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History

e September 2009: Public workshop on providing effective
information to consumers about drug risks and benefits.

e September 2010: Part 15 Public Hearing on new framework for
development and distribution of PMI.

e FDA convened a series of expert meetings and public
workshops through a cooperative agreement with the
Engelberg Center for Health Care Reform at Brookings:

- Jul 21, 2010: Expert workshop on content and format PMI
— Oct 12, 2010: Public forum to discuss patient access to effective PMI

- Feb 23, 2011: Expert workshop that summarized previous activities and
considered pilot studies for PMI distribution
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Patient Medication Information

e Patient focused document

e (lear, accessible, and actionable information

e Single page

e (Consistent and easily understood format

e Provided with outpatient prescription medication
e Intended for use at home

 Notintended to replace patient counseling or instructions
for use
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PMI Framework

e Development
e Central Repository

e Distribution

e Quality Surveillance
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Development

e (Created by product manufacturer based on
content, format, and testing standards

e Format examples
- Single page, black ink only, minimum font size (10)

e Content examples

- Information based on approved prescribing
information, predefined headings
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Central Repository

e Single accurate PMI data source

e Open access to patients, health care providers, and
pharmacies

e Data standards to control format and content

o Key stakeholder of interest in development:
National Library of Medicine
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Distribution

Variety of distribution pathways available
e In pharmacy in paper and electronic formats

e Online via email or other electronic method (QR
code)

e Sent to patient in electronic health record
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Quality Surveillance

Potential methods may include:

e Review and approval by FDA

e Content based on approved Prescribing
Information

e Consumer focused comprehension testing




PMI Framework

FDA

Manufacturer
(PMI Creator)

Development

INPUT

R
M

PMI Central
Repository

Healthcare
Provider

Pharmacy
(Primary Distribution)

~_

Repository

Direct Patient
Access

Distribution

U.S. Food and Drug Administration
Protecting and Promoting Public Health

www.fda.gov

Patient
(End User)




Q U.S. Food and Drug Administration
m Protecting and Promoting Public Health

www.fda.gov

Next Steps

e Regulation development

e Central repository development

e Stakeholder outreach and input
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« GSK

— Julie Papay, Pharm.D.
— Tom Cantu, Pharm.D.
— Dan Keravich, RPh., MSc., MBA

» Concentrics
— Melissa Beck
— Sara Travis
— Project Management Team
— Staff interviewers and Site team
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Objectives and Methodology

Objectives Methodology & Sample
*  Obtain consumer input to * One-on-one in-depth
guide creation and Interviews
adaptation of a more - English-speaking adults,
patient-friendly PMI aged 18 years or older
* Evaluate « Consumers assigned to 1 of
— Patient preferences on 3 drugs and rotated into one
formatting of six groups
— Patient motivation to * Interviews started
read Immediately after
— Ability to navigate participants were provided

_ Ability to understand with a copy of the prototype

o ©2014 Concentrics Research LLC. 16
Concentrics Research Al rights reserved.



“New” Format

« Summary information at the top of
the page
— What itis
— What it does
— How to take it
— Possible side effects

« Four major headings of
Information with
a corresponding simple icon:

— Important Warnings
— Get Medical Help
— Ask a Doctor

— Follow Directions

Patient Information: What You Need to Know about Taking
ORTHO TRI-CYCLEN™ (norgestimate/ethinyl estradiol)
Drug Name: ORTHO TRI-CYCLEN tablets

WHATis2? i« Buth cootrol medicanen. It is also called the “pid".
WHATGs 2" [ Whetiben s drwcd et rogncy O of e
T e e
S Take every day and at the sae e each day
..... Follow the suctons YO SORPYE .o

| ain brexsttendemass, and difficulry wawring contact lenses. These side
§ efacts may subside wichin th frst three coeshs of e
Lo Rae Aspoery dakenme of your s, usaaly on your fice

IMPORTANT |+ lnddnt;mmnymdy.ﬂmhdnlﬁlmdunnh
WARNINGS |« Secme medicine: can make the pill less effective. Ack your doctor because you will need 10 wse another form

} af birth congrel & you are taking dhee drag::
1 o Assbectics (wch m ifampis, grodivia)
s o Some drugs wod fox cpdiepey (vch 2 ph pheayson, rh primakne, Lpunnate)

o Some dugs fi HIV (such o sronavivl moduflnd, St Jokn's wont
+ ORTHO TRICYCLEN doe: net protect you from gersay sermally ransmitied deaces.

