmost four years, there is concern that an insufficient number of consumers are
recaiving meaningful offers from pharmacists to oraly counsd them on their medications. For example,
aJuly 1994 survey conducted by NABP found that consumers reported offers for counseling only 38
percent of thetime? A survey released in September 1996 by the New Y ork City Office of the Public
Advocate found that, athough alaw exigts that requires pharmacists to offer counsding to al

% NABP, Consumer Patient Counseling Survey.
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consumers, only 42 percent of independent community pharmacies and 27 percent of chain community
pharmacies provided consumers with some offer to counsel about their prescription medications.®

The Committee also recommends that FDA, as part of its consumer telephone survey of the provision
of written prescription information to consumers (discussed on p. 28), continue to assess the extent to
which consumersindicate that they receive useful ord information from hedth care providers about their
prescription medicines. This assessment would include counsdling provided by al hedth care
professonds, including physicians, pharmacists, and nurses. In addition, these surveys should include dl
settings in which prescription medicines are provided on an ambulatory bas's, including retail, mail-
service, hospital, and outpatient pharmacies and physicians' offices where prescription medicines are
dispensed.

Finally, the Committee recommends that the literature review described on p. 29 and in Appendix E
include areview of the effectiveness of ora counsgling provided by dl hedth professionds, including
their “best practices’ and typica practices. The Committee suggests that these assessments be
reviewed by the implementation entity established under this Plan for potentia further referrd.
Furthermore, the assessment should accurately capture the racia and ethnic differences of those patients
receiving the information.

“Develop guidelinesfor providing effective oral...information consistent with the findings of
any such assessment”

The Committee recommends that a Nationd Symposium on Ord Counsdling by Pharmacists about
Prescription Medicines be convened in 1997 by pharmacists groups, including NABP. The
Symposium would include representatives of consumer groups, hedth care professonds, public and
private third-party payors, information technology companies, and other interested parties. The
purpose of this conference would be to assess the effectiveness of current ord counsgling guidelines
based upon the data collected and the assessments made in the above section of the Plan, and to assst
State boards of pharmacy and NABP in enforcing exising guidelines and developing new guiddines, if
necessary, for oral counsding. It would recognize that multiple factors are responsible for the provision
of effective ora counsdling by hedlth care professonasto consumers. In this regard, the symposum
would provide a neutra forum for interested parties to discuss the following issues, specific to
pharmacigts:

the effectiveness of current ord counsdling guiddines relating to prescription medicines
identification of “best practices’ for oral counsding

suggestions for refinement to current guiddines, if needed, with referrd to State boards of pharmacy
srategies to reduce the economic, practice, and socid barriers relating to providing useful ora
information about prescription medicines

% New Y ork City Office of the Public Advocate, Prescription for Danger: Drugstore Counseling Routinely Ignored
(New York: NY C Office of the Public Advocate, 1996).

13



“Develop a mechanism to assess periodically the quality of the oral...information and the
frequency with which such information is provided to consumers’

As discussed on p.21, the Steering Committee believes that FDA should continue to conduct periodic
consumer surveys to determine whether consumers are receiving ord counseling when they obtain their
prescription medications. The results of these surveys should be shared with dl stakeholders, including
the organizations representing and evaluating the hedlth care professons.

The Steering Committee believes that the gppropriate mechaniam to assess the qudity of the information
being provided to consumers by pharmacists, aswell as the offer to counsdl, should be developed by
individud State boards of pharmacy, consstent with State pharmacy practice acts and regulations, or
any modifications made to such practice acts as aresult of any new guidelines developed. The State
boards of pharmacy, colleges of pharmacy, and pharmacy practice associations are cdled on to
continue to educate pharmacists about the importance of oral counsding in prescription medication and
use.

The Steering Committee a so recommends that other hedth care professiona s-—-specificdly, physicians
and nurses--be encouraged to continue and expand their efforts to improve the frequency and qudity of
ord counsding a the time a prescription is given to the patient. As discussed above, thisisthe optimd
time for conveying patient-specific information. The development of mechanisms, such as best practice
guidelines, to encourage more frequent and better qudity ord counsdling, fal to the organizations
representing those professions, and this recommendation is not intended to supplement or replace these
groups with new Federd or State regulations.

The Steering Committee encourages the organi zations representing nursing and medicine to establish
fora, such as symposia, to evauate the status of oral counsdling by members of their respective
professons. These symposiawould alow the nursing and medica professions to receive feedback from
abroad group of stakeholders and to use that feedback in their efforts to develop and/or refine
guiddines for effective ord counsding.

In addition, the Steering Committee suggests that it would be gppropriate to organize a broad-based
sympaosium on ord counsding involving dl rdevant parties. NCPIE has suggested that its next annua
meseting could serve as a venue for such adiscusson.

Finally, al organizations representing hedlth care professionds are encouraged to establish educationd
programs thet will do the following:

1. Incorporate the basic principles of effective ora counsding by their respective professonasin the
curriculum of relevant undergraduate and graduate schools.

2. Providether practicing professionas with specific prescription medicine information that should be
conveyed to the consumer.

3. Teach the techniques of counsgling to their respective professionas that will lead to desirable
changes in attitudes and behavior on the part of consumers and result in better clinical outcomes.

14



Summary

Asareault of public and private initiatives, advances have been made to date in providing useful
information to consumers about prescription medicines. However, the Steering Committee recognizes
the need for additiond stepsif the gods of the statute are to be achieved; those gods cdl for useful
written information to be provided to 75 percent of individuals receiving new prescriptions by the year
2000 and 95 percent by the year 2006. The Committee aso recognizes that information provided to
consumers should include specific elements that are considered to be useful and that some
gandardization of the format through which thisinformation is provided would be beneficid. Thereisa
recognition that the quantity and qudity of oral counsdling provided to consumers by hedlth care
professonds need to be substantialy improved, and a number of activities are recommended to help
foger that improvement. Findly, the Committee recognizes the need to devel op efforts that increase the
culturd competency of ord and written communication as well as efforts to reach underserved
populations in order to meet the gods of this Plan.
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CHAPTER 3

GUIDELINES FOR
USEFUL PRESCRIPTION MEDICINE INFORMATION

The guidelines described in this chapter are meant to encourage the devel opment of written prescription
medicine information that is useful to consumers. Useful written information is that which is sufficiently
comprehensive and communicated such that consumers can make informed decisions about how to
recelve the most benefit from medicines and protect themsalves from harm. Both the substance and
presentation of the information are important.

The following guiddines are intended to provide direction for the developers of written prescription
medicine information, but are not meant to be overly prescriptive. The guideines for both the content
and the format represent the best judgment of the Steering Committee members as to the essential
elements and characteristics of useful information and the preferred methods of presenting such
information. It is expected that, as the Plan isimplemented and additiond information is gained
concerning what congtitutes “useful” information, these guidelines will be subject to periodic review,
evduation, and refinement. (Thisreview processis discussed in Chapter 4.) The written information
that meets these guiddines—i.e., adheres to the criteria, includes the suggested components, and
substantidly conforms with the formatting suggestions here and in Appendix G--will be deemed * useful”
information and will “count” toward the quantitative gods of the Plan.

