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Patient Centered Labels
Congratulations on redesigning your prescription labels so they are 
patient-centered! Your patients will have better adherence and will be 
more satisfied, healthier, and safer. Wisconsin Health Literacy (WHL) 
and the Medical College of Wisconsin (MCW) look forward to partnering 
with you on this important project. This Implementation Guide provides 
you with background information about the project and step-by-step 
directions to redesigning your labels.  
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The need for patient-centered labels: 
In the U.S., there are 3.6 million hospital visits, 700,000 emergency 
room visits, and 117,000 hospitalizations annually due to injuries related 
to adverse drug events from medication misuse[1, 2]. While prescription 
medication labels provide a potentially critical line of defense against 
medication errors and adverse drug events, current labels can employ 
complex language, provide unclear administration times, use small font 
sizes, and feature confusing layouts[3, 4, 5, 6, 7]. Prescription labels are 
especially confusing for persons with limited health literacy, but a study 
suggests 46% of patients across all literacy levels misunderstood at 
least one medication dosage instruction [7].  

Currently, there are no mandated national uniform standards for 
prescription medication labels, even though existing evidence 
shows that patient-centered prescription medication labels improve 
understanding of medication instructions[8, 9, 10]. With this in mind, 
Wisconsin Health Literacy undertook this project to revise and 
implement prescription medication labels so they are patient-centered 
using the United States Pharmacopeia (USP) Chapter 17 Standards.
 

Why this 
Project? 

3

To other pharmacists 
contemplating joining the 
project, “Why wouldn’t you? As 
pharmacists we all want our 
patients to have the best 
outcome they possibly can, so to 
me, why wouldn’t you take the 
time to revisit what your label 
looks like and to evaluate if your 
family members, your friends, 
would be able to understand 
what’s on there.”

Melissa Ngo, PharmD, BCACP, 
UW Health Pharmacy Services



This project began in 2014 with the first of 3 phases: 

Phase 1 
Funded by the Wisconsin Partnership Program at the University of 
Wisconsin-Madison, Wisconsin Health Literacy (WHL) explored the 
barriers and facilitators to implementing the USP Chapter 17 standards 
in Wisconsin. WHL staff interviewed pharmacists, pharmacy managers, 
physicians and pharmacy software vendors in Wisconsin to determine 
if implementing the USP standards would be feasible. The findings from 
these interviews were encouraging. Although many interviewees were 
unaware of the USP standards, most were interested in implementing 
them after learning about them. 

The results led to the next phase of the project and were published in a 
white paper, ‘Adopting an Easy-to-Read Medication Label in Wisconsin’.

Phase 2
The second phase began in 2016 and involved a two-year pilot project 
working with a select group of pharmacies to implement new labels using 
the USP Chapter 17 Standards: Hayat Pharmacy, a community 
pharmacy in Milwaukee that serves English language learners and low 
income residents in its city; Hometown Pharmacy that serves patients 
in southern and eastern parts of Wisconsin; and UW Health Pharmacy 
Services, a university health system in south central Wisconsin. Due 
to ownership changes with some of hometown pharmacies, two 
additional pharmacies were formed, Forward Pharmacy and Fitchburg 
Family Pharmacy, and joined the project. By the end of phase two, 5 
pharmacy organizations with approximately 67 pharmacies had 
redesigned their labels. Together they dispense 1.8 million prescriptions 
annually. WHL staff worked directly with pharmacists and their vendors 
to redesign the labels. WHL collaborated with the Medical College of 
Wisconsin with funding provided by the College’s Advancing a Healthier 
Wisconsin Endowment.

Phase 3
The third phase began in January 2018 and will conclude in 
December 2020. This phase expands Phase 2 and will work with 
partner pharmacies across the state of Wisconsin to implement 
patient-centered labels using the USP Chapter 17 Standards. Due to 
the high number of anticipated pharmacies in this project, pharmacy 
staff will be responsible for redesigning their own labels, rather than 
WHL. This Implementation Guide will provide the step-by-step directions.  
Phase 3 is also funded by the Advancing a Healthier Wisconsin 
endowment from the Medical College of Wisconsin.
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Improved Adherence: 
The opportunity to 
assess the Medication 
Possession Ratio (MPR) 
in Phase 2 of this project 
presented itself with Hayat 
Pharmacy patients who are 
members of the Children’s 
Community Health Plan 
(an all-Medicaid plan). The 
MPR was calculated before 
and after the label change 
and results revealed that 
the average MPR signifi-
cantly improved for asthma 
medicines, blood pressure 
medicines, and birth control 
pills after the label redesign 
(p<0.001)

Brief
Background
- 3 Phases -



Now that you know the “why” behind redesigning 
patient-centered labels, the following steps will be 
helpful in redesigning your labels.  

1. Schedule Initial Consultation with Wisconsin 
 Health Literacy
 Pharmacy staff who will likely be involved in the project will meet with  
 Kari LaScala or Stan Hudson of Wisconsin Health Literacy to discuss  
 the project details and what to expect moving forward. In preparation  
 for this meeting, please do the following: 

  Read the Pharmacy Society of Wisconsin Journal article that 
  summarizes the earlier phases of this project and provides an 
  overview of what to expect in this phase.

  Complete the Pharmacy Information Sheet.  

  Scan and email a copy of your current label to: 
  kari@wisconsinliteracy.org 

Steps to 
Implementing 

Patient-
Centered 

Labels
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“Patients liked the new labels - having their name 
on top. They liked the bigger font. After starting the 
new labels, we had dramatically fewer callbacks from 
patients who got home, looked at the bottle, and had 
questions on what something means.”
 
Matt Mabie, pharmacist, RPh, 
Owner of Forward Pharmacy



2. Prepare for Label Redesign
After initial meeting with WHL, it will be important for your 
organization to make the following decisions: 

1. Establish your redesign team: To ensure a successful redesign, it 
 is important to determine who (and how many staff members) will be 
 responsible for overseeing the changes to your prescription label. 
 Provide team list, team leader name, and contact information to Kari  
 LaScala or Stan Hudson of WHL. Assign people who are familiar with,  
 or who are interested in becoming familiar with the USP Chapter 17  
 Standards. Student pharmacy interns should also be considered.

 Since your organization will be designing your own labels, it may 
 be helpful to involve someone with experience using Photoshop, 
 Microsoft Publisher, or another type of design software. Include a 
 representative from your software vendor, or, at a minimum, identify a  
 vendor liaison whom you will stay in contact with during the redesign. 

2. Review your current label stock:

 Will you need to make changes to the label stock? If your logo is on  
 top of your label, you will want to redesign it so it is moved to a less  
 prominent position on the label. You may also want to add or delete  
 accent colors that are already on preprinted label stock. If so, it can  
 take up to 8 weeks once the label stock is ordered, so this will need  
 to be factored in when determining your label redesign timeline. 
 Discuss this with WHL.

 If you make label stock changes, consider using up your current label  
 stock first to avoid wasting it, or if you are a multi-pharmacy 
 organization, consider having 1 pharmacy use the remaining label  
 stock while getting started on the label redesign and implementing it  
 at other pharmacy sites.  

 WHL can offer up to $1000 for a single pharmacy and up to $3000 for  
 multiple pharmacies in the same system to assist in purchasing new  
 label stock. (Subject to availability of funds in the WHL grant and  
 depending on number of other organizations previously requesting  
 funding support.) 

  Are you able to buy label stock that is larger in size? Many 
 pharmacies are unable to do this because it would then become  
 necessary to purchase larger bottles. However, this may work well  
 for other types of prescriptions that don’t use bottles, such as bubble  
 packed labels.
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 USP Standards In A Nutshell
 1. Emphasize instructions and other information important to patients;
  place less critical information away from dosing instructions.
  a. Patient’s name, drug, directions at the top
  b. Directions in simple language
  c. Sentence case
 2. Improve readability – designed/formatted to be easy to read
  a. Contrast  b. White space
  c. Large type  d. Simple fonts
 3. Give explicit directions
  a. Numerals spelled out (2, not “two”)
  b. Separate dose and timing
  c. Do not write “take as directed” or “take twice daily”
  d. Liquids – provide dosing device
 4. Include purpose for use in plain language
  a. If included on prescription and acceptable to patient
 5. Address limited English proficiency
 6. Address visual impairment

3. Steps to Label Redesign 
1. Read the USP Chapter 17 Standards. This specifies what should be  
 included (and excluded) on the label, where information should be 
 positioned on the label, and the rationale behind the standards.
 
2. Review the sample USP-compliant label templates created by  
 WHL. There is more than 1 way to redesign prescription labels, and  
 this template contains different samples that are all USP-compliant.  

 Note: the patient’s name, directions for use, and drug name/strength  
 are in the same order in each of these labels. Although the USP 
 Chapter 17 Standards do not mandate that the directions for use be  
 placed above the drug name/strength, WHL met with patient groups  
 and this was their preference. It may be something to consider when  
 you redesign your labels.  

3. Review the tested, standardized Universal Medication Schedule  
 sig list for pills. Embedded in the USP Chapter 17 Standards is 
 information about employing best practices for directions for use. One  
 such method involves using the Universal Medication Schedule (UMS)  
 for daily-use, solid dose-forms of medication. These 15 sigs listed  
 have been tested and have shown better patient understanding.  
 They have also been translated in 5 different languages. Writing  
 sigs as shown in these instructions is best. (For more information  
 about sigs, please see section below on software vendors.)

4. Consult with your software vendor when redesigning the label.  
 Involving your software vendor in the label redesign process is 
 critical. Explain to them how you would like to redesign your labels  
 and work with them in doing so. The process will be different for 
 pharmacies depending on the vendor, location, relationship with the  
 individual pharmacy, and software modification services available at  
 the pharmacy itself.  
 

 

https://www.ahrq.gov/professionals/quality-patient-safety/pharmhealthlit/prescriptionmed-instr.html


Some vendors will want you to send them a copy of your current label, 
as well as a design template of your proposed new label and can then 
work with you to implement those changes.  

Some pharmacies are able to make label changes on their own, while 
others must work with a remote vendor for all label changes. 

 Software issues can sometimes present barriers to USP-compliant  
 prescription labels, especially as it relates to sigs. For example, the  
 software you use may only write information in ALL CAPS, or it may  
 spell out a numeral, instead of using just the numeral (i.e., “two”  
 instead of “2”). Talk with your software vendor to see if they can 
 offer solutions to help in this regard. What may seem impossible 
 can sometimes become possible if asked.  

5. Be sure to include any necessary state and federal regulations 
 and warnings. Here are the applicable Wisconsin Statutes:       
 WI Chapter 450  |  WI Chapter Phar 7  |  WI Chapter Phar 8

4. What to Do Prior to Going “Live” with A Label Design
1. Review your label using this USP Chapter 17 Survey. You can use  
 this Survey as a guide while you are designing your labels if you  
 would like, but at a minimum, this should be used to help you assess  
 that your labels are USP-compliant.     

2. Email your USP Chapter 17 Survey and new label to Kari LaScala  
 or Stan Hudson and set up a short phone call with them to review  
 your new label together.  

  This is an imperative step to validating that your labels are 
  USP-compliant.  

  We understand that there are some software limitations as it 
  relates to the sig. The newly redesigned label may therefore be a  
  work in progress. If so, be open to making further modifications to  
  your label as software technology evolves.  

  Your completed USP Chapter 17 survey will also be emailed to  
  the USP, as this will help them better understand any barriers that 
  pharmacists face when implementing the standards.

3. Establish a process for staff to review the Pharmacy Toolkit.   
 This has been created to help your staff better understand the project  
 and  the “why” behind the importance of patient-centered labels.

  Establish a process for review of the toolkit to be included in all  
  new employee orientation. 
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4. Congrats! You should be proud of your redesigned labels.   
 Share this information with your patients. Announce the new  
 labels to patients through newsletters, bag stuffers, etc.

5. Plan for Project Evaluation/Surveys
 Patient Surveys: Approximately 6 months after your new labels  
 have been implemented, WHL will ask your assistance in 
 distributing surveys to a small number of your patients to seek   
 feedback on the label redesign. WHL will work with you to help  
 make this as easy and seamless as possible for you and your staff,  
 including providing a printed survey and outlining the number of  
 responses requested. 

 Pharmacy and staff surveys: WHL will also seek the feedback  
 from pharmacists and other staff members with short survey 
 questions approximately a year after implementation.
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“It’s important to make labels easier to understand. 
The number one reason patients don’t take their 
medicines properly is because they are not 
understanding the label. If we can improve that, 
we can improve adherence.”

Hashim Zaibak, pharmacist, 
owner of Hayat Pharmacy



Communication
The best partnerships are those with open communication. Kari LaScala 
will stay in touch with you regularly throughout the project, but feel 
free to reach her or Stan Hudson with any questions or concerns at any 
point. Their contact information is below.

Speak With a Colleague
If you would like to speak with a pharmacist that has already gone 
through the label redesign process, please contact us. We would be 
happy to get you in touch with a prior pharmacy partner. We understand 
how helpful it can be to discuss any concerns or questions you may 
have with other pharmacists.  

Sustainability
The USP periodically updates the USP Chapter 17 Standards. Be sure 
to consult the standards prior to any future changes you may make to 
your label.  

Publicly Recognizing Your Pharmacy
Congrats - your pharmacy is now on the leading edge of best pharmacy 
practices! We want to recognize all project pharmacies that have 
redesigned labels that are USP-compliant. A list of participating 
pharmacies and their logos will be on the WHL website, and will be 
shared in electronic and print newsletters, at conferences, and other 
appropriate channels throughout the project and beyond. The Pharmacy 
Society of Wisconsin (PSW) will also help recognize such pharmacies 
through its weekly Fast-Facts e-newsletter and other promotions.  

Please Contact Us With Any Questions
Kari LaScala    Caitlyn Mowatt
Associate Director   Health Communication Specialist
Wisconsin Health Literacy   Wisconsin Health Literacy
kari@wisconsinliteracy.org  caitlyn@wisconsinliteracy.org
608-257-1655, ext. 5   608-257-1655, ext 6

Stan Hudson
Health Literacy Director
Wisconsin Health Literacy
stan@wisconsinliteracy.org
608-257-1655, ext. 2

Michele Erikson
Executive Director
Wisconsin Literacy, Inc.
michele@wisconsinliteracy.org
608-257-1655, ext. 1

10

Final Thoughts

Thank you 
for partnering with 

us on this important 
project to redesign 

prescription 
labels!
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Adopting Patient-Centered Prescription 
Medication Labels in Wisconsin
by Steven W. Sparks, MS, Kenneth G. Schellhase, MD, MPH, Lauren B. Werner, MPH, David A. Mott, PhD, FAPhA, RPh, Paul D. Smith, MD, Henry N. Young, 
PhD, Michele B. Erikson, Kari N. LaScala, JD


W hen Hayat Pharmacy 
owner Hashim 
Zaibak, PharmD, 
thinks about patient-
centered prescription 


medication labels, one patient sticks in his 
mind.  


“I was going over all her medications 
after she was released from the hospital,” 
Zaibak said. “I asked her to show me how 
she used her Spiriva. The directions said, 
‘Inhale the contents of one capsule once 
a day.’ She put the capsule in the inhaler. 
Then she inhaled but she never pierced the 
capsule. She was just getting plain air. Even 
though I thought the directions were clear, 
she was not taking the medicine properly.”


This patient is not alone in her 
confusion. In one study, 3 in 5 persons 
with low health literacy incorrectly 
demonstrated use of a medication with 
instructions “take two tablets by mouth 
twice daily.”  Even for those with adequate 
health literacy, 1 in 5 made mistakes.1 


Communicating effectively about 
medications has long been a top priority 
for Wisconsin Health Literacy (WHL), 
a division of statewide nonprofit 
Wisconsin Literacy, Inc., located in 
Madison, WI. WHL’s mission is to 
improve communication between those 
who give and those who receive health 
communications. Patient misunderstanding 
about medication use has a high risk 
for adverse drug events. With existing 
evidence that patient-centered prescription 
medication labels improve understanding 
of medication instructions,2 WHL 
conducted a project to revise and 
implement prescription medication labels 
to conform to United States Pharmacopeia 
(USP) patient-centered medication label 
standards.3 


Original Work


Background
Patient-Centered Labels Make a 
Difference


The project began with evidence 
that patient-centered labels are effective. 
Multiple studies have shown positive 
results, especially for patients with limited 
health literacy and more complicated 
medication regimens:


• A 2016 study reported redesign of 
patient-centered labels improved both 
medication adherence and when the 
medication was taken. The effect was 
stronger among patients with limited 


literacy and more complex drug 
regimens.2 


• Another 2016 study reported label 
redesign improved the comprehension 
and functional health literacy of older 
adults taking more than 2 prescription 
medications daily.4  


• In 2011 the V.A. National Center 
for Patient Safety tested an evidence-
based prescription label, finding 
it was preferred and improved 
comprehension in Veteran patients.5 


Abstract


In 2013, the United States Pharmacopeia introduced new Patient-Centered 
Prescription Medication Label Standards. In 2014, Wisconsin Health 
Literacy (WHL) undertook a research project to determine if the standards 
could be successfully implemented in Wisconsin. Findings showed there 
was little awareness of the standards, but when they were explained, 
pharmacists and software vendors were in support of adopting them.


In 2016-2017, WHL, in collaboration with an academic faculty partner 
from the Medical College of Wisconsin, completed a second phase of 
the project, working with 5 pilot pharmacy organizations to implement 
new labels based on the USP standards at 64 locations dispensing 
approximately 1.8 million prescriptions annually.


Project Advisory and Patient Advisory Councils were formed to provide input 
for the project. Participating pharmacies worked with a WHL consultant to 
design new labels. Each pharmacy organization followed a different redesign 
process based on organizational structure and pharmacy software vendor. 


The new labels were well received by pharmacy managers, pharmacy staff 
and patients, based on surveys completed by over 500 patients and 92 
pharmacists at participating organizations. Analysis of one organization’s 
prescription fill data showed improved adherence in 3 drug classifications 
after implementation of the new labels.


Phase 3 began in January 2018, with a goal of expanding patient-centered 
labels to additional pharmacies across the state. 
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USP Standards


The path toward creating more patient-
centered medication label standards 
nationally began in 2007, when the 
American College of Physicians Foundation 
issued a whitepaper, “Improving 
Prescription Drug Container Labeling in 
the United States.”6  The groundbreaking 
whitepaper reinforced the idea that the 
prescription label is the most tangible 
source of information about prescribed 
drugs and how to take them, and that the 
label is a crucial line of defense against 
medication errors and adverse drug events.


The following year, the USP appointed 
a Health Literacy and Prescription 
Container Labeling Advisory Panel to 
develop prescription labeling standards. 
After extensive study, the USP developed 
a set of standards for patient-centered 
medication labeling as General Chapter 
17 in USP’s National Formulary.3 The 
standards became official in April 2013 
(Figure 1).


A few years prior, in 2011, California 
became the first state to adopt its own 
standards to make labels easier to read. 
The standards included increasing font size 
and dedicating 50% of the label space to 
information intended for the patient. In 
2013, prior to announcement of the USP 
Standards, the State of New York adopted 
supportive language for patient-centered 
labels.7 Late in 2013, Utah became the first 
and only state to formally adopt the USP 
standards when its Board of Pharmacy 
adopted rules that it was “unprofessional 
conduct” for a pharmacy or pharmacist 
to fail to comply with USP Chapter 17 
standards.8 After much confusion from 
pharmacists on what was mandatory 
and what was optional related to the 
label rules, the Utah Board of Pharmacy 
made a decision to encourage use of the 
USP standards as a guide to help prevent 
medication misuse and not to enforce the 
standards.9   


The USP has since made revisions to the 
standards in 2016 and 2017, and is now 
working on another update.


Theory of Systems Change and Voluntary 
Approach


This project and its continued 
expansion is based on Rogers’ Diffusion 
of Innovations Theory. The theory 


describes the adoption of an innovation 
as following a pattern over time, gaining 
momentum and spreading as different 
groups adopt that innovation.10 The first 
phase of the project sought input from key 
pharmacy stakeholders regarding factors 
(i.e., attributes of the innovation) which 
could influence the adoption of patient-
centered labels. Based on the interviews 
with pharmacy stakeholders, experiences 
of other states adopting patient-centered 
labels, and the advice of Pharmacy Society 
of Wisconsin and other key Wisconsin 
stakeholders, WHL decided to pursue a 
voluntary—not regulatory—approach 
to pharmacy redesign of labels and 
implementation. WHL staff believed 
the voluntary approach would be more 
successful to get the adoption process 
started. The pharmacies that implemented 
the USP standards in phase 2 of the project 
are serving as “innovators,” the first group 
to adopt an innovation under the Diffusion 
of Innovations Theory. The pharmacies 
who participate in phase 3 of the project 
will serve as the second group—or “early 
adopters” – under the theory. The project 
team anticipates that phase 3 will propel 
adoption of patient-centered medication 
labels to the tipping point when adoption 
becomes the norm for good customer-
focused pharmacy practice in Wisconsin.  
While the focus of this project is the 
State of Wisconsin, it is anticipated that 
adoption of the USP standards may well 
extend to other states, as evidenced by 
interest already expressed.  Wisconsin 


Health Literacy will provide printed and 
web resources to help pharmacies outside 
the scope of the Wisconsin project.


Three Phase Project to 
Implement Patient-Centered 
Labels
Phase 1


The first of three phases in the project 
began in 2014 shortly after the USP 
standards were released. With grant 
funding from the Wisconsin Partnership 
Program of the University of Wisconsin-
Madison, WHL staff interviewed 
Wisconsin pharmacists, pharmacy 
managers, physicians and pharmacy 
software vendors to examine the relative 
advantage, compatibility, complexity, 
trialability, and observability of the USP 
standards (patient-centered labels).  These 
interviews provided information about 
facilitators and barriers that could impact 
the implementation of patient-centered 
labels in Wisconsin. Findings indicated 
that awareness of the standards was low.  
However, when interviewees learned more 
about the standards, they overwhelmingly 
supported implementing them, and felt 
they would fit into current pharmacy 
workflow. The results were published in a 
white paper, “Adopting an Easy-to-Read 
Medication Label in Wisconsin,”11 and 
led directly into the second phase of the 
project.


FIGURE 1.  USP Standards in Brief


1.  Emphasize instructions and other information important to patients; place less critical 
information away from dosing instructions
a. Name, drug, directions at top
b. Directions in simple language
c. Sentence case (capital and lower case letters)


2.  Improve readability – designed/formatted to be easy to read
a. Contrast 
b. White space
c. Large type
d. Simple fonts


3.  Give explicit instructions
a. Numerals not spelled out (2, not “two”)
b. Separate dose and timing
c. Do not use “take as directed” or “take twice daily”
d. Liquids-providing dosing device


4.  Include purpose for use in clear language (if included on prescription and acceptable to 
patient)


5.  Address limited English proficiency, in patient’s preferred language if possible
6.  Address visual impairment; provide alternative access
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Phase 2
The second phase began in 2016 in 


collaboration with academic partner 
Kenneth Schellhase, MD, at the Medical 
College of Wisconsin Department of 
Family and Community Medicine. Phase 
2 was a two-year project to implement 
the standards in pilot pharmacies. The 
Institutional Review Board of the Medical 
College of Wisconsin approved the project. 
The Advancing a Healthier Wisconsin 
endowment of the Medical College of 
Wisconsin provided grant funding.


Phase 2 had five main components: 1) 
solicit stakeholder input; 2) recruit and 
engage pharmacy organizations; 3) revise 
medication labels; 4) implement revised 
labels and 5) evaluate stakeholder response.


Stakeholder Input
Wisconsin Health Literacy staff 


recruited a 17-member Project Advisory 
Council and 11-member Patient Advisory 
Council, conducted an email/internet 
survey of members of the Pharmacy Society 
of Wisconsin (PSW), coordinated patient 
semi-structured interviews and focus 
groups, and implemented a general public 
internet survey to obtain input about 
various aspects of the project.


The Project Advisory Council included 
representatives from PSW, Medical 
College of Wisconsin, Epic Systems, 
USP, University of Wisconsin-Madison 
School of Pharmacy, a purposeful sample 
of pharmacists and Dr. Michael Wolf, 
nationally recognized medication label 
researcher. The group met quarterly to 
receive updates and to provide advice and 
recommendations to advance the project. 


The Patient Advisory Council was 
recruited with advice from the Wisconsin 
Network for Research Support, whose staff 
has expertise in forming and operating 
advisory groups.12 A purposeful sample of 
participants was recruited with a diversity 
of age, race, geographic location, health 
status and literacy levels. The group met 
quarterly to review materials and project 
activities to ensure they were clear and 
understandable by patients of all literacy 
levels. 


The email/internet survey of PSW 
members included topics such as awareness 
of USP Patient-Centered Medication Label 
Standards, attitudes toward adoption of the 
standards, and barriers to adoption. 


Wisconsin Health Literacy staff 
conducted two individual semi-structured 
interviews and two focus groups of adults 
representing “patients.” A convenience 
sample of participants for the focus groups 
was recruited through a community center 
in Milwaukee, Wisconsin, which serves 
low literacy adults. The purpose was to 
discover what patients like and don’t like 
about labels. In a group exercise, WHL 
staff cut apart the different elements on 
a typical medication label and asked the 
participants to design their own labels 
(Figure 2). The project’s Patient Advisory 
Council was asked to go through the same 
exercise. The experience proved to be very 
enlightening and formed the basis for many 
of the format changes made by the pilot 
pharmacies. Feedback was consistent from 
the focus groups, individual interviews, and 
the Patient Advisory Council.


Wisconsin Health Literacy also 
developed an internet survey called “Vote 


for Your Favorite Label” to gain insight into 
patient label preferences. Through social 
media, the public was invited to select 
which of two labels they preferred and what 
they liked or didn’t like about each (Figure 
3). They also answered a few label questions 
and had the opportunity to write about a 
medication label experience.


The advice, recommendations, 
surveys and focus group information had 
substantial impact on the conduct of the 
project.
Participating Pharmacies


Three pharmacy organizations were 
recruited through personal contacts by 
project team members.


1. Hayat Pharmacy had 10 sites located 
mostly in low income areas in 
Milwaukee, WI.   


2. UW Health Pharmacy Services had 14 
locations in and around Madison.


3. Hometown Pharmacy had 44 sites in 
southern and eastern Wisconsin. 


The three pharmacy organizations 
were very different. Each used different 
pharmacy software vendors (Rx30, 
EnterpriseRx-McKesson, and PioneerRx), 
resulting in different processes for label 
change. Some pharmacies wanted to 
implement new labels at all sites at one 
time, while others chose to do one site at a 
time. Some pharmacies wanted to use up 
old label stock while others were willing 
to design something new. This diversity 
enriched the project by providing different 
routes to the same goal of redesigning 
labels.


The only out-of-pocket cost for 
changing labels was purchasing new 
label stock for pharmacies opting to 
do this. Funds through the grant from 
the Advancing a Healthier Wisconsin 
endowment provided financial assistance 
for those who made this choice. The 
pharmacy staff time commitment varied 
greatly, depending on the pharmacy 
organization. 


The number of pharmacy sites involved 
in the project changed during the project. 
Hayat added two new locations. The 
ownership of several of the Hometown 
pharmacies changed as two new additional 
organizations were formed, Forward 
Pharmacy and Fitchburg Family Pharmacy. 
By the end of the project the number of 
participating organizations increased from 


FIGURE 2.  Focus Group Participants Show Their Preferred Label Design (above)
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three to five, with 64 sites implementing 
new labels. Nine sites have not yet changed 
labels: seven in one organization where 
printers would not accommodate the newly 
designed larger labels, and two in another 
organization where it plans to use up old 
label stock before starting the new labels. 


Leaders from all participating 
pharmacies said that they agreed to 
participate in the project because it was the 
right thing to do.


Melissa Ngo, PharmD, BCACP, 
Manager of Community Pharmacy 
Services, UW Health Pharmacy Services, 
said, “We knew this was something really 
important. We hadn’t looked at our 
prescription labels in the last decade to 
address whether patients could understand 
them. This was a good way to get the label 
updated, make sure people understand how 
to take their medication and hopefully have 
better outcomes as a result.”


Hashim Zaibak, PharmD, owner of 
Hayat Pharmacy agreed. “The number one 
reason patients don’t take their medicines 
properly is that they’re not understanding 
the label. If we can improve that, we can 
improve adherence, people taking their 
medications properly and, in the end, help 
make them healthier people.”


Matt Mabie, RPh, previous co-owner of 
Hometown Pharmacy and current owner 
of Forward Pharmacy had similar thoughts. 
“Our motto at Hometown was ‘Our family 
caring for your family.’  We didn’t want 
barriers to patients understanding their 
label. Any time there are improvements, 
we’re going to jump on that to make the 
experience better for patients.”  


Communication and Engagement
From the outset, WHL staff identified 


individuals and groups that should be 
informed of project updates. A quarterly 
e-newsletter was developed and distributed 
to pharmacy opinion leaders in the 
state and nationwide. Representatives 
from the Project Advisory Council gave 
an informational presentation to the 
Wisconsin Pharmacy Examining Board, 
which expressed interest in ongoing 
communication. Wisconsin Health 
Literacy staff also contacted key leaders at 
Walgreens, Roundy’s, CVS and Walmart to 
make sure they were aware of the project.


Regular communication with the 


participating pharmacies and other key 
pharmacy stakeholders also was important. 
The Phase 2 pharmacies were “innovators,” 
and able to be nimble, flexible and make 
quick decisions. Wisconsin Health Literacy 
recognized that it would be more effective 
to approach larger chains after having gone 
through the implementation experience 
with pharmacies that had a greater degree 
of flexibility to make prompt label and 
implementation decisions. The results 
and testimonials from Phase 2 innovators 
will be key as WHL communicates with 
potential Phase 3 pharmacy partners.  


Results
PSW Survey


Email invitations were sent to 
3,879 PSW members, including mostly 


pharmacists, along with some pharmacy 
technicians and students. Responses totaled 
400 (10.3%). Key results were:


• 59% were not familiar with the USP 
standards.


• Given an explanation of the standards, 
85% favored general adoption.


• 61% said they would like to see the 
standards adopted in their pharmacy.


• The biggest barrier to adoption of the 
standards was the perceived lack of 
space on the label.


Patient Interviews and Focus Groups
The two patient focus groups were 


comprised of 13 and 11 adults respectively. 
The first group included 9 women and 4 
men, and the second included 9 women 
and 2 men.  Participants were of mixed ages 


FIGURE 3.  Favorite Label Comparison
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and all African-Americans. An additional 
two persons (1 man and 1 woman, both 
African Americans) were interviewed to 
determine if responses were different. 
Responses were consistent.


The participants overwhelmingly said 
the top of the label should include patient 
name, medication name, and instructions 
for use, in that order. Less important to 
them were the prescription number and 
number of refills. They found multiple 
dates confusing and were adamant that 
the label should only include information 
important to the patient, not information 
used only by the pharmacist.


Two observations from the focus groups 
were unexpected and eye-opening. Some of 
the focus group members with extremely 
low literacy struggled even to complete the 
exercise. That led to the realization that 
making an easier-to-read label was only 
part of the solution for them. Another 
interesting finding was a strong and 
widespread perception that generic drugs 
were less effective and that pharmacies give 
them to “poor” customers.


General Public Internet Survey
Nearly 1000 persons voted for which 


label they preferred, with 12% preferring 
label A and 88% label B (Figure 3). Of 
those responding to the survey questions, 
88% said they found medication labels 
confusing and 23% said they had taken a 
medication wrong because the label was 
confusing. 