GET Seek medical belp (g0 to the Emergency Room OR call your doctor night away) if you have:

MEDICAL |, Sharp chast pain, 209 conghing up blood, saddly e You may hvve s Moo clot
HELP Souk e of bradh, or & you hve paiz = yowr calf

m o Cruding chest pain r bewvioess B yourchost S Yo zay bo boving 3 beatamack.
*  Suddas sevece beadachs o vomitag, dizzows o g g
faizsing changes ia youw vision or spesch, w— o oy be bving 3 srcke
weakaes, or mmboss 2 yow == orleg
o Sadden Jous of your viska. S Yo mxy heve s clot 3 your .
¢ Semvpmortcdeuizpomdre ol You zay bave 2 npted v tuzmer o

PISCRICTS
ASKA | Wik wing ORTHO TRI-CYCLEN, 25k your doctor  you Bave:

DOCTOR i " — Youmaybepegme Talk % your dociee
p o Mined wo penods marow y o fod mt i you
? Seop mkng yor s f yom v et
o Usamal vagaal blesdng. =% Youzay bye cance ot be proguazt
Braazt s Youmuy hove boaast cancer or bramt
* = Sheocystc dsense.
o Skinor eyws thae s yullow (josadice) »  Youzay bne bvee problecs
Con ccowr with feve, focking e, Yoning your appetit,
Sk <ckornd wme. o kghé<olownd bowel movameses
o Puidnsstos *  Youzay e 2igh blood prwssere
o DifScdy dosping, weakowis bk ofmarpyer ;
Soang tnd, o » chaoge i yomr mood You may b sve depressicn.

TOLLOW |+ Take ORTHO TRECYCLEN every day aad of the zame Gmme each @ay. 1 Yo sivs pii Yo Sy Wt prvgmact
DIRECTIONS |+  1f you mi: 2 doce of ORTHO TRICYCLEN, ellow the insrucsions 2 you dose pack. 1 you e 2ot varw
what 10 & shous pels you hnw missed:
/ ® Use snodher form of bt commol (auch a4 condloms, spermicde, or contmcoptive sponge) mmtiens you hinve et
* Koo ubing one pill every duy el you con k10 your docke
Iy have vomising oe dinrrhon your pilc miy st work s well Use snodher Sorm of b sossrol (sech o condoms,

wemmaade o comraoegive uege) @l you dact with your duser

For more informanion, visit hetp-/arww.ortho-menetl com ‘ontbo-meneil/

=
Concentrics Research Al rights reserved.
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“Bubble” Format

* Included six categories of
information that were outlined by
a soft edged box:

Important Tell your

Warnings Doctor
Common Directions
side effects for use

 Presented information in
chunked bubbles

* Presented by FDA as a possible
prototype for further research

Call your
Doctor

rlght away

=
Concentrics Research

Drug spproved by FDA 193X
Lase Ravisod: May 2011

ORTHO TRI-CYCLEN™ [or-tho try-sy-ken] (ako known a5 norgestizmateethinyl estradiol)

\ same e each day 1nd a: directed for it to work. )

Important Warniag:
+ Varynssly, ORTHO TRICYCLEN can

* Some medicine: cas make the pal ez

¢ ORTHO TRI-CYCLEN doe: st proect

N

cxae blood clot St zay lead to bewrt amck
o ke,

effective. Ack your decter becxwse you will
seed to wie xnocber form of birth control
you are talang theze drug::

o Ambiotios (sach s ifmpin, grocofidvn)

o Some drugs waed for eplegn (ch =
MM-M

h’hlﬂwa-n-w\
Jola's wort

\mhmnﬂu-‘d

ﬁ"ﬂ' Doctor

Bafore uaing ORTHO TRI-CYCLEN, sall your doctor if
you have:

¢ Breast nodules, brasst Sbeocyssc Sueae, 23

skacrmal beeast Xray or mammognm

o Dishons

o Highcholestwol or wighyoarides

Highblood messure

o Avnodecy w form blood clots

o Migains hasdaches or otber baadaches o epllapsy
o Maza! deprussica

o Galbladder, beart, or lodoey &ense

K&w«m«mmm /

(e R
o ORTHO TRI-CYCLEN is b coazol that you nke c“"::mtmnﬂ‘zl:"yh
by mouth each day o rvvet prvgmcy. 1t o promant Talk to your docee izmmediataly 10 £ad
calied the “pil” ) ot of you xe regmane. Stop taking your pils i you
« Whan tikeo a5 dzected, it proveats progasscy 99% of e progmast
the time chest pain, coughing uddealy
* You must take ORTHO TRLCYCLEN ut the : ;‘:’*ndlmuiyu.mhyﬂ

calf You mayhave a biced clot
¢ Cruching chest pain or beavive:: in your chest.
You may be heving 3 baart k.

-Munﬂ-mny-nubg Yeu
sy be baving 2 sercke.

¢ Sudden lou: of your vizon. Youmaybneaciota
ymn

¢ Breastlump: You zuy have breast cancer or breast
Strocyssc Swne.