As discussed in the previous chapter, the Steering Committee recognizes the critica role of ora
counsdling in the effective communication of information about prescription medicine; however, this
chapter does not provide guidelines for the provison of ord information about prescription medicine.
Laws and guidelines relating to ord counsdling by pharmacists dready exigt, incuding OBRA ‘90, a
number of State Satutes, and professiona association guiddines. Nothing in this Action Plan is intended
to intrude upon this exigting legd, regulatory, and professiona practice structure. The Steering
Committee encourages dl hedlth care professond groups to continue to strengthen ther effortsto
ensure the improved qudity and increased frequency of ord counsding.

CRITERIA

Written prescription medicine information should be (1) scientificaly accurate, (2) unbiased in content
and tone, (3) sufficiently specific and comprehensive, (4) presented in an understandable and legible
format that is readily comprehensble to consumers, (5) timely and up-to-date, and (6) useful. These
criteria are described in detail in this section.
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In the following discussion, distinctions are sometimes made between “ generdized” prescription
medicine information and “ customized” information. “Generdized” information isthat which isintended
for dl consumers for whom medication is prescribed. “Customized” information is that which includes
information designed specificaly for an individua consumer. Both generadized and customized
information should count toward the quantitetive gods, if they meet the guiddines st forth in this
chapter.

Scientifically Accur ate

For the purposes of this Action Plan, the term “scientifically accurate’ refersto one criterion that can be
used to determine whether or not written information about prescription medicine is useful and counts
toward the gods. This section does not purport to define “scientifically accurat€’ in any other context.
The Steering Committee recognizes that there is considerable information that may be considered
scientificadly accurate in other contexts and that the determination of what is* scientificdly accurae’ is
an ongoing process within the practices of medicine and pharmacy. The narrow definition of
“scientificaly accurate’ that follows does not preclude the conveyance of information that fals outsde
of the definition, either by oral communication between hedlth care providers and consumers (which the
Steering Committee strongly encourages), or by means of written information that is “customized” for a
gpecific consumer a a specific time,

The Steering Committee agreed on severd points concerning the interpretation of “scientificaly
accurate’ asit pertains to the implementation of this Plan, including many scenarios involving various
sources of information (e.g., FDA-approved labdling, legidatively recognized compendia, peer-
reviewed literature) provided in different contexts (e.g., generdized or customized information).
Specificdly, the Steering Committee agreed on the following:

Information consistent with or derived from FDA-gpproved |abeling should be included in both
generdized and customized prescription medicine information.

Information from scientific literature about indications or uses not gpproved by FDA is appropriate
only in customized prescription medicine information. For other details aout the medicine, such as
potentia adverse effects, information from scientific literature is gppropriate when consstent with the
process of making changes to the product’ s labeling.

Written information should contain a statement that specificaly points out that the medicine may be
prescribed for ause or indication that is not listed and that communication with the prescriber and/or
dispenser isencouraged. For example: “Thisinformation isasummary. 1t does not include all
actions, precautions, adverse reactions, Sde effects, or interactions. In addition, your doctor may
have prescribed this medicine for ause not listed above. 'Y ou should ask your hedlth care provider
about any additiona information you would like to have, such as the professona package insert,
and any concerns you may have.”

Cugtomized written information may include information specific to the prescription, such as
information that is provided by the prescriber and/or the dispenser about a use or indication for use
that is off-label, and should be counted toward the gods of this Action Plan if it meets the criteriain
this chapter. A prescriber may opt to prepare customized information in advance for distribution to
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his or her patients for whom the diagnosi's matches the off-label use. Thismay dso goply to
dispensers who have appropriate information for these off-label indications for use for the specific
patient.

Manufacturer-produced “ patient package inserts’ (PPIs), which are reviewed by FDA and do not
include off-label use information, should be counted toward the gods of this Action Plan if they meet
the criteriain this chapter.

The issue that remains unresolved relates to the appearance of off-labe information, specific to uses of
or indications for the use of medicines, thet is derived from compendia. The Steering Committee agrees
that off-labd information concerning uses or indications can appear in customized information. Thereis
disagreement among Steering Committee members, however, regarding the gppearance of off-label
uses in generdized information. Many options were discussed concerning how off-label use information
could be addressed. No consensus could be reached on any one option. The two options most
discussed by the Steering Committee are summarized below.?’

Option 1

- In generdized information materids, information about the use of or indication for use of the
medicine will be consdered “ scientificaly accurate’ only if it is congstent with FDA-gpproved
product labeling or is otherwise permitted by FDA. (In other words, generdized information that
meets the criteriaiin this chapter can be counted toward the gods only if the information about the
use of or indication for use of the medicine is congstent with FDA--gpproved product labeling or is
otherwise permitted by FDA.)

Option 2

- In generdized information materids, information about the use of or indications for use of the
medicine will be conddered “ scientificaly accurate” only if it is consstent with the FDA-agpproved
product labeling, is otherwise permitted by FDA, and/or gppears in federdly recognized drug
compendia® (In other words, generdized information that meets the criteriain this chapter can be
counted toward the gods only if the information about use of or indication for use of the medicine is
consigtent with the FDA-approved product labeling, is otherwise permitted by FDA, and/or
gopears in federaly recognized drug compendia.)

The Steering Committee acknowledges that the current FDA policy regarding off-label use information
isunder discussion. If thispolicy is modified by the agency or by Congress, then it may be gppropriate
to dso modify this Plan with respect to off-label use information.

% See Appendix K, which contains |etters from Steering Committee members, for information about which
organizations support which option.

% The term “federally recognized drug compendia’ in this Plan is distinct from “federally recognized drug compendia
and peer-reviewed literature” as discussed in Medicaid reimbursement legislative language. Option 2 includes only
the compendiathat are listed in that legislation, not the peer-reviewed literature that islisted.
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Unbiased in Content and Tone

Presentation and content of written prescription medicine information should be unbiased in tone and
should meet the accepted standards of scientific literature (i.e., explanatory; neutral; without

comparative adjectives, untruthful claims about the benefit of a product, or hyperbole; and distinguished
from any promotiond or other information provided to the patient). Written information should promote
compliance with the specified dosage and gppropriate use, but should not promote a specific brand,
manufacturer, or distributor for the purpose of economic gain. In addition, the information should
represent afair balance between descriptions of the benefits and descriptions of the risks.

Sufficiently Specific and Comprehensive

Prescription medicine information should be specific enough and comprehensive enough to engble
patients to use the medication correctly, receive the maximum benefit from it, and avoid harm. It should
include directions for taking the medication and information about avoiding negative consequences.
Information should be included regarding proper monitoring of the impact of the therapy by correctly
interpreting physicd reactions to the medicine. Thiswould include, for example, informing consumers
about when to cdl their hedth care provider if they do not notice Signs of improvement. Also, risk
information should include enough detail for the consumer to understand the significance of the hazard
described; for example, the information should alow consumers to distinguish between awarning about
an improper use that could be life-threatening and one that could result in minor discomfort. Information
that explains specific directions or cautionsis important in order to inform the consumer about the
benefits of the medicine and how to protect themselves from preventable harm. Consumers aso should
be able to recognize that the information materials are summaries and are not exhaudtive, and consumers
should be encouraged to ask for additiond information, such as the professiond package insert.

The components of useful information, discussed on p. 20, are meant to set a“floor” for defining written
prescription medicine information as sufficiently specific and comprenensive. Certain medicines or
certain uses of medicines, however, may require additional information to meet this criterion.