One of the most enjoyable—and at 
the same time frightening—aspects of this 
project was the collection of stories from 


people who had found labels confusing. 
These stories also came through the 
Favorite Label website survey. Stories 
such as the following inspired WHL and 
pharmacy staff alike and reaffirmed the 
importance of this label initiative.


“A woman I knew was rushed to 
the ER due to an overdose of diabetes 
medication. She later realized she was 
taking almost 3 times the recommended 
dosage because the instructions read, 
"take up to 3 tablets every 24 hours" 
and she understood it to be "3 tablets, 3 
times a day every 24 hours."


“My grandma accidentally took 3 
times the daily dose of a medication for 
about 4 days due to a label that stated, 
“Take 1 1/2 pill twice daily.” She was 
actually just supposed to take a ½ pill 
two times a day, but with the “1” on 
the label before the 1/2, it made it look 
like she was supposed to take 1.5 pills 
twice a day.”  
The focus groups, the Patient Advisory 


Group, and the favorite label survey 
provided a wealth of guidance to create the 
redesigned labels (Table 1).


Patients and Participating Pharmacy 
Staff Surveys


The success of the project was measured 
in part by surveys of patients and pharmacy 
staff. 


Over 500 patient surveys were 
completed at multiple sites within the three 
original pharmacy partner organizations. 
Those surveys found:


• 93% said it was important for 
medication labels to be easier to 
understand.


• 83% like the new labels better or the 
same as the old label (only 13% said 
they liked the old label better).


• Patients felt the greatest benefits 
were that the letters were larger, the 
labels were easy to understand, and 
important information was easy to 
find. 


A survey of pharmacy staff at the 
implementing organizations found that 
among 92 respondents:


• 84% were aware of the change.
• The greatest anticipated impact on 


patients was better adherence, fewer 
medication errors, and that patients 
were more likely to benefit from the 


medication.
 Pilot Pharmacies’ Experience


An estimated 1.8 million prescriptions 
dispensed from 64 sites annually will 
have easier-to-understand labels because 
of the collaboration between WHL and 
Phase 2 pharmacies. Wisconsin Health 
Literacy worked with each of the pharmacy 
partners to redesign labels based on the 
USP standards, feedback from the patient 
focus groups, analysis of other labels based 
on the USP standards, and extensive 
conversations with the pharmacies’ software 
vendors. Wisconsin Health Literacy created 
an online toolkit to educate pharmacy 
staff on the standards and to help them 
explain the label change to patients. Then 
the pharmacies introduced the new labels 
at various sites over a 14-month period 
(Figure 4). 


All participating pharmacies agreed that 
the experience was very positive.


“Patients liked the new labels—having 
their name on top,” said Matt Mabie. 
“They liked the bigger font. After starting 
the new labels, we had dramatically fewer 
callbacks from patients who get home, 
looked at the bottle and had questions on 
what something means.”


Melissa Ngo said, “Patients like the 
directions on the top, improved white 
space, and that the prescription number is 
close to the pharmacy number. Their one 
comment was that the medication name 
didn’t stand out, and we’ve worked on 
that.”


Although all moving toward the same 
goal, each of the participating pharmacy 
organizations had a different experience 
based on organizational structure, previous 
labels, printers, prescription containers 
and software vendors. For example, all 
pharmacy locations at Hayat Pharmacy are 
located in relatively close proximity with 
a more uniform organizational structure. 
Hometown pharmacies, however, are 
located over a much wider geography and 
many come from a history of independent 
ownership with more individual site 
variations. UW Health pharmacies have 
a more complex decision-making process, 
given their position within a large health 
care system.


Each pharmacy’s relationship with their 
pharmacy software vendor also varied. 
Some pharmacies could make label changes 


TABLE 1.  What Patients Like and Don’t 
Like about Prescription Labels


Patients Like Patients Don’t Like


Color, bolding, 
large font


Information only 
used by pharmacists


White space
Lots of 


confusing dates


Indication for 
drug use Addresses


Most important 
info at top Clutter


Name of medicine Unclear directions 
(twice daily)


Prescriber name All capital letters


Pharmacy info at top
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themselves, while others had to work with a 
remote vendor to make every label change. 
Some vendors were not able to make the 
requested changes to comply with all the 
USP standards. For example, UW Health’s 
vendor was not able to change numbers 
into numerals within the directions for 
use, resulting in Melissa Ngo and her team 
having to change each manually. The varied 
vendor experience was a great benefit to 
the project, in that it has better prepared 
WHL to anticipate potential challenges and 
solutions with future pharmacy partners 
and their vendors. 


At the end of the project, all pharmacies 
implementing new labels committed to 
continue using them.


Medication Adherence
The goal of Phase 2 of the project 


was implementation of the label and 
not to prove that patient-centered labels 
are effective, as this is already well-
documented. However, an opportunity 
presented itself to study adherence by 
patients before and after receiving new 
labels. Analysis was done of prescription 
refill information by Hayat Pharmacy 
patients who are members of Children’s 
Community Health Plan (an all-Medicaid 
plan). The average medication possession 
ratio (MPR) of these de-identified patients 
was calculated before and after the label 
change. The average MPR significantly 
improved after the label change for asthma 
medicines, anti-hypertensives, and oral 
contraceptives. Also, there was some 
evidence that MPRs improved the most 
for patients with very low MPRs before the 
label change.    


Dissemination


The project included a unique 
Medication Label Summit, held April 3, 
2017. One purpose was to share some of 
the recent research into patient-centered 
medication labeling. Another was to 
provide an opportunity for pharmacists 
from the pilot organizations to share 
experiences with other pharmacies who 
may want to participate in the future. Of 
82 attendees emailed a survey after the 
event, 31 (38%) responded, with these key 
findings:


• 82% would advocate for improving 
labels.


• 54% plan to get involved in label 
redesign where they work.


Conclusions and Next Steps: 
Phase 3


Phases 1 and 2 resulted in a wealth 
of information being used to compile an 
Implementation Guide for new pharmacies 
implementing patient-centered labels in 
the future. Some of the most impactful 
learnings are:


• Pharmacists have an intense desire 
to help their patients, which is a very 
strong driver to make the change to 
patient-centered labels.


• Patient involvement during the project 
was critical to assure that label changes 
with the most potential impact were 
emphasized.


• Every pharmacy is different, requiring 
flexibility during label redesign and 
implementation.


• Software vendors need to be involved 
all along the way.  Some “impossible” 
changes ended up being possible with 


FIGURE 4.  "Before" (left) and "After" (right) Labels at Hometown Pharmacy


perseverance.
• Pharmacies should be recognized for 


their commitment to making labels 
easier to read.


• Education about the research behind 
the standards, e.g., the benefit of not 
using all capital letters, is important 
to help pharmacists understand and 
accept the changes. 


• Stories are vital to motivating staff. 
Citing statistics about medication 
errors is much more effective when 
also telling stories about patients 
misunderstanding label instructions 
and taking medications incorrectly.13  


Phase 3
Phase 3 began in January 2018 and is 


focused on leveraging experiences of the 
pilot pharmacies with the primary goal 
of expanding patient-centered labels to 
additional pharmacies across the state of 
Wisconsin. This phase also is supported by 
grant funds from the Advancing a Heathier 
Wisconsin endowment of the Medical 
College of Wisconsin. Readers interested 
in learning more about Phase 3 should 
contact the authors.  


As of this writing, three health systems, 
one small pharmacy network, and one 
independent pharmacy have committed to 
working with WHL in phase 3 to improve 
their labels.


Representatives of the Phase 2 
pharmacies have agreed to share their 
experience with new pharmacies beginning 
the patient-centered label journey.  


In addition to implementing new 
labels at more pharmacies, WHL is 
also addressing modifying the “sigs,” 
or directions for use. In Phase 2, there 
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was a clear desire among pharmacies to 
improve the sig, but it is an incredibly 
complex matter and was beyond the 
scope of that project. In Phase 3, WHL 
will bring many stakeholders, including 
Epic Systems representatives, together 
in a “Sig Improvement Task Force.” The 
task force’s goal will be development of 
recommendations to help organizations 
improve their directions for use to meet the 
USP standards.


In the final year of Phase 3, systems 
and resources will be put in place so future 
pharmacies have step-by-step directions for 
implementing patient-centered labels on 
their own.


What would those pharmacists who 
already have adopted the patient-centered 
labels say to new pharmacies considering 
redesign?


Hashim Zaibak says it’s good for 
patients and for business. “Helping patients 
better understand their labels will make 
them more adherent to their medications, 
love their pharmacy more and hopefully 
stay with that pharmacy as customers for a 
long time.”


For Melissa Ngo, the answer is “Why 
wouldn’t you?”  She added, “Why wouldn’t 
you take the time to think about what your 
label looks like and if your family or friends 
would be able to understand what’s on that 
label.”


Relatively small changes on a 
prescription label can significantly improve 
patients’ effective use of medications. 
With the introduction of patient-
centered labels into more pharmacies, 
millions more patients can experience 
safer medication use and better health 
outcomes. For more information on the 


project or how you can be part of this 
expanded effort in Wisconsin at no cost, 
contact Kari LaScala, Wisconsin Health 
Literacy, (608) 257-1655, ext. 5, or email                                 
kari@wisconsinliteracy.org.
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Kenneth Schellhase is a Professor of Family 
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and the Medical Director at Children’s 
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Social and Administrative Sciences Division at 
the University of Wisconsin-Madison School 
of Pharmacy in Madison, WI. Paul Smith is a 
Professor in the Department of Family Medicine 
at the University of Wisconsin-Madison, and 
Medical Advisor at Wisconsin Health Literacy 
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Professor at the University of Georgia College 
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Interested in working with Wisconsin Health Literacy to implement 
patient-centered labels in your Wisconsin pharmacy? 


• Benefit from free consultation throughout the guided process
• Receive financial assistance available to purchase (optional) new 


label stock
• Join and connect with an ever-growing number of nationally 


recognized Wisconsin pharmacies making this change.


To find out more, contact Kari LaScala, Wisconsin Health Literacy, 
(608) 257-1655, ext. 5, or email kari@wisconsliteracy.org.








General Chapter <17> Survey 


Please rate the compliance of the prescription label to USP <17> as fully compliant (FC), partially 
compliant (PC), noncompliant (NC) or not applicable (NA). 


Standard FC PC NC NA Comment(s)


1. Is the label organized in a patient centered 
manner that features only the most 
important patient information needed for 
safe and effective use and best reflects 
how most patients seek out and 
understand medication instructions?


2. At the top of the label, is the critical patient 
information such as the patient’s name, the 
drug name (generic and brand) and drug 
strength, and directions for use prominently 
displayed? 


3. Does the prescription label explicitly 
display the directions for use in simple 
language?


4. Do the directions for use on the label follow 
a standard format, so that the patient can 
expect that each element will be presented 
in a specific, predictable order each time a 
prescription is received?


5. Is the less critical, but important 
information (e.g., pharmacy name and 
phone number, prescriber name, fill date, 
refill information, expiration date, 
prescription number, drug quantity, 
physical description, and evidence-based 
auxiliary information) placed on the label in 
a manner that does not supersede critical 
information? 


6. Does the label use a standardized 
methodology that simplifies the 
administration instructions for the patient's 
medication using Universal Medication 
Schedule (e.g. morning, noon, evening, 
bedtime)? 


7. When oral liquid dosage forms are 
prescribed, is the appropriate dosing 
component (e.g., oral syringe, dosing cup) 
provided to the patient or caregiver to 
accurately measure and administer the oral 
medication?







8. Are the graduations on the dosing 
component legible and indelible?


9. Are the associated volume markings on the 
dosing component in metric units? In the 
comments section, please provide a 
percentage of oral liquid dosage 
prescriptions that are written in metric form.


10. Is the dosing component limited to a single 
measurement scale that corresponds with 
the dose instructions on the prescription 
container label? 


11. Is the language on the label concise, 
familiar and standardized? Are common 
terms used in place of medical jargon?


12. Does the label use numerical rather than 
alphabetical characters? For example, 
write “Take 2 tablets in the morning and 2 
tablets in the evening” rather than “Take 
two tablets twice daily.”


13. Do the directions for use clearly separate 
the dose itself from the timing of each dose 
(e.g., Take 1 tablet in the morning and 1 
tablet in the evening)?


14. Do the directions for use utilize general 
time frames such as in the morning, in the 
evening, after breakfast, with lunch or at 
bedtime? 


15. Do the directions for use avoid vague 
dosing intervals such as twice daily or 3 
times daily, or hourly intervals such as 
every 12 hours?


16. Ambiguous directions such as “Take as 
directed” should be avoided. In the 
comments section, please specify the 
percentage of prescriptions written in this 
manner.


17. Is the indication of the medication included 
on the prescription? In the comments 
section, please specify the percentage of 
prescriptions that states the indication.


18. If the indication of the medication is 
included on the prescription, is it displayed 
in clear, simple terms on the prescription 
container label (e.g., “for high blood 
pressure” rather than “for hypertension”)?







19. For non-controlled prescriptions, is the 
auxiliary information placed on the 
prescription container label? 


20. If the auxiliary information is provided, is it 
displayed horizontally? In the comments 
section, please dictate the location of the 
auxiliary information on the label.


21. Whenever possible, for patients with 
limited English proficiency, are the 
directions for use on a prescription 
container label provided in the patient's 
preferred language and English? In the 
comments, please indicate the number of 
languages available for translation 
services. 


22. If languages are available, are the 
translations of prescription medication 
labels produced using a high-quality 
translation process (e.g., via a trained 
translator who is a native speaker of the 
target language)?


23. If using a prescription translation, do the 
directions for use also appear in English to 
provide quick access to emergency 
personnel and other intermediaries?


24. Does the label use high-contrast print (e.g., 
black print on white background) to 
improve readability?


25. Does the label use simple, uncondensed 
familiar fonts with sufficient space within 
and between letters (e.g., Times New 
Roman or Arial)?


26. Does the label use sentence case (e.g., 
Initial capital letter followed by lower-case 
words except proper nouns)?


27. Does the label use large font size (e.g., 
minimum 12-point Times New Roman or 
11-point Arial) for critical information (e.g. 
patient’s name, drug name, drug strength, 
and directions for use)? 


28. Does the label use adequate white space 
between lines of text within a section?







29. Does the label use adequate white space 
to distinguish separate sections (e.g., 
directions for use versus pharmacy 
information)?


30. Does the label use horizontal text only?


31. Does the label minimize the need to turn 
the container in order to read lines of text?


32. Does the label avoid abbreviating critical 
information?


33. Does the label judiciously use highlighting, 
bolding, or other typographical cues to 
preserve readability and emphasize 
patient-centered information?


34. Does the label limit the number of colors 
used for highlighting (e.g., no more than 
two)?


35. Does the label use separate lines in the 
directions for use to distinguish when each 
dose should be taken?  
“Take 1 tablet in the morning and 
1 tablet in the evening” 


36. Is the label supplemented or enhanced 
with tactile, auditory, or enhanced visual 
systems to provide alternative-access for 
patients with visual impairment?


37. Does the pharmacist explain alternative-
access options to patients with visual 
impairment (and their designated 
representatives) to collaboratively identify 
those best suited to the patient's needs?


38. Once an alternative-access method is 
identified for the individual patient with 
visual impairment, does the pharmacist 
provide the service or direct the patient to a 
pharmacy that offers that type of 
alternative access?


39. Does the pharmacy follow specific best 
practices for each respective alternative-
access format employed to patients with 
visual impairment?







Notes 


The survey assessment may vary between labels from the same pharmacy based on use of 
standardized directions. 


Some facets may not be readily applicable, such as agreed inclusion of the indication or use of a 
translation process. 


The standard should be scored as fully compliant (1), partially compliant (.5) , noncompliant(0) or not 
applicable (0). 


n (c + pc)/ as 


where c = number compliant, pc = partial compliance and as = applicable standard 


23x (1)  + 5A(O.5) /30 (y+n)X applicable standards


40. Duplicate accessible labels are larger 
labels with enhanced font size for patients 
with visual impairment. If provided, do the 
duplicate accessible labels preserve the 
integrity of the original prescription drug 
label?








General Chapters


General Tests and Assays


Apparatus for Tests and Assays


á17ñ PRESCRIPTION CONTAINER LABELING


Change to read:


INTRODUCTION


This chapter applies to labeling instructions and information on prescription containers that are directly dispensed to the
patient to promote better patient understanding. These standards do not apply when a prescription drug will be administered
to a patient by licensed personnel who are acting within their scope of practice. 1S (USP39) Medication misuse has resulted in
more than 1 million adverse drug events per year in the United States. Patients’ best source (and often only source) of informa-
tion regarding the medications they have been prescribed is on the prescription container label. Although other written infor-
mation and oral counseling 1S (USP39) may be available, the prescription container label must fulfill the professional obligations
of the prescriber and pharmacist. These obligations include giving patients the 1S (USP39) essential information they will need


1S (USP39) to understand how to safely and appropriately use the medication and how 1S (USP39) to adhere to the prescribed
medication regimen.


Inadequate understanding of prescription directions for use and auxiliary information provided 1S (USP39) on dispensed con-
tainers is widespread. Studies have found that 46% of patients misunderstood one or more dosage instructions, and 56% mis-
understood one or more auxiliary warnings. The problem of misunderstanding is particularly common and 1S (USP39) trouble-
some in patients with low or marginal literacy and in patients receiving multiple medications that are scheduled for administra-
tion using 1S (USP39) complex, nonstandardized time periods. In one study, patients with low literacy were 34 times more likely
to misinterpret prescription medication warning labels than patients with adequate literacy. 1S (USP39) However, even patients
with adequate literacy often misunderstand common prescription directions and warnings. In addition, there is great variability
in the actual auxiliary warning and supplemental instructional information that have been applied by individual practitioners to
the same prescription. The specific evidence to support a given auxiliary statement often is unclear, and patients often ignore
such information. The 1S (USP39) need for 1S (USP39) auxiliary label information requires further study in comparison to


1S (USP39) explicit, simplified language alone. 1S (USP39)


Lack of universal standards for labeling on dispensed prescription containers is a root cause of 1S (USP39) patient misunder-
standing, nonadherence, and medication errors. 1S (USP39)


USP developed 1S (USP39) patient-centered label standards for the format, appearance, content, and language of prescription
medication instructions to promote patient understanding. These recommendations form the basis of this general chapter.


1S (USP39)


Change to read:


PRESCRIPTION CONTAINER LABEL STANDARDS TO PROMOTE PATIENT UNDERSTANDING


Organize the Prescription Label in a Patient-Centered Manner


Information shall be organized in a way that best reflects how most patients seek out and understand medication instruc-
tions. Prescription container labeling should feature only the most important patient information needed for safe and effective
understanding and use.
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Emphasize Instructions and Other Information Important to Patients


Prominently display information that is critical for the patient’s safe and effective use of the medicine. At the top of the label,
specify the patient’s name, the drug name (spell out full generic and brand name) and drug 1S (USP39) strength, and explicit
clear directions for use in simple language.


The prescription directions should follow a standard format so that 1S (USP39) the patient can expect that each element will
be presented 1S (USP39) in a specific, predictable 1S (USP39) order each time a prescription is received. Use of a methodology
that simplifies the administration instructions for the patient’s medication should improve the individual’s ability to understand
prescription instructions, to take the correct dose, and to organize multi-drug regimens. Employing best practices of patient-
centered instructions—which utilize the principles of health literacy, medication therapy management, and education, to ex-
plicitly describe how to take daily-use, solid dose-form medications—has resulted in improved patient understanding. One
such patient-centered method is the universal medication schedule (UMS). The UMS shifts medication-taking into four stand-
ardized time periods (morning, noon, evening, bedtime) and uses simplified language and formatting to promote understand-
ing (e.g., “take 1 pill in the morning and 1 pill at bedtime” rather than “take one tablet twice daily”). Such methods may be
particularly useful for simplifying daily medication regimens that include multiple oral therapies. [NOTE—The word “pill” is
used in the UMS to enhance health literacy and may not reflect a USP definition for an oral dosage form (see Compendial No-
menclature, USP Nomenclature Guidelines on the USP website at www.usp.org/usp-nf/development-process).]


When oral liquid dosage forms are prescribed, the appropriate dosing component (e.g., oral syringe, dosing cup) shall be
provided to the patient or caregiver to accurately measure and administer the oral medication. The graduations on the com-
ponent shall be legible and indelible, and the associated volume markings shall be in metric units and limited to a single meas-
urement scale that corresponds with the dose instructions on the prescription container label (see Packaging and Storage Re-
quirements á659ñ). 1S (USP39)


Other, less-critical but important content (e.g., pharmacy name and phone number, prescriber name, fill date, refill informa-
tion, expiration date, prescription number, drug quantity, physical description, and evidence-based auxiliary information)
should not supersede critical patient information. Such less-critical information should be placed away from dosing instructions
(e.g., at the bottom of the label or in another less prominent location) because it can distract 1S (USP39) patients, which can
impair their recognition and understanding.


Simplify Language


The language on the label should be clear, simplified, concise, and familiar, and should be used in a standardized manner.
Only common terms and sentences should be used. Do not use unfamiliar words (including Latin terms) or medical jargon.


Use of readability formulas and software is not recommended for simplifying 1S (USP39) short excerpts of text such as
1S (USP39) those on prescription labels. Instead, use simplified, standardized sentences that were 1S (USP39) developed 1S (USP39)


by seeking feedback from samples of diverse consumers. Such language will promote correct understanding of the instruc-
tions. 1S (USP39)


Give Explicit Instructions


Instructions for use (i.e., the SIG or signatur) should clearly separate the dose itself from the timing of each dose in order to
explicitly convey the number of dosage units to be taken and when (e.g., specific time periods each day such as morning,
noon, evening, and bedtime). Instructions shall include specifics on time periods. Do not use alphabetic characters for num-
bers. For example, write “Take 2 tablets in the morning and 2 tablets in the evening” rather than “Take two tablets twice dai-
ly”).


Whenever available, use standardized directions (e.g., write “Take 1 tablet in the morning and 1 tablet in the evening” if the
prescription reads b.i.d.). Vague instructions based on dosing intervals such as twice daily or 3 times daily, or hourly intervals
such as every 12 hours, generally should be avoided because such instructions are implicit rather than explicit, they may in-
volve numeracy skills, and patient interpretation may differ 1S (USP39) from prescriber intent. Although instructions that use
specific hourly times (e.g., 8 a.m. and 10 p.m.) may seem to be more easily understood than implicit vague instructions, rec-
ommending dosing at 1S (USP39) precise hours of the day is less readily understood and may present greater adherence issues
(due to individual lifestyle patterns such as shift work) 1S (USP39) than more general time frames such as in the morning, in the


evening, after breakfast, with lunch, or at bedtime. Consistent use of the same terms should help avoid patient confusion. A
set of standardized, explicit instructions (the universal medication schedule, UMS) were developed and tested in English and
other languages to improve patient understanding.1 1S (USP39)


Ambiguous directions such as “take as directed” should be avoided unless clear and unambiguous supplemental instructions
and counseling are provided (e.g., directions for use that will not fit on the prescription container label). A clear statement
referring the patient to such supplemental materials should be included on the container label.


1 Explicit and Standardized Prescription Medicine Instructions. December 2014. Agency for Healthcare Research and Quality, Rockville, MD. http://www.ahrq.gov/
professionals/quality-patient-safety/pharmhealthlit/prescriptionmed-instr.html.
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Include Purpose for Use


If the purpose of the medication is included on the prescription, it should be included on the prescription container label
unless the patient prefers that it not appear. Practitioners should 1S (USP39) always ask patients their preference when writing
the prescription. 1S (USP39) Confidentiality and FDA approval for intended use (e.g., labeled versus 1S (USP39) off-label use) may
limit inclusion of the purpose on labels. Current evidence supports inclusion of purpose-for-use language in clear, simple terms
(e.g., “for high blood pressure” rather than “for hypertension”).


Limit Auxiliary Information


Auxiliary information on the prescription container label should be evidence-based and presented 1S (USP39) in simple explic-
it language that is minimized to avoid distracting patients with nonessential information. Most patients, particularly those
with limited 1S (USP39) literacy, pay little attention to auxiliary information. The information should be presented in a standar-
dized manner and should be critical for patient understanding and safe medication use (e.g., warnings and critical administra-
tion alerts). Icons are frequently misunderstood by patients. In addition, icons that provide abstract imagery for messages that
are difficult to depict visually 1S (USP39) may be ineffective at improving understanding compared with simplified text alone.
Use only icons for which there is adequate evidence, through consumer testing, that they improve patient understanding
about correct use. Evidence-based auxiliary information, both text and icons, should be standardized so that it is applied con-
sistently and does not depend on individual practitioner choice.


Address Limited English Proficiency


Whenever possible, the directions for use on a prescription container label should be provided in the patient’s preferred lan-
guage. Otherwise there is a risk of misinterpretation of instructions by patients with limited English proficiency, which could
lead to medication errors and adverse health outcomes. Additionally, whenever possible, directions for use should appear in
English as well, to facilitate counseling; the drug name(s) 1S (USP39) shall be in English so that emergency personnel and other
intermediaries can have quick access to the information. Standardized translations of universal medication schedule instruc-
tions are available.2 1S (USP39)


Translations of prescription medication labels should be produced using a high-quality translation process. An example of a
high-quality translation process is:


• Translation by a trained translator who is a native speaker of the target language
• Review of the translation by a second trained translator and reconciliation of any differences
• Review of the translation by a pharmacist who is a native speaker of the target language and reconciliation of any differ-


ences
• Testing of comprehension with target audience


If a high-quality translation process cannot be provided, labels should be printed in English, with the use of 1S (USP39) trained
interpreter services 1S (USP39) whenever possible to ensure patient comprehension. The use of computer-generated translations
should be limited to programs with demonstrated quality because dosage instructions can be translated inconsistently or in-
correctly, which is 1S (USP39) potentially hazardous. Standardized translated instructions and technology advances are needed to
ensure the accuracy and safety of prescription container labeling for patients with limited 1S (USP39) English proficiency.


Improve Readability


Labels should be designed and formatted so they are easy to read. Currently, no strong evidence supports the superiority,
in terms of 1S (USP39) legibility, of serif versus 1S (USP39) sans serif typefaces, therefore 1S (USP39) simple uncondensed fonts of
either type can be used.


Optimize typography by using the following techniques:
• High-contrast print (e.g., black print on white background)
• Simple, uncondensed familiar fonts with sufficient space within letters and between letters (e.g., Times New 1S (USP39)


Roman or Arial)
• Sentence case (i.e., punctuated like a sentence in English: Initial capital letter 1S (USP39) followed by lower-case words ex-


cept proper nouns)
• Large font size (e.g., minimum 12-point Times New 1S (USP39) Roman or 11-point Arial) for critical information. Note that


point size is not the actual size of the letter, so two fonts with the same nominal point size can have different actual letter
sizes The height of the typeface, x-height, 1S (USP39) has been used as a more accurate indicator of apparent size than
point size. For example, for a given point size, the x-height and apparent size of Arial are actually bigger than those for
Times New 1S (USP39) Roman. Do not use type smaller than 10-point Times New 1S (USP39) Roman or the equivalent size
in 1S (USP39) another font. Older adults, in particular, have difficulty reading small print.


2 Available at http://www.ahrq.gov/professionals/quality-patient-safety/pharmhealthlit/prescriptionmed-instr.html.
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• Adequate white space between lines of text (25%–30% of the point size)
• White space to separate 1S (USP39) sections on the label such as directions for use versus 1S (USP39) pharmacy information
• Horizontal text only


Other measures that can also improve readability:
• 1S (USP39) Minimize the need to turn the container in order to read lines of text
• Never truncate or abbreviate critical information
• Use 1S (USP39) highlighting, bolding, and other cues to 1S (USP39) preserve readability (e.g., high-contrast print and light


color for highlighting) and 1S (USP39) emphasize patient-centered 1S (USP39) information or information that facilitates ad-
herence (e.g., refill ordering)


• Limit the number of colors used for highlighting ( i.e., 1S (USP39) no more than 1S (USP39) two)
• Use of separate lines to distinguish when each dose should be taken


Alternative-Access Methods to Address Visual Impairment


Patients with visual impairment who are unable to read printed prescription container labels often report inadvertently tak-
ing the wrong medication or amount, or taking it at the wrong time or under the wrong instructions, compromising their own
safety. Similarly, if a caregiver is visually impaired, the patient they care for is at risk for medication errors. The magnitude of
this problem increases with aging, as the risk of visual impairment and the number of prescribed medications both increase
with age.


• Follow standards for patient-centered prescription labels 1S (USP39)


• Provide alternative access for visually impaired patients ( alternative-access methods include 1S (USP39) tactile, auditory, or
enhanced visual systems that may employ advanced mechanics of assistive technology) 3


• Enhance communication between the pharmacist and visually impaired patients (and their designated representatives)
such that the pharmacist can explain alternative-access options and together they can identify those best suited to the
patient’s needs


• Once an alternative-access method is identified for the individual patient, the pharmacist shall provide the service or di-
rect the patient to a pharmacy that offers that type of alternative access


• Ensure that duplicate accessible labels preserve the integrity of the print prescription drug container label and provide the
same sequence of information as the printed label


• Follow specific best practices for each respective alternative-access format employed 1S (USP39)


Microbiological Tests


á55ñ BIOLOGICAL INDICATORS—RESISTANCE PERFORMANCE TESTS


Change to read:


INTRODUCTION


A biological indicator (BI) is a well-characterized preparation of a specific microorganism with a known resistance to a specif-
ic sterilization process. The correct use of BIs in the development, validation, and control of sterilization processes requires that
their population and resistance be accurately known. The population and resistance can be selected to confirm the adequacy
of individual sterilization process conditions for an article. The recommendations of Sterilization of Compendial Articles á1229ñ
should be followed for effective BI usage. The methods described below can be used to establish population and resistance,
such that the response of the BI to the subject sterilization process is appropriate. Although the BI manufacturers are required
to maintain rigorous control of population and resistance using the number of replicates as specified below, the end users are
not required to use the same number of replicates for verification of those determinations. Conduct all of the tests described in
this chapter under appropriate microbiological laboratory conditions (see Microbiological Best Laboratory Practices á1117ñ).


3  See Working Group Recommendations from Access Board Working Group on Accessible Prescription Drug Container Labels: http://www.access-board.gov/
guidelines-and-standards/health-care/about-prescription-drug-container-labels/working-group-recommendations.
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Friendly Pharmacy
608-555-5555
123 Main Street
Anytown, WI 22222


MARY SMITH
1000 Maple Street, Anytown, WI 22222


6/12/2018


608-222-2222


RX: 023156456


Qty: 60  Refill (01) time until 12/25/2018
RPh: CS          White round
Dr. Olivia Van Beek Copay $13.97
Discard after 3/25/2019


TAKE ONE TABLET BY MOUTH ONCE 
DAILY 


MFG: Teva USA


ATENOLOL 100 MG Tab 


Warning: It is very 
important that you 
take or use this 
exactly as directed. 
Do not skip doses or 
discontinue unless 
directed by your 
doctor. 


Call your doctor 
about side effects. 
You may report side 
effects to FDA at
1-800-FDA-1088.


May cause dizziness
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MEDICATION SHOULD BE 
TAKEN WITH PLENTY OF WATER


NOTE: This is a “non-compliant” label example


Mary Smith


Take 1 tablet by mouth at bedtime.


Cozaar 50 MG Tablets


Friendly Pharmacy
608-555-5555
123 Main Street
Anytown, WI 22222


Dr. Olivia Van Beek


Quantity: 60; green oval tablet


Fill date: 5/26/2018


Expires: 5/20/2019


RX#: 046253223


Refills: 1


Note: “Refills” is in yellow as an example of 
highlighting information that facilitates adherence.
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2


Mary Smith Use only on your 


skin.