* Severe pais or tenderne:: in your stomach ares.
You zyy have 3 rapared liver tuznor or pancreatits.

+ Difficulty sleeping, weaknes:, lack of energy,
fatigue, or change in mood. You may have wve
dopwiina.

o Skin or eye: that tarn yellow (jrundice). This caz
ocom wi fover, fealing tred, losing yow appesss,
dak-colored wize, or lightcolored bowsl
movemsen. You say have lnvee
C.dnauw\’m-ymma
you sy be pregast
o Fiud receation. Yuwlﬂhﬂwpy

o Asponty dwkesing of your tkin, usually o your face
Call yorr docser for medical advice abont sids effects
You sy sopest wide offacts to FDA at 1-500-FDA-1088
ox mww £ gon medwanh

N J

4 \

Direction: for Use
Follow the denled instracticas thae xre included with
your dose pack

\. J/

©2014 Concentrics Research LLC.
All rights reserved.
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The “Current” CMI for each medication was
obtained from a large pharmacy chain store
and was provided to participants without
further modification.

o ©2014 Concentrics Research LLC.
Concentrics Research Al rights reserved.
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PMI Distribution

105 subjects enrolled
|— J

* Coumadin (n=37)

—® New (n=15)

vs. Current (n=4)

—@® Bubble (n=14)
vs. New (n=10)
vs. Current (n=4)

—® Current (n=8)
vs. New (n=4)
vs. Bubble (n=4)

=
Concentrics Research

L— Low literate (n=7)

vs. Bubble (n=11)

* Ortho Tri-Cyclen (n=33)
L— Low literate (n=3)

—® New (n=12)
vs. Bubble (n=8)
vs. Current (n=4)

—@® Bubble (n=12)
vs. New (n=8)

vs. Current (n=4)

—@® Current (n=9)
vs. New (n=5)
vs. Bubble (n=4)

©2014 Concentrics Research LLC.

All rights reserved.

Bl Parnate (n=35)
L Low literate (n=5)

—® New (n=14)
vs. Bubble (n=10)
vs. Current (n=4)

—® Bubble (n=14)
vs. New (n=10)
vs. Current (n=4)

—® Current (n=7)
vs. New (n=4)
vs. Bubble (n=3)

20
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Coumadin

m New
80% - 73% 75% m Bubble
68% 68% 68%
64% ' ' m Current
62%
57%
60% 7 52% 529
48%
40% 7 33%
20%

20% A 13% 14%
O% ! T T T T T T

Layout Formatting Content Ordering Ease of Preference Likelihood to

Navigation read
=

' ©2014C trics R h LLC.
Concentrics Research e esear ,



Ortho Tri-Cyclen

m New
100% - m Bubble
88% 88%
84%
80% ’ 84% m Current
80% -
59%
60% -
44% 46%
894 42%
40%
20% - 12%
0% 0% 0%
0% . . . :
Layout Formatting Content Ordering Ease of Preference
Navigation
. ©2014 Concentrics Research LLC. 22
Concentrics Research All rights reserved.



Parnate

m New
100% A m Bubble
86% 86%
0

79% 79% 200k 83%  mCurrent

80% A
60% 559
60% - 35
44%
38%
40% - 35% .
20% A 13% 13% 13%
O% I I I T T T T
Layout Formatting Content Ordering Ease of Preference Likelihood to
Navigation read
©2014 Concentrics Research LLC. 73

Concentrics Research Al rights reserved.



Do simple pictures/icons help?

How would you
rate the use of

pictures (or Ortho Tri-
icons)? Cyclen Parnate Coumadin
Total Responding: 25 28 30

n % n % n %
The pictures made 19 76.0% 22 78.6% 27 90.0%
It easier to find
iInformation
The pictures made 5 20.0% 5 17.9% 3 10.0%
no difference in
finding information
The pictures made 1 4.0% 1 3.6% -- --

it more difficult to
find information

(S
Concentrics Research

©2014 Concentrics Research LLC.
All rights reserved.

24



Ability to Understand

Participants
correctly
answered
more
guestions
with New and
Bubble PMI
than current
CMI

=
Concentrics Research

100

90
80
70
60
50
40
30
20
10

0

B New
M Bubble

@ Current

Ortho Tri- Parnate Coumadin
Cyclen

Asked up to 10 questions relating to specific
sections on the PMII.