In an Under standable and L egible Format that is Readily Comprehensible to
Consumers

Written prescription medicine information should be presented in an understandable and legible format
that is readily comprehensble to consumers. A standardized format should make it easier for
consumers to locate particular information and would provide an opportunity to reinforce important
agpects of that information (e.g., adverse effects) and the importance of ord counsdling. At the same
time, dlowing for flexibility and variation in the content and format of prescription medicine informetion
will be the best way to identify those formats thet are truly understandable and readily comprehensible.
(For further discussion, see Language and Format section on p. 23.)
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The Steering Committee recognizes the importance of providing written information in the language a
consumer feds most comfortable reading and a areading level appropriate for the greatest number of
consumers. Accordingly, the Steering Committee encourages written prescription medicine information
to be available in both English and Spanish, and recommends that other mgjor language adaptations be
available in regions where those languages are spoken by a sgnificant proportion of the population and
through specid request. Non-English information should be developed as an adaptation rather than a
direct trandation, in order to ensure the accuracy of the information, and information should be available
at the sixth- to eighth-grade reading levels.

Timeay and Up-to-Date

Written prescription medicine information is expected to be distributed in avariety of ways. With
computerized distribution to most pharmacies, it is expected that information will be updated based on
scientificaly accurate sources and distributed to the consumer in atimely fashion. Assessment of this
Pan’simplementation will enable a better understanding of whether new scientifically accurate
information is being included in information maeridsin atimey manner.

Useful

Prescription medicine information shall be useful to consumers. “Useful” is defined as enabling the
patient to use the medicine properly and appropriately, receive the maximum benefit, and avoid harm.
This Plan suggedts criteria, components, and formats that, combined, provide guidance for developing
and presenting “useful” information. The Plan dso identifies steps for ng, evauaing, and revising
these criteria, component, and format suggestions as additiona information is gathered through
consumer testing and other appropriate means.

COMPONENTSOF USEFUL INFORMATION

The components of useful information that are outlined in this section are based upon the preceding
criteria. Asatota package, they are meant to be scientifically accurate, unbiased in content and tone,
aufficiently specific and comprehensive, understandable and in alegible format thet is readily
comprehensible to consumers, timely and up-to-date, and useful. The examples given below are not dl
necessary for information to be deemed useful, but are meant to provide ideas of what may be
gopropriate in some, but not dl, stuations.

The order in which these components are listed is the suggested order for a standardized format.
Steering Committee members especidly want to encourage publishersto ligt items A-D (names of the
medication, “black box™ warnings if required, indications for use, and contraindications) firs in the
written prescription medicine information and in thisorder. Items E-K aso should be included, but not
necessaily in thisorder. The Steering Committee does not mean to imply by thisligt that each of these
items must be listed separately under a separate heading. Some could be combined together under a

20



sangle heading, for example. (See p. 24 for more on headings.) If dternative formats are developed
(i.e,, changing the order of components A-D), they should be tested to demondirate their usefulness
according to the criteria

The components of useful information are asfollows:

A. The established name and brand name (e.g., the trademark or proprietary name), if any. The
phonetic spelling of the established name, or of the brand name if an established name does not
exis. If no established or brand name of the product exigts, alist of the active ingredients.

B. If goplicable, aprominently displayed statement that is consistent with or derived from any “black
box” warnings (as required by FDA on the professond labeling) that are relevant to the consumer.

C. A stion that identifiesamedicing sindication for use, including pediatric indications, if any. (See
discussion of “scientifically accurate’ on pp. 17-18 for the uses that may be included.)

D. Information on the circumstances under which the medicine should not be used for its labeled
indication (i.e, its contraindications). Directions regarding what to do if any of the
contraindications apply to a consumer, such as contacting the licensed professiona or discontinuing
use of the medicine. A generd statement, such as, “Talk to your hedth care professiond before
taking this medication if any of these apply to you,” aswdll as a satement of precaution regarding
any circumstances in which the use of the medicine could lead to seriousinjury or degth.

E. If gpplicable, a statement or statements of precautions the consumer should take to ensure proper
use of the medicine. (These satements are encouraged in serious Stuations,) Thefollowing list is
not meant to be exhaudtive:

1. A daement that identifies activities (such as driving or sunbathing) and drugs, food, or other
substances (such as tobacco or acohal) that the patient should avoid.

2. A gatement of therisksto the mother and the fetus or infant from the use of the medicine
during pregnancy, labor, and breast-feeding (or, if the risks are unknown, a statement such
as, “When taken during pregnancy, labor, and breast-feeding, the effects of this medicine on
the development of the exposed offspring are unknown™).

3. If the medicine has specific hazards associated with its use in pediatric populations, a
gtatement of the risks.

4. When the useis not contraindicated, additional precautions that apply to the safe and
effective use of the medicine in identifiable patient populations.

F. A gatement of the symptoms that indicate possible adver se reactions from the use of the
medicine that are serious or occur frequently. Guidance for the definition of “ adverse reactions’ can
be found in 21 CFR § 201.57(g) as, “an undesirable effect, reasonably associated with the use of
the drug, that may occur as part of the pharmacologica action of the drug or may be unpredictable
initsoccurrence.” Organizing and explaining adverse reactions may vary by drug product; for
example, information may be organized by organ system, severity, or frequency. A combination of
these approaches, or other gppropriate means, is suggested for providing information adequate to
explain possible adverse reactions.

G. A gatement of therisks, if any, to the patient of developing atolerance to or dependence on the
drug product. “Drug dependence’” may be defined as a pattern of behavior in which drug useis
given amuch higher priority than other behaviors that once had ahigher vaue. It is not absolute, but
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exigsin degrees, and itsintengty is measured by the behaviors that are associated with the use of
the drug. Drug “tolerance’ has devel oped when a given dose of a medicine produces a decreased
effect or when increasingly larger doses must be taken to obtain the same effect as when the origind
dose was taken.” An example of astatement about tolerance could include the following: “When
deep medicines are used every night for more than afew weeks, they may lose their effectivenessto
help you deep. Thisisknown as*“tolerance” Segp medicines should, in most cases, be used only
for short periods of time, such as afew days and generdly no longer than one or two weeks. |If
your deep problems continue, consult your doctor, who will determine whether other measures are
needed to overcome your deep problems.” An example of a statement concerning dependenceis
the following: “ Sleep medicines can cause dependence, especidly when these medicines are used
regularly, or for longer than afew weeks, or a high doses. Some people develop aneed to
continue taking their medicines. Thisis known as dependence or ‘addiction.’ [It continues with a
discusson of physica sgns of addiction and withdrawd.]”

H. Information on the proper use of the medicine, including the usud dosing indructions and the
following:

1. A gatement stressing the importance of adhering to the dosing ingtructions prescribed by
your hedlth care provider.

2. A gatement of what the patient should do if he or she misses taking scheduled doses of the
medicine.

3. A datement describing any specia ingtructions on how to administer the medicine (eg.,
route of adminigtration, with food or water, a specific times of day).

4. A datement about what the patient should do in case of overdose of the medicine. If
overdose information is determined to be important for a particular medicine, Sgns of
overdose should be included so that patients may recognize the symptom(s). Indl casesin
which symptoms of overdose are listed, overdose information should be directly followed
by ingtructions for what to do, such as call a poison control center or other emergency
number, should symptoms occur.

|. Proper storage ingructions.
J. General information, induding:

1. A gatement encouraging discussion with a hedlth care professiona about the prescription
medicine.

2. A saement that the medicine should only be used by the patient for whom it is prescribed
and is not to be given to other persons.