Warning: Do not 


put in eyes. Do not 


swallow.


Filled: 1/2/2018


Expires:


12/26/2019


Gently rub a thin layer of cream onto the 


affected skin at bedtime. 


Fluocinonide Cream USP, 0.1%


Friendly Pharmacy


608-555-5555


123 Main St.


Anytown, WI 22222


RX 2315648913


Distributor: Rebel


Refills: 3


Qty: 30 grams


Dr. James Hill


Mary Smith


inhalations


Shake the inhaler well 


before each spray. 


Rinse mouth with 


water after use.


Fill date: 5/6/2018


Expires: 4/29/2018


Take 2 puffs by mouth 10 minutes 


before exercise. 


Ventolin HFA 90mcg Inhaler


Rx: 235604235
Friendly Pharmacy


608-555-5555


123 Main Street


Anytown, WI 22222


Qty: 200 metered


inhalations;


Dr. Mia Stephens 


Refills: 1
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Mary Smith                            
Warning: Do not use if 


you are pregnant, think 


you are pregnant, or 


breastfeeding. 


Take this medication 


with food or just after 


eating. 


Take 1 tablet by mouth in the morning.


Lopid 600 MG Tablet


Rx: 5648951566
Friendly Pharmacy


608-555-5555


123 Main St.


Anytown, WI 22222


Grace Myers, MD


Qty: 60; Round, white


Refills: 1


Date filled: 5/6/2018


Expires: 5/5/2018


Mary Smith 


Spray into both nostrils 1 time in the morning 


and 1 time in the evening. 


Patanase 50 MCG Nasal Spray 


Friendly Pharmacy


608-555-5555


123 Main Street


Anytown, WI 22222


Shake well before using Rinse mouth with 


water after use


Quantity:16


Dr. Ava Martin


Refills: 2


Fill date: 1/02/2018


Expires: 12/29/2018


RX: 0289203-01012
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Mary Smith


Take 5 mL in the morning and


5mL in the evening for 10 days.


Amoxicillin 125 mg/5mL Suspension


Friendly Pharmacy


608-555-5555


123 Main Street


Anytown, WI 22222


Dr. Olivia Van Beek Qty: 150 mL No Refills


Date filled: 5/26/2018 Expires: 5/20/2019


RX: 046253223 Mfr: Sandoz


Mary Smith  


Take 1 tablet at bedtime for blood pressure.


Amlodipine 5 MG Tablets


Times New Roman font


Friendly Pharmacy 


608-555-5555


123 Main Street


Anytown, WI 22222


Note: This sample includes a “purpose for use” (i.e. for blood pressure). If 
you do include a purpose for use, it is important to use plain language. In 
this example, “for blood pressure” rather than “for hypertension.”


Note: It is also in Times New Roman Font; if you use this font, you will have 
to increase the font size as the letters are smaller than other fonts.


This medicine may make you sleepy Take this medicine with food 


or just after eating
Quantity: 180


Steve Michaels, MD


Refills: 3


Date filled: 1/02/2018


Expires: 12/29/2018


Rx: 577625329   Mfr: Alkem








 


USP Standards in a Nutshell 


1. Emphasize instructions and other information important to patients; place less critical information 


away from dosing instructions 


a. Name, drug, directions at top 


b. Directions in simple language 


c. Sentence case (capital and lower case letters) 


2. Improve readability – designed/formatted to be easy to read 


a. Contrast  


b. White space 


c. Large type 


d. Simple fonts 


3. Give explicit instructions 


a. Numerals not spelled out (2, not “two”) 


b. Separate dose and timing 


c. Do not use “take as directed” or “take twice daily” 


d. Liquids-providing dosing device 


4. Include purpose for use in clear language (if included on prescription and acceptable to patient) 


5. Address limited English proficiency, in patient’s preferred language if possible 


6. Address visual impairment; provide alternative access 








PHARMACY EXAMINING BOARD  450.011 Updated 13−14 Wis. Stats.


Updated 2013−14 Wis. Stats. Published and certified under s. 35.18.  March 31, 2016.


2013−14 Wisconsin Statutes updated through 2015 W is. Act 286 and all Supreme Court Orders entered before March 31, 2016.
Published  and certified under s. 35.18.  Changes ef fective after March 31, 2016 are designated by NOTES. (Published 3−31−16)


CHAPTER 450


PHARMACY EXAMINING BOARD


450.01 Definitions.
450.02 Pharmacy examining board.
450.03 Pharmacist; licensure.
450.033 Services delegated by physician.
450.035 Administration of drug products and devices; vaccines.
450.04 Examinations.
450.05 Pharmacist licensed in other state; licensure.
450.06 Pharmacies located in this state; licensure.
450.062 Remote dispensing.
450.065 Out−of−state pharmacies; licensure.
450.07 Manufacturers; licensure.
450.071 Wholesale distributors; licensure.
450.072 Wholesale distributors; restrictions on transactions.
450.073 Wholesale distributors; pedigree.
450.074 Wholesale distributors; prohibited actions, enforcement, penalties.
450.076 Home medical oxygen providers; licensure.
450.08 License renewal.


450.085 Continuing education.
450.09 Pharmacy practice.
450.095 Duty to dispense contraceptives.
450.10 Disciplinary proceedings; immunity; orders.
450.11 Prescription drugs and prescription devices.
450.115 Drug disposal programs and authorizations.
450.12 Labeling of prescription drugs and prescription drug products.
450.125 Drugs for animal use.
450.13 Using drug product equivalent in dispensing prescriptions.
450.14 Poisons.
450.145 Reporting potential causes of public health emergency.
450.15 Placing prescription drugs prohibited.
450.155 Exhibition, display or advertisement of certain vending machines by use


of certain material prohibited.
450.16 Sale of contraceptives prohibited in certain areas.
450.17 Violations.
450.18 Penalties.


Cross−reference:  See definitions in s. 440.01.
Cross−reference:  See also Phar, Wis. adm. code.


450.01 Definitions.   In this chapter:
(1) “Administer” means the direct application of a vaccine or


a prescribed drug or device, whether by injection, ingestion or any
other means, to the body of a patient or research subject by any of
the following:


(a)  A practitioner or his or her authorized agent.
(b)  A patient or research subject at the direction of a practi-


tioner.
(c)  A pharmacist.
(d)  In the case of an opioid antagonist, any person.
(1m) “Advanced practice nurse prescriber” means an


advanced practice nurse who is certified under s. 441.16 (2).
(1p) “Affiliated  group” has the meaning given in section 1504


of the Internal Revenue Code.
(1t) “Authenticate” means to affirmatively verify, before


wholesale distribution of a prescription drug occurs, that each
transaction listed on a pedigree has occurred.


(1x) “Authorized distributor of record” means a wholesale
distributor with whom a manufacturer has established an ongoing
relationship to distribute the manufacturer’s prescription drug.
For purposes of this subsection, an ongoing relationship exists
between a wholesale distributor and a manufacturer if all of the
following apply:


(a)  The wholesale distributor, including any affiliated group of
the wholesale distributor, has in effect a written agreement with
the manufacturer evidencing the ongoing relationship.


(b)  The wholesale distributor, including any affiliated group
of the wholesale distributor, is included in the manufacturer’s cur-
rent list of authorized distributors of record.


(2) “Board” means the pharmacy examining board.
(2m) “Colicensed” means, with respect to a partner or prod-


uct, that 2 or more parties have the right to engage in marketing
or manufacturing of a product consistent with the federal food and
drug administration’s implementation of the federal prescription
drug marketing act.


(3) “Compound” means to mix, combine or put together vari-
ous ingredients or drugs for the purpose of dispensing.


(4) “Controlled substance” has the meaning designated in s.
961.01 (4).


(5) “Deliver” or “delivery” means the actual, constructive or
attempted transfer of a drug or device from one person to another.


(6) “Device” means an instrument, apparatus, implement,
machine, contrivance, implant, in vitro reagent or other similar or


related article, including any component, part or accessory, which
does not achieve any of its principal intended purposes through
chemical action within or on the body of a person or other animal,
is not dependent upon being metabolized for the achievement of
any of its principal intended purposes and is:


(a)  Recognized by the U.S. pharmacopoeia and national for-
mulary or official homeopathic pharmacopoeia of the United
States, or any supplement to either of them;


(b)  Intended for use in the diagnosis, cure, mitigation, treat-
ment or prevention of disease or other conditions in persons or
other animals; or


(c)  Intended to affect the structure or any function of the body
of persons or other animals.


(7) “Dispense” means to deliver a prescribed drug or device
to an ultimate user or research subject by or pursuant to the pre-
scription order of a practitioner, including the compounding,
packaging or labeling necessary to prepare the prescribed drug or
device for delivery.


(8) “Distribute” means to deliver, other than by administering
or dispensing.


(9) “Distributor” means a person licensed by the board under
s. 450.07 (2).


NOTE:  Section 450.07 (2) was repealed by 2007 Wis. Act 20.


(9m) “Drop shipment” means a sale of a prescription drug to
a wholesale distributor by the manufacturer of the drug, by the
manufacturer’s colicensed product partner, by the manufacturer’s
3rd party logistics provider, or by the manufacturer’s exclusive
distributor, to which all of the following apply:


(a)  The wholesale distributor or chain pharmacy warehouse
takes title to, but not physical possession of, the drug.


(b)  The wholesale distributor invoices a pharmacy, a chain
pharmacy warehouse, or a person authorized to dispense or
administer the drug to a patient.


(c)  The pharmacy, chain pharmacy warehouse, or person
authorized to dispense or administer the drug receives delivery of
the drug directly from the manufacturer, the manufacturer’s 3rd
party logistics provider, or the manufacturer’s exclusive distribu-
tor.


(10) “Drug”  means:
(a)  Any substance recognized as a drug in the official U.S.


pharmacopoeia and national formulary or official homeopathic
pharmacopoeia of the United States or any supplement to either
of them;


(b)  Any substance intended for use in the diagnosis, cure, miti-
gation, treatment or prevention of disease or other conditions in
persons or other animals;
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(c)  Any substance other than a device or food intended to affect
the structure or any function of the body of persons or other ani-
mals; or


(d)  Any substance intended for use as a component of any arti-
cle specified in pars. (a) to (c) but does not include gases or devices
or articles intended for use or consumption in or for mechanical,
industrial, manufacturing or scientific applications or purposes.


(11) “Drug product” means a specific drug or drugs in a spe-
cific dosage form and strength from a known source of manufac-
ture.


(11m) “Facility”  means a location where a wholesale distrib-
utor stores, handles, repackages, or offers for sale prescription
drugs.


(11r) “Intracompany sales” means any transaction or transfer
between any division, subsidiary, parent, or affiliated or related
company under common ownership and control of a corporate
entity or any transaction or transfer between colicensees of a coli-
censed product.


(12) “Manufacturer” means a person licensed or approved by
the federal food and drug administration to engage in the
manufacture of drugs or devices, consistent with the definition of
“manufacturer” under the federal food and drug administration’s
regulations and interpreted guidances implementing the federal
prescription drug marketing act.


(12m) “Manufacturer’s exclusive distributor” means a per-
son that contracts with a manufacturer to provide or coordinate
warehousing, distribution, or other services on behalf of the
manufacturer and who takes title to the manufacturer’s prescrip-
tion drug but who does not have general responsibility to direct the
sale or disposition of the drug.


(13) “Manufacturing” means making, assembling, process-
ing or modifying devices, or mixing, producing or preparing drugs
in dosage forms by encapsulating, entableting or other process, or
packaging, repackaging or otherwise changing the container,
wrapper or label of any package containing a drug or device in fur-
therance of the distribution of the drug or device from the original
place of manufacture to the person who makes final delivery or
sale to the ultimate consumer.


(13m) “Nonprescription drug product” means any nonnar-
cotic drug product which may be sold without a prescription order
and which is prepackaged for use by consumers and labeled in
accordance with the requirements of state and federal law.


(13r) (a)  “Normal distribution channel” means a chain of cus-
tody for a prescription drug that runs, directly or by drop shipment,
from the manufacturer of a drug, from the manufacturer to the
manufacturer’s colicensed partner, from the manufacturer to the
manufacturer’s 3rd−party logistics provider, or from the manufac-
turer to the manufacturer’s exclusive distributor, and continues as
described in any of the following:


1.  To a pharmacy or to a person authorized to dispense or
administer a drug to a patient.


2.  To an authorized distributor of record, and then to a phar-
macy or to a person authorized to dispense or administer a drug
to a patient.


3.  To an authorized distributor of record, then to one other
authorized distributor of record, then to an office−based practi-
tioner.


4.  To a pharmacy warehouse to the pharmacy warehouse’s
intracompany pharmacy, then to a patient or to a person authorized
to dispense or administer a drug to a patient.


5.  To an authorized distributor of record, then to a pharmacy
warehouse, then to the pharmacy warehouse’s intracompany
pharmacy, then to a patient or to a person authorized to dispense
or administer a drug to a patient.


(b)  For purposes of this subsection, a distribution of a prescrip-
tion drug to a warehouse or to another entity that redistributes the
drug by intracompany sale to a pharmacy or to another person
authorized to dispense or administer the drug constitutes a dis-


tribution to the pharmacy or to the person authorized to dispense
or administer the drug.


(13v) “Opioid antagonist” means a drug, such as naloxone,
that satisfies all of the following:


(a)  The drug binds to the opioid receptors and competes with
or displaces opioid agonists at the opioid receptor site but does not
activate the receptors, effectively blocking the receptor and pre-
venting or reversing the effect of an opioid agonist.


(b)  The drug is not a controlled substance.
(14) “Patient” means the person or other animal for whom


drug products or devices are prescribed or to whom drug products
or devices are dispensed or administered.


(14m) “Pedigree” means a document or electronic file con-
taining information that records each distribution of a prescription
drug.


(15) “Pharmacist” means a person licensed by the board under
s. 450.03 or 450.05.


(15m) “Pharmacy warehouse” means a physical location for
prescription drugs that acts as a central warehouse and performs
intracompany sales.


(15r) “Physician assistant” has the meaning given in s. 448.01
(6).


(16) “Practice of pharmacy” means any of the following:
(a)  Interpreting prescription orders.
(b)  Compounding, packaging, labeling, dispensing and the


coincident distribution of drugs and devices.
(c)  Participating in drug utilization reviews.
(d)  Proper and safe storage of drugs and devices and maintain-


ing proper records of the drugs and devices.
(e)  Providing information on drugs or devices which may


include, but is not limited to, advice relating to therapeutic values,
potential hazards and uses.


(f)  Drug product substitution under s. 450.13.
(g)  Supervision of pharmacist supportive personnel.
(h)  Making therapeutic alternate drug selections, if made in


accordance with written guidelines or procedures previously
established by a pharmacy and therapeutics committee of a hospi-
tal and approved by the hospital’s medical staff and use of the ther-
apeutic alternate drug selection has been approved for a patient
during the period of the patient’s stay within the hospital by any
of the following:


1.  The patient’s physician.
2.  The patient’s advanced practice nurse prescriber, if the


advanced practice nurse prescriber has entered into a written
agreement to collaborate with a physician.


3.  The patient’s physician assistant.
(hm)  Making therapeutic alternate drug selections in accord-


ance with written guidelines or procedures previously established
by a quality assessment and assurance committee of a nursing
facility under s. 49.498 (2) (a) 3. or by a committee established for
a nursing home under s. 50.045 (2), if the use of the therapeutic
alternate drug selection has been approved for a patient during the
period of the patient’s stay within the nursing facility or nursing
home by any of the following:


1.  The patient’s personal attending physician.
3.  The patient’s physician assistant, if the physician assistant


is under the supervision of the patient’s personal attending physi-
cian.


(hr)  Making therapeutic alternate drug selections in accord-
ance with written guidelines or procedures previously established
in rules promulgated by the corrections system formulary board
under s. 301.103, if the use of the therapeutic alternate drug selec-
tion has been approved for a prisoner, as defined in s. 301.01 (2),
during his or her period of confinement in a state correctional
institution, as defined in s. 301.01 (4), by any of the following:


1.  A physician.
2.  An advanced practice nurse prescriber.
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3.  A physician assistant.
(i)  Drug regimen screening, including screening for therapeu-


tic duplication, drug−to−drug interactions, incorrect dosage,
incorrect duration of treatment, drug allergy reactions and clinical
abuse or misuse.


(j)  Performing any act necessary to manage a pharmacy.
(k)  Administering prescribed drug products and devices under


s. 450.035 (1r) and, pursuant to vaccination protocols, vaccines.
(17) “Practitioner” means a person licensed in this state to pre-


scribe and administer drugs or licensed in another state and recog-
nized by this state as a person authorized to prescribe and adminis-
ter drugs.


(18) “Prescribed drug or device” means any drug or device
prescribed by a practitioner.


(19) “Prescription” means a drug or device prescribed by a
practitioner.


(20) “Prescription drug” means all of the following, but does
not include blood, blood components intended for transfusion, or
biological products that are also medical devices:


(a)  A drug, drug product, or drug−containing preparation that
is subject to 21 USC 353 (b) or 21 CFR 201.105.


(b)  A controlled substance included in schedules II to V of ch.
961, whether by statute or rule, except a substance that by law may
be dispensed without the prescription order of a practitioner.  Con-
trolled substances are included within this definition for purposes
of s. 450.11 (3), (4) (a), and (8) only and for violations thereof pun-
ishable under s. 450.11 (9).


(21) “Prescription order” means an order transmitted orally,
electronically or in writing by a practitioner for a drug or device
for a particular patient and also includes a standing order issued
under s. 441.18 (2) (a) 2. or 448.037 (2) (a) 2.


(21e) “Repackage” means to repack or otherwise change the
container, wrapper, or label of a prescription drug, except that
“repackage” does not include any of the following:


(a)  An action by a pharmacist with respect to a prescription
drug that the pharmacist is dispensing.


(b)  An action by a pharmacist who receives a prescription drug
or device that the pharmacist dispensed to a patient, if, after alter-
ing the packaging or labeling of the prescription drug or device,
the pharmacist returns the prescription drug or device to the
patient.


(21m) “Repackager” means a person that repackages.
(21p) “Standing order” means an order transmitted electroni-


cally or in writing by a practitioner for a drug or device for multi-
ple patients or for one or more groups of patients.


(21s) “Third party logistics provider” means a person that
contracts with a prescription drug manufacturer to provide or
coordinate warehousing, distribution, or other services on behalf
of the manufacturer but that does not take title to the manufactur-
er’s prescription drug or have general responsibility to direct the
prescription drug’s sale or disposition.


(22) “Vaccination protocol” means a written protocol agreed
to by a physician, as defined in s. 448.01 (5), and a pharmacist that
establishes procedures and record−keeping and reporting require-
ments for the administration of a vaccine by a pharmacist for a
period specified in the protocol that may not exceed 2 years.


(23) “Wholesale distribution” means distribution of a pre-
scription drug to a person other than a consumer or patient, but
does not include any of the following:


(a)  Intracompany sales of prescription drugs.
(b)  The sale, purchase, distribution, trade, or transfer of a pre-


scription drug or offer to sell, purchase, distribute, trade, or trans-
fer a prescription drug for emergency medical reasons.


(c)  The distribution of prescription drug samples, if the dis-
tribution is permitted under 21 USC 353 (d).


(d)  Drug returns, when conducted by a hospital, health care
entity, or charitable institution as provided in 21 CFR 203.23.


(e)  The sale of minimal quantities, as defined by the board in
an administrative rule, of prescription drugs by retail pharmacies
to licensed practitioners for office use.


(f)  The sale, purchase, or trade of a drug, an offer to sell, pur-
chase, or trade a drug, or the dispensing of a drug pursuant to a pre-
scription.


(g)  The sale, transfer, merger, or consolidation of all or part of
the business of a pharmacy from or with another pharmacy,
whether accomplished as a purchase and sale of stock or business
assets.


(h)  The sale, purchase, distribution, trade, or transfer of a pre-
scription drug from one authorized distributor of record to one
additional authorized distributor of record, if the manufacturer
states in writing to the receiving authorized distributor of record
that the manufacturer is unable to supply the drug and the supply-
ing authorized distributor of record states in writing that the drug
has previously been exclusively in the normal distribution chan-
nel.


(i)  The delivery of, or offer to deliver, a prescription drug by
a common carrier solely in the common carrier’s usual course of
business of transporting prescription drugs, if the common carrier
does not store, warehouse, or take legal ownership of the drug.


(j)  A transaction excluded from the definition of “wholesale
distribution” under 21 CFR 203.3 (cc).


(k)  The donation or distribution of a prescription drug under
s. 255.056 or under 21 CFR 203.39.


(L)  The transfer from a retail pharmacy or pharmacy ware-
house of an expired, damaged, returned, or recalled prescription
drug to the original manufacturer or original wholesale distributor
or to a 3rd−party returns processor or reverse distributor.


(m)  The return of a prescription drug, if the return is authorized
by the law of this state.


(n)  The operation or implementation of a drug disposal pro-
gram that is authorized under s. 165.65 (2) or (3) or is authorized
under federal law, as defined in s. 165.65 (1) (a), or the possession
or delivery of a household pharmaceutical item, as defined in s.
165.65 (1) (d), within the scope of a drug disposal program that
is authorized under s. 165.65 (2) or (3) or is authorized under fed-
eral law.


(o)  The possession or delivery of a prescription drug within the
scope of a written authorization under s. 450.115 (3).


(24) “Wholesale distributor” means a person engaged in the
wholesale distribution of prescription drugs, including manufac-
turers, repackagers, own−label distributors, private label distribu-
tors, jobbers, brokers, warehouses, including manufacturers’ and
distributors’ warehouses, manufacturers’ exclusive distributors,
manufacturers’ authorized distributors of record, prescription
drug wholesalers and distributors, independent wholesale pre-
scription drug traders, 3rd party logistics providers, retail pharma-
cies that conduct wholesale distribution, and chain pharmacy
warehouses that conduct wholesale distribution.


History:   1985 a. 146; 1987 a. 65; 1991 a. 114; 1995 a. 448; 1997 a. 27, 68; 1997
a. 237 s. 727m; 2005 a. 187; 2007 a. 20; 2009 a. 142; 2011 a. 161, 260; 2013 a. 198,
200, 294; 2015 a. 40, 115.


Vitamins not intended for use in the diagnosis, cure, investigation, treatment, or
prevention of diseases are not drugs under this section.  66 Atty. Gen. 137.


450.02 Pharmacy  examining board.   (1) The department
shall keep a record of the proceedings and a register of the names
and places of practice or business of pharmacies, manufacturers,
distributors and other persons licensed under this chapter, and the
books, registers and records of the department shall be prima facie
evidence of the matters recorded.


(2) The board shall adopt rules defining the active practice of
pharmacy.  The rules shall apply to all applicants for licensure
under s. 450.05.


(2g) (a)  The pharmacy examining board shall, after consulta-
tion with the medical examining board and the board of nursing,
promulgate rules that establish criteria for approving courses
under ss. 450.035 (1r) and (2) and 450.085 (1).
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(b)  The board shall promulgate rules that establish require-
ments and procedures for the administration of a drug product or
device, as defined in s. 450.035 (1g), by a pharmacist under s.
450.035 (1r).


(2m) The board shall periodically prepare and distribute let-
ters, bulletins or other types of notice to pharmacists that identify
the courses that are approved for purposes of ss. 450.035 (1r) and
(2) and 450.085 (1).


(3) The board may promulgate rules:
(a)  Relating to the manufacture of drugs and the distribution


and dispensing of prescription drugs.
(b)  Establishing security standards for pharmacies.
(c)  Relating to the manufacture, distribution and dispensing of


hypodermic syringes, needles and other objects used, intended for
use or designed for use in injecting a drug.


(d)  Necessary for the administration and enforcement of this
chapter and ch. 961.


(e)  Establishing minimum standards for the practice of phar-
macy.


(f)  Establishing procedures for identifying pharmacists
impaired by alcohol or other drugs or physical or mental disability
or disease and for assisting those pharmacists in obtaining treat-
ment.


(3m) (a)  The board or its designee may grant a variance to a
requirement of this chapter or to a rule promulgated by the board
if  all of the following are true:


1.  The board or its designee determines that a natural or man−
made disaster or emergency exists or has occurred.


2.  A pharmacist has requested the variance.
3.  The board or its designee determines that the variance is


necessary to protect the public health, safety, or welfare.
(am)  If a member of the board disagrees with a decision made


by a designee under par. (a), the board chairperson shall call a
meeting of the board as soon as practicable to review the decision.
The board may affirm or modify the designee’s decision.


(b)  A variance granted under par. (a) shall be for a stated term
not to exceed 90 days, except that the board or its designee may
extend the variance upon request by a pharmacist if it determines
that an extension is necessary to protect the public health, safety,
or welfare.


(4) The board may not promulgate a rule which does any of the
following:


(a)  Limits to a pharmacist the authority to sell or in any way
interferes with the sale of nonnarcotic nonprescription drugs that
are prepackaged for consumer use and labeled in compliance with
all applicable state and federal laws.


(b)  Interprets s. 448.03 (2) (e) to expand the therapeutic alter-
nate drug selection powers of a pharmacist beyond those specified
in s. 450.01 (16) (h).


History:   1985 a. 146; 1987 a. 65; 1995 a. 448; 1997 a. 68; 1997 a. 237 s. 727m;
2005 a. 270; 2015 a. 55.


Cross−reference:  See also Phar, Wis. adm. code.


450.03 Pharmacist;  licensure.   (1) No person may engage
in the practice of pharmacy or use the title “pharmacist” or sell,
give away or barter drugs unless the person is licensed as a phar-
macist by the board.  This subsection does not apply to:


(a)  The offer to sell or sale of contraceptive articles, as defined
under s. 450.155 (1) (a), by a registered nurse licensed under s.
441.06.


(b)  The sale of any nonprescription drug product, in an original
unbroken package, which complies with 21 USC 301 to 392.


(c)  The sale of pesticides which comply with ss. 94.67 to 94.71.
(d)  The delivery of complimentary samples of drug products


or devices to a practitioner by a manufacturer or its agent acting
in the usual course of business.


(e)  Any person lawfully practicing within the scope of a
license, permit, registration, certificate, or certification granted to


provide home medical oxygen under s. 450.076, to practice pro-
fessional or practical nursing or nurse−midwifery under ch. 441,
to practice dentistry or dental hygiene under ch. 447, to practice
medicine and surgery under ch. 448, to practice optometry under
ch. 449 or to practice veterinary medicine under ch. 89, or as other-
wise provided by statute.


NOTE:  Par. (e) is shown as affected by 2015 Wis. Acts 3 and 55 and as merged
by the legislative reference bureau under s. 13.92 (2) (i).


(f)  A person who has successfully completed his or her second
year in, and is enrolled at, an accredited school of pharmacy and
whose practice of pharmacy is limited to performing duties under
the direct supervision of a person licensed as a pharmacist by the
board.


(g)  A person who has applied for a license under s. 450.05
whose practice of pharmacy is limited to performing duties under
the direct supervision of a person licensed as a pharmacist by the
board and during the period before which the board takes final
action on the person’s application.


(h)  The provision of services by a health care provider under
s. 257.03.


(2) Except as provided in s. 450.10, the board shall issue a
license as a pharmacist to any person who does all of the follow-
ing:


(a)  Has received a professional degree from a pharmacy pro-
gram approved by the board.


(b)  Has completed an internship in the practice of pharmacy
or has practical experience acquired in another state that is compa-
rable to that included in an internship and that is approved and ver-
ified by the board or by the agency that is the equivalent of the
board in the state in which the practical experience was acquired.


(c)  Passes the examination under s. 450.04.
(d)  Pays the fee specified in s. 440.05 (1).


History:   1985 a. 146; 1987 a. 264; 1991 a. 39; 2001 a. 16; 2005 a. 96; 2009 a. 42;
2013 a. 114 ss.25, 27, 28; 2015 a. 3, 55; s. 13.92 (2) (i).


Cross−reference:  See also chs. Phar 2 and 17, Wis. adm. code.


450.033 Services  delegated by physician.   A pharmacist
may perform any patient care service delegated to the pharmacist
by a physician, as defined in s. 448.01 (5).


History:   2013 a. 294.


450.035 Administration  of drug products and devices;
vaccines.   (1g) In this section, “drug product or device” does
not include a vaccine.


(1r) A pharmacist may not administer by injection a pre-
scribed drug product or device unless he or she has successfully
completed a course of study and training in injection technique
conducted by a course provider approved by the Accreditation
Council for Pharmacy Education or the board.  A pharmacist may
administer a prescribed drug product or device under this subsec-
tion only in the course of teaching self−administration techniques
to a patient.  A pharmacist who administers a prescribed drug
product or device under this subsection shall comply with the
requirements and procedures established in rules promulgated by
the board under s. 450.02 (2g) (b).


(1t) A person engaged in the practice of pharmacy under s.
450.03 (1) (f) or (g) may not administer a prescribed drug product
or device unless he or she has successfully completed a course of
study and training in administration technique conducted by a
course provider approved by the Accreditation Council for Phar-
macy Education or the board.  A person engaged in the practice
of pharmacy under s. 450.03 (1) (f) or (g) may administer a pre-
scribed drug product or device under this subsection only under
the direct supervision of a pharmacist who has successfully com-
pleted a course of study and training in administration technique
conducted by a course provider approved by the Accreditation
Council for Pharmacy Education or the board, and only in the
course of teaching self−administration techniques to a patient.  A
person engaged in the practice of pharmacy under s. 450.03 (1) (f)
or (g) who administers a prescribed drug product or device under
this subsection shall comply with the requirements and proce-
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dures established in rules promulgated by the board under s.
450.02 (2g) (b).


(2) A pharmacist may not administer a vaccine unless he or
she has successfully completed 12 hours in a course of study and
training, approved by the Accreditation Council for Pharmacy
Education or the board, in vaccination storage, protocols, admin-
istration technique, emergency procedures, and record keeping
and has satisfied the requirements specified in sub. (2t).  A phar-
macist may not administer a vaccine under this subsection to a per-
son who is under the age of 6.


(2g) A person engaged in the practice of pharmacy under s.
450.03 (1) (f) or (g) may not administer a vaccine unless he or she
acts under the direct supervision of a pharmacist and he or she and
the supervising pharmacist have successfully completed 12 hours
in a course of study and training, approved by the Accreditation
Council for Pharmacy Education or the board, in vaccination stor-
age, protocols, administration technique, emergency procedures,
and record keeping and the supervising pharmacist has satisfied
the requirements specified in sub. (2t).  A person engaged in the
practice of pharmacy under s. 450.03 (1) (f) or (g) may not admin-
ister a vaccine under this subsection to a person who is under the
age of 18.


(2m) Except as provided in sub. (1t) or (2g), a pharmacist may
not delegate to any person any administration of a prescribed drug
product or device or vaccine under sub. (1r) or (2).


(2t) A pharmacist may not administer a vaccine under sub. (2)
or supervise a person administering a vaccine under sub. (2g)
unless the pharmacist satisfies each of the following:


(a)  The pharmacist has in effect liability insurance that covers
the pharmacist and a person who administers a vaccine under sub.
(2g) against loss, expense and liability resulting from errors, omis-
sions or neglect in the administration of vaccines in an amount that
is not less than $1,000,000 for each occurrence and $2,000,000 for
all occurrences in any one policy year.


(b)  The pharmacist maintains proof that he or she satisfies the
requirement specified in par. (a) and, upon request, provides cop-
ies of such proof to the department or the board.


(3) A pharmacist or a person engaged in the practice of phar-
macy under s. 450.03 (1) (f) or (g) who successfully completes a
course of study and training specified in sub. (1r), (1t), (2), or (2g)
shall maintain proof of completion and, upon request, provide
copies of such proof to the department or the board.