©2014 Concentrics Research LLC.
All rights reserved.
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Key Findings

« Participants prefer PMI FORTHO TRLCYCLEN st et s ndi

Drug Name: ORTHO TRI-CYCLEN tablets

presented in a table e

.....................................................................

format with icons. RS e e e

Possible ide effects "+ Commen’ Naasea, vocung blesding betwaen menceral peniods weight
! pn brexst tendemess, and difficulty waarmg contact lenses. These side '
¢ effaces may subside within the first three mooths of we

* Format strongly influences b e i

IMPORTANT |+ Blood dot: can eccur very rarely, which can lead 0o heart attack or stroke.
WARNINGS |+ Some medicine: can make e pill les: effective. Ack your dactor because you will need 1o wse anocher form

consumers’ propensity to A | rESEnmEm )

o Some Sup for HIV (sch o sronayie)l, modefind, St Jokn's wont

+ ORTHO TRI-CYCLEN doe: nat protect you from petsay serually transmitted dizeace:.

read P M I GET Seek medical belp (20 fo the Emergency Room OR call vear doctor right away) if you have:
" MEDICAL |, Sharp chastpain, w0 coughing up blood, raddicly  mmmm—g» You zay hyve 3 blood clot
HELP doal shore of breah, o # you have paiz = yow calf-

m o Crohing chest pain or bawviogss myoerchest Mgl You vy b having s besstamck

— Avisually inviting | BT T e

o Sudden Jous of yous viskea. (Yo oy b 3 chotis yo ey,

format may motivate | 5 o |
consumers to read and N[ TR

o Usamal vaganl blesdng. ——* Youzay by cancer ot be proguast

understand PMI. = — -

Can cxocer with fever, focking s, Joning your appetitc.
dal<adored wme o bghécolond bowe s onosa

o Puidnmotos *  You zay have kigh blood powssme

 Participants preferred P e s

FOLLOW | Take ORTHO TRI-CYCLEN every dry sad at the :ame Gme each dsy. 1f you 2w pills you Zay g9t progmact

Slmple, Clear Statements DIREC/TIO.\‘S . E”T';:;:mmm%mmammw.umnum

® Ule anodher form of b commol (auch as condomn, spemmicade, or conmcoptive sponge) s iins you hine et
o Koop uking cne pil every dey el you can ik 9 your docir

In lay terminology. bt S e s —

(-\ For more informanion, visit hetp2/www ortho-menedl com ortho-meneil
=

©2014 Concentrics Research LLC.

Concentrics Research Al rights reserved.



* Elements of patient-friendly PMI should consider the
target population for the drug (e.g., age, gender, medical
conditions, etc.), key warnings with directions on actions
to take, ordering of information, and prominence of
iInformation.

« While certain format and design attributes scored better in
either the “New” or “Bubble” prototypes, it is clear that
some degree of flexibility may be required, based on the
unigue warnings with each drug.

* Thus, the ability for some customization of PMI should be

permitted so that key information can be appropriately
highlighted.

o ©2014 Concentrics Research LLC. 27
Concentrics Research Al rights reserved.
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* These studies demonstrate the importance and
value of obtaining consumer feedback to adopt
more patient friendly PMI.

 When PMI is presented in a simplified format with
clear directives, patients can efficiently find
iInformation and understand the actions to take.

* These data have been shared with FDA,
evidence continues to be generated & dialogue
continues with FDA as they evaluate all data.

o ©2014 Concentrics Research LLC. 29
Concentrics Research Al rights reserved.



Contact Information:

Julie L. Aker
President & CEO
Concentrics Research

lulie.aker@concentricsresearch.com
1.973.737.7107

o ©2014 Concentrics Research LLC.
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Overview

Objective: Share process and results from a new approach to
developing and testing patient labeling

Partnership between Merck and health literacy experts
External Health Literacy Leaders (Northwestern & Emory Universities)
Michael Wolf, PhD, MPH
Ruth Parker, MD
Kara Jacobson, MPH
Cross Divisional Working Team at Merck (established in 2011)

Health Literacy Strategy Labeling

Office of CMO (Chief Medical Officer) Marketing

Legal Market Research
Regulatory

€9 MERCK
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Patient Labeling Pilot

Purpose
Demonstrate increased patient understanding and use by optimizing
development and testing of PPI for a type of skin cancer

Partnership
Merck identified an opportunity to engage leaders in the field of health
literacy to leverage their expertise to improve patient labeling and
create internal best practices

Academia recognized an opportunity to put best practices into use in
patient labels used by many patients

€9 MERCK

34 Be well



Patient Labeling Pilot

Merck’s past approach to patient labeling testing

Merck included a range of education levels in PPI testing; however,
few respondents presented with limited health literacy

These individuals are harder to locate and less likely to participate
In research.