3. Thename of the publisher of the information.

4. Thedate of publication or most recent revision or review for adequacy and accuracy of
content.

K. A disclaimer statement containing the following concepts™
1. Thematerids are summaries and do not contain al possible information about the medicine.
2. The hedth care professond who has prescribed the medicine has more information.

# JH. Jaffe, “Drug Addiction and Drug Abuse,” in The Pharmacological Basis of Therapeutics, 8th edition, eds.
A.G. Gilman et al. (New Y ork: Pergamon Press, 1990).

% See Appendix H for examples of currently used disclaimers and sample disclaimers suggested by some Steering
Committee member organizations.
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3. Thehedth care professond’ s information addresses both the medicine and the patient’s
specific health needs.

4. The hedth care professond can provide and answer questions about the information in the
professond labding.

A summary section (containing the medicineg' s approved indications, critica aspects of proper use,
sgnificant warnings, precautions, contraindications, serious adverse reactions, and potentid safety
hazards) should be considered for inclusion, but is not essentia for the written information to be
consdered “useful.” Another optiond item is a 1-800 number; such a number could encourage the use
or cregtion of a service that would provide information to consumers with impaired vison, margind or
no literacy, or whose first language is not English. In addition, pharmacists and other dispensers are
encouraged to provide prescription medicine information in the language a consumer prefersto use. Itis
currently estimated that 8 percent of the U.S. population prefers spesking Spanish and an additiond 6
percent prefers spesking alanguage other than English or Spanish.®! Information provided in languages
other than English should not be smply trandated from the English, but rather should be carefully edited
and adapted to provide the same sense of the information that is found in the English version.

L ANGUAGE AND FORMAT

In developing written prescription medicine information that is presented in an understandable and legible format
and is readily comprehensible, publishers must find the optimal balance between standardization and flexibility.
A format that presents information in a set order makes it easier for consumers to locate particular information
and would provide an opportunity to reinforce important aspects of prescription medicine use (e.g., potential side
effects) each time a consumer refers to this information. At the same time, allowing for flexibility and variation in
the content and format of prescription medicine information will be the best way to identify those formats that are
truly understandable and readily comprehensible. As evaluation and assessment of these format suggestions
occur, through consumer testing or other recognized means, modifications may be appropriate to improve the
usefulness of the information to consumers.

While acknowledging that prescription medicine information can and will be provided through numerous
different media (e.g., computer and video), the following guidelines are suggested for printed prescription
medicine information. These are general guidelines; designers and publishers of written information know that
readability and legibility depend on a combination of factors, including type size, style, letter and word spacing,
line length, and contrast between ink and paper color. A specific discussion of these factors, providing more
precise guidance, is included in Appendix G.

Design of written prescription medicine information should ensure that information is readable and legible
and that important information is prominent and conspicuous. Formats should also help distinguish between
the degree of seriousness of cautions or warnings.

Prescription medicine information should be written, preferably, at the sixth- through eighth-grade reading
levels. The same information could also be available at higher reading levels. When possible, information
should be written clearly and concisely, and complex terms should be avoided. Polysyllabic words could be
replaced by shorter, simpler words (e.g., “harmful” rather than “detrimental’’), even if it takes several words
to get across a concept that can be expressed in a single, more complex term.

% M.R. Reddy, ed., Satistical Record of Hispanic Americans(Detroit: Gale Research, Inc., 1995).
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Use of pictograms is encouraged. Pictograms can help consumers with low literacy skills understand
important information about prescription medicines. Pictograms should never be used alone, but should
accompany written information. Universal symbols (e.g., the circle with slash, which connotes “no”) should
be used where appropriate. Any new symbols should be consumer-tested before and after they appear in
written information.

Written prescription medicine information should be widely available in both English and Spanish. Other
major language adaptations should be available by special request.

Written prescription medicine information that is generally consistent with the language and format guidelines set
out here and in Appendix G will be presumed to be understandable and readily comprehensible, and will satisfy
this criterion for useful information absent evidence to the contrary. It may be established, through consumer
testing or other acceptable means, that information that is not consistent with these guidelines is, nonetheless,
understandable and readily comprehensible. Such consumer testing would likely result in revision to the
guidelines. These revised guidelines should then be followed in subsequent assessments of written prescription
medicine information.

Layout

Information should be included according to the recommendations in the Components of Useful Information
section on p. 20. As stated in that section, however, all of the components listed need not come under their own
heading; they can be combined as needed. The headings listed below are intended as concepts for such headings;
they are not meant to propose exact wording. Writers of prescription medicine information are encouraged to use
standardized phrases for headings reflecting these concepts so that, in the interest of promoting usefulness,
consumers will be familiar with the layout of information rather than confused by different formats. The
suggested order of general headings is as follows:

Personalized information in a box
Established name and brand name
“This medicine is used for...”

“Do not take this medicine if you are...”
“How to take this medicine...”

“Side effects include...”

General information

No ok owne

Samples of written prescription medicine information that are consistent with the guidelines in this chapter are
included in Appendix G. The headings used in the examples reflect the concepts in this chapter and are in no way
intended to be considered the only acceptable headings.
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CHAPTER 4

ASSESSMENT AND IMPLEMENTATION

The Steering Committee understands that the opportunity to design and implement thisPlanon a
voluntary basis brings to those organi zations supporting the Plan a respongibility to apply the resources
and energy necessary to carry it out. The statute makes clear thet if the Secretary determines that the
voluntary effort is not successful by 2000 or 2006, she has the authority to inditute aregulation. The
Steering Committee further recognizes that the Secretary must make a decision within 30 days of
submission of this Plan as to the likelihood of it being successfully implemented with its quantitetive and
quditative gods being reached. Therefore, the implementation activities caled for by the Steering
Committee in this chapter are intended to convey to the Secretary that the Committee intends for this
voluntary Plan to succeed.

The collaborative, voluntary nature of this Plan, as called for by the statute, provides unique
opportunities and poses unique chalenges. In order to ensure effective and successful implementation
using this new model, the Steering Committee believes that:

1. there must be structured, periodic communication between the Secretary and the various
organizations involved in developing and implementing this Flan;

2. the process mugt take advantage of the strengths of existing entities and recognize that
communication and coordination among these entitiesis criticd; and

3. the collaborative nature of the partnership that developed this Plan must continue in some form, at
least temporarily, in order to oversee those implementation tasks that do not logicdly fal to any
exiging entity.

Each organization listed in Appendix Jis committed to supporting this Plan’simplementation in a manner
consgtent with its organizational scope and goals. It is acknowledged that, given the diversity of the
Steering Commiittee, this commitment will entail arange of activities, but the Steering Committee
believes that such a commitment by its diverse membership will be criticd to the success of this Plan.

ASSESSMENT OF PROGRESS

In order to be deemed successful, implementation of this Action Plan must result in “the distribution of
useful written information to 75 percent of individuas receiving new prescriptions by the year 2000 and
to 95 percent by the year 2006.” This section discusses the assessment of progress toward these goals.
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What Should Be M easur ed

Measurement of the distribution of written prescription medicine information to consumers requires (1) a
definition of the total number of al prescription medicines that progress will be measured againg (i.e.,
the “denominator”) and (2) a definition of “what counts’ toward meeting the gods (i.e, the
“numerator”).