History:   1997 a. 68; 1997 a. 237 s. 727m; 2003 a. 181; 2011 a. 32; 2013 a. 124.


450.04 Examinations.   (1) Examinations for licensure as a
pharmacist shall be designed to determine whether an applicant is
competent to engage in the practice of pharmacy.


(2) Examinations shall be conducted at least semiannually.
(3) Every candidate for examination for licensure as a phar-


macist shall submit an application on a form provided by the
department and pay the fee specified in s. 440.05 (1) at least 30
days before the date of examination.


History:   1985 a. 146; 1991 a. 39; 1997 a. 27; 1997 a. 237 s. 722u; 2001 a. 16; 2013
a. 114.


Cross−reference:  See also ch. Phar 4 and ss. Phar 2.02, 2.03, and 17.04, Wis. adm.
code.


Post−examination review with applicants discussed.  68 Atty. Gen. 48.


450.05 Pharmacist  licensed in other state; licensure.
The board may, upon application and payment of the fee specified
in s. 440.05 (2), license as a pharmacist any person who is licensed
in another state if the person produces satisfactory evidence of
having met requirements comparable to those that existed in this
state at the time the person became licensed in the other state.  The
board may deny a license as a pharmacist under this section to any
person whose license to practice pharmacy in another state has
been voluntarily surrendered, limited, suspended, or revoked.
The board may require an applicant under this section to pass an
equivalency examination administered by the board.  If the board
requires an equivalency examination, any person licensed as a
pharmacist in another state who is engaged in the active practice


of pharmacy may only be required to pass an examination on state
and federal laws, rules, and regulations.


History:   1985 a. 146; 2013 a. 124.
Cross−reference:  See also chs. Phar 2 and 5, Wis. adm. code.
This chapter applies to out−of−state pharmacies that regularly and continually


solicit mail orders for retail sale of prescription drugs to Wisconsin residents.  72 Atty.
Gen. 121.


450.06 Pharmacies  located in this state; licensure.
(1) Except as provided in s. 450.062, no pharmacist may dispense
at any location in this state that is not licensed as a pharmacy by
the board.  No person in this state may use or display the title
“pharmacy,” “drugstore,” “apothecary,” or any other title, sym-
bol, or insignia having the same or similar meanings, except for
a place of practice which is licensed under this section as a phar-
macy by the board.


(2) The board shall issue a license to operate a pharmacy at a
specific location in this state if:


(a)  An application is made on forms provided by the board
showing all of the following:


1.  The location of the pharmacy.
2.  A floor plan of the pharmacy.
3.  The name and address of the person holding title and own-


ership control of the location.
4.  The name of the managing pharmacist of the pharmacy


under s. 450.09 (1).
(b)  The location of the pharmacy is inspected and found to


meet all the requirements of this chapter.
(c)  The initial credential fee determined by the department


under s. 440.03 (9) (a) is paid.
(2m) The board may request, but may not require, that prac-


tice−related information be submitted on the application under
sub. (2) (a).


(3) No pharmacy located in this state may be opened or kept
open for practice following a change of ownership or change of
location unless the pharmacy is licensed for the new owner or at
the new location, notwithstanding any remaining period of valid-
ity under the pharmacy’s license under the previous owner or at
the previous location.


(4) Any person who fails to license his or her place of practice
as required under this section may be assessed a forfeiture of not
less than $25 nor more than $50 for each separate offense.  Each
day of violation constitutes a separate offense.


History:   1985 a. 146; 1991 a. 39; 2005 a. 242; 2007 a. 20, 202.
Cross−reference:  See also ch. Phar 6, Wis. adm. code.


450.062 Remote  dispensing.   Pursuant to rules promul-
gated by the board, a pharmacist may dispense at the following
locations:


(1) A health care facility under s. 150.84 (2) or a facility identi-
fied under s. 980.065.


(2) The office or clinic of a practitioner.
(3) A county jail, rehabilitation facility under s. 59.53 (8),


state prison under s. 302.01, or county house of correction under
s. 303.16 (1).


(4) A juvenile correctional facility under s. 938.02 (10p),
juvenile detention facility under s. 938.02 (10r), residential care
center for children and youth under s. 938.02 (15d), secured resi-
dential care center for children and youth under s. 938.02 (15g),
type 1 juvenile correctional facility under s. 938.02 (19), type 2
residential care center for children and youth under s. 938.02
(19r), or type 2 juvenile correctional facility under s. 938.02 (20).


History:  2007 a. 202.


450.065 Out−of−state  pharmacies; licensure.   (1) No
pharmacy that is in another state may ship, mail, or otherwise
deliver a prescribed drug or device to persons in this state unless
the pharmacy is licensed under sub. (2).


(2) The board shall issue a license to a pharmacy that is located
outside this state if the pharmacy does all of the following:
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(a)  Applies on a form provided by the board that shows all of
the following:


1.  The location of the pharmacy.
2.  The name and address of the person holding title and own-


ership control of the location.
3.  The name of the managing pharmacist of the pharmacy.


(b)  Submits a statement in a form prescribed by the board from
the owner of the pharmacy or, if the pharmacy is not a sole propri-
etorship, from the managing pharmacist of the pharmacy that indi-
cates that the owner or managing pharmacist, whichever is appli-
cable, knows the laws relating to the practice of pharmacy in this
state.


(c)  Submits evidence satisfactory to the board that it is licensed
in the state in which it is located.


(d)  Pays the initial credential fee determined by the department
under s. 440.03 (9) (a).


(3) A pharmacy that applies for a license under sub. (2) may
not be required to comply with any provision in this chapter or any
rule promulgated under this chapter relating to the professional
service area of a pharmacy or the minimum equipment require-
ments for a pharmacy.


(4) (a)  Notwithstanding s. 450.03, a pharmacist employed in
a pharmacy licensed under this section is not required to be
licensed under this chapter.


(b)  Notwithstanding s. 450.09, a pharmacy licensed under this
section is not required to be under the control of a managing phar-
macist licensed under this chapter.


(5) A pharmacy licensed under this section shall provide a
telephone number that allows a person in this state to contact the
pharmacy during the pharmacy’s regular hours of business and
that is available for use by a person in this state for not less than
40 hours per week.


History:   2005 a. 242; 2007 a. 20.


450.07 Manufacturers;  licensure.   (1) No person may
engage in manufacturing in this state unless the person obtains a
manufacturer’s license from the board.  For the issuance of a
license under this subsection, the applicant shall pay the initial
credential fee determined by the department under s. 440.03 (9)
(a).


(4) (a)  The issuance of licenses under this section is subject
to rules the board adopts for the protection of the public health and
safety.


(b)  The board shall adopt rules prescribing minimum stan-
dards for manufacturing and distributing drugs.  Rules adopted
under this paragraph may not impose requirements regarding the
storage of a controlled substance in a safe, a steel cabinet, a vault,
or any other secure storage compartment, area, room, or building
unless one of the following applies:


1.  The controlled substance is included in schedule I, II, III,
or IV under ch. 961.


2.  The controlled substance is also a controlled substance
under federal law.


(c)  The rules adopted by the board under par. (b) shall require
a manufacturer to maintain and to update at least once per month
a list of the manufacturer’s authorized distributors of record.


History:   1985 a. 146; 1991 a. 39; 2005 a. 14; 2007 a. 20.
Cross−reference:  See also chs. Phar 12 and 13, Wis. adm. code.


450.071 Wholesale  distributors; licensure.   (1) No per-
son may engage in the wholesale distribution of a prescription
drug in this state without obtaining a license from the board for
each facility from which the person distributes prescription drugs.
The board shall exempt a manufacturer that distributes pre-
scription drugs or devices manufactured by the manufacturer
from licensing and other requirements under this section to the
extent the license or requirement is not required under federal law
or regulation, unless the board determines that it is necessary to
apply a requirement to a manufacturer.


(2) An applicant shall submit a form provided by the board
showing all of the following and swear or affirm the truthfulness
of each item in the application:


(a)  The name, business address, and telephone number of the
applicant.


(b)  All trade or business names used by the applicant.
(c)  Names, addresses, and telephone numbers of contact per-


sons for all facilities used by the applicant for the storage, han-
dling, and distribution of prescription drugs.


(d)  The type of ownership or operation for the applicant’s busi-
ness.


(e)  If the applicant’s wholesale distribution business is a part-
nership, the name of each partner and the name of the partnership.


(f)  If the applicant’s wholesale distribution business is a corpo-
ration, the name of each corporate officer and director, the name
of the corporation, and the state of incorporation.


(g)  If the applicant’s wholesale distribution business is a sole
proprietorship, the name of the sole proprietor and the name of the
business entity.


(h)  A list of all licenses and permits issued to the applicant by
any other state that authorizes the applicant to purchase or possess
prescription drugs.


(i)  The name, address, and telephone number of a designated
representative.


(j)  For the person listed in par. (i), a personal information state-
ment that contains all of the following:


1.  The person’s date and place of birth.
2.  The person’s places of residence for the 7−year period


immediately preceding the date of the application.
3.  The person’s occupations, positions of employment, and


offices held during the 7−year period immediately preceding the
date of the application.


4.  The name and addresses for each business, corporation, or
other entity listed in subd. 3.


5.  A statement indicating whether the person has been, during
the 7−year period immediately preceding the date of the applica-
tion, the subject of any proceeding for the revocation of any busi-
ness or professional license and the disposition of the proceeding.


6.  A statement indicating whether the person has been, during
the 7−year period immediately preceding the date of the applica-
tion, enjoined by a court, either temporarily or permanently, from
possessing, controlling, or distributing any prescription drug, and
a description of the circumstances surrounding the injunction.


7.  A description of any involvement by the person during the
past 7 years with any business, including investments other than
the ownership of stock in a publicly traded company or mutual
fund, that manufactured, administered, prescribed, distributed, or
stored pharmaceutical products or drugs, and a list of any lawsuits
in which such a business was named as a party.


8.  A description of any misdemeanor or felony criminal
offense of which the person was, as an adult, found guilty, whether
adjudication of guilt was withheld or the person pleaded guilty or
no contest.  If the person is appealing a criminal conviction, the
application shall include a copy of the notice of appeal, and the
applicant shall submit a copy of the final disposition of the appeal
not more than 15 days after a final disposition is reached.


9.  A photograph of the person taken within the 12−month
period immediately preceding the date of the application.


(k)  A statement that each facility used by the applicant for the
wholesale distribution of prescription drugs has been inspected in
the 3−year period immediately preceding the date of the applica-
tion by the board, a pharmacy examining board of another state,
the National Association of Boards of Pharmacy, or another
accrediting body recognized by the board, with the date of each
such inspection.


(3) The board shall grant a license to the applicant to engage
in the wholesale distribution of prescription drugs if all of the fol-
lowing apply:
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(a)  The applicant pays the fee under s. 440.05 (1) (a).
(b)  The inspections conducted pursuant to sub. (2) (k) satisfy


requirements adopted by the board for wholesale distribution
facilities.


(c)  All of the following apply to each person identified by the
applicant as a designated representative:


1.  The person is at least 21 years old.
2.  The person has been employed full time for at least 3 years


in a pharmacy or with a wholesale prescription drug distributor in
a capacity related to the dispensing and distribution of, and record
keeping related to, prescription drugs.


3.  The person is employed by the applicant full time in a man-
agerial level position.


4.  The person is physically present at the wholesale prescrip-
tion drug distributor’s facility during regular business hours and
is involved in and aware of the daily operation of the wholesale
prescription drug distributor.  This subdivision does not preclude
the designated representative from taking authorized sick leave
and vacation time or from being absent from the facility for other
authorized business or personal purposes.


5.  The person is actively involved in and aware of the daily
operations of the wholesale distributor.


6.  The person is a designated representative for only one
applicant at any given time.  This subdivision does not apply if
more than one wholesale distributor is located at the facility and
the wholesale distributors located at the facility are members of an
affiliated group.


7.  The person has not been convicted of violating any federal,
state, or local law relating to wholesale or retail prescription drug
distribution or distribution of a controlled substance.


8.  The person has not been convicted of a felony.
9.  The person submits to the department 2 fingerprint cards,


each bearing a complete set of the applicant’s fingerprints.  The
department of justice shall provide for the submission of the fin-
gerprint cards to the federal bureau of investigation for the pur-
poses of verifying the identity of the applicant and obtaining the
applicant’s criminal arrest and conviction record.  This subdivi-
sion does not apply to a person accredited by the national associa-
tion of boards of pharmacy’s verified−accredited wholesale dis-
tributor program.


(3m) Notwithstanding subs. (2) and (3), the board may grant
a license to engage in the wholesale distribution of prescription
drugs to a person who is domiciled in another state and is licensed
to engage in the wholesale distribution of prescription drugs in
another state, if the board determines that the standards for licen-
sure in the state in which the person is licensed are at least as strin-
gent as the standards for licensure under this section.


(4) The board may set, by rule, continuing education require-
ments for designated representatives under this section.


(5) (a)  The board shall require every wholesale distributor to
submit a surety bond acceptable to the board in an amount not to
exceed $100,000 or other equivalent means of security acceptable
to the board, except that the board shall not require submission of
a bond or other security under this subsection by a chain pharmacy
warehouse that is engaged only in intracompany transfers.  A
wholesale distributor that operates more than one facility is not
required to submit a bond or other security under this paragraph
for each facility.


(b)  The bond or other security under this subsection shall be
used to secure payment of fees or costs that relate to the issuance
of a license under this section and that have not been paid within
30 days after the fees or costs have become final.  No claim may
be made against a wholesale distributor’s bond or other security
under this subsection more than one year after the date on which
the wholesale distributor’s license expires.


(6)  Applications for licensure under this section are not subject
to inspection or copying under s. 19.35, and may not be disclosed


to any person except as necessary for compliance with and
enforcement of the provisions of this chapter.


History:   2007 a. 20; 2009 a. 180.


450.072 Wholesale  distributors;  restrictions on trans -
actions.   (1) A wholesale distributor shall receive prescription
drug returns or exchanges from a pharmacy, a person authorized
to administer or dispense drugs, or a pharmacy’s intracompany
warehouse pursuant to the terms and conditions of the agreement
between the wholesale distributor and the pharmacy or chain
pharmacy warehouse.  A wholesale distributor that receives
returns of expired, damaged, recalled, or otherwise nonsaleable
prescription drugs may distribute the prescription drugs only to
the original manufacturer of the products or to a 3rd party returns
processor.  Notwithstanding s. 450.073, returns or exchanges of
saleable or nonsaleable prescription drugs, including any redis-
tribution by a receiving wholesaler, are not subject to pedigree
requirements under s. 450.073 if the returns or exchanges are
exempt from the pedigree requirement under the federal food and
drug administration’s current guidance on the federal prescription
drug marketing act.  A person licensed under s. 450.071 or a phar-
macy or other person authorized to administer or dispense drugs
shall ensure that the person or pharmacy’s return process is secure
and does not permit the entry of adulterated and counterfeit prod-
ucts.


(2) (a)  A manufacturer or wholesale distributor may not
deliver prescription drugs to a person unless the person is licensed
under s. 450.071 or 450.06 or by the appropriate licensing author-
ity of another state or unless the person is a faculty member of an
institution of higher education, as defined in s. 36.32 (1), and is
obtaining the prescription drugs for the purpose of lawful
research, teaching, or testing and not for resale.  A manufacturer
or wholesale distributor may not deliver prescription drugs to a
person that is not known to the manufacturer or wholesale distrib-
utor unless the manufacturer or wholesale distributor has verified
with the board or with the licensing authority of the state in which
the person is located that the person is licensed to receive prescrip-
tion drugs or unless the person is a faculty member of an insti-
tution of higher education, as defined in s. 36.32 (1), and is obtain-
ing the prescription drugs for the purpose of lawful research,
teaching, or testing and not for resale.


(b)  A manufacturer or wholesale distributor may distribute a
prescription drug only to the premises listed on the person’s
license or authorization, except that a manufacturer or wholesale
distributor may distribute the prescription drugs to an authorized
agent of the person at the premises of the manufacturer or whole-
sale distributor if all of the following are true:


1.  The manufacturer or wholesale distributor documents the
authorized agent’s name and address.


2.  Distribution to an authorized agent is necessary to promote
or protect the immediate health or safety of the authorized agent’s
patient.


(c)  A manufacturer or wholesale distributor may distribute a
prescription drug to a hospital pharmacy receiving area if a
licensed pharmacist or another authorized recipient signs, at the
time of the distribution, a receipt that shows the type and quantity
of prescription drugs distributed.  If there is a discrepancy between
the type and quantity of prescription drugs indicated on the receipt
and the type and quantity of prescription drugs received at the hos-
pital pharmacy receiving area, the discrepancy shall be reported
to the manufacturer or wholesale distributor that distributed the
prescription drugs no later than the day immediately following the
date on which the prescription drugs were distributed to the hospi-
tal pharmacy receiving area.


(d)  No manufacturer or wholesale distributor may accept pay-
ment for, or allow the use of, a person’s credit to establish an
account for the purchase of a prescription drug from any person
other than the owner of record, the chief executive officer, or the
chief financial officer identified on the license or authorization of
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a person who may receive prescription drugs.  Any account estab-
lished for the purchase of prescription drugs shall bear the name
of the licensed or authorized person.


History:   2007 a. 20; 2011 a. 100.


450.073 Wholesale  distributors; pedigree.   (1) A
wholesale distributor shall establish and maintain a pedigree for
each prescription drug that leaves, or has ever left, the normal dis-
tribution channel.  Before a wholesale distribution of a pre-
scription drug leaves the normal distribution channel, a wholesale
distributor shall provide a copy of the pedigree to the person
receiving the drug.  This section does not apply to a retail phar-
macy or pharmacy intracompany warehouse unless the pharmacy
or pharmacy intracompany warehouse engages in the wholesale
distribution of prescription drugs.


(2) A pedigree shall contain all necessary identifying informa-
tion concerning each sale in the chain of the distribution of the pre-
scription drug from the manufacturer of the prescription drug or
the manufacturers 3rd−party logistics provider, colicensed prod-
uct partner, or exclusive distributor until final sale or distribution
to a pharmacy or a person dispensing or distributing the prescrip-
tion drug.  The pedigree shall include all of the following:


(a)  The name, address, telephone number, and, if available,
electronic mail address of each recipient or distributor of the pre-
scription drug in the chain of distribution, until the final sale or dis-
tribution described in sub. (2) (intro.).


(b)  The name and address of each facility from which the pre-
scription drug was distributed, if different from the address pro-
vided in par. (a).


(c)  The date of each distribution.
(d)  A certification that every recipient has authenticated the


pedigree before distribution of the prescription drug to the next
point in the chain of distribution.


(e)  The name, dosage strength, size and number of containers,
lot number, and name of the manufacturer for each prescription
drug.


(3) The board shall promulgate rules implementing an elec-
tronic track and trace pedigree system.  Not later than July 1, 2010,
the board shall determine the date on which the system will be
implemented.  The system may not be implemented before July
1, 2011, and the board may delay the implementation date in incre-
ments if the board determines that the technology to implement
the system is not yet universally available across the prescription
drug supply chain or is not capable of adequately protecting
patient safety.


(4) A person who is engaged in the wholesale distribution of
a prescription drug, including a repackager but not including the
original manufacturer of the prescription drug, who possesses a
pedigree for the prescription drug, and who intends to further dis-
tribute the prescription drug, shall verify that each transaction
recorded on the pedigree has occurred before the person may dis-
tribute the prescription drug.


(5) (a)  A pedigree shall be maintained by a person who pur-
chases prescription drugs identified in the pedigree and by a
wholesale distributor who distributes prescription drugs identi-
fied in the pedigree for not less than 3 years from the date of sale
or distribution.


(b)  A person maintaining a pedigree under par. (a) shall make
the pedigree available for inspection or use by a law enforcement
officer within 7 days after the law enforcement officer’s request.


History:   2007 a. 20.


450.074 Wholesale  distributors; prohibited actions,
enforcement,  penalties.   (1) If  the board finds that there is a
reasonable probability that a wholesale distributor, other than a
manufacturer, has done any of the following, that continued dis-
tribution of a prescription drug involved in the occurrence could
cause death or serious adverse health consequences, and that addi-
tional procedures would result in an unreasonable delay, the board


shall issue an order requiring that distribution of a prescription
drug in this state cease immediately:


(a)  Violated a provision of ss. 450.071 to 450.073.
(b)  Falsified a pedigree or sold, distributed, transferred,


manufactured, repackaged, handled, or held a counterfeit pre-
scription drug intended for human use.


(2) If  the board issues an order under sub. (1), the board shall
provide the person who is the subject of the order an opportunity
for an informal hearing not more than 10 days after the date on
which the order is issued.  If, after a hearing, the board determines
that the order was issued without sufficient grounds, the board
shall vacate the order.


(3) Any person who knowingly does any of the following is
guilty of a Class H felony:


(a)  Fails to obtain a license required under s. 450.071.
(b)  Purchases or otherwise receives a prescription drug from


a pharmacy in violation of s. 450.072 (1).
(c)  Violates s. 450.072 (2) (a), if the person is required to obtain


a license under s. 450.071.
(d)  Violates s. 450.072 (2) (b).
(e)  Violates s. 450.072 (2) (d).
(f)  Violates s. 450.073.
(g)  Provides false or fraudulent records to, or makes a false or


fraudulent statement to, the board, a representative of the board,
or a federal official.


(h)  Obtains or attempts to obtain a prescription drug by fraud,
deceit, or misrepresentation, or engages in misrepresentation or
fraud in the distribution of a prescription drug.


(i)  Manufactures, repackages, sells, transfers, delivers, holds,
or offers for sale a prescription drug that is adulterated, mis-
branded, counterfeit, suspected of being counterfeit, or otherwise
unfit for distribution, except for wholesale distribution by a
manufacturer of a prescription drug that has been delivered into
commerce pursuant to an application approved by the federal food
and drug administration.


(j)  Adulterates, misbrands, or counterfeits a prescription drug,
except for wholesale distribution by a manufacturer of a prescrip-
tion drug that has been delivered into commerce pursuant to an
application approved by the federal food and drug administration.


(k)  Receives a prescription drug that has been adulterated, mis-
branded, stolen, obtained by fraud or deceit, counterfeited, or sus-
pected of being counterfeited, and delivers or proffers such a drug.


(L)  Alters, mutilates, destroys, obliterates, or removes any part
of the labeling of a prescription drug or commits another act that
results in the misbranding of a prescription drug.


(4) Subsection (3) does not apply to a prescription drug
manufacturer or an agent of a prescription drug manufacturer, if
the manufacturer or agent is obtaining or attempting to obtain a
prescription drug for the sole purpose of testing the authenticity
of the prescription drug.


History:   2007 a. 20.


450.076 Home medical  oxygen providers; licensure.
(1) DEFINITIONS.  In this section:


(a)  “Home medical oxygen provider” means a person that pro-
vides medical oxygen directly to a consumer or patient in this state
for that consumer’s or patient’s own use.


(b)  “Licensed provider” means a home medical oxygen pro-
vider licensed under this section.


(c)  “Medical oxygen” means oxygen that is a prescription
drug.


(2) LICENSE REQUIRED.  (a)  Except as provided in par. (b), no
person may operate as a home medical oxygen provider, use the
title “home medical oxygen provider” or any similar title, or hold
itself out as a home medical oxygen provider unless the person is
a licensed provider.


(b)  No license under this section is required for any of the fol-
lowing:
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1.  A person that holds a current credential, as defined in s.
440.01 (2) (a), and is acting within the scope of that credential.


2.  A hospital, excluding any home medical oxygen provider
that is owned or operated by a hospital.


3.  An employee or agent of a licensed provider acting within
the scope of his or her employment or agency.


(3) LICENSURE.  The board may grant a license to act as a home
medical oxygen provider to a person that does all of the following:


(a)  Submits an application for licensure on a form provided by
the board.


(b)  Pays the fee specified in s. 440.05 (1).
(c)  Satisfies any other requirements established by the board


by rule.
(4) RULES.  The board shall promulgate rules implementing


this section.  The rules shall include rules governing the profes-
sional conduct of licensed providers and their employees and
agents.


History:   2015 a. 3.


450.08 License  renewal.   (1) The renewal date for all
licenses granted by the board is specified under s. 440.08 (2) (a).
Except as provided under sub. (2) (a), only a holder of an unex-
pired license may engage in his or her licensed activity.


(2) (a)  A pharmacist’s license may be renewed by complying
with continuing education requirements under s. 450.085 and
paying the applicable fee determined by the department under s.
440.03 (9) (a) on or before the applicable renewal date specified
under s. 440.08 (2) (a).  Notwithstanding s. 440.08 (3) (a), if a
pharmacist fails to obtain renewal by that date, the board may sus-
pend the pharmacist’s license, and the board may require the phar-
macist to pass an examination to the satisfaction of the board to
restore that license.


(b)  A pharmacy, manufacturer’s, distributor’s, or home medi-
cal oxygen provider’s license may be renewed by paying the
applicable fee determined by the department under s. 440.03 (9)
(a) on or before the applicable renewal date specified under s.
440.08 (2) (a).


History:   1985 a. 146; 1991 a. 39; 1997 a. 68; 1997 a. 237 s. 727m; 2007 a. 20;
2013 a. 124; 2015 a. 3.


450.085 Continuing  education.   (1) An applicant for
renewal of a license under s. 450.08 (2) (a) shall submit proof that
he or she has completed, within the 2−year period immediately
preceding the date of his or her application, 30 hours of continuing
education in courses conducted by a provider that is approved by
the Accreditation Council for Pharmacy Education or in courses
approved by the board.  Courses specified in s. 450.035 (1r) and
(2) are courses in continuing education for purposes of this sub-
section.  This subsection does not apply to an applicant for
renewal of a license that expires on the first renewal date after the
date on which the board initially granted the license.


(2) The board may waive all or part of any requirement in sub.
(1) if it finds that exceptional circumstances such as prolonged ill-
ness, disability or other similar circumstances have prevented a
pharmacist from meeting the requirement.


History:   1997 a. 68; 1997 a. 237 s. 727m; 2013 a. 124.
Cross−reference:  See also ch. Phar 16, Wis. adm. code.


450.09 Pharmacy  practice.   (1) MANAGING PHARMACIST.


(a)  Every pharmacy shall be under the control of the managing
pharmacist who signed the pharmacy license application, the most
recent license renewal application or the most recent amended
schedule of operations.  The managing pharmacist shall be
responsible for the professional operations of the pharmacy.  A
pharmacist may be the managing pharmacist of not more than one
community and one institutional pharmacy at any time and shall
be engaged in the practice of pharmacy at each location he or she
supervises.  The board shall by rule define community pharmacy
and institutional pharmacy for the purposes of this section.


(b)  If the managing pharmacist anticipates being continuously
absent for a period of more than 30 days from a pharmacy he or
she supervises, the managing pharmacist shall delegate the super-
visory responsibility to another pharmacist for the duration of the
absence by written power of attorney which shall be kept on file
in the pharmacy to which the power of attorney applies.  The phar-
macist designated to assume the supervisory responsibility for the
pharmacy during the managing pharmacist’s absence shall be
engaged in the practice of pharmacy at the pharmacy to which the
power of attorney applies.


(2) PRESENCE OF PHARMACIST.  No pharmaceutical service may
be provided to any person unless a pharmacist is present in the
pharmacy to provide or supervise the service.


(3) PHARMACEUTICAL EQUIPMENT.  Every pharmacy shall be
equipped with proper pharmaceutical utensils for compounding
and dispensing prescriptions.  The board shall prescribe, by rule,
minimum standards of professional and technical equipment.


(4) CONDITION OF PHARMACY.  The pharmacy shall be main-
tained in a clean and orderly manner and the professional service
area shall be equipped with proper fixtures and equipment for san-
itation.


(5) DISPLAY OF LICENSE.  Every original license issued by the
board and the renewal license currently in force, if any, shall be
displayed in the place of practice.


(6) MEDICATION PROFILE RECORD SYSTEM.  Every pharmacy
shall maintain a medication profile record system of all drug prod-
ucts dispensed for a particular patient according to the minimum
standards for such systems established by the board by rule.  Every
practitioner shall maintain a record of all drug products dispensed
to each patient according to standards established by the appropri-
ate examining board by rule.  The standards established by each
examining board shall require the recording of all renewal dis-
pensing information required by federal and state law and related
rules and regulations.


(7) SELECTION OF DRUGS.  Drug products purchased for subse-
quent sale and dispensing at a pharmacy shall be selected for pur-
chase by a pharmacist.


(7m) STATE PRISONS.  A prescription drug that is returned to a
pharmacy that primarily serves patients confined in a state prison
may be dispensed to any patient in any state prison, but only if all
of the following are satisfied:


(a)  The prescription drug was never in the possession of the
patient to whom it was originally prescribed.


(b)  The prescription drug is returned in its original container.
(c)  A pharmacist determines that the prescription drug has not


been adulterated or misbranded.
(8) PENALTIES.  (a)  Except as provided under par. (b), any per-


son who violates this section may be assessed a forfeiture of not
less than $25 nor more than $50 for each separate offense.  Each
day of violation constitutes a separate offense.


(b)  Any person who violates sub. (5) shall forfeit $10 for each
separate offense.  Each day of violation constitutes a separate
offense.


History:   1985 a. 146; 2003 a. 54.
Cross−reference:  See also ch. Phar 7, Wis. adm. code.


450.095 Duty  to dispense contraceptives.   (1) In this
section:


(a)  “Contraceptive drug or device” means any drug or device
approved by the federal food and drug administration that is used
to prevent pregnancy, including a contraceptive drug or device
restricted to distribution by a pharmacy.


(b)  “Without delay” means within the usual and customary
time frame reasonably expected at a pharmacy for dispensing or
distributing a prescription that is not a contraceptive drug or
device.


(2) Unless one or more of the following applies, a pharmacy
shall dispense lawfully prescribed contraceptive drugs and
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devices and shall deliver contraceptive drugs and devices
restricted to distribution by a pharmacy to a patient without delay:


(a)  The prescription contains an obvious or known error or
contains inadequate instructions.


(b)  The prescription is contraindicated for the patient, is
incompatible with another drug or device prescribed for the
patient, or is prohibited by state or federal law.


(c)  The prescription is potentially fraudulent.
(3) Any person who violates this section may be required to


forfeit not less than $250 nor more than $2,500 for each violation.
(4) Nothing in this section may be construed to abrogate a


pharmacist’s legal and ethical obligations to comply with the laws
of this state.


History:   2009 a. 28, 276.


450.10 Disciplinary  proceedings; immunity; orders.
(1)  (a)  In this subsection, “unprofessional conduct” includes any
of the following, but does not include the dispensing of an antimi-
crobial drug for expedited partner therapy as described in s.
450.11 (1g) or the delivery of an opioid antagonist as described in
s. 450.11 (1i):


1.  Making any materially false statement or giving any mate-
rially false information in connection with an application for a
license or for renewal or reinstatement of a license.


2.  Violating this chapter or, subject to s. 961.38 (4r), ch. 961
or any federal or state statute or rule which substantially relates to
the practice of the licensee.


3.  Practicing pharmacy while the person’s ability to practice
is impaired by alcohol or other drugs or physical or mental disabil-
ity or disease.


4.  Engaging in false, misleading or deceptive advertising.
5.  Making a substantial misrepresentation in the course of


practice which is relied upon by another person.
6.  Engaging in conduct in the practice of the licensee which


evidences a lack of knowledge or ability to apply professional
principles or skills.