Ensuring the comprehension of the research task and quality of
their responses required application of best practices from the field
of health literacy

Directionally, limited health literacy respondents had lower
comprehension scores than those with adequate health literacy

€9 MERCK
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Process Overview: Patient Labeling

Development and Testinc

PP _Sent to * Nationally recognized experts applied
Nationally health literacy principles to patient

Recognized labeling

2L NEIEIEIGARS « Patient Label draft approved by
Experts sponsor with minimal changes

» Two focus conducted in Chicago
EXtema"y znd Z\tlanta ‘ din Chicag
Conducted Focus » Patient Label revised and sent to
Groups sponsor

» Qualitative research with
limited and adequate health
Merck Internal literacy respondents
Research (Phase 1 (n=100) & Phase 2 (n=30))
» Labeling revised after each
phase with patient input

€9 MERCK
36 Be well



Draft Patient Label

TRADENAME®

A For Treatment of a Type of Skin Cancer
[generic)

What You Need to Know about Your Medicine

Before you take this medicine, read this patient information.

» Keepthizinformaton Youmay have questons about thiz medicine later.

» Ifyouhave questions, talk to yourdoctor or pharmacist. .

» Every time you get arefill, look at the patient information. There may be new "-’
information

Whatis TRADENAME?

TRADENAME is a medicine for a type of skin cancer. People take TRAD ENALME when their
cancer gets worse, doss not go away, or comes back afrerthey have taken other medicines.

Should I take TRADENAME?

Pregnancy
» TRADENAME can hurt your baby.
» Ifyouare pregnant or trying to get pregnant, tell your doctor right away.
Youmight needto stoptaking TRADENALE.

Breasifeeding

« We don'tknow 1If TRADENAME stays in your breast milk and gets passed to your baby.

= Ifyouare breastfeeding ask your doctor what to do.
You might need to stop breastfeedmp.

If you have any of these condifions, tell your doctor:
= ablood clotin your lung (called 2 Pulmonary Emboluz or PE)
= abloodclotinavein or blood vessel (called Deep Vein Thrombosis or DVT)
= high blood sugar (hyperglyeenna) or digbetes
= liverdizeasze
» nausea, vomiting or diarrhea
« anyallergies

37" NOT YET SUBMITTED TO FDA

p aenyoutoke TADENAME o o o e e = =

[

Other medicines

Tell your doctor about all of the medicines you take, including presaiption and non-prescripuon
medicines, vitamins and herbal supplements. Other medicines can affect the way TRADENAME

works.

= Ifyourtake valproicacid, a medicine for seizures, tellyour doctor.
Your doctor will decide if youshould keep taking this seizure medicine.
= Ifyoutake ablood thinner, like Coumadin® (warfann),
yvour doctor may want to do blood tests more often.

How do | take TRADENAME?

[— = — == = = = = = = = = = _——— = = = = = = = = =

= The recommended doze 15 400 mg one tume a day. Each capsuleiz 100 mpg.
= Ifyoutake the recommended dose, you willtake 4 capsules all atonce.

= Eatsome food
= & Drink 8 glasses of wateTeveryday (atleast S ounceseach). This will Keep younydrated,
especially when youare having nausea, vomiting or diarrhea.
= Donotchew or break open the capsule.
= Ifyoucan'tswallowthe capsule whele, tellyourdoctor.

Youmay need a different medicine.

‘What if my TRADENAME breaks or gefs crushed?

= Ifvouopenorcrush acapsule, do not touchthe capsule or powder. If the powder
pets on your skin orin youreyes, washyour skin or eyes withlots of warterright away.
Then, call your doctor.

= Use a paper towel to clean up the capsule or powder. Then, put the medicine and paper
towel in a sealed plastic bag (so that it doesn’t hurt the environment) and
throw it away in the rash.

‘Whatif | forgetto take TRADENAME?

= Ifyoumissadosze, take 1t as 0010 a2 you remember. Ifyou do notrememberuntlitis
almost time for your next dose just skip the missed dose, and take the next dose at your
regular nme. Donottake two doses of TRADENAME atthe same time.

= Ifyouars notsure whart to do, call your doctor.

= Ifyoudo take too much, call your doctor, polson center, Or emergency roomright away.

2
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Draft Patient Label

watch out for serious side effects What i1 have diobetes?
B= on the laokout for thesz sarious sids effects, and t2]l your doctor right away if you have any of Ifyou ars taking TRADEINAME and have hish tlaod suzar (hyperglycamis) or diabetes:
the following symptoms: »  Your doctor may nead to change your diet or diahetes medicins to
helpcontrol your blood sugsr.
Signs of o blood clot in yow legs- “Deep Vein Thrombosis" or “DvT” » Checkyour blood suzar as often as your doctor tells you ta.
» Your lag swells up or f2als warm = Your l=g hurts when you stand or walk Ifyour blood suzar is hizher than normasl, eall your doctor.
» Your lag hurts or f2els very tender » Your skin turns r=d or & strange colar » Ifyoucan'teat or drink liks you usually do becauss you feel sick,

romit, ar have distrhea, eall your dactor.
Signs of a blood clot in yow lungs- “Fulmonary Embolus” or “FE”