For the purposes of measuring performance, the totd (or “denominator”) will include al new
prescriptions that are filled for medicines that are digpensed at community pharmacies, mail-service
pharmacies, hospita-based outpatient pharmacies, physicians' offices (see beow for discussion about
excluding samples), and medica dlinics. Thetotd will dso include new prescriptionsthat arefilled in
any other dtuation or setting in which the medicine is intended to be self-administered by the patient or
administered by a care-giver, such as afamily member or home hedlth aide. (The total does nat, thus,
include in-hospita Stuations or other circumstances where the drug is administered by a hedth care
professond.) A “new” prescription isany prescription that is not arefill. Inthe case of achronic
condition for which medication is taken repeatedly, the prescription will be considered new every time
the physician physicaly writes out, transmits electronically, or makes a telephone order to a dispenser
for another prescription for the same medication.

For the purposes of measurement toward the goal's, drug samples will not be included as a part of the
total of prescription medicines. However, if aphysician provides adrug sample that is not accompanied
by a prescription order, the Steering Committee strongly encourages those physicians to include written
information about the drug with the sample. The Committee anticipates that this may occur in Stuations,
for example, in which only asmal amount of the drug is needed and the physician has enough samples
on hand to fulfill the needs of the patient, or in adinic in alow-income community where the physician
knows thet the patient is not financidly able to have the prescription filled. Any such dlinic providing
medications free of charge is encouraged to digtribute the relevant written information. (In every
gtuation in which drug samples are given to a patient, ord communication about the drug and its proper
useisaso srongly encouraged.)

Compounded prescription drugs should aso be excluded from the total number of prescription
medicines againg which progress will be measured. A physician may prescribe a unique compounded
formulation for a patient when acommercid pharmaceutica product is not available or when some
gpecid circumgtances prevent the patient from using a commercidly available product (e.g., different
dose, sengtivity (allergy) to acomponent of the commercia product, or (rarely) consumer preference
issues such asflavor). Some prescription medicines are compounded based upon standard formulae,
and written information is often available based on that formulae. In these circumstances, written
information should be provided. The Steering Committee urges al dispensers of compounded
precriptions to provide written information whenever possible.

The“numerator” should then be determined as follows: every written information product thet (1)
accompanies a prescription medicine that falls within the total described above and (2) adheresto the
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criteria, includes the suggested components, and substantially conforms to the guidelinesin Chapter 3,
will count toward meeting the gods of the Action Plan.

Who Should Do the M easuring

The Steering Committee recognizes and supports the satutory language that gives the Secretary of the
Department of Hedlth and Human Services the authority to mesasure the digtribution of useful written
information. Accordingly, the Steering Committee recommends that the Department:

1. continue its biannua consumer survey in 1997 and 1999;

2. expand and refine its survey methodologies in order to measure in 1997 and 1999 the amount of
written prescription medicine information that is* useful”;

3. adopt the Steering Committee’ s definition of “useful,” which is described in Chapter 3;

use the guidance on pp. 27-28 regarding the measurement of performance in conducting its surveys,

and

5. solicit expert advice on both the best methodol ogies with which to conduct the above assessments
and ways to refine the definition of “useful written information” after 2000. This might include
convening an advisory pand subject to the Federad Advisory Committee Act, convening a
symposium of expertsin the field, and/or working closdy with the various stakeholders involved in
the development and implementation of the Action Plan.

>

IMPLEMENTATION ACTIVITIES

Asdiscussad in the introduction to this chapter, implementation will require effort on the part of dl
Steering Committee member organizations. The 120 days dlotted by law to the Steering Committee
did not allow enough time to agree upon the exact entity best suited to do every activity. Thus, a
“Trangtion Group” is proposed as away to further develop an implementation strategy for the Plan and
to serve as the decisonmaking body for any issues that were ether |eft unresolved in the Plan or were
not addressed or contemplated at al. The Structure and governance of the Transition Group would
mirror the Steering Committee, but would include only about 15 members, in order to alow amore
efficient management process. The Steering Committee has agreed to finalize a process for sdlecting the
membership and to schedule the first meeting of this Trangtion Group within 30 days after meeting with
the Secretary (or her designee) to initiate implementation activities.

Among the tasks the Transition Group would expect to assume are:
the coordination, prioritization, and focusing of the activities of the various parties involved in the

provison of useful written information about prescription medicines in order to maximize the
likelihood of achieving the gods of the voluntary Action Plan;
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the development of ways in which to provide feedback, avallable a the request of those involved in
developing and providing the written information, on whether or not their products are mesting the
guiddines and criteriacdled for in this Action Plan;

the exploration of ways in which to work closaly with FDA in order to ensure that dl partiesarein
agreement with the definition of useful written information after 2000; and

the management of a process to sudy the costs and savings resulting from implementation of this
Han.

The Steering Committee has agreed that two additional tasks are central to an effective Action Plan, but
they were not able to reach consensus on who should oversee these tasks. Thefirst task isto provide
“red-time’ feedback to al participantsinvolved in the implementation of the Action Plan on whether or
not their products and efforts meet the criteria cdled for in the Plan.

The second task isto develop and test written information prototypes, in order to better evauate
current private-sector gpproaches to the distribution of written information and to produce sound data
on which to base decisonmaking regarding the refinement, if necessary, of the guideines described in
Chapter 3. The Committee believesthat such an assessment would take no more than 12 months to
accomplish and should occur concurrently with the other implementation activities st forth in this
chapter. The sound data that will result and the methodology used to obtain the data add to the overadl
credibility of the Plan, which will, in turn, help to encourage pharmacists and physicians and their
suppliers and vendors to undertake this voluntary Plan. Also, it fulfills the provision of the Satute that
requires such an assessment. A detailed methodology for conducting this assessment is set forth in
Appendix E. In brief, the assessment includes the following steps:

1. Review of sdlected published and unpublished literature, in order to ascertain what has been found
to contribute to effective ord and written communication about prescription medicine.

2. Deveopment of written information prototypes (based upon the guidelines in Chapter 3) for three

commonly prescribed medications.

Testing of the prototypes with consumers, pharmacists, physicians, and nurses.

4. Refinement of the prototypes to reflect the findings of the literature review and the results of the
surveys about the initid prototypes.

5. Teding of the find prototypesin pharmacies and possibly other settings in which the medicines are
dispensed.

w

The two options for managing these two tasks--the “red-time feedback” and the prototype
development and testing--that were discussed by the Steering Commiittee are as follows:

Option 1

- FDA should coordinate both tasks using the advisory pand caled for in #5 of the assessment effort
on p. 28. The mechanism by which the feedback would be provided was not explicitly discussed,
but the limited discusson implied that it would either by done by the advisory pand itself or by an
entity established and funded by the advisory pand.
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Option 2

- The Trangtion Group should assume the responsibility for both tasks and would subcontract to a
reputable third party the field testing of the guidelines. The mechanism by which the feedback
would be provided was not explicitly discussed, but the limited discussion implied that it would
ether by done by the Trangtion Group itsdf or by an entity established and funded by the Trangtion
Group.

Education

Another key dement of the implementation of this Action Plan is education. Two kinds of education
efforts must occur. Thefirg is narrowly defined as education about the Action Plan and its
implementation. The second isamuch broader effort to raise the avareness of dl hedth care
professionas about the importance of properly prescribing and dispensing medicine and to raise the
awareness of the public about the importance of complying with prescription directions.