7.  Obtaining or attempting to obtain compensation by fraud
or deceit.


8.  Violating any order of the board.
(b)  Subject to subch. II  of ch. 111 and the rules adopted under


s. 440.03 (1), the board may reprimand the licensee or deny,
revoke, suspend or limit the license or any combination thereof of
any person licensed under this chapter who has:


1.  Engaged in unprofessional conduct.
2.  Been adjudicated mentally incompetent by a court.
3.  Been found guilty of an offense the circumstances of which


substantially relate to the practice of the licensee.
(2) In addition to or in lieu of a reprimand or denial, limitation,


suspension or revocation of a license under sub. (1), the board
may, for the violations enumerated under sub. (1), assess a forfei-
ture of not more than $1,000 for each separate offense.  Each day
of violation constitutes a separate offense.


(3) (a)  In this subsection, “health care professional” means
any of the following:


1.  A pharmacist licensed under this chapter.
2.  A nurse licensed under ch. 441.
3.  A chiropractor licensed under ch. 446.
4.  A dentist licensed under ch. 447.
5.  A physician, physician assistant, podiatrist, physical thera-


pist, physical therapist assistant, occupational therapist, or occu-
pational therapy assistant licensed under ch. 448.


5m.  A dietitian certified under subch. V of ch. 448.
5q.  An athletic trainer licensed under subch. VI  of ch. 448.
6.  An optometrist licensed under ch. 449.
7.  An acupuncturist certified under ch. 451.
8.  A veterinarian licensed under ch. 89.


9.  A psychologist licensed under ch. 455.
10.  A social worker, marriage and family therapist, or profes-


sional counselor certified or licensed under ch. 457.
11.  A speech−language pathologist or audiologist licensed


under subch. II  of ch. 459 or a speech and language pathologist
licensed by the department of public instruction.


(b)  Any health care professional who in good faith provides
another health care professional with information concerning a
violation of this chapter or ch. 961 by any person shall be immune
from any civil or criminal liability that results from any act or
omission in providing such information.  In any administrative or
court proceeding, the good faith of the health care professional
providing such information shall be presumed.


(4) (a)  The secretary may, in case of the need for emergency
action, issue general and special orders necessary to prevent or
correct actions by any pharmacist under this section that would be
cause for suspension or revocation of a license.


(b)  Special orders may direct a pharmacist to cease and desist
from engaging in particular activities.


History:   1985 a. 146; 1987 a. 264, 399; 1989 a. 31, 316; 1991 a. 39, 160; 1993
a. 222, 443; 1995 a. 27 s. 9145 (1); 1995 a. 448; 1997 a. 27, 67, 75, 175; 1999 a. 9,
32, 180; 2001 a. 70, 80; 2009 a. 280; 2013 a. 200; 2015 a. 55.


Cross−reference:  See also ch. Phar 10, Wis. adm. code.
Administrative rules describing unprofessional conduct are applied.  Noesen v.


Department of Regulation and Licensing, 2008 WI App 52, 311 Wis. 2d 237, 751
N.W.2d 385, 06−1110.


450.11 Prescription  drugs  and prescription devices.
(1) DISPENSING.  Except as provided in sub. (1i) (b) 2., no person
may dispense any prescribed drug or device except upon the pre-
scription order of a practitioner.  All prescription orders shall spec-
ify  the date of issue, the name and address of the practitioner, the
name and quantity of the drug product or device prescribed, direc-
tions for the use of the drug product or device, the symptom or pur-
pose for which the drug is being prescribed if required under sub.
(4) (a) 8., and, if the order is written by the practitioner, the signa-
ture of the practitioner.  Except as provided in ss. 118.2925 (3),
255.07 (2), 441.18 (2) (a) 1., 448.035 (2), and 448.037 (2) (a) 1.
and except for standing orders issued under s. 441.18 (2) (a) 2. or
448.037 (2) (a) 2., all prescription orders shall also specify the
name and address of the patient.  A prescription order issued under
s. 118.2925 (3) shall specify the name and address of the school.
A prescription order issued under s. 255.07 (2) shall specify the
name and address of the authorized entity.  Any oral prescription
order shall be immediately reduced to writing by the pharmacist
and filed according to sub. (2).


(1b) IDENTIFICATION CARD REQUIRED FOR CERTAIN CON-
TROLLED SUBSTANCES.  (a)  In this subsection:


1.  “Health care facility” means a facility, as defined in s.
647.01 (4); any hospital, nursing home, community−based resi-
dential facility, county home, county infirmary, county hospital,
county mental health complex, or other place licensed or
approved by the department of health services under s. 49.70,
49.71, 49.72, 50.03, 50.032, 50.033, 50.034, 50.35, 51.08, or
51.09; a facility under s. 45.50, 51.05, 51.06, 233.40, 233.41,
233.42, or 252.10; and any other facility identified by the board
by rule.


2.  “Identification card” means any of the following:
a.  An operator’s license issued under ch. 343 or under a com-


parable law of another state.
b.  An identification card issued under s. 343.50 or under a


comparable law of another state.
c.  An identification card issued by a U.S. uniformed service.
d.  A U.S. or foreign passport.


(b)  Except as provided under par. (e), a controlled substance
included in schedule II or III of ch. 961 may not be dispensed, and
may not be delivered to a representative of the ultimate user, with-
out an identification card belonging to the person to whom the
drug is being dispensed or delivered.
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(bm)  A pharmacist or other person dispensing or delivering a
drug shall legibly record the name on each identification card pre-
sented under par. (b) to the pharmacist or other person, and the
name of each person to whom a drug is dispensed or delivered sub-
ject to par. (e) 2., and shall maintain that record for a time estab-
lished by the board by rule or, for a record that is subject to s.
961.385, until the name is delivered to the controlled substances
board under s. 961.385, whichever is sooner.


(c)  If the person to whom a drug subject to par. (b) is being
delivered is not the ultimate user of the drug, the person delivering
the drug may ask the ultimate user of the drug to designate a person
who is authorized to pick up the drug on behalf of the ultimate user
and may inform the person to whom the drug is being delivered
that his or her identification is being recorded.


(d)  A pharmacist is immune from any civil or criminal liability
and from discipline under s. 450.10 for any act taken by the phar-
macist in reliance on an identification card that the pharmacist rea-
sonably believed was authentic and displayed the name of the per-
son to whom the drug was being delivered if the sale was made in
good faith.


(e)  No identification card is required under par. (b) if any of the
following applies:


1.  The drug is administered or dispensed directly to the ulti-
mate user by a practitioner.


2.  The pharmacist or other person dispensing or delivering the
drug has personal knowledge of the person to whom the drug is
dispensed or delivered and that the person is the ultimate user or
the ultimate user’s authorized representative.


3.  The drug is delivered to a health care facility to be adminis-
tered in the health care facility.


(f)  The board may, by rule, establish an exemption from the
requirements under this subsection for the delivery of a drug by
mail if the board determines that the exemption is necessary.


(1g) DISPENSING CERTAIN ANTIMICROBIAL  DRUGS FOR EXPE-
DITED PARTNER THERAPY.  (a)  In this subsection:


1.  “Antimicrobial drug” has the meaning given in s. 448.035
(1) (b).


2.  “Expedited partner therapy” has the meaning given in s.
448.035 (1) (c).


(b)  A pharmacist may, upon the prescription order of a practi-
tioner providing expedited partner therapy, as specified in s.
448.035, that complies with the requirements of sub. (1), dispense
an antimicrobial drug as a course of therapy for treatment of chla-
mydial infections, gonorrhea, or trichomoniasis to the practition-
er’s patient or a person with whom the patient has had sexual con-
tact for use by the person with whom the patient has had sexual
contact.  The pharmacist shall provide a consultation in accord-
ance with rules promulgated by the board for the dispensing of a
prescription to the person to whom the antimicrobial drug is dis-
pensed.  A pharmacist providing a consultation under this para-
graph shall ask whether the person for whom the antimicrobial
drug has been prescribed is allergic to the antimicrobial drug and
advise that the person for whom the antimicrobial drug has been
prescribed must discontinue use of the antimicrobial drug if the
person is allergic to or develops signs of an allergic reaction to the
antimicrobial drug.


(c)  1.  Except as provided in subd. 2., a pharmacist is immune
from civil liability for injury to or the death of a person who takes
an antimicrobial drug dispensed for that person under this subsec-
tion in connection with expedited partner therapy if the antimicro-
bial drug is dispensed as provided under par. (b).


2.  The immunity under subd. 1. does not extend to the dis-
tribution or dispensing of an antimicrobial drug by a pharmacist
whose act or omission involves reckless, wanton, or intentional
misconduct.


(1i) OPIOID ANTAGONISTS.  (a)  Prescription and liability.  1.
A pharmacist may, upon and in accordance with the prescription
order of an advanced practice nurse prescriber under s. 441.18 (2)


(a) 1., or of a physician or physician assistant under s. 448.037 (2)
(a) 1., that complies with the requirements of sub. (1), deliver an
opioid antagonist to a person specified in the prescription order
and may, upon and in accordance with the standing order of an
advanced practice nurse prescriber under s. 441.18 (2) (a) 2., or of
a physician or physician assistant under s. 448.037 (2) (a) 2., that
complies with the requirements of sub. (1), deliver an opioid
antagonist to an individual in accordance with the order.  The
pharmacist shall provide a consultation in accordance with rules
promulgated by the board for the delivery of a prescription to the
person to whom the opioid antagonist is delivered.


2.  A pharmacist who, acting in good faith, delivers an opioid
antagonist in accordance with subd. 1., or who, acting in good
faith, otherwise lawfully dispenses an opioid antagonist, shall be
immune from criminal or civil liability and may not be subject to
professional discipline under s. 450.10 for any outcomes resulting
from delivering or dispensing the opioid antagonist.


(b)  Possession, dispensing, and delivery.  1.  Any person may
possess an opioid antagonist.


2.  a.  Subject to subd. 2. b. to d., any person may deliver or
dispense an opioid antagonist.


b.  An advanced practice nurse prescriber may only deliver or
dispense an opioid antagonist in accordance with s. 441.18 (2) or
in accordance with his or her other legal authority to dispense pre-
scription drugs.


c.  A physician or physician assistant may only deliver or dis-
pense an opioid antagonist in accordance with s. 448.037 (2) or in
accordance with his or her other legal authority to dispense pre-
scription drugs.


d.  A pharmacist may only deliver or dispense an opioid antag-
onist in accordance with par. (a) 1. or in accordance with his or her
other legal authority to dispense prescription drugs.


(c)  Immunity.  1.  In this paragraph, “opioid−related drug over-
dose” has the meaning given in s. 256.40 (1) (d).


2.  Subject to par. (a) 2. and ss. 441.18 (3) and 448.037 (3), any
person who, acting in good faith, delivers or dispenses an opioid
antagonist to another person shall be immune from civil or crimi-
nal liability for any outcomes resulting from delivering or dis-
pensing the opioid antagonist.


3.  Subject to ss. 256.40 (3) (b) and 895.48 (1g), any person
who, reasonably believing another person to be undergoing an
opioid−related drug overdose, administers an opioid antagonist to
that person shall be immune from civil or criminal liability for any
outcomes resulting from the administration of the opioid antago-
nist to that person.


(1m) ELECTRONIC TRANSMISSION.  Except as provided in s.
89.068 (1) (c) 4., a practitioner may transmit a prescription order
electronically only if the patient approves the transmission and the
prescription order is transmitted to a pharmacy designated by the
patient.


(2) PRESCRIPTION ORDER FILE.  Every prescription order shall
be filed in a suitable book or file and preserved for at least 5 years.
Prescription orders transmitted electronically may be filed and
preserved in electronic format.


(3) PREPARATION OF PRESCRIPTION DRUGS.  Except as provided
in sub. (1i) (b) and ss. 118.2925 (4), 255.07 (3), and 450.076, no
person other than a pharmacist or practitioner or their agents and
employees as directed, supervised, and inspected by the pharma-
cist or practitioner may prepare, compound, dispense, or prepare
for delivery for a patient any prescription drug.


(4) LABEL REQUIRED.  (a)  Except as provided under par. (b),
no prescribed drug or device may be dispensed unless there is a
label attached to the container disclosing all of the following:


1.  The name and address of the dispensing practitioner or
licensed facility from which the prescribed drug or device was dis-
pensed.
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1m.  The telephone number of the pharmacy, if the prescribed
drug or device is dispensed by an out−of−state pharmacy licensed
under s. 450.065.


2.  The date on which the prescription was dispensed.
3.  The number of the prescription order as recorded in the pre-


scription order file of the facility from which the prescription was
dispensed.


4.  The name of the practitioner who prescribed the drug or
device.


5.  a.  Except as provided in subd. 5. b. to d., the full name of
the patient.


b.  For an antimicrobial drug dispensed under sub. (1g), the
full  name of the patient, if known, or the words, “expedited partner
therapy” or the letters “EPT.”


c.  For an opioid antagonist when delivered under sub. (1i) (a),
the name of the person to whom the opioid antagonist is delivered.


d.  For an epinephrine auto−injector prescribed under s.
118.2925 (3) or 255.07 (2), the name of the school, authorized
entity, or other person specified under s. 255.07 (3).


6.  Directions for use of the prescribed drug or device as con-
tained in the prescription order.


7.  The name and strength of the prescribed drug dispensed,
unless the prescribing practitioner requests omission of the name
and strength of the drug dispensed.


8.  The symptom or purpose for which the drug is being pre-
scribed if the prescription order specifies the symptom or purpose
under sub. (4m).


(b)  Paragraph (a) does not apply to complimentary samples of
drug products or devices dispensed by a practitioner to his or her
patients.


(4g) BRAND NAME PERMITTED ON LABEL.  (a)  In this subsec-
tion:


1.  “Brand name” has the meaning given in s. 450.12 (1) (a).
2.  “Drug product equivalent” has the meaning given in s.


450.13 (1).
3.  “Generic name” has the meaning given in s. 450.12 (1) (b).


(b)  If a pharmacist, pursuant to a prescription order that speci-
fies a drug product by its brand name, dispenses the drug product
equivalent of the drug product specified in the prescription order,
the label required under sub. (4) (a) may include both the generic
name of the drug product equivalent and the brand name specified
in the prescription order, unless the prescribing practitioner
requests that the brand name be omitted from the label.


(4m) LABEL OPTIONS.  If a patient indicates in writing to a prac-
titioner who makes a prescription order for the patient that the
patient wants the symptom or purpose for the prescription to be
disclosed on the label, the practitioner shall specify the symptom
or purpose in the prescription order.


(5) RENEWALS.  No prescription may be renewed except as
designated on the prescription order.  An accurate record of
renewal dispensing shall be maintained showing the date and
amount.  No prescription may be renewed unless the requirements
of sub. (1) and, if applicable, sub. (1m) have been met and written,
oral or electronic authorization has been given by the prescribing
practitioner.


(6) SALES OF PRESCRIPTION DRUGS.  In the event of any sale of
prescription drugs in bankruptcy, at public auction or any other
sale of prescription drugs other than in the normal course of busi-
ness or practice, the seller shall give written notice of the sale to
the board at least one week prior to the date of sale and shall make
a complete and accurate written report of the sale to the board
within 10 days after the sale, showing the name and address of all
of the purchasers of prescription drugs together with an itemized
inventory of the prescription drugs sold to each purchaser.  This
subsection does not apply to the sale of a manufacturer, distributor
or pharmacy as an ongoing business or practice if the parties first
notify the board of the impending sale.


(7) PROHIBITED ACTS.  (a)  No person may obtain or attempt to
obtain a prescription drug, or procure or attempt to procure the
administration of a prescription drug, by fraud, deceit or willful
misrepresentation or by forgery or alteration of a prescription
order; or by willful concealment of a material fact; or by use of a
false name or address.


(b)  Information communicated to a physician, physician
assistant, or advanced practice nurse prescriber in an effort to pro-
cure unlawfully a prescription drug or the administration of a pre-
scription drug is not a privileged communication.


(c)  No person may willfully make a false statement in any pre-
scription order, report or record required by this section.


(d)  No person may, for the purpose of obtaining a prescription
drug, falsely assume the title of, or represent himself or herself to
be, a manufacturer, distributor, pharmacist or practitioner.


(e)  No person may make or utter any false or forged prescrip-
tion order.


(f)  No person may willfully affix any false or forged label to
a package or receptacle containing prescription drugs.


(g)  Except as authorized by this chapter, no person may pos-
sess, with intent to manufacture or deliver, a prescription drug.
Intent under this paragraph may be demonstrated by, without limi-
tation because of enumeration, evidence of the quantity and mon-
etary value of the substance possessed, the possession of
manufacturing implements or paraphernalia, and the activities or
statements of the person in possession of the prescription drug
prior to, during and after the alleged violation.


(h)  Except as provided in sub. (1i) (b), no person may possess
a prescription drug unless the prescription drug is obtained in
compliance with this section.


(i)  No pharmacist, manufacturer, distributor, owner or opera-
tor of a pharmacy or agent of a pharmacist, manufacturer, distribu-
tor or such an owner or operator may give any compensation or
anything of value to a practitioner for the purpose of providing, or
inducing the practitioner to obtain, any equipment, computer soft-
ware or access to a service that may be used for the electronic
transmission of a prescription order.


(8) RULE−MAKING  AUTHORITY.  The department of justice may
promulgate rules necessary for the enforcement of this section.  In
addition to all law enforcement officers and agencies, the enforce-
ment of this section is the responsibility of the department and:


(a)  The board, insofar as this section applies to pharmacists.
(b)  The medical examining board, insofar as this section


applies to physicians and physician assistants.
(bm)  The podiatry affiliated credentialing board, insofar as


this section applies to podiatrists.
(c)  The veterinary examining board, insofar as this section


applies to veterinarians.
(d)  The dentistry examining board, insofar as this section


applies to dentists.
(e)  The board of nursing, insofar as this section applies to


advanced practice nurse prescribers.
(9) PENALTIES AND ENFORCEMENT PROCEEDINGS.  (a)  Except as


provided in par. (b), any person who violates this section may be
fined not more than $500 or imprisoned not more than 6 months
or both.


(b)  Any person who delivers, or who possesses with intent to
manufacture or deliver, a prescription drug in violation of this sec-
tion is guilty of a Class H felony.


(bm)  A violation of sub. (1b) is not punishable under par. (a)
or (b).


(c)  In any action or proceeding brought for the enforcement of
this section, it shall not be necessary to negate any exception or
exemption contained in this section, and the burden of proof of
any such exception or exemption shall be upon the defendant.


History:   1985 a. 146; 1997 a. 27, 175, 283; 2001 a. 109; 2005 a. 187, 195, 196,
242; 2007 a. 97; 2009 a. 113, 280; 2011 a. 159, 161; 2013 a. 199, 200, 239; 2015 a.
3, 35, 55, 115.
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450.115 Drug  disposal programs and authorizations.
(1) In this section:


(a)  “Guardian” means the person named by the court under ch.
880, 2003 stats., or ch. 48 or 54 that has the duty and authority of
guardianship.


(b)  “Personal representative” means an executor, administra-
tor, or special administrator of a decedent’s estate, a person legally
authorized to perform substantially the same functions, or a suc-
cessor to any of those persons.


(c)  “Trustee” means a person that holds in trust title to or power
over property.  “Trustee” includes an original, added, or successor
trustee.


(d)  “Ward” means a person for whom a guardian has been
appointed.


(2) Nothing in this chapter, or rules promulgated under this
chapter, prohibits any of the following:


(a)  The direct operation or implementation of a drug disposal
program that is authorized under s. 165.65 (2) or (3) or is autho-
rized under federal law, as defined in s. 165.65 (1) (a).


(b)  The transfer of a prescription drug by a person that lawfully
possesses the prescription drug to a drug disposal program that is
authorized under s. 165.65 (2) or (3) or is authorized under federal
law, as defined in s. 165.65 (1) (a), and that accepts the prescrip-
tion drug.


(c)  Subject to sub. (4), the possession of a prescription drug
under a written authorization described in sub. (3).


(3) (a)  A guardian may grant written authorization to an adult
who is related to the guardian’s ward by blood, marriage, or adop-
tion within the 3rd degree of kinship as computed under s. 990.001
(16), or to a domestic partner of the ward under ch. 770, for the
disposal of a prescription drug that belongs to the ward.


(b)  A personal representative or a trustee may grant written
authorization to an adult beneficiary, as defined in s. 701.1102
(1m), of the estate or trust for the disposal of a prescription drug
that belongs to the estate or trust.


(c)  A person who is a competent adult may grant written autho-
rization to that person’s domestic partner under ch. 770 or to
another adult who is related to that person by blood, marriage, or
adoption within the 3rd degree of kinship as computed under s.
990.001 (16), for the disposal of a prescription drug that lawfully
belongs to that person.


(4) A written authorization under sub. (3) is valid only to the
extent permitted under federal law and only if all of the following
conditions are satisfied:


(a)  The authorization describes with reasonable specificity
each prescription drug that is to be disposed of.


(b)  The authorization is in the physical possession of the per-
son authorized to dispose of the prescription drug and each pre-
scription drug described in the authorization is, within 24 hours
after the authorization is signed by the person granting the authori-
zation, transferred to a drug disposal program under s. 165.65 or
otherwise lawfully disposed of.


(c)  The authorization and each prescription drug to be disposed
of were obtained without consideration.


History:   2013 a. 198; 2015 a. 197.


450.12 Labeling  of prescription drugs and prescrip -
tion  drug products.   (1) In this section:


(a)  “Brand name” means the name, other than the generic
name, that the labeler of a drug or drug product places on its com-
mercial container at the time of packaging.


(b)  “Generic name” means the official or established name
given a drug by the U.S. department of health and human services
or the U.S. adopted names council.


(2) The manufacturer’s or distributor’s commercial container
of every prescription drug or prescription drug product delivered
to any pharmacist, practitioner, hospital or nursing home shall
bear a label containing the generic name of the drug, if any, the


brand name of the drug or drug product, if any, the name and
address of the manufacturer of the drug or drug product and, if dif-
ferent from the manufacturer, the name and address of the distrib-
utor of the drug or drug product.


(3) Every prescription order or medication profile record shall
include the brand name, if any, or the name of the manufacturer
or distributor of the drug product dispensed.


History:   1985 a. 146.


450.125 Drugs  for animal use.   In addition to complying
with the other requirements in this chapter for distributing and dis-
pensing, a pharmacist who distributes or dispenses a drug for ani-
mal use shall comply with s. 89.068.


History:   1991 a. 306; 2015 a. 55.


450.13 Using  drug product equivalent in  dispensing
prescriptions.   (1) DRUG PRODUCT OR EQUIVALENT TO BE USED.


Except as provided in sub. (2), a pharmacist shall dispense every
prescription using either the drug product prescribed or its drug
product equivalent, if its drug product equivalent is lower in price
to the consumer than the drug product prescribed, and shall inform
the consumer of the options available in dispensing the prescrip-
tion.  In this section, “drug product equivalent” means a drug prod-
uct that is designated the therapeutic equivalent of another drug
product by the federal food and drug administration.


(2) EXCEPTION.  A prescriber may indicate, by writing on the
face of the prescription order or, with respect to a prescription
order transmitted electronically, by designating in electronic for-
mat the phrase “No substitutions” or words of similar meaning or
the initials “N.S.”, that no substitution of the drug product pre-
scribed may be made under sub. (1).  If such indication is made,
the pharmacist shall dispense the prescription with the specific
drug product prescribed.  No preprinted statement regarding drug
product substitution may appear on the face of the prescription
order.


(3) RENEWED PRESCRIPTIONS.  Prescriptions dispensed with a
drug product equivalent may be renewed with a different drug
product equivalent only if the pharmacist informs the consumer
of the change.


(4) LIMITATION  ON LIABILITY.   A pharmacist who dispenses a
prescription with a drug product equivalent under this section
assumes no greater liability than would be incurred had the phar-
macist dispensed the prescription with the drug product pre-
scribed.


(5) USE OF DRUG PRODUCT EQUIVALENT IN HOSPITALS.  Subsec-
tions (1) to (4) do not apply to a pharmacist who dispenses a drug
product equivalent that is prescribed for a patient in a hospital if
the pharmacist dispenses the drug product equivalent in accord-
ance with written guidelines or procedures previously established
by a pharmacy and therapeutics committee of the hospital and
approved by the hospital’s medical staff and use of the drug prod-
uct equivalent has been approved for a patient during the period
of the patient’s stay within the hospital by any of the following:


(a)  The patient’s individual physician.
(b)  The patient’s advanced practice nurse prescriber, if the


advanced practice nurse prescriber has entered into a written
agreement to collaborate with a physician.


(c)  The patient’s physician assistant.
History:   1985 a. 146; 1991 a. 114; 1997 a. 27; 2005 a. 187; 2011 a. 161.


450.14 Poisons.   (1) In this section, “highly toxic” has the
meaning specified under 15 USC 1261 (h).


(2) No person may deliver any highly toxic substance unless
the delivery is made on the prescription order of a practitioner or
complies with pars. (a) to (d):


(a)  The container shall be plainly labeled with the name of the
substance, the name and address of the person delivering the sub-
stance and, except as provided in sub. (3), the word “Poison”.
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(b)  The person delivering the substance shall ascertain that the
recipient is aware of the poisonous character of the substance and
desires it for a lawful purpose.


(c)  Before delivery, the person delivering the substance shall
record in a book kept for that purpose the name of the article or
substance, the quantity, the purpose, the date, the name and
address of the person for whom procured and the signature of the
individual personally delivering the article or substance.  The
record shall be signed by the person to whom the substance is
delivered.  Each book containing records required under this para-
graph shall be preserved by the owner of the book for at least 3
years after the date of the last entry and shall be open to inspection
by authorized officers.


(d)  If the recipient is under 18 years of age, he or she must have
the written order of an adult.


(3) A “Poison” label under sub. (2) (a) is not required for lini-
ments, ointments or other external preparations which are plainly
labeled “for external use only”.


(4) This section does not apply to manufacturers or distribu-
tors selling at wholesale nor to pesticides which comply with ss.
94.67 to 94.71.


(5) Any person who violates this section is guilty of a Class H
felony.


History:  1985 a. 146; 1997 a. 283; 2001 a. 109.


450.145 Reporting  potential causes of public health
emergency.   (1) Within 24 hours after an occurrence of any of
the following, a pharmacist or pharmacy shall report the occur-
rence electronically, by fax machine, by telephone, or in writing
to a local health department, as defined in s. 250.01 (4), or the
department of health services:


(a)  An unusual increase in the number of prescriptions dis-
pensed or nonprescription drug products sold by the pharmacist
or pharmacy for the treatment of medical conditions specified by
the department of health services by rule under s. 252.02 (7).


(b)  An unusual increase in the number of prescriptions dis-
pensed by the pharmacist or pharmacy that are antibiotic drugs.


(c)  The dispensing of a prescription by the pharmacist or phar-
macy for treatment of a disease that is relatively uncommon or
may be associated with bioterrorism, as defined in s. 323.02 (4).


(1m) Except as provided in sub. (2), a pharmacist or phar-
macy may not report personally identifying information concern-
ing an individual who is dispensed a prescription or who pur-
chases a nonprescription drug product as specified in sub. (1) (a),
(b), or (c).


(2) In submitting a report under sub. (1), a pharmacist or phar-
macy shall include personally identifying information other than
a social security number concerning an individual who is dis-
pensed a prescription or who purchases a nonprescription drug
product as specified in sub. (1) (a), (b), or (c).


History:   2005 a. 198 ss. 18 to 21; 2007 a. 20 s. 9121 (6) (a); 2007 a. 97 s. 183;
2009 a. 42.


450.15 Placing  prescription drugs prohibited.
(1) Except as otherwise provided by law, no person may put, or
cause to be put, any prescription drug in any public place, or upon
any private premises without the consent of the owner or occu-
pant.


(2) Any person who violates this section is guilty of a Class H
felony.


History:  1985 a. 146; 1997 a. 283; 2001 a. 109.
As applied to the defendant, s. 450.09 [now 450.15] was not unconstitutionally


overbroad or vague.  Butala v. State, 71 Wis. 2d 569, 239 N.W.2d 32 (1976).


450.155 Exhibition,  display or advertisement of cer -
tain  vending machines by use of certain material pro -
hibited.   (1) DEFINITIONS.  In this section:


(a)  “Contraceptive article” means any drug, medicine, mix-
ture, preparation, instrument, article or device of any nature used
or intended or represented to be used to prevent a pregnancy.


(b)  “Material” means any visual representation, image, printed
matter however reproduced or sound recording.


(c)  “Harmful to minors” means that quality of any description
or representation, in whatever form, of nudity, sexual conduct,
sexual excitement, or sadomasochistic abuse, when it does all of
the following:


1.  Predominantly appeals to the prurient, shameful or morbid
interest of minors.


2.  Is patently offensive to prevailing standards in the adult
community as a whole with respect to what is suitable material for
minors.


3.  Lacks serious literary, artistic, political or scientific value,
if  taken as a whole, for minors.


(d)  “Knowledge of the minor’s age” means knowledge or
information that the person is a minor.


(e)  “Knowledge of the nature of the material” means any of the
following:


1.  Knowledge of the character and content of any material
described herein.


2.  Knowledge or information that the material described
herein has been adjudged to be harmful to minors in a proceeding
instituted under sub. (2), or is the subject of a pending proceeding
instituted under sub. (2).


(f)  “Minor” means any person under the age of 18 years.
(g)  “Nudity” means the showing of the human male or female


genitals, pubic area or buttocks with less than a full opaque cover-
ing, or the showing of the female breast with less than a fully
opaque covering of any portion thereof below the top of the nip-
ple, or the depiction of covered male genitals in a discernibly tur-
gid state.


(h)  “Person” means any individual, partnership, firm, associa-
tion, corporation or other legal entity.


(i)  “Sadomasochistic abuse” means the infliction of force, pain
or violence upon a person for the purpose of sexual arousal or grat-
ification.


(j)  “Sexual conduct” means acts of masturbation, homosexual-
ity, sexual intercourse or physical contact with a person’s clothed
or unclothed genitals, pubic area, buttocks or, if such person is a
female, breast.


(k)  “Sexual excitement” means the condition of human male
or female genitals when in a state of sexual stimulation or arousal.


(L)  “Vending machine” means any mechanical device which
automatically dispenses contraceptive articles upon the deposit in
it of specified coins in payment for the contraceptive articles.


(2) EXHIBITION,  DISPLAY OR ADVERTISEMENT OF CERTAIN VEND-
ING MACHINES BY USE OF MATERIAL  HARMFUL TO MINORS.  (a)  No
person with knowledge of the nature of the material and with
knowledge of a minor’s age, may, for commercial purposes,
exhibit, display or advertise by use of any material which is harm-
ful to minors a vending machine that dispenses contraceptive arti-
cles.


(b)  Whoever violates par. (a) may be fined not more than
$10,000 or imprisoned for not more than 9 months or both.


History:   1985 a. 146.


450.16 Sale of contraceptives prohibited in  certain
areas.   (1) As used in this section:


(a)  “Contraceptive article” has the meaning under s. 450.155
(1) (a).


(b)  “Vending machine” has the meaning under s. 450.155 (1)
(L).


(2) No person may have in the person’s possession or under
the person’s control, any vending machine that is located in a pub-
lic school, as specified under s. 115.01 (1).


(3) Any person violating this section may be fined not more
than $10,000 or imprisoned for not more than 9 months or both.


History:   1985 a. 146.
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450.17 Violations.   Each member of the board shall investi-
gate and institute actions for violations of this chapter by any per-
son and for violation of ch. 961 by pharmacists.  The district attor-
ney of the proper county shall promptly prosecute any such
violation upon notice from any source.


History:   1985 a. 146; 1995 a. 448.