* You have suddsn sharp chest pain * Tour beart is beating very fast

* You fasl hort of braath * You feel like you might pass out r w_ = s:m_d TTFEENTE _____ ey
* You cough up blaod * Tou feel very anxious « = Dan'tlet yourmedicine gt raally cold or really bat. Keep it at rogm temperaturs, _I
» You start sweating “Whichiz 65" ta 77° Fahrenhsit {F) or 20" to 25° Celziuz (CL

* HKaep TRADENAME {and all medicinesh out of the reach of childran.
signs of being dehydrated
» Ifyouecan't 2at or drink liks you ususlly do bacause you fael sick, vomit, or have diarrhea, what else do | nead o know?
call your dactor.

Medivines ars sometimes preseribed for conditions that are not mentionsd hera.

Signs of changes in yow blood
Your doctor will chack your blaod. Hers iz alist of some sids effets that mizht mean you have a o

b H ~ what #1 have questions?
changs in your blood counts. Ask your doctor when you ne=d to have your blood chackad. kil

»  Youfealmore tired than nsual * TYoulookpals . CaJl:.'uu:d_.uctururph.an:n,a.dst. N -
* Fouhavs blssding or your skin is »  You foel short afbreath = Call Merck, the company that makes TRADENAME, at 1-800-622-4477.
bruisins sasily

Common side effects

= Diarrhss = Iat hungry = hluscls aches = Cold
= 4o bowel movemsnt - Losing weizht = Itchy skin = Coush
= IMauszss = Dry mouth = Fezlingtirad = Chills
= Vamiting = Lozing hair = Fezlinzdizzy = Faver
» Chanss in the way = Swellingin = Hzadachss
thinzs tasts the faat,
anklz and leg

[Fyou have any side effect thot bothers you or that does nof go away. fellyour doctor

Thars may be ather sids effects to TRADEIMAME that ars not listed. For information,
azk your doctor or pharmacist. You can alsa report sids effeets to FDA at 1-800-FDA-108E.

38 A
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Final Results: Comprehension Strong,

Patient Labeling Well Received

« Easy to understand: What it treats, potential side
effects, and how to store it

Well organized « Easy to read: Clear sections, font size, and “just
and easy to read right” amount of information

/ « Better than others: Less wordy and less confusing

——— Average *Strong comprehension by respondents with both
Comprehension . .
Test Score: 93% adequate and limited health literacy
\ Limited Health Adequate Health
Overall Literacy Literacy
Clarity
Rating: 9.2 91% 95%
out of 10

€9 MERCK

39 Be well



Key Learnings

Patient Labeling Research:
Must include a broad range of respondents across all
health literacy levels
Must be an iterative process that incorporates patient
feedback at each step

Partnership between academia and industry is key to
developing patient centric communications

It is possible to achieve patient labeling that is well
understood by individuals of all health literacy levels

€9 MERCK

40 Be well
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Overview

e Purpose of Study
e Prototype Description

e Review of Study Phases and Results

e Conclusion
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Purpose of Study

e Evaluation of PMI prototypes

— Assess comprehension and readability in individuals with
and without chronic health conditions

— Examine the impact on outcomes including perceived risk,
comprehension, and behavioral intentions
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Prototype Development Process

e Reviewed:
— Scientific literature

— Current labeling practices and guidance
— Stakeholder feedback

e Recommendations:
— Use less complex terminology
— Present text in shorter sentences
— Offer more organized or “chunked” text

- Include section headings, bullets, and other design
elements
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Rheutopia

e Fictitious drug
e Description of Rheutopia
— Multiple indications
— Several serious risks (includes boxed warning)

— Administered by injection
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Drug Approwved by FDA: 2005
Last Revised: May 2000

Rheutopia [Roo-TOH-pee-ah] (also known as arixalate)

= ~ ~ ~
Uses Stop using Rheutopia
- Rh_eurnatoid arthritis in adults. Rheutopla reduces Call Your Doctor right away if you develop:
painful and swollen joints, slows joint damage, - Fever, cough, flu-like symptoms, skin infection

and improves mobility and - -
W bl Rk i (red, warm, painful skin or open sores).

- Numbness, tingling, weakness, vision problems,

= Polyarticular juvenile rheumatoid arthritis in or dizziness
children at least 4 years old who did not have = - .
good results from other medicines. Rheutopia = Chills, swollen lymph nodes, night sweats, fever,
reduces pain, improves mobility, and decreases or weight loss.
the number of painful joints. - Bruising, bleeding, and pale skin.
= Ankylosing spondylitis. Rheutopia reduces back - Shortness of breath, swelling of ankles or feet, or
pain, swelling, and improves mobility. sudden weight gain.