Education About the Action Plan

All Steering Committee members and the organizations they represent share the responsibility for
educating individuals and organizations about the Action Plan. They will begin by educating their own
congtituencies about the details of the Action Plan, including its voluntary nature, the guidelines for
prescription medicine information, the quantitative goals, and the consequences of not meeting those
gods. Because manufacturers, information vendors, and pharmacists have, perhaps, the greatest
respongbility for ensuring that accurate and useful information is generated and distributed, the grestest
efforts should be made to educate these groups of individuads. To alesser degree, but equally
important, other hedlth care professonds involved in prescribing and dispensing medication (i.e,
physicians and nurses) will need to be informed about the Plan’s detalls. Findly, efforts must focus on
consumer groups and regulators.

L arge-Scale, Awar eness-Raising Effort

Ultimately, it is hoped that the implementation of this Action Plan will result in consumers and hedlth care
professionas becoming better partners with each other. Toward that end, along-term, awareness-
raising effort should:

1. educate hedth care professionas about the need to effectively communicate with their patients
about prescription medicines,

2. educate consumers about the appropriate use of prescription medicines and how to ask their hedth
care professiondss effective questions about them; and

3. reach out to the underserved segments of the population who, for reasons of age, language,
educetion, the hedlth system, or other barriers, need targeted communications and education efforts
on the effective use of prescription medicines.
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ADDITIONAL ISSUES

This section discusses other implementation issues of importance, including details on the production and
distribution of information; incentives and disincentives, and compliance with State board reguletions.

Production and Distribution of Useful | nfor mation

The Committee anticipates that written information will likely be produced and distributed in the form of
a point-of-sale computer printout. Other possibilities exist, of course, from pre-printed lesflets to
World Wide Web sites and other high-technology methods. Access to these various mediawill depend
on the availability of agppropriate computer technology, which may differ sgnificantly depending on the
setting in which the information is distributed. The Committee thus encourages the publishers of such
information to make it available in a variety of forms that are accessible to and efficient for dispensers,
and enable it to reach the greastest number of individuas.

At present, prescription medicine information is published by avariety of entities. The FDA, inits
MedGuide proposd, identified eight commercid vendors that currently supply the mgority of written
information about prescription medicines. Manufacturers aso produce written information, not only for
the approximately 40 medicines for which the FDA has required them to do so, but for others as well.
A number of patient-advocacy groups produce written information of interest to their condtituents that is
avalablein many forms, including pamphlets and sites on the World Wide Web and other computer
services.

This Action Plan assumes that this variety of producers of written information will continue, and even
expand. In other words, the Steering Committee anticipates that the mgority of written prescription
medicine information will be supplied by commercid vendors, but that their work will be augmented by
information produced by manufacturers and patient-advocacy groups. Written prescription medicine
information from any source that meets the Plan’s guiddines for “useful” information will be counted
toward the Plan’ s godls, as discussed further below.

The Action Plan assumes that the information will be distributed any time a prescription medicineis
dispensed. The dispensing activities that will “count” toward the gods are discussed in detail on pp.
27-28.

Confidentiality of Patient Information
Protection of the confidential nature of patients medica information, which is dways a concern for al
hedlth care professionals, becomes a greater concern with the expanded distribution of written

prescription medicine information. When pharmacies dispense a precription medicine to someone
other than the person for whom the prescription was written, a question arises about how to distribute
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the written information. Perhgps more important, the preparation and distribution of customized written
information presents numerous opportunities for unintended release of confidential medica information.
All hedlth care professonds are urged to devote attention to the need to protect confidential medica
information. The Steering Committee recommends that the methods for creating and distributing
patient-specific written information be monitored and, if release of confidentia medica information
increases, that steps be taken to prevent such release.

Accessto Health Care Providers

The Steering Committee recognizes that the best environment for effective communication about
precription information is between the consumer and his or her regular provider of hedlth services.
However, 11 percent of adult women under the age of 65 do not have aregular provider of care and
18 percent of al consumers are uninsured.® 1n addition, difficulty in finding a provider who can
communicate in the language preferred by the consumer and in a culturadly competent manner, or who is
accessible in the community in which consumers live, also act as a barrier to using aregular provider of
care. Thislack of aregular provider of care creates a need to develop innovative approaches to reach
these consumers.  Such approaches would include consumer education materials on how to take
medications; culturaly competent consumer education campaigns, technology options for medication
tracking at the dispensing source; and community-based campaigns to educate consumers about how to
talk to their hedth care providers about prescription medicines. The Trangtion Group should review
and recommend options for supporting the above and other approaches to effectively communicate with
consumers who do not have aregular provider of care.

I ncentives and Disincentives for | mplementation

The Steering Committee recognizes that implementing dl of the steps cdled for in this voluntary Action
Pan will result in additiona costs for some entities (e.g., pharmacies) and savings for others (e.g., third-
party payors, employers). For example, pharmacies and other prescribing and dispensing entities will
likely assume alarge proportion of the burden for digtributing written and ord information. Expenses
relating to computer hardware and software changes and the purchasing of monthly updates are just two
of the many direct costs required. Unfortunately, today’ s hedth care marketplace is structured such that
providers are often compensated for the volume of patients served and not for the amount of time spent
with those patients. In fact, physicians, nurses, and pharmacists have found their time with patients
increasingly limited as the result of the cost-containment policies of third-party hedth care payors.
Furthermore, most third-party payors and private-pay consumers cover only the cost of dispensing the
prescription medicine and do not cover the expenses of providing extended consumer counsdling.

Thus, the Steering Committee recommends that a study be conducted to andyze the costs and savings
involved in implementing this Action Plan  The Trangition Group would manage a request-for-proposal

¥ DHHS, National Center for Health Statistics, Health, United States, 1995 (Hyattsville, MD: Public Health Service,
1996). The report also states that 33 percent of Hispanic consumers and 21 percent of non-Hispanic black consumers
are uninsured.
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processin order to retain an objective, independent, and credible entity to conduct this study. The
results of this study would be shared with dl rdevant stakeholders. If the sudy shows that
implementation of this Action Plan has added more costs to those providing the information caled for in
the Plan, the Transition Group would be authorized to recommend appropriate payment to offset such
costsby al payors, including governments. Even before that study is undertaken, however, third-party
payors (including government agencies) should consider the hedlth care and economic benefits they will
likely receive due to improved ord and written communication and are strongly encouraged to provide
payment to hedth care professonals for providing these services.

Severa members of the Steering Committee expressed concern that the increased distribution of written
information may result in litigation againgt hedth care providers, manufacturers, and the producers of
written information dleging that they faled to warn of specific risks or that they used the “wrong”
language to describe the risks. The Steering Committee does not wish to have this issue become a
disncentive to the production and digtribution of useful written information. Others on the Committee
believe that the distribution of useful information should, in fact, reduce litigation. The Committee
believes that the criteriain this Plan are an acceptable standard of care for the type of written
information described in this Plan and provided with prescription medicines. Also, the Steering
Committee recommends that the potentia for incons stent State requirements be monitored and, if such
inconsistent requirements are created by State legidatures or courts, that the Trangtion Group consider
ways to address the difficulties that may result.