450.18 Penalties.   Except as otherwise provided in this chap-
ter, any person who violates this chapter or any rule promulgated
under the authority of this chapter may be fined not less than $50
nor more than $100 or imprisoned not less than 30 days nor more
than 90 days or both.


History:   1985 a. 146.
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Chapter Phar 7


PHARMACY PRACTICE


Phar 7.01 Minimum procedures for compounding and dispensing.
Phar 7.015 Pharmacy technicians.
Phar 7.02 Prescription label; name of drug or drug product dispensed.
Phar 7.03 Prescription renewal limitations.
Phar 7.04 Return or exchange of health items.
Phar 7.05 Prescription records.
Phar 7.055 Transfer of prescription order information.


Phar 7.065 Answering machines in pharmacies.
Phar 7.07 Medication profile record system.
Phar 7.08 Prescription orders transmitted electronically.
Phar 7.09 Automated dispensing systems.
Phar 7.095 Operation of remote dispensing sites.
Phar 7.10 Administration of drug products and devices other than vaccines.
Phar 7.12 Central fill pharmacy.


Phar  7.01 Minimum procedures for compounding
and dispensing.   (1) Except as provided in sub. (4), a pharma-
cist or pharmacist−intern who compounds or dispenses according
to a prescription order shall follow the procedures described in
this rule and other applicable procedures. The pharmacist or
pharmacist−intern as directed and supervised by a pharmacist shall:


(a)  Receive electronic or oral prescription orders of a pre-
scriber, review all original and renewal prescription orders,
whether electronic, written or oral, and determine therapeutic
compatibility and legality of the prescription order. The review
shall include, when indicated or appropriate, consultation with the
prescriber.


(b)  Read and interpret a prescriber’s directions for use for the
purpose of accurately transferring the instructions to the prescrip-
tion label.


(c)  Select, compound, mix, combine, measure, count and
otherwise prepare drugs needed to dispense a prescription except
that an agent of the pharmacist may procure, measure or count pre-
fabricated dosage forms if a pharmacist verifies accuracy of the
agent’s action.


(d)  Make a final check on the accuracy and correctness of the
prescription. For all original and renewed prescriptions, the pre-
scription order record shall identify the pharmacist responsible for
the prescription.


(e)  Give the patient or agent appropriate consultation relative
to the prescription except that prescriptions may be delivered by
an agent of the pharmacist to a location of the patient’s choice if
the delivery is accompanied by appropriate directions and an indi-
cation that consultation is available by contacting the pharmacist.
The consultation requirement applies to original and renewal pre-
scription orders and, except when prescriptions are delivered to a
location of the patient’s choice, is not satisfied by only offering to
provide consultation.


(em)  Transfer the prescription to the patient or agent of the
patient.


(f)  Receive, when required by law and standard professional
practice, permission to renew from authorized prescribers, and
note on the prescription order, medication profile record or uni-
formly maintained and readily retrievable document the follow-
ing information:


1.  Date renewed.
2.  Name of practitioner authorizing renewal, if different from


the original prescriber.
3.  Quantity of drug dispensed.
4.  Identification of the pharmacist renewing the prescription.


(2) Subsection (1) (d) and (e) does not prohibit institutional
pharmacists or community pharmacists serving institutions from
receiving prescription orders, dispensing and returning prescrip-
tion medications consistent with accepted inpatient institutional
drug distribution systems.  Subsection (1) applies to any institu-
tional pharmacy dispensing to outpatients, including prescrip-
tions for discharged patients.


(3) A pharmacist may supervise no more than one pharmacy
intern and 4 pharmacy technicians engaged in compounding and
dispensing activities as described in sub. (1), except a higher ratio
may be authorized by the board upon request to and approval by
the board of a specific plan describing the manner in which addi-
tional interns or pharmacy technicians shall be supervised.


(4) A system for compounding and dispensing not in confor-
mance with subs. (1) to (3) may be used if reviewed and approved
by the board.


History:   Cr. Register, January, 1983, No. 325, eff. 2−1−83; am. (1) (intro.), (d) and
(f) (intro.), Register, August, 1991, No. 428, eff. 9−1−91; am. (1) (e), Register, Janu-
ary, 1996, No. 481, eff. 2−1−96; am. (1) (a), (e), (f) (intro)., (3) and cr. (1) (em), Regis-
ter, December, 1998, No. 516, eff. 1−1−99; am. (1) (a), Register, November, 1999,
No. 527, eff. 12−1−99; am. (3), Register, April, 2001, No. 544, eff. 5−1−01; CR
13−018: am. (1) (e) Register October 2013 No. 694, eff. 11−1−13.


Phar  7.015 Pharmacy  technicians.   (1) As used in this
section, “pharmacy technician” means a non−pharmacist or non−
pharmacist intern who, under the general supervision of a pharma-
cist who regularly coordinates, directs and inspects the activities
of the pharmacy technician, assists the pharmacist in the technical
and nonjudgmental functions related to the practice of pharmacy
in the processing of prescription orders and inventory manage-
ment.  “Pharmacy technician” does not include ancillary persons
which include, clerks, secretaries, cashiers or delivery persons,
who may be present in the pharmacy.


(2) A pharmacist may delegate technical dispensing functions
to a pharmacy technician, but only under the general supervision
of the pharmacist where the delegated functions are performed.
Technical dispensing functions include:


(a)  Accepting written or electronic prescription orders of the
prescribing practitioner or from the prescribing practitioner’s
agent.


(b)  Accepting original oral prescription orders from the pre-
scribing practitioner or prescribing practitioner’s agent, if the con-
versation is recorded and listened to and verified by the pharma-
cist prior to dispensing.


(c)  Requesting authorization for a refill from the prescribing
practitioner.


(d)  Accepting oral authorization for a refill from the prescrib-
ing practitioner or prescribing practitioner’s agent, provided there
are no changes to the original prescription order.


(e)  Accepting a request from a patient to refill a prescription.
(f)  Obtaining and entering patient or prescription data into the


patient information system.
(g)  Preparing a prescription label.
(h)  Retrieving medication from stock, counting or measuring


medication, and placing the medication in its final container.
(i)  Reconstituting prefabricated dosage forms.
(j)  Compounding pharmaceuticals pursuant to written policies


and procedures.
(k)  Affixing a prescription label to its final container.
(L)  Placing ancillary information on the prescription label.
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(m)  Prepackaging and labeling drugs for dispensing by a phar-
macist.


(n)  Preparing unit dose carts for final review by a pharmacist.
(o)  Retrieving and transporting stock medication to and from


pharmacist approved areas.
(p)  Other technical functions that do not require the profes-


sional judgment of a pharmacist.
(q)  Transferring the prescription to the patient or agent of the


patient, provided that the pharmacist has first provided a patient
consultation.


(3) A pharmacy technician may not do any of the following:
(a)  Provide the final verification for the accuracy, validity,


completeness, or appropriateness of a filled prescription or medi-
cation order.


(b)  Perform any of the following tasks:
1.  Participate in final drug utilization reviews.
2.  Make independent therapeutic alternate drug selections.
3.  Participate in final drug regimen screening, including


screening for therapeutic duplication, drug−to−drug interactions,
incorrect dosage, incorrect duration of treatment, drug allergy
reactions and clinical abuse or misuse.


4.  Perform any act necessary to be a managing pharmacist.
5.  Administer any prescribed drug products, devices or vac-


cines.
(c)  Provide patient counseling, consultation, or patient specific


judgment, such as interpreting or applying information, including
advice relating to therapeutic values, potential hazards and uses.


(4) The pharmacist shall provide the final verification for the
accuracy, validity, completeness, and appropriateness of the
patient’s prescription prior to the delivery of the prescription to the
patient or the patient’s representative.


History:   Cr. Register, April, 2001, No. 544, eff. 5−1−01; CR 07−099: cr. (2) (q),
r. (3) (d) Register May 2008 No. 629, eff. 6−1−08.


Phar  7.02 Prescription label; name of drug or drug
product  dispensed.   No drug product may be dispensed unless
the prescription label discloses the brand name and strength, or the
generic name, strength, and manufacturer or distributor of the
drug product dispensed unless the prescribing practitioner
requests omission of the above information.  If a pharmacist, pur-
suant to a prescription order that specifies a drug product by its
brand name, dispenses the drug product equivalent of the drug
product specified in the prescription order, the prescription label
may include both the generic name of the drug product equivalent
and the brand name specified in the prescription order, unless the
prescribing practitioner requests that the brand name be omitted
from the label.  If a brand name drug product is dispensed, the pre-
scription label may contain both the brand name and the generic
name of the drug product equivalent dispensed unless the pre-
scribing practitioner requests that the generic name of the drug
product equivalent be omitted from the label.


History:   Cr. Register, January, 1983, No. 325, eff. 2−1−83; Register, August,
1991, No. 428, eff. 9−1−91; am. Register, January, 1996, No. 481, eff. 2−1−96; CR
07−097: am. Register May 2008 No. 629, eff. 6−1−08.


Phar  7.03 Prescription renewal limitations.   A pre-
scription order for any drug other than controlled substances,
which bears renewal authorization permitting the pharmacist to
renew the prescription as needed (PRN) by the patient, shall not
be renewed beyond one year from the date originally prescribed.
No prescription order containing either specific or PRN renewal
authorization is valid after the patient−physician relationship has
ceased.


History:   Cr. Register, January, 1983, No. 325, eff. 2−1−83; Register, August,
1991, No. 428, eff. 9−1−91.


Phar  7.04 Return or exchange of health items.   (1) In
this section:


(a)  “Health item” means drugs, devices, hypodermic syringes,
needles or other objects for injecting a drug, medicines, or items
of personal hygiene.


(b)  “Inpatient health care facility” means any hospital, nursing
home, county home, county mental hospital, tuberculosis sanitar-
ium or similar facility, but does not include community−based res-
idential facilities, jails or prison facilities.


(c)  “Original container” means the container in which a health
item was sold, distributed or dispensed.


(d)  “Resident health care patient” means a patient residing in
a community−based residential facility that controls a resident’s
prescribed and over−the−counter medications as specified by s.
DHS 83.37


(e)  “Secured institutional health care patient” means any of the
following:


1.  A jail inmate patient whose dispensed health items are
maintained under the custody and control of the jail pursuant to an
approved policy and procedure manual under s. DOC 350.17,
containing policies and procedures for the control and administra-
tion of medications complying with s. DOC 350.20.


2.  A juvenile patient who resides in a juvenile correctional
facility, as defined in s. 938.02 (10p), Stats.; a secured residential
care center for children and youth, as defined in s. 938.02 (15g),
Stats.; a juvenile detention facility, as defined in s. 938.02 (10r),
Stats.; or a juvenile portion of a county jail whose dispensed health
items are maintained under the custody and control of the health
services staff as defined in s. DOC 316.02 (6) and provided to a
juvenile patient under the provisions of s. DOC 316.03.


(f)  “Tamper−resistant package” means a container bearing a
beyond use date that is sealed so that the contents cannot be used
without obvious destruction of the seal.


(2) No health items after taken from a pharmacy where sold,
distributed or dispensed, may be returned to that pharmacy, except
for any of the following:


(a)  From an inpatient health care facility, provided they are in
their original containers and the pharmacist determines the con-
tents are not adulterated or misbranded.


(b)  Where the health items were dispensed in error, were
defective, adulterated, misbranded, or dispensed beyond their
beyond use date.


(c)  When in the professional judgment of the pharmacist sub-
stantial harm could result to the public or a patient if they were to
remain in the possession of the patient, patient’s family or agent,
or other person.


(d)  For a secured institutional health care patient or resident
health care patient where all of the following apply:


1.  The health item was never in the possession and control of
the patient.


2.  The health item was sold, distributed or dispensed in a tam-
per−resistant package and, for a drug, includes the beyond use
date and manufacturer’s lot number.


3.  The health item is not commingled with a different health
item unless the health item will be repackaged and redispensed to
the same patient.


4.  The health item is in its original container and the pharma-
cist determines the contents are not adulterated or misbranded.


(e)  A health item that is prepackaged for consumer use and
labeled in compliance with all applicable state and federal laws
where all of the following apply:


1.  The pharmacist determines that the original package is
unopened, sealed and intact and that package labeling is unal-
tered.


2.  The pharmacist determines the contents are not adulter-
ated.


(3) Health items returned to a pharmacy pursuant to sub. (2)
(b) and (c), may not be sold, resold, or repackaged and sold or
resold, given away, or otherwise distributed or dispensed.
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Returned health items shall either be destroyed at the pharmacy
or delivered for destruction or other disposal by an authorized per-
son or entity.


(3m) Health items returned from a secured institutional health
care patient to a pharmacy pursuant to sub. (2) (d), must be segre-
gated in the pharmacy and may not be sold, resold, or repackaged
and sold or resold, given away, or otherwise sold, distributed or
redispensed other than to a secured institutional health care
patient.


(4) It is not a ‘‘return” for a patient or agent of a patient to
deliver a previously dispensed drug or device to a pharmacy for
the purpose of repackaging and relabeling of that previously dis-
pensed drug or device, and subsequent return of the drug or device
for the same patient’s use.


Note:  The DEA does not permit the return of controlled substances to a pharmacy
from a non−DEA registrant under any circumstances.


(5) It is not a “return” for a patient or agent of a patient to
deliver a previously dispensed drug or device to a pharmacy for
the purpose of destruction at the pharmacy or other disposal by an
authorized person or entity.


Note:  Cancer and chronic disease drug returns and redispensing pursuant to ch.
DHS 148 are allowed provided the pharmacy follows the requirements in ch. DHS
148.


Note:  A prescription drug that is returned to a pharmacy that primarily serves
patients confined in a state prison is not addressed in this rule.  Such a drug may be
redispensed to a patient in a state prison provided the requirements of s. 450.09 (7m),
Stats., are satisfied.


History:   Cr. Register, January, 1983, No. 325, eff. 2−1−83; am. Register, August,
1991, No. 428, eff. 9−1−91; r. and recr., Register, December, 1998, No. 516, eff.
1−1−99; CR 05−029:  cr. (1) (c) to (f), (2) (d) and (e), (3m) and (5), am. (2) (intro.)
and (b) Register December 2005 No, 600, eff. 1−1−06; correction in (1) (d) made
under s. 13.92 (4) (b) 7., Stats., Register March 2010 No. 651; CR 13−076: am. (1)
(e) 2. Register August 2014 No. 704, eff. 9−1−14.


Phar  7.05 Prescription records.   (1) A computerized
system may be used for maintaining a record, as required under
this section, of prescription dispensing and transfers of prescrip-
tion order information for the purposes of original or refill dis-
pensing if the system:


(a)  Is capable of producing a printout of any prescription data
which the user pharmacy is responsible for maintaining. The sys-
tem shall be designed so that the pharmacy can receive the print-
out within 48 hours after requesting the printout.


(b)  Is equipped with an auxiliary procedure which, during peri-
ods of down−time, shall be used for documentation of prescription
dispensing.  The auxiliary procedure shall ensure that prescription
refills are authorized by the original prescription order, that the
maximum number of prescription refills has not been exceeded
and that all of the appropriate data are retained for on−line entry
as soon as the computer system is again available for use.


(1m) A record of all prescriptions dispensed shall be main-
tained for a period of 5 years after the date of the last refill.


(2) All  systems used for maintaining a record of any prescrip-
tion dispensing shall include:


(a)  Patient’s identification.
(b)  Name, strength and dosage form of the drug product dis-


pensed.
(c)  Quantity dispensed.
(d)  Date of all instances of dispensing.
(e)  Practitioner’s identification.
(f)  Pharmacist’s identification.
(g)  Retrieval designation.


History:   Cr. Register, January, 1983, No. 325, eff. 2−1−83; cr. (5), Register, Sep-
tember, 1987, No. 381, eff. 10−1−87; CR 00−165: am. (3) (a) (intro.), (b) 6., (c), (5)
and (6) (intro.), r. (3) (b) 4., cr. (3) (b) 8., Register July 2001, No. 547 eff. 8−1−01;
CR 05−078: rn.  (1) and (6) to be (1m) and (1) and am. (1) (intro.), (b) and (1m), r.
(3) to (5) Register January 2006 No. 601, eff. 2−1−06.


Phar  7.055 Transfer of prescription order  informa -
tion.   (1) GENERAL REQUIREMENTS.  A pharmacist may transfer
prescription order information between pharmacies licensed in


this state or another state, for the purpose of original or refill dis-
pensing, if all of the following conditions are satisfied:


(a)  The transfer is communicated directly between 2 pharma-
cists either by verbal transfer or by a computer system transfer
meeting the requirements of sub. (4).  Communication by facsim-
ile machine is not allowed unless the prescription order informa-
tion being transferred is verified verbally between 2 pharmacists.


(b)  A computer system used to record a verbal transfer of pre-
scription order information for a non−controlled substance meets
the requirements of s. Phar 7.05 (1) (a) and (b).


(c)  The pharmacist receiving the verbal transfer of prescription
order information for either a controlled or a non−controlled sub-
stance records the transferred information in writing unless a com-
puter system transfer meeting the requirements of sub. (4) is used.


(d)  All original and transferred prescription orders are main-
tained for a period of 5 years from the date of the last refill.


(e)  A written copy of any prescription order for a prescribed
drug provided by a pharmacist is identified in writing as “COPY
– FOR INFORMATION ONLY.”  No prescribed drug may be dis-
pensed based on an information copy.


(f)  A pharmacist making or receiving a transfer of prescription
order information is licensed in the state in which he or she per-
forms an act required by this section.


(2) NON−CONTROLLED SUBSTANCES.  The transfer of prescrip-
tion order information for non−controlled substances for the pur-
poses of original or refill dispensing is permissible pursuant to the
following requirements:


(a)  The pharmacist making the transfer records the following
information:


1.  The word “VOID” is written on the face of the invalidated
prescription order or recorded in a similar manner to “VOID” on
a prescription order in a computer system meeting the require-
ments of s. Phar 7.05 (1) (a) and (b).


2.  The name and address of the pharmacy to which it was
transferred, the name of the pharmacist receiving the prescription
order, the date and the name of the pharmacist transferring the
information are recorded on the reverse side of the invalidated
prescription order or in a computer system meeting the require-
ments of s. Phar 7.05 (1) (a) and (b).


3.  A transfer of prescription order information for a non−con-
trolled substance for the purposes of refill dispensing is limited to
the number of authorized refills.


(b)  The pharmacist receiving the transferred prescription order
information shall record in writing the following:


1.  The word “TRANSFER” on the face of the transferred pre-
scription order.


2.  The name and address of the patient, the name and address
of the prescribing practitioner, and the name and quantity and dos-
age form of the drug product or device prescribed and the direc-
tions for use.


3.  The date of issuance of the original prescription order.
4.  The original number of refills authorized on the original


prescription order.
5.  The date of original dispensing if the prescription order has


previously been dispensed.
6.  The number of valid refills remaining and the date of the


last refill.
7.  The pharmacy’s name, address, and the prescription order


number from which the prescription order information was trans-
ferred.


8.  The name of the pharmacist making the transfer.
9.  The name, address and telephone number of the pharmacy


from which the original prescription order was transferred if dif-
ferent than subd. 7.


(3) CONTROLLED SUBSTANCES.  The transfer of prescription
order information for controlled substances for the purposes of
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refill  dispensing is permissible pursuant to the following require-
ments:


(a)  The transfer of prescription order information is permissi-
ble only on a one time basis unless a computer system meeting the
requirements of sub. (4) is used.


(b)  If a computer system meeting the requirements of sub. (4)
is used, a transfer of prescription order information for the pur-
poses of refill dispensing is limited to the number of authorized
refills.


(c)  Unless a computer system meeting the requirements of sub.
(4) is used, the pharmacist making the transfer shall record in writ-
ing the following information:


1.  The word “VOID” is written on the face of the invalidated
prescription order.


2.  The name, address and DEA registration number of the
pharmacy to which it was transferred, the name of the pharmacist
receiving the prescription order and the date and the name of the
pharmacist transferring the information are recorded on the
reverse side of the invalidated prescription order.


(d)  Unless a computer system meeting the requirements of sub.
(4) is used, the pharmacist receiving the transferred prescription
order information shall record in writing the following informa-
tion:


1.  The word “TRANSFER” on the face of the transferred pre-
scription order.


2.  The name and address of the patient, the name, address and
DEA number of the prescribing practitioner, and the name and
quantity and dosage form of the drug product or device prescribed
and the directions for use.


3.  The date of issuance of the original prescription order.
4.  The original number of refills authorized on the original


prescription order.
5.  The date of original dispensing.
6.  The number of valid refills remaining and the dates and


locations of previous refills, if applicable.
7.  The name, address, telephone number, DEA registration


number and prescription order number of the pharmacy from
which the prescription order information was transferred if differ-
ent from the pharmacy from which the prescription order was
originally dispensed.


8.  The name of the pharmacist making the transfer.
9.  The name, address, telephone number, DEA registration


number and prescription order number of the pharmacy from
which the prescription order was originally dispensed.


(4) USE OF COMPUTER SYSTEM.  A computer system used for
transferring prescription order information shall, in addition to
meeting the requirements of s. Phar 7.05 (1) (a) and (b), contain
a common central processing unit electronically sharing a real−
time, on−line database to which both the transferring and receiv-
ing pharmacy have access.


History:   CR 05−078: cr. Register January 2006 No. 601, eff. 2−1−06.
Note:  See the table of Appellate Court Citations for Wisconsin appellate cases cit-


ing s. Phar 7.055.


Phar  7.065 Answering machines in pharmacies.
Oral prescription orders may be received at a pharmacy via a tele-
phone answering device and dispensed by the pharmacist if the
voice of the physician or physician’s agent is known to the phar-
macist, and provided other requirements of reducing the prescrip-
tion order to writing, labeling and filing are met.


History:   Cr. Register, December, 1998, No. 516, eff. 1−1−99.


Phar  7.07 Medication profile record system.   (1) An
individual medication profile record system shall be maintained
in all pharmacies for persons for whom prescriptions, original or
renewal, are dispensed for outpatient use. The system shall be
capable of permitting the retrieval of information. The system
need not be limited to individual medication profile records.


(2) The following minimum information shall be retrievable:
(a)  Patient name, or other identifying information.
(b)  Address of the patient.
(c)  Birth date of the patient if obtainable.
(d)  Name of the drug product dispensed.
(e)  Strength of the drug product dispensed.
(f)  Dosage form of the drug product dispensed.
(g)  Quantity of the drug product dispensed.
(h)  Directions for use.
(i)  Retrieval designation assigned to the prescription order.
(j)  Date of all instances of dispensing, for original and renewal


prescriptions.
(k)  Practitioner identification.


Note:  This subsection incorporates renewal dispensing information required by
federal law (21 CFR 1306.22) and state law (s. 450.11 (5), Stats.).


(3) The pharmacist shall be responsible for attempting to
ascertain and record any patient allergies, adverse drug reactions,
drug idiosyncrasies, and any chronic conditions which may affect
drug therapy as communicated by the patient or agent of the
patient. If none, this should be indicated.


(4) At the time a prescription order is reviewed by the pharma-
cist for dispensing, the pharmacist shall review the medication
profile record of the patient for the previously dispensed medica-
tion history and shall determine whether the prescription order
presented should be dispensed.


(5) Medication profile records, if used as the only documenta-
tion of renewal dispensing, shall be maintained for a period of not
less than 5 years following the date of the last entry. If the profile
records are not used as the only documentation of renewal dis-
pensing they shall be maintained for a period of not less than 1
year from the date of the last entry.


History:  Cr. Register, January, 1989, No. 397, eff. 2−1−89; renum. from Phar
7.08, Register, August, 1991, No. 428, eff. 9−1−91; am. (1), Register, December,
1998, No. 516, eff. 1−1−99.


Phar  7.08 Prescription orders transmitted electron -
ically.   (1) Except as provided in s. 453.068 (1) (c) 4., Stats., and
as otherwise prohibited by law, prescription orders may be
accepted and dispensed if they have been transmitted electroni-
cally from a practitioner or his or her designated agent to a phar-
macy via computer modem or other similar electronic device.
Prescription orders transmitted by facsimile machine are not con-
sidered electronic prescription orders; but rather, written prescrip-
tion orders.


(2) A pharmacist may dispense a prescription pursuant to a
prescription order transmitted electronically, if the pharmacist
assures the prescription order does all of the following:


(a)  Was sent only to the pharmacy of the patient’s choice and
only at the option of the patient, with no intervening person or
third party having access to the prescription order other than to
forward it to the pharmacy.


(b)  Identifies the individual sender’s name and telephone num-
ber for oral confirmation, the time and date of transmission, and
the pharmacy intended to receive the transmission.


(c)  Is designated “electronically transmitted prescription”, or
with similar words or abbreviations to that effect.


(d)  Contains all other information that is required in a prescrip-
tion order.


(3) The prescribing practitioner’s electronic signature, or
other secure method of validation shall be provided with a pre-
scription order electronically transmitted via computer modem or
other similar electronic device.


(4) Any visual or electronic document received in connection
with an electronically transmitted prescription order shall be
accessible only within the professional service area of the phar-
macy to protect patient confidentiality and assure security.


(5) A pharmacist who receives a prescription order electroni-
cally shall ensure the security, integrity and confidentiality of the
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prescription order and any information contained in the order.  To
maintain the confidentiality of patient records, the electronic sys-
tem shall have adequate security and system safeguards designed
to prevent and detect unauthorized access, modification, or
manipulation of patient records.  Once the prescription has been
dispensed, any alterations in prescription order drug data shall be
documented including the identification of the pharmacist respon-
sible for the alteration.


(6) Access to the electronic mail system for the receipt of pre-
scription orders electronically may only be acquired by use of a
password or passwords, known only to individuals authorized to
access the system.


(7) A pharmacist may not use any electronic device to circum-
vent his or her responsibilities with regard to documenting,
authenticating and verifying prescription orders or in order to cir-
cumvent other pharmacy laws.


History:   Cr. Register, November, 1999, No. 527, eff. 12−1−99.


Phar  7.09 Automated  dispensing systems.   (1) In
this section:


(a)  “Automated dispensing system” means a mechanical sys-
tem that perform operations or activities, other than compounding
or administration, relative to the storage, packaging, dispensing or
distribution of medications, and which collects, controls, and
maintains all transaction information.


(b)  “Inpatient health care facility” means any hospital, nursing
home, county home, county mental hospital, or tuberculosis sani-
torium, but does not include community−based residential facili-
ties.


(2) An automated dispensing system may be used in a com-
munity pharmacy, as provided in this section.


(3) An automated dispensing system may be used as provided
in this section by an institutional pharmacy serving an inpatient
health care facility, that has an established program of receiving
prescription orders, and dispensing and returning prescription
medications consistent with accepted inpatient institutional drug
distribution systems.  An automated dispensing system used by an
institutional pharmacy shall only be located in that institutional
pharmacy or within the inpatient health care facility.


(4) The managing pharmacist of a community pharmacy or an
institutional pharmacy is responsible for all of the following:


(a)  Assuring that the automated dispensing system is in good
working order and accurately dispenses the correct strength, dos-
age form, and quantity of the drug prescribed and complying with
the recordkeeping and security safeguards pursuant to sub. (5).


(b)  Implementing an ongoing quality assurance program that
monitors performance of the automated dispensing system, which
is evidenced by written policies and procedures.


(c)  Providing the board with prior written notice of the installa-
tion or removal of an automated dispensing system.  The notice
provided shall include, but is not limited to the:


1.  Name and address of the pharmacy.
2.  Initial location of the automated dispensing system.  The


automated dispensing system may thereafter be relocated within
the pharmacy or inpatient health care facility without providing
subsequent notification to the board.


3.  Identification of the managing pharmacist.
(d)  Assigning, discontinuing or changing personnel access to


the system.
(e)  Assuring that access to the medications comply with state


and federal laws.
(f)  Assuring that the automated dispensing system is stocked


accurately and in accordance with established written policies and
procedures.


(5) An automated dispensing system shall comply with the
following provisions:


(a)  A pharmacy shall maintain on−site the following documen-
tation relating to an automated dispensing system:


1.  Name and address of the pharmacy or inpatient health care
facility where the system is being used.


2.  The system manufacturer’s name, model and serial num-
ber.


3.  Description of how the system is used.
4.  Written quality assurance procedures to determine contin-


ued appropriate use of the system.
5.  Except as required pursuant to par. (b), written policies and


procedures for system operation, safety, security, accuracy, access
and malfunction.


(b)  All written policies and procedures shall be maintained in
the pharmacy responsible for the automated dispensing system.


(c)  An automated dispensing system shall have adequate secu-
rity systems and procedures, evidenced by written policies and
procedures to prevent unauthorized access to maintain patient
confidentiality and to comply with federal and state laws.


(d)  Records and data kept by the automated dispensing system
shall meet the following requirements:


1.  All events involving the contents of the automated dispens-
ing systems must be recorded electronically.


2.  Records shall be maintained by the pharmacy and be avail-
able to the board.  Records shall include:


a.  The time and location of the system accessed.
b.  Identification of the individual accessing the system.
c.  Type of transaction.
d.  Name, strength, dosage form and quantity of the drug


accessed.
e.  Name of the patient for whom the drug was ordered.
f.  Such additional information as the managing pharmacist


may deem necessary.
(e)  The stocking of all medications in the automated dispens-


ing system shall be accomplished by qualified personnel under no
less than the general supervision of a licensed pharmacist; except
that when an automated dispensing system is located within a
pharmacy the supervision must be direct.


(f)  A record of medications stocked into an automated dispens-
ing system shall be maintained for 5 years and shall include identi-
fication of the person stocking and pharmacist checking for accu-
racy.


(g)  All containers of medications stored in the automated dis-
pensing system shall be packaged and labeled in accordance with
state and federal law.


(h)  All aspects of handling controlled substances shall meet the
requirements of all state and federal law.


(i)  The automated dispensing system shall provide a mecha-
nism for securing and accounting for medications removed from
and subsequently returned to the automated dispensing system, in
accordance with state and federal law.


(j)  The automated dispensing system shall provide a mecha-
nism for securing and accounting for medication returned to the
system and accounting for wasted medications in accordance with
state and federal law.


History:   Cr. Register, October, 2000, No. 538, eff. 11−1−00.


Phar  7.095 Operation of remote dispensing sites.
(1) DEFINITIONS.  In this section:


(a)  “Health care facility” means a facility, as defined in s.
647.01 (4), Stats., or any hospital, nursing home, community−
based residential facility, county home, county infirmary, county
hospital, county mental health center or other place licensed or
approved by the department of health services under s. 49.70,
49.71, 49.72, 50.02, 50.03, 50.35, 51.08 or 51.09, Stats., or a facil-
ity under s. 45.50, 51.05, 51.06, 233.40, 233.41, 233.42 or 252.10,
Stats.
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(b)  “Managing pharmacist” means a pharmacist designated by
the pharmacy owner to have responsibility for and direct control
of pharmaceutical operations in a pharmacy.


(c)  “Practitioner” means a person licensed in this state to pre-
scribe and administer drugs or licensed in another state and recog-
nized by this state as a person authorized to prescribe and adminis-
ter drugs.


(d)  “Remote dispensing site” means a dispensing site that is
not licensed as a pharmacy.  Remote does not mean geographical
distance or location.


(e)  “Supervising pharmacy” means a licensed pharmacy that
oversees the operations and administration of all aspects of the
remote dispensing site.


(2) LICENSING REQUIREMENTS AND USE OF TITLES RELATING TO
THE OPERATION OF REMOTE DISPENSING SITES.  (a)  A remote dis-
pensing site shall not be licensed as a pharmacy.


(b)  No person may use or display the title “pharmacy,” “drug-
store,” “apothecary,” or any other title, symbol or insignia having
the same or similar meanings in connection with a remote dispens-
ing site.