- Plaque psoriasis in adults who may benefit from - Chest discomfort or pain, shortness of breath,
taking medicine or receiving phototherapy (using joint pain or a rash on your cheeks or arms.

uitraviolet light). Rheutopia improves or clears up
areas of skin with psoriasis.

" >
NS .,
= = Fo
flmportant Warning: Serious Infections B Cammapciis: o S acs
- Redness, rash, swelling, itching or bruising where
- Rheutopia affects the immune system. the shot was given.
It can lower your ability to fight infections. Do not
use Rheutopia if you have an active infection. - Headache
-Peopletaklntheu&oplahavegott = Runny nose
serious infections including tuberculosis (TB) and Call your doctor for medical advice about side
infections caused by viruses, fungi, or bacteria. effects. You may report side effects to FDA at
Some people have died from these infections. 1-800-FDA-1088 or www .fda govimedwatch.
- b
= —
~ 3 ~
Before using Rheutopia [ Dhoctions for lise
Tell Your Doctor if you: - Rheutopia is an injection (shot). Do not use
- have an infection, are being treated for an Rheutopia until your doctor has shown you how to
infection, or think you have an infection give a shot.
(such as a cold, flu or skin infection). - Store Rheutopia in the refrigerator.
- have TB or have been near someone who Do not shake or freeze.
has TB. - If you forget to take a dose, take it as soon as you
= have any nervous system or heart problems. remember. Take your next dose at your regularly
= have lived in or traveled to other countries. 3chedded hrn-e. -
- have recently been vaccinated or are scheduled = Your doctor will tell you how often to use
to receive a vaccination (including a flu shot). oRf't-melop.aln - Do ncztl usel Rheutopia more
- are taking the medicine Kineret (anakinra). ’

. > — J

Draft Prototype 2A_Warnings

w
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Rheutopia [Roo-TOH-pee-ah] (also known as arixalate)

Uses

- Rheumatoid arthntis in adults. Rheutopia reduces painful and swollen joints, slows joint damage,

and improves mobility and the ability to do physical activities.
-deaﬁada’;uvemlerhetmdadMsmduldrenatleast4yeatsddM\od.dnothavegoodrw:lts
from other medicines. Rheutopia reduces pain, improves mobility, and decreases the number of

painful joints.

- Ankylosing spondyiitis. Rheutopia reduces back pain, swelling, and improves mobility.

- Plaque psornasis in adults who may benefit from taking medicine or receiving phototherapy (using
ultraviolet light). Rheutopia improves or clears up areas of skin with psonasis.

Important Warning: Serious Infections
= Rheutopia affects the immune system. it can lower your ability to fight infections.
Do not use Rheutopia if you have an active infection.

- People taking Rheutopia have gotten sernous infections including tuberculosis (TB) and
infections caused by viruses, fung or bactena. Some people have died from these infections.

Before using Rheutopia, tell your doctor if you:

= have an infection, are being treated for an - have recently been vaccinated or are
infection, or think you have an infection scheduled to receive a vaccination

(such as a cold, flu or skin infection). (including a flu shot).
havle_l_'éBorhavebeennearsa'neonewho - have lived in or traveled to other countries.

- have any nervous system or heart bl : - are taking the mediane Kineret (anakinra)

Stop using Rheutopia and call your doctor right away if you develop:
- Fever, cough. flu-ike symptoms, a skin infection - Bruising, bleeding, and pale skin.

(red, warm, painful skin or open sores). - Shortness of breath, swelling of ankles or
= Numbness, tingling, weakness, vision problems, feet.orsuddenweng:tga\
or dizziness. = Chest discomfort or pain, shortness of breath,

= Chills, swollen lymph nodes, night sweats, fever, joint pain or a rash on your cheeks or arms.
orwe.gh loss.

Common side effects

= Redness, rash, swelling, itching or bruising where the shot was given.

- Headache

= Runny nose

Call your doctor for medical advice about side effects. You may report side effects to FDA
at 1-800-FDA-1088 or www.fda govimedwatch.

Directions for use

- Rheutopia is an injection (shot). Do not use Rheutopia until your doctor has shown you how
to give a shot.

- Store Rheutopia in the refrigerator. Do not shake or freeze.

- If you forget to take a dose, take it as soon as you remember. Take your next dose at your regularly
scheduled time.