Compliance with State Board Regulations

Public Law 104-180 states that this Action Plan “shall...provide for compliance with State board
regulations.” Because this Action Plan sets forth a voluntary program for improving the qudity of ora
and written prescription information to consumers, it must by definition comply with dl exising State
board regulations and guiddlines. Therefore, al actions and steps proposed by this Action Plan assume
compliance with State board regulations and appropriate hedth professond groups practice acts. Itis
aso assumed that the onus for ensuring continued compliance rests with the various stakeholders and
entities involved in implementing this voluntary Plan. Furthermore, nothing in the development or
implementation of this Plan is intended to change the exigting regulatory boundaries between the FDA
and the States with regard to regulating and monitoring the practice of medicine or the dispensing of
prescription drugs.

SUMMARY

The members of the Steering Committee are committed to making this collaborative, voluntary Plan
succeed. They recognize that the key dements to successful implementation include keeping the lines of
communication open (both with the Secretary and amongst themsealves); supporting the transition
process set forth above; and harnessing the strengths of their own organizations when needed.
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APPENDIX A

PuBLIC LAwW 104-180:
RELEVANT STATUTORY LANGUAGE

Please contact scheval@keystone.org, or 970-513-5800 for hard copies of this
report, including appendices,
which are not available in an electronic format.
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APPENDIX B

FEDERAL REGISTER NOTICE

_Please contact scheval@keystone.org, or 970-513-5800 for hard copies of this
report, including appendices,
which are not available in an electronic format.
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APPENDIX C

OBRA "90:
RELEVANT STATUTORY LANGUAGE

Please contact scheval@keystone.org, or 970-513-5800 for hard copies of this
report, including appendices,
which are not available in an electronic format.
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APPENDIX D

ORAL COUNSELING REQUIREMENTSBY STATE

Please contact scheval@keystone.org, or 970-513-5800 for hard copies of this
report, including appendices,
which are not available in an electronic format.
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APPENDIX E

PLAN FOR EVALUATING
CURRENT PRIVATE-SECTOR APPROACHES

A number of steps are suggested in this gppendix for completing an assessment of current approaches
to providing ord and written prescription information to consumers, as wel as refining the guideines and
criteria submitted in the Action Plan in atimely basis. The steps cdled for in this assessment process
have been culled from more lengthy and detailed market-survey processes often undertaken by
companies prior to their bringing a product to market. The Steering Committee believes that the data
collected in this assessment should, wherever possible, be reported for mgor racial and ethnic groups,
and the protocols should be tested for cultural competency.

While these steps represent the best thinking of the Steering Committee at thistime, it is recognized that
further refinements to the assessment process are likely needed. The Steering Committee supports such
refinements as long as the following gods are il met: (1) the assessment will enable an evduation of the
likely usefulness of the guiddlinesin Chapter 3 and alow for iterative modifications to improve those
guiddines, and (2) it will add to the overdl credibility of the Plan by engaging in alogica, market-based
review of the guidelines before asking pharmacists and physicians, and their suppliers and vendors, to
undertake this voluntary Plan.

REVIEW OF SELECTED PUBLISHED AND UNPUBLISHED L ITERATURE

The purpose of areview of literature about written and ord prescription medicine information and
education is to determine what contributes to the highest level of effectivenessin the provison of such
information to consumers and to identify and discuss current gpproaches that seek to provide this
information to consumersin the United States and in other countries. The andysiswill utilize (1) a
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computer-assisted literature search of gppropriate databases and (2) acal for important unpublished
data. The literature review will identify peer-reviewed and other journd articles, well-conducted,
scientificaly and gatisticadly vaid sudies; and published and unpublished policy positions and reports
that:

1. assessthe effectiveness of padt initiatives and experiments amed a providing prescription medicine
information;

2. document patient and hedlth care provider preferences,

3. document past and current states of affairs with respect to the provision of prescription medicine

education by hedlth care providers (e.g., physicians, pharmacists, nurses);

document the positions of various stakeholders;

5. summarize recommendations for improvements to current written prescription medicine information
and education practices and products;

6. identify best practices and products; and

7. identify parameters for further research.

»

The literature review of the materids collected will give priority atention to reporting:

1. wha dements are needed to ensure the tranamitta of useful written information to the consuming

public;

how to achieve the highest possible leve of scientific accuracy in written informetion;

3. how to present written information that is nonpromationd in tone and content, but sufficiently
specific and comprehensive to adequately inform consumers about the use of the product;

4. how to develop an understandable, legibly written information format that is comprehensible and not
confusing to the variety of consumers expected to use the product; and

5. how to design and implement the most effective mechanism for periodicaly assessng the qudity of
ord and written prescription information and the frequency with which it is provided to consumers.

N

DRAFT PROTOTYPES

Based on the guiddinesin Chapter 3 and the results of the literature review, prototype prescription
medicine information might be drafted for:

a broad-spectrum antibiotic;
an anti- hypertensve medication; and
an andgesc.

These three drug types were sdlected because they represent the top three therapeutic classifications of
al prescription drug mentions, according to afederal survey.* These products would also be sdected

% Schappert, “Advance Data.”



to represent acute versus chronic therapy, different levels of disease severity, as well as different
measurements of utility to patients. For each of the three medications indicated above, three versions of
written information would be produced. One version would represent a currently available type of
written information; a second version would be derived from the proposed criteria devel oped by the
Steering Committee; and athird verson would be based on knowledge gained from the literature
review. Itisnoted that these prototypeswill represent only three versions of information for three
medications, and knowledge and information gained from field testing (described below) may not be
directly trandferable to al medications.

The Steering Committee recognizes that prototype testing is the most costly step in determining if the
information is meaningful to the consumer and is ddivered gppropriatdy by the hedth care provider.
Testing must be focused and specific to the product and itsintended use, in order to provide results that
will vaidate its utility.

CONSUMER TELEPHONE SURVEYS

A s=ries of nationdl, random-sample telephone surveys using the broadest possible range of quaifying
patient populations will be conducted to assess consumers responses to the prototype materids
described above. This survey would be designed with the input of experts and could be designed along
the lines proposed below.

Thethree versons of information for each medicine would be sent to groups of 100 patients suffering
from relevant conditions. For example, three groups of 100 hypertengve patients would each receive
one of three versons of written information about the hypertensive medication under sudy. Thethree
versons would be delivered in sedled envelopes to be opened during a subsequent tel ephone interview.
During the telephone interviews, the respondents would evaluate each verson separatdly in terms of the
following:

Comprehension of message

Amount of new information content

Mog/least vauable or ussful information

Likelihood of reading

Generd likes/didikes regarding the information

Generd liked/didikes regarding physica characterigtics (e.g., Size, shape)

Asapart of these surveys, there must be an affirmative outreach to underserved populations, including

the poor who may not have telephones, those who speak or read languages other than English, and
those who are unskilled readers.

TESTING OF PROTOTYPESWITH PHARMACISTS, PHYSCIANS, AND NURSES
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To assess the prototypes of written information with pharmacists, physicians, and nurses, persond
interviews would be conducted in different ambulatory care practice settings. The sample Size of
physicians and nurses would be limited because the information materials under investigation would be
primarily designed for use by pharmacists and, therefore, physicians and nurses would be secondary
audiences. Feedback from dl respondents would be sought on the following topics:

Perceived vaue/accuracy of content

Aresslikely to cause patient confusion

Perceived appropriateness for use by pharmacists

Likelihood of using the same or smilar documentsin their practice

Description of how materias would be used

Generd likes/didikes

Evauation of physical characteristics: Sze shape, print, €etc.