(3) LOCATION OF REMOTE DISPENSING SITES.  A pharmacist may
dispense at the following locations:


(a)  A health care facility or a facility identified under s.
980.065, Stats.


(b)  The office or clinic of a practitioner.
(c)  A county jail, rehabilitation facility under s. 59.53 (8),


Stats., state prison under s. 302.01, Stats., or county house of
correction under s. 303.16 (1), Stats.


(d)  A juvenile correctional facility under s. 938.02 (10p),
Stats., juvenile detention facility under s. 938.02 (10r), Stats., resi-
dential care center for children and youth under s. 938.02 (15d),
Stats., secured residential care center for children and youth under
s. 938.02 (15g), Stats., type 1 juvenile correctional facility under
s. 938.02 (19), Stats., type 2 residential care center for children
and youth under s. 938.02 (19r), Stats., or type 2 juvenile correc-
tional facility under s. 938.02 (20), Stats.


(4) REQUIREMENTS FOR THE OPERATION OF REMOTE DISPENSING
SITES.  (a)  A remote dispensing site shall display a sign, easily
viewable by customers, that states all of the following:


1.  Prescriptions may be filled at this location.
2.  This store is a remote dispensing site being supervised by


a pharmacist located at all of the following:
a.  Name of store.
b.  Address of store.
c.  Telephone number of store.
3.  The pharmacist is required to talk to you each time you pick


up a prescription.
(b)  A remote dispensing site shall not open for operation if the


supervising pharmacy is closed.
(c)  A remote dispensing site shall not dispense a prescribed


drug or device in the absence of the ability of a patient to commu-
nicate with the pharmacist.


(d)  When closed, a remote dispensing site shall have a cen-
trally monitored alarm.  For all after hour entries, the personnel
entering the site shall record their name, and the date, time and
purpose for entering the site in a log.  All logs shall be retained for
2 years.


(e)  A remote dispensing site shall submit written notification
to the board 30 days prior to operating the remote dispensing site.


(5) DISPENSING REQUIREMENTS.  A remote dispensing site shall
meet all of the following:


(a)  Comply with the requirements under s. Phar 7.01 and visu-
ally inspect prescription orders, labels and dispensed product.


(b)  Comply with the labeling requirements under s. Phar 7.12
(2) (g).  The prescription label shall contain the name and address


of the supervising pharmacy as the licensed facility from which
the prescribed drug or device was dispensed.


(c)  Comply with federal law if a remote dispensing site dis-
penses controlled substances.


(6) RESPONSIBILITIES OF MANAGING  PHARMACISTS.  (a)  The
managing pharmacist of a remote dispensing site shall, in accord-
ance with s. Phar 7.09, do all of the following:


1.  Have written policies and procedures for system operation,
safety, security, accuracy and access.


2.  Implement an on−going quality assurance program that
monitors performance that includes the number of prescriptions
dispensed per month, number of medication errors documented,
loss or diversion of inventory, and documentation of remedial
training to prevent future errors.


3.  Visit the remote dispensing site at least monthly to conduct
controlled substance inventory, to ensure written policies and pro-
cedures are being followed, and to ensure that remote dispensing
site personnel comply with all federal and state laws regulating the
practice of pharmacy.


4.  Retain documentation of the monthly inspection visits at
the remote dispensing site for 2 years.


(b)  The managing pharmacist at the supervising pharmacy is
responsible for all remote dispensing sites connected to the super-
vising pharmacy.


(7) REQUIREMENTS FOR PHARMACY TECHNICIANS AND INTERNS.


Pharmacy technicians and interns employed at a remote dispens-
ing site shall satisfy all of the following requirements:


(a)  Be 18 years of age or older.
(b)  Be a high school graduate or have equivalent education.
(c)  Have completed 1500 hours of work as a technician within


the 3 years prior to the date of employment at the remote dispens-
ing site or completed a training program approved by the board.


History:   CR 09−099: cr. Register March 2010 No. 651, eff. 4−1−10.


Phar  7.10 Administration of drug products and
devices  other than vaccines.   A pharmacist may administer
a drug product, as defined in s. 450.01 (11), Stats., or device, as
defined in s. 450.01 (6), Stats., in the course of teaching a patient
self−administration techniques except a pharmacist may not
administer by injection a prescribed drug product or device unless
he or she satisfies each of the following:


(1) The pharmacist has successfully completed 12 hours in a
course of study and training, approved by the Accreditation Coun-
cil for Pharmacy Education or the board, in injection techniques,
emergency procedures, and record keeping.


(2) The pharmacist has in effect liability insurance against
loss, expense and liability resulting from errors, omissions or
neglect in the administration by injection of prescribed drug prod-
ucts or devices in an amount that is not less than $1,000,000 for
each occurrence and $2,000,000 for all occurrences in any one
policy year.  The pharmacist shall maintain proof that he or she sat-
isfies this requirement and, upon request, shall provide copies of
such proof to the department or board.


(3) The pharmacist has written procedures regarding the
administration by injection of a prescribed drug product or device
in the course of teaching self−administration techniques to a
patient.


Note:  To administer a vaccine a pharmacist must meet the requirements in s.
450.035, Stats.


History:  Cr. Register, December, 1999, No. 528, eff. 1−1−00; CR 14−023: am.
(1) Register August 2014 No. 704, eff. 9−1−14.


Phar  7.12 Central fill pharmacy .  (1) In this section:
(a)  “Central fill pharmacy” means a pharmacy licensed in this


state acting as an agent of an originating pharmacy to fill or refill
a prescription.
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(b)  “Originating pharmacy” means a pharmacy licensed in this
state that uses a central fill pharmacy to fill or refill a prescription
order.


(2) A central fill pharmacy and originating pharmacy may
process a request for the filling or refilling of a prescription order
received by an originating pharmacy only pursuant to the follow-
ing requirements:


(a)  The central fill pharmacy either has the same owner as the
originating pharmacy or has a written contract with the originating
pharmacy outlining the services to be provided and the responsi-
bilities of each pharmacy in fulfilling the terms of the contract in
compliance with federal and state law.


(b)  The central fill pharmacy shall maintain a record of all orig-
inating pharmacies, including name, address and DEA number,
for which it processes a request for the filling or refilling of a pre-
scription order received by the originating pharmacy.  The record
shall be made available upon request for inspection by the board
or its agent.


(c)  The central fill pharmacy and originating pharmacy main-
tain a written filling protocol delineating each pharmacy’s
assumption of responsibility for compliance with the prescription
drug compounding and dispensing requirements of this chapter
and ch. Phar 8.


(d)  The originating pharmacy shall remain responsible for
compliance with the prescription drug compounding and dispens-
ing requirements of this chapter and ch. Phar 8, and which are not
assumed in writing by the central fill pharmacy pursuant to a writ-
ten filling protocol.


(e)  The originating pharmacy shall at all times remain solely
responsible to perform and comply with the requirements of s.
Phar 7.01 (1) (e) and (em).


(f)  Unless the central fill pharmacy shares a common central
processing unit with the originating pharmacy, it may not perform
processing functions such as the medication profile record review


of the patient, drug utilization review, refill authorizations, inter-
ventions and drug interactions.


(g)  The prescription label attached to the container shall con-
tain the name and address of the originating pharmacy as the
licensed facility from which the prescribed drug or device was dis-
pensed for purposes of s. 450.11 (4) (a) 1., Stats.  The date on
which the prescription was dispensed for purposes of s. 450.11 (4)
(a) 2., Stats., shall be the date on which the central fill pharmacy
filled the prescription order.


(h)  The originating pharmacy shall maintain the original of all
prescription orders received for purposes of filing and record-
keeping as required by state and federal law.


(i)  The central fill pharmacy shall maintain all original fill and
refill  requests received from the originating pharmacy and shall
treat them as original and refill prescription orders for purposes of
filing  and recordkeeping as required by state and federal law.


(j)  In addition to meeting the other recordkeeping require-
ments required by state and federal law, the central fill pharmacy
and originating pharmacy shall each maintain records to identify
each of its pharmacists responsible for receiving and reviewing
prescription orders and compounding and dispensing pursuant to
a prescription order and track the prescription order during each
step in the dispensing process.


(k)  The central fill pharmacy and originating pharmacy shall
adopt a written quality assurance program for pharmacy services
designed to objectively and systematically monitor and evaluate
the quality and appropriateness of patient care, pursue opportuni-
ties to improve patient care, resolve identified problems and
insure compliance with this section.


(L)  The originating pharmacy shall provide the patient with the
name and address of the central fill pharmacy and obtain consent
as required by applicable state and federal law.


History:   CR 01−075: cr. Register November 2003 No. 575, eff. 12−1−03; CR
09−098: am. (2) (f) Register May 2010 No. 653, eff. 6−1−10.
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Chapter Phar 8


REQUIREMENTS FOR CONTROLLED SUBSTANCES


Phar 8.01 Scope.
Phar 8.02 Records.
Phar 8.03 Filing prescription orders.
Phar 8.04 Purpose of issue of prescription order.
Phar 8.05 Dispensing.
Phar 8.06 Renewing prescriptions.


Phar 8.07 Partial dispensing.
Phar 8.08 Labeling prescriptions.
Phar 8.09 Emergency dispensing.
Phar 8.10 Disclosure of suspicious orders of controlled substances.
Phar 8.11 Controlled substances in emergency kits for long term care facilities.
Phar 8.12 Prescription orders transmitted by facsimile machine.


Phar 8.01 Scope.   Procedures governing the manufacture,
distribution and dispensing of controlled substances pursuant to
ch. 961, Stats., are set forth generally by that chapter and specifi-
cally by sections of this chapter and chs. Phar 12 and 13.


History:   Cr. Register, January, 1983, No. 325, eff. 2−1−83; am. Register, August,
1991, No. 428, eff. 9−1−91; am. Register, December, 1998, No. 516, eff. 1−1−99.


Phar  8.02 Records.   (1) Any pharmacy, practitioner, or
other federal drug enforcement administration registrant, as refer-
enced in ch. 961, Stats., shall maintain complete and accurate
records of each controlled substance received, manufactured, dis-
tributed, dispensed or disposed of in any other manner.


(2) Records required by the federal controlled substances act
and ch. 961, Stats., shall be maintained at the location where the
drug is received, manufactured, distributed or dispensed, and be
available for inspection by authorized persons for at least 5 years
from the date of such record. Financial and shipping records such
as invoices and packing slips, but not executed order forms, may
be kept at a central location. A complete and accurate biennial
physical inventory of all schedule II, III, IV and V controlled sub-
stances pursuant to ss. 961.16, 961.18, 961.20 and 961.22, Stats.,
and ch. CSB 2 on hand shall be made in conformance with all
applicable federal and state laws.


(3) Required records shall be maintained as follows:
(a)  Records of schedule II controlled substances, other than


prescription orders, shall be maintained separately from all other
records.


(b)  Records of schedule III, IV and V controlled substances
shall be maintained either separately or in such form that the infor-
mation required is readily retrievable from the registrant’s ordi-
nary records.


(c)  The official drug enforcement administration order forms,
DEA form 222, used in the procurement and distribution of sched-
ule II substances shall be maintained at the locations from which
the drug was distributed and where it is received.


(d)  Any person authorized to manufacture, distribute or dis-
pense controlled substances shall maintain complete and accurate
records with the following information:


1.  The name of the substance.
2.  The dosage form, strength and quantity of the substance.
3.  The quantity and date of distribution as well as the name,


address and DEA registration number of the person to whom dis-
tributed.


4.  The number of units and date of receipt as well as the name,
address and DEA registration number of the person from whom
received.


5.  The name and address of the person for whom dispensed,
date of dispensing, quantity dispensed and name or initials of the
individual who dispensed the substance.


(e)  Records for dispensed schedule V substances shall be
maintained as follows:


1.  If a schedule V drug is dispensed pursuant to the prescrip-
tion order of a practitioner, the prescription shall be labeled prop-


erly and the order filed in accordance with the requirements for
schedule III and IV orders.


2.  If a schedule V drug is dispensed other than pursuant to a
prescription order, the dispenser shall make the record required by
s. 961.23, Stats., in a bound controlled substance V register at the
time of the transaction.


(f)  In any instance that a pharmacy, practitioner or other DEA
registrant authorized to possess controlled substances is required
to file with the DEA a report of theft or loss of controlled sub-
stances, the pharmacy, practitioner or other DEA registrant shall
also send a copy to the board within 2 weeks of filing with the
DEA.


Note:  The Drug Enforcement Administration regional office is at 1800 Dirksen
Federal Building, 219 S. Dearborn, Chicago, Illinois 60604.


History:  Cr. Register, January, 1983, No. 325, eff. 2−1−83; am. (3) (f), r. (4) (a)
and (b), Register, August, 1991, No. 428, eff. 9−1−91; am. (1), (2) and (3) (e) 2., Reg-
ister, December, 1998, No. 516, eff. 1−1−99; CR 06−052: am. (3) (f) Register October
2006 No. 610, eff. 11−1−06.


Phar  8.03 Filing prescription orders.   (1) All con-
trolled substance prescription orders shall be maintained on file,
in chronological order, for a period of at least 5 years. The orders
shall be readily accessible to enforcement personnel authorized
by s. 961.51, Stats.


(2) Schedule II prescription orders may be filed separately
from all other orders or they may be filed with those for schedule
III,  IV and V drugs provided all orders in the file for schedule III,
IV  and V drugs are stamped in red ink with the letter “C” one inch
in height, in the lower right hand corner of the order. Under no cir-
cumstances may schedule II orders be filed together with those for
non−controlled drugs.


(3) Schedule III, IV  and V prescription orders may be filed
with those for non−controlled drugs provided that orders for
schedule III, IV and V drugs are stamped in red ink with the letter
“C”  one inch in height in the lower right hand corner of the order
or orders for schedule III, IV and V substances may be filed sepa-
rately. However, if a pharmacy employs an automated data pro-
cessing system or other electronic recordkeeping system for pre-
scription orders which permits identification by prescription order
number and retrieval of original documents by prescriber’s name,
patient’s name, drug dispensed, and date filled, then the require-
ment to mark the hard copy prescription order with a red ‘‘C” is
waived.


History:   Cr. Register, January, 1983, No. 325, eff. 2−1−83; am. (2) and (3), Regis-
ter, August, 1991, No. 428, eff. 9−1−91; am. (1) and (3), Register, December, 1998,
No. 516, eff. 1−1−99.


Phar  8.04 Purpose of issue  of prescription order .
(1) Prescription orders for controlled substances shall be issued
for a legitimate medical purpose by individual practitioners acting
in the usual course of professional practice. Responsibility for the
proper prescribing and dispensing of controlled substances is
upon the prescribing practitioner, but a corresponding responsi-
bility  rests with the pharmacist who dispenses the prescription. An
order purporting to be a prescription order not issued in the usual
course of professional treatment or in legitimate and authorized
research is not a prescription order within the meaning and intent
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of ss. 450.01 (21) and 961.38, Stats. The person knowingly dis-
pensing pursuant to such a purported order, as well as the person
issuing it, shall be subject to the penalties provided for violation
of the provision of law relating to controlled substances.


(2) A prescription order issued by a practitioner to obtain con-
trolled substances for the purpose of general dispensing or admin-
istration to patients by the practitioner is not valid.


History:   Cr. Register, January, 1983, No. 325, eff. 2−1−83; am. Register, August,
1991, No. 428, eff. 9−1−91; am. (1), Register, December, 1998, No. 516, eff. 1−1−99.


Phar  8.05 Dispensing.   (1) All controlled substance pre-
scription orders shall be dated as of, and signed on, the day issued
and shall contain the full name and address of the patient, the drug
name, strength, dosage form, quantity prescribed, directions for
use and the name, address and registration number of the practi-
tioner.  Prescription orders shall be written with ink or indelible
pencil or be typewritten and shall be signed by the practitioner.
Orders for controlled substances may be issued only by individual
practitioners who are authorized to prescribe controlled sub-
stances by the jurisdiction in which he or she is licensed to practice
and registered or exempt from registration under the federal con-
trolled substances act.


(2) A pharmacist may dispense a controlled substance listed
in schedule II, III or IV only pursuant to a prescription order issued
by an individual practitioner. The order shall be initialed and dated
by the dispensing pharmacist as of the date the prescription is dis-
pensed. If the person accepting the medication pursuant to any
prescription order for a schedule II controlled substance, specified
in s. 961.16, Stats., is not personally known to the pharmacist,
there shall be written in ink, on the reverse side, the printed name,
signature and address of the person.


(3) An individual practitioner may dispense directly a con-
trolled substance listed in schedule II, III or IV provided that the
prescription container is labeled and records are maintained in
accordance with the requirements of this code.


(4) A prescription containing a controlled substance listed in
schedule II may be dispensed only pursuant to a written hard copy
or electronic order signed by the prescribing individual practi-
tioner, except in emergency situations.  A prescription for a con-
trolled substance listed in schedule II may not be dispensed more
than 60 days after the date of issue on the prescription order.


(7) A prescription order for a controlled substance may not be
dispensed unless the prescription order contains all of the informa-
tion required in sub. (1).  For any controlled substance prescription
order, a pharmacist may not add, modify or clarify the patient’s
name, the controlled substance prescribed, except for generic sub-
stitution as permitted by law, and the prescribing practitioner’s sig-
nature.  After consultation with the prescribing practitioner, a phar-
macist may add, modify or clarify the strength, dosage form,
quantity prescribed, date of issuance and directions for use for a
schedule II controlled substance prescription order.  For a schedule
II  controlled substance prescription order, a pharmacist may add,
modify or clarify the registration number of the practitioner, and the
address of the practitioner and the patient if that information is veri-
fiable and retrievable from information maintained by the pharma-
cist or is obtained through consultation with the practitioner.  A
pharmacist may add, modify or clarify any information allowed in
this subsection missing from a prescription order for a schedule III,
IV or V controlled substance that is verifiable and retrievable from
information maintained by the pharmacist or that is obtained
through consultation with a practitioner.  A patient may only pro-
vide information to a pharmacist to add, modify or clarify the
patient’s address.  The prescription order shall be initialed and dated
by the pharmacist and shall indicate the addition, modification or
clarification of information and the manner by which the pharma-
cist obtained that information.


History:   Cr. Register, January, 1983, No. 325, eff. 2−1−83; am. (1), (2), (3) and
(5), cr. (6), Register, August, 1991, No. 428, eff. 9−1−91; cr. (7), Register, January,
1996, No. 481, eff. 2−1−96; am. (4), Register, February, 1996, No. 482, eff. 3−1−96;
am. (2), Register, December, 1998, No. 516, eff. 1−1−99; am. (1) and (7), r. (6), Regis-


ter, February, 2001, No. 542, eff. 3−1−01; CR 01−154: am. (4), r. (5), Register 2002
No. 559, eff. 8−1−02; CR 13−075: am. (4) Register August 2014 No. 704, eff.
9−1−14.


Phar  8.06 Renewing prescriptions.   (1) No prescrip-
tion containing a schedule II substance may be renewed.


(2) The prescribing practitioner may authorize renewals of
schedule III or IV controlled substances on the original prescrip-
tion order or through an electronic or oral renewal authorization
transmitted to the pharmacist. The following conditions must be
met:


(a)  The pharmacist obtaining the electronic or oral authoriza-
tion shall note on the prescription order, medication profile record
or readily retrievable and uniformly maintained document the fol-
lowing information:


1.  Date authorization is received.
2.  Quantity of drug authorized.
3.  Number of renewals.
4.  Identification of practitioner authorizing the renewals if


different from the original prescriber.
5.  Identification of the pharmacist who received the authori-


zation.
(b)  The quantity of each renewal authorized is equal to or less


than the quantity authorized for the initial dispensing of the origi-
nal prescription.


(3) No prescription containing a controlled substance listed in
schedule III or IV may be dispensed or renewed more than 6
months after the date on which the prescription order was issued
and no prescription authorized to be renewed may be renewed
more than 5 times.


(4) A prescription containing a drug listed in schedule V may
be renewed only as expressly authorized by the practitioner.


History:   Cr. Register, January, 1983, No. 325, eff. 2−1−83; renum. (2) and (3) to
be (3) and (4) and am. (3), cr. (2), Register, August, 1991, No. 428, eff. 9−1−91; am.
(2) (intro.) and (a) (intro.), Register, November, 1999, No. 527, eff. 12−1−99.


Phar  8.07 Partial dispensing.   (1) A pharmacist may
partially dispense a prescription containing a controlled substance
listed in schedule III, IV and V.


(2) The partial dispensing of a prescription containing a con-
trolled substance listed in schedule II is permissible, if the phar-
macist is unable to supply the full quantity called for in a written
or emergency electronic or oral prescription order, and the phar-
macist makes a notation of the quantity supplied on the face of the
written hard copy  prescription order or written record of the elec-
tronic or emergency oral prescription order.  The remaining por-
tion of the prescription may be dispensed within 72 hours of the
first partial dispensing.  If the remaining portion is not dispensed
within the 72 hour period, the pharmacist shall so notify the pre-
scribing individual practitioner.  No further quantity may be sup-
plied beyond the 72 hours without a new prescription order.


(3) Prescription orders for schedule II controlled substances
written for patients in long term care facilities (LTCF) or for
patients with a medical diagnosis documenting a terminal illness
may be dispensed in partial quantities to include individual dosage
units. The prescribing practitioner may document a terminal ill-
ness by writing upon the face of the prescription order the phrase
“terminal illness” or words of similar meaning. If there is any
question whether a patient may be classified as having a terminal
illness, the pharmacist shall contact the prescribing practitioner
prior to partially dispensing the prescription. Documentation of a
terminal illness, whether substantiated by the presence of an
appropriate phrase written upon the face of the prescription order
or through pharmacist contact with the prescribing practitioner,
shall be placed within the individual medication profile record
maintained under s. Phar 7.07. The pharmacist shall record on the
prescription order whether the patient is“terminally ill” or an
“LTCF patient.” A prescription order that is partially dispensed
and does not contain the notation “terminally ill” or“LTCF
patient” shall be deemed to have been dispensed in violation of
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this section. For each partial dispensing, the dispensing pharma-
cist shall record on the back of the prescription order or on another
appropriate record, uniformly maintained and readily retrievable,
the date of the partial dispensing, quantity dispensed, remaining
quantity authorized to be dispensed and the identification of the
dispensing pharmacist. Subsequent partial dispensing is not per-
mitted under this section if the patient becomes deceased, or is no
longer diagnosed as terminally ill, or no longer resides within an
LTCF.  The total quantity of a schedule II controlled substance dis-
pensed by partial dispensing may not exceed the total quantity
prescribed. Prescription orders for schedule II controlled sub-
stances for patients in an LTCF or patients with a medical diagno-
sis documenting a terminal illness shall be valid for a period not
to exceed 60 days from the issue date unless terminated earlier by
the discontinuance of medication.


(4) Information pertaining to current prescription orders for
schedule II controlled substances for patients in an LTCF or for
patients with a medical diagnosis documenting a terminal illness
may be maintained in a computerized system if the system has the
capability to permit:


(a)  Display or printout of: the original prescription order desig-
nation; date of issue; identification of prescribing practitioner;
identification of patient; name and address of the LTCF or name
and address of the hospital or residence of the patient; identifica-
tion of medication authorized, including dosage form, strength
and quantity; listing of partial quantities that have been dispensed
under each prescription order and the information required in sub.
(3).


(b)  Immediate (real time) updating of the prescription order
record each time there is partial dispensing of the prescription.


(c)  Retrieval of partially dispensed schedule II prescription
information identical to that required by s. Phar 7.05 (2) for all pre-
scription renewal information.


History:   Cr. Register, January, 1983, No. 325, eff. 2−1−83; r. and recr. Register,
August, 1991, No. 428, eff. 9−1−91; am. (3), (4) (intro.) and (a), r. (5), Register, Sep-
tember, 1994, No. 465, eff. 10−1−94; am. (2), Register, November, 1999, No. 527,
eff. 12−1−99; CR 13−075: am. (2) Register August 2014 No. 704, eff. 9−1−14.


Phar  8.08 Labeling prescriptions.   (1) The pharmacist
dispensing a prescription containing a controlled substance shall
affix to the immediate container a label showing the date of dis-
pensing; the pharmacy name and address; serial number of the
prescription; full name of the patient; name of the prescribing
practitioner; directions for use; and cautionary statements, con-
tained in the prescription order or required by law.


(2) Practitioners who personally dispense any controlled sub-
stance to patients in the course of their professional practice other
than by prescribing or administering shall conform to ch. Med 17,
standards for dispensing drugs.


History:   Cr. Register, January, 1983, No. 325, eff. 2−1−83; am. Register, August,
1991, No. 428, eff. 9−1−91.


Phar  8.09 Emergency dispensing.   (1) For the purpose
of authorizing an oral prescription order for a schedule II con-
trolled substance, the term “emergency” means those situations in
which the prescribing practitioner determines that:


(a)  Immediate administration of the controlled substance is
necessary for proper treatment of the patient.


(b)  No appropriate alternative treatment is available, including
the administration of a drug which is not a schedule II controlled
substance.


(c)  It is not reasonably possible for the prescribing practitioner
to provide a written prescription order to be presented to the phar-
macist prior to dispensing.


(2) In an emergency a pharmacist may dispense a controlled
substance listed in schedule II upon receiving oral authorization
of a practitioner if:


(a)  The quantity prescribed and dispensed is limited to the
amount adequate to treat the patient during the emergency period.


(b)  The prescription order is immediately reduced to writing
by the pharmacist and contains all information required in s. Phar
8.05, except for the signature of the practitioner.


(3) If  the practitioner is not known to the pharmacist, the phar-
macist shall make a reasonable effort to determine that the oral
authorization came from an authorized practitioner, which may
include a call back to the prescribing practitioner using good faith
efforts to insure the practitioner’s identity.


(4) Within 7 days after authorizing an emergency oral pre-
scription order, the practitioner shall cause a written or electronic
order for the emergency quantity prescribed to be delivered to the
dispensing pharmacist.  In addition to conforming to the require-
ments of s. Phar 8.05, the order shall contain on its face “authori-
zation for emergency dispensing” and the date of the oral order.
The written or electronic order may be delivered to the pharmacist
in person or by mail or electronically, but if delivered by mail it
shall be postmarked within the 7 day period. Upon receipt, the dis-
pensing pharmacist shall attach this prescription order to the oral
emergency order reduced to writing under sub. (2) (b).  The phar-
macist shall notify the board or department of safety and profes-
sional services if the practitioner fails to deliver the written or
electronic order.  Failure of the pharmacist to provide notification
shall void the authority conferred by this section to dispense with-
out a written or electronic order of a practitioner.


History:   Cr. Register, January, 1983, No. 325, eff. 2−1−83; am. Register, August,
1991, No. 428, eff. 9−1−91; am. (4), Register, December, 1998, No. 516, eff. 1−1−99;
am. (1) (intro.), (2) (intro.), (3) and (4), Register, November, 1999, No. 527, eff.
12−1−99; correction in (4) made under s. 13.92 (4) (b) 6., Stats., Register February
2012 No. 674; CR 13−075: am. (1) (intro.), (2) (intro.), (3), (4) Register August
2014 No. 704, eff. 9−1−14.


Phar  8.10 Disclosure of suspicious orders of con -
trolled  substances.   Manufacturers and distributors of con-
trolled substances shall disclose suspicious orders of controlled
substances. Suspicious orders include, without limitation because
of enumeration, orders of unusual size, orders deviating substan-
tially from a normal pattern and orders of unusual frequency. The
licensee shall notify the regional office of the DEA and the board
of all suspicious orders.


History:   Cr. Register, August, 1991, No. 428, eff. 9−1−91.


Phar  8.11 Controlled substances  in emergency kits
for  long term care facilities.   Long term care facilities which
are not registered with the DEA shall meet all of the following
requirements regarding emergency kits containing controlled
substances:


(1) The source of supply must be a DEA registered hospital,
pharmacy or practitioner.


(2) The pharmaceutical services committee of the facility
shall establish security safeguards for each emergency kit stored
in the LTCF which shall include the designation of individuals
who may have access to the emergency kits and a specific limita-
tion of the type and quantity of controlled substances permitted to
be placed in each emergency kit.


(3) A pharmacist shall be responsible for proper control and
accountability for such emergency kits within the LTCF which
includes the requirement that the LTCF and the providing DEA
registered hospital, pharmacy or practitioner maintain complete
and accurate records of the controlled substances placed in the
emergency kits, the disposition of those controlled substances,
plus the requirement to take at least monthly physical inventories.


(4) The pharmaceutical services committee will establish the
emergency medical conditions under which the controlled sub-
stances may be administered to patients in the LTCF which shall
include the requirement that medication be administered by
authorized personnel only as expressly authorized by an individ-
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ual DEA registered practitioner and in compliance with all appli-
cable federal and state laws.


(5) Noncompliance with this rule may result in revocation,
denial or suspension of the privilege of having or placing emer-
gency kits, containing controlled substances, in LTCF.


History:   Cr. Register, August, 1991, No. 428, eff. 9−1−91.


Phar  8.12 Prescription orders transmitted by fac -
simile  machine.   (1) PRESCRIPTION DRUGS OTHER THAN SCHED-
ULE II CONTROLLED SUBSTANCES. A pharmacist may dispense a
prescription drug, other than a schedule II controlled substance,
pursuant to a prescription order transmitted by a facsimile
machine from the practitioner or the practitioner’s agent to the dis-
pensing pharmacy if all of the following conditions are met:


(a)  The transmitted facsimile prescription order shall contain
all of the information required for a valid written prescription
order. The order shall also contain the time and date of the trans-
mission, as well as the telephone number and name of the trans-
mitter.


(b)  Unless the facsimile paper is non−fading, the facsimile pre-
scription order received shall be duplicated by copy machine or
other similar device and the copy must be physically attached to
the order received.


(2) SCHEDULE II CONTROLLED SUBSTANCES. A pharmacist may
not dispense a schedule II controlled substance pursuant to a pre-
scription order transmitted by a facsimile machine unless all of the


conditions stated in sub. (1) are satisfied, and any of the following
conditions are met:


(a)  The prescription order is written for a schedule II controlled
substance to be compounded for the direct administration to a
patient by parenteral, intravenous, intramuscular, subcutaneous
or intraspinal infusion, and is transmitted by the practitioner or the
practitioner’s agent to the dispensing pharmacy by facsimile.


(b)  The prescription order is written for a schedule II con-
trolled substance for a patient who resides in a long term care facil-
ity, or who meets the eligibility requirements for placement in a
long term care facility but elects to reside at home, and is trans-
mitted by the practitioner or the practitioner’s agent to the dispens-
ing pharmacy by facsimile.


(c)  The prescription order is written for a schedule II controlled
substance for a patient enrolled in a hospice certified by medicare
under Title XVIII or licensed by this state, and is transmitted by
the practitioner or the practitioner’s agent to the dispensing phar-
macy by facsimile.


(3) PRESCRIPTION ORDERS TRANSMITTED BY FACSIMILE CONSID-
ERED WRITTEN ORDERS.  For all purposes under chs. 450 and 961,
Stats., and the rules of the board, a prescription order transmitted
by facsimile machine shall be considered the original written pre-
scription order.


History:   Cr. Register, December, 1998, No. 516, eff. 1−1−99; CR 09−098: am. (2)
(b) Register May 2010 No. 653, eff. 6−1−10.
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Effective medication use is essential to chronic disease control, 
population health management and health care cost reduction.  
Information printed on prescription medication labels offers the most 
readily available guidance to ensure the medications are being used 
effectively. Currently used medication labels and amber-cast pharmacy 
pill bottles have been in existence in the United States since World War II 
without much change. Yet these labels often can be confusing and, 
in some cases, even misleading.  


National standards for prescription medication labels do not exist. 
The lack of universal standards for labeling on prescription containers 
can lead to medication errors and adverse drug events (ADEs).  The 
problem of misunderstanding medication use information can be 
particularly troublesome for individuals with limited literacy (difficulty 
reading text) and is more likely to be prevalent among groups at higher 
risk for low health literacy (difficulty understanding health information), 
such as older adults and patients with limited English proficiency. 
Misunderstanding of labels can lead to inadvertent misuse of 
medications and under or over dosing. To improve on this, it is 
essential for medication labeling to be more standardized and more 
easily understood.  


Health literacy is a major factor in the ability of individuals to use 
medications properly. The Institute of Medicine defines health literacy 
as “the degree to which individuals have the capacity to obtain, 
process and understand basic information and services needed to 
make appropriate decisions regarding their health.” In a 2011 
systematic review of 96 studies, individuals with low health literacy 
had poorer health knowledge, poorer health status, and were less 
likely to take medications correctly.1  More than half of U.S. adults 
find it difficult to understand and act on health information.2 


In an effort to avoid misunderstanding of prescription medication 
information, it is essential for labeling to be constructed in a clear and 
easily understood manner. Emerging research is documenting the 
value of a more patient-centered label. In a recent study on use of the 
Universal Medication System (a method proposed by the Institute of 
Medicine which better describes how to take daily-use, pill-form 
medications) researchers found fewer medication errors with more 
complex prescription regimens and greater adherence to multi-daily 
dosing regimens, especially among adults with lower literacy. The 
benefits were especially pronounced among groups with limited 
English proficiency.3


In May 2013, the United States Pharmacopeia (USP) released a set 
of evidence-based guidelines for patient-centered medication labeling. 
Wisconsin Health Literacy and the University of Wisconsin School of 
Pharmacy undertook a project to determine barriers and facilitators to 
adoption of these new standards in Wisconsin.  


Introduction


“Currently used medication 
label and amber-cast 
pharmacy pill bottles have 
been in existence in the 
United States since 
World War II without 
much change.”


2







Hometown Pharmacy       (800) 555-5555 
123 MAIN STREET 
ANYTOWN, USA 22222 


 
                                DR. M. MARTIN 
No. 0289203-01012                   DATE 02/19/15 
 
YOUR NAME 
631 RIVERSIDE DRIVE ANYTOWN, US 44444 
 
TAKE ONE TABLET BY MOUTH EVERY  
12 HOURS 
 
NAPROXEN 500MG TABLETS 
 
QTY 60                                       EXPIRES 09/26/15 
 
1 REFILL 


Current research relating to prescription medication labeling that is easily 
understood by patients falls into two areas: label elements and design, 
and the impact of current labels on medication use and health outcomes. 


Label Elements and Design
National pharmacy chains have developed 31 different label styles, 
resulting in variability in the clarity and complexity of usage instructions.4 
One study found that the current labeling system emphasized information 
important to the health system (logo and prescription number) rather 
than information that aids the patient in understanding and use of the 
medication. Other studies have suggested a need for evidence-based 
standards that inform the content on the drug label, the formatting and 
font size to use, the best types of icons to support auxiliary instructions 
and how to better present dosage instructions on the drug label.5   


The formatting especially can be problematic for those using multiple 
pharmacies where labels may vary dramatically. For example, the 
redesigned prescription bottles introduced by Target in 2005 have a 
larger, flat label which looks very different from the more traditional 
bottle and label design.


Impact of Current Labels
The understandability of most commonly used prescription labels is 
linked to poor health outcomes. Factors such as complex labeling 
language, unclear administration times, confusing label layout, and 
small font size have been shown to cause patient errors.1,4-9  Such 
errors also have the potential to lead to increased emergency room 
visits, hospital admissions, morbidity and mortality.12


Research has shown that 75% of adults can’t fully identify a 
prescription’s indication for use. This lack of knowledge often results 
in improper use and poor clinical outcomes such as poor blood pressure 
and asthma control.13,14 Research also has shown that misunderstanding 
of medication-related information leads to incorrect dosing linked to 
non-adherence, which was associated with a 20% greater risk of 
hospital readmission.16


Injuries related to medication use (ADEs) are responsible annually for 
3.6 million office visits, 700,000 emergency room visits, and 117,000 
hospitalizations.3, 7 In one study, 46% of patients across all literacy levels 
misunderstood one or more medication dosage instructions and 
54% misunderstood one or more auxiliary warnings that 
accompany medications.8 


Seniors have a significantly greater risk of misunderstanding drug 
labels and misusing medications than other age groups, leading to 
ADEs such as allergic reactions, falls, and death. In 2009, almost 
19% of Dane County seniors admitted to emergency rooms suffered
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either a negative drug reaction or a fall, with drug reactions listed as a 
major risk factor for falls.9 Research led by United Way of Dane County 
(Wisconsin) Delegation on Safe and Healthy Aging revealed that the 
average senior takes 6.4 medications daily.10  One in three adults over 
age 65 taking five or more medications is likely to experience an adverse 
drug event each year, and medical attention will be needed for two-thirds 
of these ADEs.11 


Introduction of New Label Standards
The U.S. Food, Drug and Cosmetic Act (21 CFR 201.56) regulates the 
content of a prescription label, but there is no emphasis on the formatting 
and the spacing of the content on a fixed size label.16 Additional content 
and formatting of the label is left to each state board of pharmacy, where 
there is a lot of flexibility. For example, the State of Wisconsin currently 
has no mandated standards for prescription label format.  Wisconsin 
requirements now include only that a “legible” label affixed to the 
container must include the name/address of the facility dispensing the 
drug, the date, name of practitioner prescribing the drug, full name of 
patient, generic name and strength of the drug unless the practitioner 
requests omission, directions for use, and cautionary statements, if any.17 


The USP, a scientific nonprofit organization that sets standards for the 
identity, strength, quality, and purity of medicines, appointed a Health 
Literacy and Prescription Container Labeling Advisory Panel for 
developing prescription labeling standards in 2008.18 The advisory panel 
was charged with determining optimal prescription label content and 
format and with creating universal prescription label standards for format/
appearance and content/language. USP published a set of standards 
for patient-centered medication labeling in November 2012 as General 
Chapter 17 in the USP’s National Formulary.  These became official 
May 2013.19 As a non-governmental organization, the USP does not 
mandate standards.  Its standards, however, may be recognized in 
laws or adopted as a means of meeting certain regulatory criteria.


The USP labeling standards were developed based on hundreds of 
studies that have examined variability in medication labels and how 
they can enhance patient understanding. The new standards focused 
on emphasizing the most important information, improving readability, 
giving explicit instructions, identifying purpose for use, and addressing 
limited English proficiency and visual impairment.  As of this writing, the 
USP has proposed revisions to Chapter 17 which include more specifics 
on addressing visual impairment, incorporation of the Universal Medica-
tion Schedule (UMS), standardizing directions, and utilization of metric 
devices for liquid medications.20  
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The National Association of Boards of Pharmacy (NABP) works closely 
with USP and recognizes its panel of experts as setting quality standards 
for the pharmacy profession. NABP was represented on the expert panel 
for the development of the label standards and adopted a resolution 
supporting state boards in requiring a standardized prescription container 
label in 2012.21 In addition, the Institute for Safe Medication Practices 
(ISMP) and National Council for Prescription Drug Programs (NCPDC) 
also have supported the adoption of the USP patient-centered 
labeling standards.22 


Although the new USP standards promote patient understanding of 
prescription medication labels, it was not known whether the adoption of 
these standards is practical or desirable to relevant stakeholders 
in Wisconsin.  


Several unknowns guided the current project:
 How much do Wisconsin pharmacists know about the 
 USP standards?
 If awareness is low, what efforts might be required to achieve 
 sufficient awareness to lay the groundwork for adoption?
 By what means can the USP label standards be promoted 
 most effectively?
 What are the perceived barriers and facilitators to adoption?
 What advocacy or action, if any, has been taken to adopt these or 
 other label standards in Wisconsin?


This project focused on identifying the needs, current attitudes 
and values of key pharmacy stakeholders in Wisconsin regarding 
medication label standards. By exploring the above issues, a decision 
could be made as to the likelihood for success of launching a Wisconsin 
patient-centered labeling initiative and what approaches likely have the 
greatest chance of success.


Problem
Statement
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In order to explore potential adoption of the new patient-centered 
standards, semi-structured interviews were conducted among key 
stakeholders to identify the barriers and facilitators. The description of 
the stakeholders can be found in Table 1. 


This study was approved by the University of Wisconsin-Madison 
Institutional Review Board. Purposive sampling was used to recruit 
stakeholders. Key stakeholders were identified through personal contacts 
with networks supporting research initiatives in the field of pharmacy and 
medicine. Each stakeholder was sent a reference packet after he or she 
consented to participate in the interview. The reference packet contained 
the USP label standards and a description of the standards to familiarize 
or remind study participants of the standards and to act as a reference 
tool at the time of the interview. 


A semi-structured interview guide was developed to collect data on the 
barriers and facilitators of adopting the new patient centered USP label 
guidelines.  Specifically the questions in the guide were constructed to 
identify stakeholder perceptions of attributes of the USP label standards 
that may affect adoption of these standards in practice. (See Appendix 
for interview guide.)


Research
Methods
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    Number of
Category   Respondents


Chain      2 
Pharmacists   
 
Pharmacists at   3 
Independent Pharmacies


Chain Pharmacy   4
Managers
  
Independent    3
Pharmacy Managers


Physicians    3


Software Vendors   2
      


Table 1: Key Stakeholders Interviewed
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The Diffusion of Innovation Theory (Rogers, E. M., 1962) guided the 
development of the interview guide. The Diffusion of Innovation Theory 
explains how innovations are diffused throughout a population over 
time. Rogers describes attributes of innovations that affect adoption, 
including: relative advantage (is it better than what was there before?); 
compatibility (does it fit with the intended audience?); complexity (is it 
easy to use?); trialability (can it be tested before making a decision to 
adopt?); and observability (are the results visible and easily measur-
able?).1, 4 In the context of the present study, the new USP label stan-
dards represent an innovation. Interview questions were constructed to 
measure perceptions of the attributes of the label standards that may 
influence their adoption in practice. The interview guide was customized 
to each stakeholder group. 


The interviews were conducted primarily over the phone and were 
designed to take no more than 60 minutes. The same interviewer 
conducted all the interviews.  All interviews were audio-recorded 
and transcribed verbatim. The transcribed interviews were 
independently analyzed by three of the authors using content analysis. 
The answers to each of the questions were coded based on their 
content, and constant comparison method was used to determine if 
newer codes needed to be created. Codes and sub-codes were 
organized into themes, and the themes were identified and grouped 
deductively based on the five constructs (i.e., attributes) of the Diffusion 
of Innovation Theory. The three authors who coded the transcripts 
met periodically to discuss their individual coding and resolve any 
discrepancies. Such discussions occurred for all the interview 
transcripts and continued until consensus was reached. 


Data analysis was conducted concurrently with data collection. 
This procedure helped to highlight additional areas of clarification.  
For example, as a result of the first interview, the interviewer added a 
question and expanded probes in later interviews. Such concurrent 
data analysis allowed for a robust exploration of the topics as the 
study progressed. 
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Seventeen semi-structured interviews were conducted with five different 
categories of stakeholders (See Table 1). The 12 pharmacists that were 
included were employed at pharmacies located in urban (n=8) and rural 
areas (n=4).  These pharmacists came from diverse practice settings: 
traditional chain drug store pharmacies, grocery and discount retail 
stores, hospital or health care systems, closed staff HMOs, and 
privately owned pharmacies. Interviewed pharmacists reported using 
eight different software programs to process prescriptions. The 
physicians interviewed were all in family practice. One of the vendor 
interviewees was a software systems architect and the other was a 
compliance officer for a company with two different pharmacy 
software programs.


Several themes related to the five constructs of the Diffusion of 
Innovation Theory emerged from data analysis. The following section 
explains these themes and how they align with the theoretical 
constructs used.


Awareness and General Attitude toward the USP Standards: 
Although every key stakeholder valued guidelines developed by USP, 
a majority of them were unaware of the standards. Standardization and 
the merits associated with it was a key theme which emerged out of 
most of the interviews. 


Perceived Impact and Facilitators of Adoption:  
Relative Advantage of the New Label Guidelines over Old Labels: 
The new USP guidelines were perceived to be “patient centered” 
as intended by the USP. All the stakeholders felt that the newer USP 
guidelines would improve patient readability and reduce confusion 
related to the patients’ medications. 


Specific characteristics of the new label guidelines such as bigger font, 
adequate white space, explicit directions and the purpose of the 
medication were perceived as advantageous over the current labels 
in different pharmacies. Standardizing the labels in terms of display 
of explicit directions (“take one in the morning and one in the evening” 
versus “twice daily”) was perceived to cause a reduction in medication-
related errors. Further, labels printed in the language of the patient were 
perceived to have a high patient benefit and aid in patient readability 
and understanding. In particular, benefit to vulnerable populations 
such as older adults and patients with limited English proficiency was 
realized by most of our respondents. A potential issue with printing 
labels in languages other than English and Spanish was identified.  
Pharmacists could not verify or “proof” such labels if they themselves 
were not fluent in the foreign languages and found themselves to 
be reliant on web-based translation services. 


Research 
Findings


“…this would make them look 
very similar from pharmacy to 
pharmacy. And that would be 
valuable, I think, in being able 
to look quickly at the informa-
tion and understand.” 
(Physician)


“…I would have to sit there 
and kind of scan through 
the label to try to find that 
information. It’s located all 
over the place depending 
on the software you use.” 
(Independent Pharmacy 
Manager)


“From a development 
viewpoint, I think it’s a good 
thing… it’s less that I have 
to maintain and support.” 
(Software Vendor)


“Obvious advantage to the 
patient from a safety 
standpoint” 


“…less confusion for the 
patient” 


“…clearer in wording on 
labels makes a big difference.” 
(Chain Pharmacy Manager)
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The new USP label guidelines state that the purpose of the 
medication should be clearly present on the prescription label. All of 
our stakeholders unanimously agreed that patients would understand 
their medications much better if they know why they are taking them, 
especially in the case of older adults. 


In the State of Wisconsin, pharmacists are not allowed to add the 
indications on the label unless given or approved by the prescribers. 
When asked about adding the indications to the prescription label, 
physicians interviewed mentioned that it’s a “great idea” but they would 
need to be reminded of this addition while writing an e-prescription.  
They also acknowledged the challenge of off-label use.


Complexity and the Compatibility of the USP Guidelines: Our key 
stakeholders expressed that the USP guidelines could be adopted in 
the current pharmacy practice. Some physicians perceived that the 
change from the current label to the newer label would involve “a lot 
of updating”; however, software vendors expressed that they create 
several iterations of the prescription labels and it depends on their 
clients (corporate level pharmacies) to select the most appropriate 
iteration. Some pharmacists mentioned that there may be some 
training of staff required to implement all the guidelines mentioned 
by the USP. 


The newer label guidelines were perceived to be very compatible 
with the current workflow in the pharmacy. In fact, one pharmacist 
mentioned that the new label guidelines may serve as a “consultation 
aid” for them and help them save time in clarifying any confusion of 
the patient. Lastly, pharmacists mentioned that a patient-centered 
label would help them in keeping their patients more satisfied with
their pharmacy.


Trialability and Observability of the New Label Guidelines: Many 
stakeholders expressed that the new guidelines should be adopted 
all at once rather than selecting a guideline piece by piece. The 
rationale behind this was that if the software of the pharmacy 
would undergo a change in order to incorporate any of the 
recommended changes, then all the changes could be 
adopted at the same time. 


However, a few pharmacists mentioned that adopting the entire gamut 
of changes may not be accepted very easily by pharmacists and 
their staff.


“That’s a question that we often 
get, especially from more elderly 
patients or if someone is picking 
up prescriptions for their mother 
or father who is elderly.” 
(Chain Pharmacist) 


“…it would be super helpful if 
the structure of [the electronic 
medical record] changed a bit. 
Like if it flags me for an indica-
tion, I’ll be more likely to put it 
on there...” (Physician)


“If anything, it’ll actually make 
it a little bit easier at the 
counseling point, because 
if the label is simplified and 
more clear, it’ll be easier when 
talking to the patient about a 
new prescription.” 
(Chain Pharmacist) 


“Let’s get it all done at the same 
time, so that we don’t have to 
keep feeling like we’re reinvent-
ing the wheel and I’m sure that 
the software people, the soft-
ware vendors would rather: ‘give 
me all the changes you want so 
that I can sit my programmers 
down and we’re going to spend 
three months or six months or 
whatever changing the code, 
getting it all done, and then 
we’re done’.” (Independent 
Pharmacist)


“Massive change for everything 
is not always accepted with 
wide open arms, so I think they 
should implement one change 
at a time.” 
(Chain Pharmacist)
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Barriers to Adoption:
Limited label size or “real-estate” was cited as a strong barrier to 
adoption of USP guidelines. Fitting all this information in the current 
label was considered difficult. This is consistent with the reasoning 
behind Target Pharmacy’s larger prescription label called the 
ClearRx.21 Target adopted this new label for a larger surface area, 
where they could fit in a large amount of information on the label. Our 
findings from the key stakeholders also suggest that adoption of the 
new USP guidelines will be aided by generating labels for bottles with a 
larger surface area. The software vendors especially spoke about how 
crucial information may get truncated on a prescription label, unless the 
size of the bottle is increased. Truncated information may further lead 
to patient confusion and poor readability. The software vendors also 
mentioned that older software programs, or “legacy systems,” which 
may be used in certain independent pharmacies pose an added barrier 
to the adoption of the new patient-centered guidelines.


A barrier identified by physicians for the “directions for use” is that they 
often must “free text” to enter more specific instructions, and this takes 
too much time during the busy office day.


The pharmacists and pharmacy managers felt dependent on the 
software vendors to generate a label which would fit the needs of their 
patients. Certain software programs were considered more malleable 
than others on customization requests from the patients (such as font 
sizes, explicit directions). On the contrary, software vendors mentioned 
that they operate on client-centered models, and unless their client 
(corporate pharmacy) selects the USP label, they would not be able 
to produce or sell them. 


Organizational and corporate level buy-in was considered as a barrier 
to adopt the new label guidelines. Some key stakeholders expressed 
that although the prescription label is the single most important piece of 
medication-related information from the perspective of the patient, they 
did not feel that a change in the label would be a top priority for 
the corporate pharmacy. Some key stakeholders felt that buy-in from 
consortiums of physicians such as the Wisconsin Academy of 
Family Physicians would help in encouraging the pharmacies to 
adopt the changes in the label. 
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Additional Research Evidence:
Many of our key stakeholders could envision the benefits of 
adoption of these guidelines, especially to improve readability and 
understandability of medication instructions.  Therefore, they did not 
require any additional research evidence to adopt the label. These 
stakeholders felt adoption of the label changes was contingent on 
corporate “buy-in.” Some stakeholders, such as the physicians, 
expressed the desire for additional evidence on the long term benefits 
of incorporating the new label and how it may help in improving patient 
adherence to medications and reducing overall cost. Cost was 
mentioned because adoption of all the recommended guidelines 
would be associated not only with updating software systems, but 
also potentially changing the size of bottles. Therefore, according to 
the stakeholders, corporate “buy–in” would be possible only if research 
is able to demonstrate a commercial viability of the new label guidelines.
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As of this writing, only three states have adopted a patient-friendly 
prescription label and none have made the USP standards mandatory 
in their entirety.


California: Prior to the announcement of USP standards, the 
California Board of Pharmacy adopted specific patient-centered label 
requirements, which went into effect Jan. 1, 2011. These included 
increasing the font size and dedicating 50% of the label space to 
information intended for the patient. Subsequently adopted revisions 
to the regulations included further increasing font size. To help patients 
with limited English proficiency, the regulations did not include language 
translation on labels but required pharmacies to have policies and 
procedures in place, including the availability of oral translation services 
in at least twelve languages. As part of the initial adoption, the California 
Board of Pharmacy’s regulation listed standardized directions for taking 
medication in English and encouraged use of these standardized 
directions when appropriate in the dispensing pharmacist’s judgment. 
The board also had these directions translated into five widely used 
languages other than English. However, the translations have not been 
greatly used. A proposal pending in the California Legislature would 
require pharmacies to use the translated directions on labels or on 
supplemental sheets when one of these non-English languages is 
requested by the patient. The legislation would also allow pharmacies 
to use their own translations for labels, instead of the Board’s, if 
they prefer.24


The California standards cover most, but not all of the USP 
standards.  Most notably absent is the USP standard to include 
medication purpose on the label. This was discussed; however, it was 
determined not feasible because of stakeholder concerns regarding the 
frequency of off-label use for certain medications.  


One of the perceived barriers to adoption of a patient-centered label 
in California was the small size of most prescription labels.  It was 
determined that this was not an issue, because medicine containers, 
in general, are larger now, due in part to the increased use of 90-day 
supplies and, in a few cases, redesigned bottles.  Another barrier was 
the potential cost to the pharmacy resulting from destroying large 
quantities of labels not meeting the new requirements.  To help with this, 
the implementation period for the new labels was extended before 
aggressive enforcement activities were initiated. 


Current 
State of 
Adoption of 
USP Label 
Standards
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New York: In 2013 the State of New York adopted Pharmacy Laws 
Rules and Regulations, Section 6829 directing each pharmacy to 
provide oral interpretation services at the time of service.  This 
section also directed the Commissioner of Health to develop rules and 
regulations for standardized patient-centered data elements on labels. 
Part 63.12 was added, requiring labels to highlight critical elements 
(patient name, directions, drug name/strength) and to use at least 
12-point font.  Important elements (pharmacy information, patient 
address, prescriber name, date of filling and prescription number) 
were to be “legible” but not to be presented in a way that undermines 
emphasis on critical elements.  The standards were adopted without 
much comment from pharmacists and there was little resistance. 
There are no changes planned as of this writing.25


Utah: On December 23, 2013, Utah became the first and only state to 
formally adopt the USP standards when its Board of Pharmacy adopted 
Administrative Code rules stating that it is “unprofessional conduct” for 
a pharmacy or pharmacist to fail to comply with the USP Chapter 
17 standards. The issue initially was raised by a state legislator who 
wanted it mandatory to have the medication indication on the label. 
All pharmacies were to be in compliance by November 30, 2014.  This 
action resulted in numerous calls to the Board of Pharmacy on how to 
interpret these standards, with the suggestion that some of the language 
used was subjective and unclear, thus difficult to enforce. The feedback 
focused on the standards’ consistent use of the word “should” rather 
than “shall.”  The label size was not considered to be a major barrier. 


On November 21, 2014, the Utah Board of Pharmacy and Utah 
Division of Occupational and Professional Licensing (DOPL) announced 
the decision “not to enforce prescription container labeling standards 
established in the United States Pharmacopeia General Chapter 17.”  
They further stated, “Although pharmacies are not required to comply 
with USP 17, DOPL and the Board recommend that pharmacies use 
it as a guide to help prevent medication misuse.”26, 27
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This project revealed three significant challenges for implementing 
the USP prescription label standards in Wisconsin.  


First, there is lack of awareness of the USP standards among 
pharmacists.  When the standards were introduced, the Pharmacy 
Society of Wisconsin communicated them to its membership through 
newsletters and presentations. Our research, however, suggests little 
current awareness among pharmacists (see research findings, page 8). 


Second, there is little public advocacy for this issue, which is consistent 
with the lack of awareness. Pharmacists interviewed for this project see 
the standardization of labels as important. Those unfamiliar with the 
new standards were quick to support them once informed (see 
research findings, page 8).  Yet, there has been no widespread 
advocacy for adoption.


The minimal advocacy may be related to the perceived inability of 
pharmacists to effect adoption. Pharmacists viewed the implementation 
of the standards in Wisconsin as out of their control.  More specifically, 
pharmacists felt the necessary changes can’t occur without actions by 
others, including software developers, pharmacy/store managers and 
pharmacy owners.


Third, there has been no apparent action by private organizations or 
government bodies to adopt or adapt the USP standards for imple-
mentation in Wisconsin.  The most likely action on the USP standards 
would come from the Wisconsin Pharmacy Examining Board (PEB) in 
the Department of Safety and Professional Services. However, we are 
not aware of any action taken by the PEB.  A letter request for participa-
tion and the proposed interview questions were sent to the Wisconsin 
PEB as part of this project.  However, the Wisconsin PEB subsequently 
declined to participate.


Proposed Solution
To achieve implementation of a patient-centered prescription label in 
Wisconsin, a multi-pronged effort will be required to increase awareness 
of the standards, leverage existing support of label standardization in 
general, and establish the building blocks for system change.


Our goal is for Wisconsin pharmacies to adopt the USP standards for 
patient-centered labeling to enable patients to more easily understand 
the information and effectively follow directions on the label.  


Implications 
of Study
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The strategy and some of the anticipated action steps include 
the following:


1. Utilize the research knowledge base and experience of other 
 states to inform the adoption process. This strategy could include: 
 identifying synergies with national patient centered labeling 
 researchers and inviting patient-centered labeling initiative leaders  
 from California, Utah, and New York to Wisconsin to share their 
 experiences and recommendations.


2. Build awareness and knowledge of USP standards and benefits  
 among stakeholder constituencies, including patients, health 
 care providers and pharmacists.  This strategy could include: 
 development of prototype labels using the USP standards; 
 distribution of this White Paper to pharmacy stakeholders, physician  
 networks, and state health policy leaders, and presentations to 
 professional groups and direct communication to target audiences.


3. Work with regulatory agencies, governmental officials, national   
 organizations and pharmacy software vendors to identify solutions  
 to facilitate implementation of the standards. This strategy could 
 include: meetings with key Wisconsin stakeholder organizations,  
 identification of liaisons from national organizations with an interest 
 in patient-centered labeling (such as the National Academy of 
 Medicine’s Health Literacy Committee) and a “help our patients 
 understand” initiative with chain pharmacies.


4. Encourage, organize and support advocacy by pharmacists, health  
 care providers, professional groups and consumers.  Activities for  
 this strategy could include: development of a patient advocacy group, 
 creation of a Wisconsin Patient-Centered Medication Label 
 Advisory Council and implementation of a Wisconsin Summit on  
 Patient-Centered Medication Labeling (inviting all key stakeholders  
 and health professional groups).


5. Implement the new standards at one or more pilot sites.  This could  
 include: identifying health systems and/or pharmacies willing to pilot  
 adoption of some or all standards. 


6. Implement communications campaign to encourage adoption of 
 standards. This could include: media relations, grassroots advocacy,  
 formal communications and endorsement by pharmacy and other 
 professional organizations.
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Appendix


New Label 
vs. Old Label


16


Drivers of Change New Label Old Label


Font Size Large font size (e.g., minimum 
12-point Times Roman or 11-point 
Arial) for critical information


No 
standardized 
regulations


Background White space between lines of text 
(i.e., 25-30% of the point size)


No 
standardized 
regulations


Alignment of 
Information and 
Topography


Box for warnings and precautions
Spacing of information--patient name, 
drug name on top


No 
standardized 
regulations


English Proficiency Addresses low English proficiency, 
patient’s preferred language used


No 
standardized 
regulations


Advantages Addresses visually impaired No 
standardized 
regulations


Types of 
Information 
Displayed


Explicit directions for administration
Adds indications of medication


No 
standardized 
regulations
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1.  Are you aware of the new USP patient-centered label standards  
 and, if so, when and how did you learn of them?


2.  Do you value the USP and the standards recommended by them?


3.  How do the new USP medication label standards compare to the 
 current medication labels being used in pharmacies today?
 a. What struck you the most when you went through the USP 
 new label guidelines?
 b. What, if any aspects of the new standards are better than the 
 current practice?


4.  What do you think could be the overall impact of adopting the 
 new label?


5.  How do the new USP medication label standards fit within 
 pharmacy practice?
 a. Do the new standards fit within the pharmacy workflow? 
 Why (why not)? 
 b. Do the new standards fit within the priorities of 
 management/owners? Why (why not)?
 c. Do the new standards fit within the priorities of payers 
 (insurance companies)? Why (why not)?
 d. Do the new standards fit within the priorities of regulators?
 Why (why not)?
 e. Do the new standards fit within the priorities of patients? 
 Why (why not)?


6.  Have patients ever asked for customized labels?  If so, what 
 was requested?


7.  What do you think about the ease or difficulty of which the new USP  
 medication label standards could be used in pharmacy practice? 
 a. Would it be easy/ hard to implement the new standards?  
 Why (why not)?
 b. What are some possible hindrances to the adoption of the label?
 c. Would it be easier to implement the new standards one 
 component at a time?  Why (why not)? 


8.  What do you think about the degree of ease or difficulty with which  
 the new standards could be implemented on a trial basis? 


9.  Have you ever tried customizations in your labels by requests from  
 customers (e.g., font change)? How easy has that process been?


10. What type of additional evidence would you like to see in order to  
 adopt the label? 


Appendix (cont.)


Interview 
Questions 


(customized for each 
stakeholder group)
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Pharmacy Information  


How many pharmacy stores are there? ______ Urban, rural or both? ________ 


Addresses/pharmacy managers 


Pharmacy 1: _____________________________________________________ 
Pharmacy 2: _____________________________________________________  
Pharmacy 3: _____________________________________________________  
Pharmacy 4: _____________________________________________________  
Pharmacy 5: _____________________________________________________  
Pharmacy 6: _____________________________________________________  
Pharmacy 7: _____________________________________________________  
Pharmacy 8: _____________________________________________________  
Pharmacy 9: _____________________________________________________  
Pharmacy 10: ____________________________________________________  
Pharmacy 11: ____________________________________________________  
Pharmacy 12: ____________________________________________________ 


*Circle/note the “Primary pharmacy” above 


Demographics of patient base: (i.e.: number of patients, languages spoken, refugees, 
elderly, etc.): 
________________________________________________________________________  
__________________________________________________________________________
___  
__________________________________________________________________________
___  


 
Types of pharmacies: (check all that apply & the number of each) 


Retail _____ Hospital _____  Clinic _____   Home care _____  Mail order ______  


Assisted living ______   Skilled care facility ______ Compounding ______ Other ______ 


Are the labels different depending on type of pharmacy? _________  
If changed, would some of the above types of pharmacies NOT change the labels? 
_______ 







Business structure: (i.e.: one owner, multiple owners, etc.) __________________ 
Is the patient number used to track prescriptions? _________________________  
Number of prescriptions filled per year?  ______________________  
What is the policy of the pharmacy when patients ask for the indication to be put on 
the label? 
__________________________________________________________________________
___  
What help do you provide for those who speak other languages? 
________________________ 
__________________________________________________________________________
___  


Pharmacy software vendor: 
Who is the vendor? ________________  
Who is responsible for making changes on where things go on the label? 
_________________ 
__________________________________________________________________________
__  
Who in the pharmacy has a working relationship with the vendor? 
______________________  
Does the pharmacy plan to stay with this vendor for the term of the project? 
_____________ 


Label vendor: (who do they buy their pre-printed labels from)  
Who is the label vendor? ______________________  
Who designs the label stock? ___________________  
What other systems/vendors feed into the medication label? (sigs, warning labels, 
indications, etc.): 
_________________________________________________________________________  
What, if any, other vendors provide assistance for medication education (ex: 
Polyglot): 
__________________________________________________________________________
____  


Printer/label dimensions: 
What type of printer does the pharmacy use? (i.e.: Laser, inkjet, thermal) 
_________________  
Is the same printer used at all pharmacies? ____________________  
Any changes proposed with the printers? 
___________________________________________  







What are the current label dimensions? ______________________  
How much flexibility is there on the dimensions? ___________________________  