Perceived impact of the written information materids on provider-patient relations

Perceived impact of the written information materids on the safe and effective use of the product
prescribed

Perceived impact of the written information materias on therapy compliance and dlinical outcomes
Recommendations for improvements

REVISION OF PROPOSED GUIDELINES

Conggtent with the findings of the literature review, consumer surveys, the assessments from the hedlth
care providers, and the recommendations made by the Steering Committee regarding guiddines for
useful written information, prototype materials will be revised and prepared for find testing.

FINAL PROTOTYPE TESTING OF WRITTEN MATERIALS

The Steering Committee recommends that the effectiveness of information for use by consumers be
vaidated through arecal study of patients responses to randomly received find prototype materids,
which the patient recelves in various pharmacy settings. Some examples include the following:

A nationdly distributed sample of pharmacies would be recruited, representing amix of urban,
suburban, and rurd settings; chain versus independent ownership; and low-, middle-, and high-
socioeconomic-leve clientele.

Pharmacists would digtribute one of the three types of information with the gppropriate products.
Petients would be recruited for participation in the study at the time they receive the prescription, or
they could be contacted "blindly" afterward and asked to participate in a study about their receipt of
written information.

46



Emphasis will be placed on distinguishing between readability and comprehension of the information
being presented.

Fina prototype testing in pharmacy settings would proceed in the following Stages:

1.

2.

Participating pharmacies will distribute prototype materias to consumers receiving a particular
prescription product.

Participating consumers will be contacted after aperiod of time and asked to participatein a
telephone interview about their receipt of written information about their prescription medicines.
Those who participate will be asked abouit:

Whether they remember receiving the information

Did they read it, keep it, learn anything, or do anything differently as aresult of the information
Usage and perceived vaue of the information

Comprehension and retention of information in the written information materias

The role that the written information played in achieving the desired hedth outcome, current
hedlth status, and compliance with the medication therapy

Participating pharmacists will so be surveyed for their opinions and reections to using the
prototype materids. Relevant topics for congderation would include:

Feedback on patients interest in materids

Ease/difficulty of usng the materids (eg., degree of fit with other activities or respongihilities)
Additiond information requested by patients

Time required to read

Generd likes/didikes

Recommendations for improvement

The evaudion of the sudy will provide:

If possible, adatidicd andysis of the results, including findings as to the mogt effective
information materids for consumers of prescription medicines

Suggedtions for guiddines concerning minimal content, format, and design of printed information
Conclusions as to how to prepare afina prototype that will be recommended for distribution by
dispensersto 75 percent of patients recelving a new prescription by the year 2000

47



APPENDIX F

CURRENT PRIVATE-SECTOR APPROACHES:
A BIBLIOGRAPHY

Please contact scheval@keystone.org, or 970-513-5800 for hard copies of this
report, including appendices,
which are not available in an electronic format.
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APPENDIX G

SPECIFIC LANGUAGE AND FORMAT GUIDELINES,
WITH SAMPLES

The following guiddines reflect widely recognized stlandards used by designers and publishers of written
information to ensure that the materials are legible and readable®  Legibility and resdability cannot be
reduced to a precise formula; rather, they depend on acombination of factors. The pages that follow
are examples of information materids that adhere to these guidelines.

Prescription medicine information should be printed in no smaller than 10-point type. Type
dzeisvery important to readability. Newspapers are usudly printed in 8-point type, while 12 point
is generdly recommended as the smallest type sze to use for materids intended specificaly for older
persons, who are significant consumers of prescription drugs.

Ornatetypefacesand italics, which are hard to read, should not be used Too much curve or
detail obscuresthe letters and dows reading. A bolder type should be chosen over athin version of
the same dyle. Opinions vary on whether a“serif” font (asis used in this document) or a“sans
sexif” font (like this one) ismore readable. Many experts recommend that sans serif should be
used for headings, while serif style should be used for text.

Upper and lower case lettering should be used. Upper and lower case letters have more
variation in shape and are easier to identify than al upper case |ettering.

¥ M.R. Boyce, Guidelines for Printed Materials for Older Adults (Lansing, MI: Michigan Health Council, 1981);
Association for the Advancement of Retired Persons (AARP), Truth About Aging: Guidelinesfor Accurate
Communications (Washington, DC: AARP, 1986); C. Baker, Just Say It!: How to Write for Readers Who Don’'t Read
Well (Washington, DC: Plan Incorporated, 1992).
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Use bold-face type or a box to call attention to important information. Highlighting or
underlining for this purpose can impede readability.

Adequate space between letters, lines, and paragraphs enhances readability. If thelines of
text are too close together, the materia will be difficult to read. Generdly, text should have no more
than -3 “kerning” (i.e. space between letters). With 10-point type, 12-point “leading” (i.e., space
between lines) is generally recommended. Adequate space between paragraphs and space above
and below headings can dso facilitate reading.

Linelength should not betoo long. Optimd linelength is gpproximately 40 letterslong (in 10-
point or 12-point type).

There should be good contrast between the ink and paper colors. Good contrast will fecilitate
reading. Black, dark blue, or brown ink on pale yellow or white paper provides the best contrast.
Combinations that provide insufficient contrast should be avoided (e.g., brown on gold, blue on
green, red on pink). Also, materia should be printed on uncoated paper.

Short paragraphs and bullets should be used where possible. This increases the readability of prescription
medicine information.
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APPENDIX H

SAMPLE DISCLAIMER STATEMENTS

Thefollowing are disclaimer statements either recommended for use on written prescription medicine
information or currently used on other, smilar, information.

The U.S. Phar macopoeia currently uses the following satement in its legflets:
The information in this leaflet has been selectively abstracted from USP DI for use as
an educational aid and does not cover all possible uses, actions, precautions, side
effects, or interactions of this medicine. It isnot intended as medical advice for
individual problems

The Association for the Advancement of Retired Persons uses the following statement in its
lecflets
If you want more information about this medicine, ask your doctor for a more
technical |eaflet, the professional package insert.

M edi-Span, Inc. usesthe following Statement in its information materids
The information in this monograph is not intended to cover all possible uses, directions,
precautions, drug interactions, or adverse effects. Thisinformation is generalized and is not
intended as specific medical advice. If you have questions about the drugs you are taking,
check with your doctor, nurse, or pharmacist.

The AIDS Treatment Data Networ k uses the following language in information thet it provides on the
Access Project page on the World Wide Web:
The medicine descriptions on these pages are intended for information purposes only. The
Network does not promote or endor se the use of any specific treatment for any health-related
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condition. The medications described here can only be dispensed by a licensed health care
professional. The information may have changed since these pages were updated, though

every effort is made to keep these pages current. Please contact The Network at (800) 734-
7104 to make sure you have the most up-to-date information.

The Pharmaceutical Resear ch and Manufacturers of America suggests the following language:
This“ patient leaflet” isa summary and is not intended to take the place of discussionswith
your doctor. It doesnot list all benefits and risks of [specific product name or “ this
medicine” ]. Your licensed health care professional has prescribed this medicine and has
information about your own medical condition and more information about the medicine,
including how to take it, what to expect, and potential side effects.

The AIDS Treatment Data Networ k suggests the following language:
This medicine information page is a summary and intended for information purposes only. If
you would like more information, ask your doctor or pharmacist for the complete insert. The
medication described here can only be dispensed by a licensed health care professional.
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APPENDIX K

L ETTERS FROM
STEERING COMMITTEE MEMBERS
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which are not available in an electronic format.

67



68