= Your doctor will tell you how often to use Rheutopia. Do not use Rheutopia more
often than prescrnibed.
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RHEUTOPIA® (ROO-TOH-PEE-AH)
(arixalate)

Read this information that comes with RHEUTOPIA before you start taking &t and each time you get {Its who
a refill. There may be new information. This information does not take the place of taliing with tions or
your doctor about your medical condition o treatment with RHEUTOPTA. make 5 dose as soon

What is the most important information I should know about RHEUTOPIA? (his will put you

Serious infections can happen in people who receive RHEUTOPIA. These infections
inclhude TB (tuberculosis), and infections caused by viruses, fungi or bacteria. Some
people have died from these infections. RHEUTOPIA is 3 medicine that affects your immune
system. RHEUTOPIA can lower the ability of your immune system to fight infections, RHEUTOPIA
can make you more luely to get infections or make worse any infection that you have. R | N— Ioo

Before starting RHEUTOPIA, tell your doctor if you: to
think you have an infection rse while )
are being treated for an infection L2 higher 4 like
have signs of an infection, such as a fever, cough, or fiu-like symptoms uch as bn
have any open Qs or sores on your body )
have warm, red, or painful skin oPIA m include: -
et 3 Jot of infections or have Infections that keep coming back and dizziness.
have TB, or have been in dose contact with someone who has TB. ar chance fight
have bved in an ared where TB is common.  If you do not know i you have ived in an xea Eway, bruising
where TB is common, ask your doctor.
were bom in, Ived in, or taveled to countries where there is 2 higher risk for getting TB. hn toms indude
Ask your doctor if you are not sure. uppress
e take the medicine Kineret (anakinea) or other medicines that suppress the iImmune system. .
You may have a higher chance for serous infections and 2 low white blood cell count when hest discomfort

taking RHEUTOPLA with Kineret or ther medicines that Can SUppress your imemune system - rormn,

Your doctor will @amine you for TB and perform 3 test to see if you have TB before starting bove
RHEUTOPIA. If you doctor fesls that you are &t risk for TB, you may be treated with 3 medicine ding
for TB before you begin Deatment with RHEUTOPIA and during treatment with RHEUTOPIA. If éding-

e

um

starting RHEUTOPIA. Take the full course of TB medicine prescribed. Even If your T8 test is [Froubae
negative your doctor should carefullly monitor you for TB infections whille you take RHEUTOPIA. 1en who
People who have 3 negative TB test before receiving RHEUTOPIA can develop active TB. ;?;“d
umMuMwamMmmawdhmm '
.
flu-lie symptoms
. f«dv«yb&d * have any open CUts Or SOres on by. These are
e weight loss your body mare
* 23 cough that does not QO anay * warm, red, or painful siin plete
FDA at 1-800-
What is RHEUTOPIA? ur doctor
RHEUTOPIA is 3 medicine called 3 Tumor Nearosis Factor (TNF) blocker. RHEUTOPIA is used to You can
treat: an
. derate to severe rh d arthritis (RA) in 3dults. RHEUTOPIA can be used alooe
or with methotrexate or with Certain other medicines. 1f you

« Moderate to severe polyarticular juvenile rheumatoid arthritis (JRA) in children who it, even after it
have not responded well to other treatments.

ginal container

b expiration

ixed.
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Study Phases
\
» Formative research
» Explore preferences across different versions of the PMI prototypes for:
Format, Font, Order of information and Context
J
\

* Pretest and Main Experimental Study

* Obtain an empirically based comparison of several PMI prototypes to
determine whether any one version resulted in better comprehension of the
information, increased perceived risk, or increased ease of understanding




q U.S. Food and Drug Administration
M Protecting and Promoting Public Health

www.fda.gov

Phase 1: Formative Research

Purpose:

e To explore preferences across different versions of the PMI
prototypes:

- Format: OTC or Bubbles
- Font: Arial or Times New Roman
— Order of Information: Directions first or Warning first

— Context: With context or No context
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Phase 1: Formative Research Design

¢ One-On-One interviews
e English-speaking adults (n=90)
e Three population segments:
— Target medical condition diagnosis

— Chronic condition requiring a non-pill medication (e.g.,
injectable, inhaler)

— General population
e Recruitment

- Recruited through local rheumatology clinics and focus
group facilities

- Over sampled lower literacy individuals
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Phase 1: Results

e The prototypes were preferred by most participants
over the current patient information they receive.

e Participants preferred the Bubbles format over the
OTC format

e Participants preferred Arial font over the Times New
Roman font

e Findings for Order and Context preference were mixed
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Phase 2: Main Experiment

Purpose:

e To obtain a large scale quantitative comparison of the PMI
prototypes (Bubbles and OTC) to the Medication Guide
prototype.

e To determine if any one PMI prototype resulted in:
— Better comprehension of the information

— Increased application of the information
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Phase 2: Experimental Design

Control
(Med Guide)

Bubbles




Phase 2: Results

Q U.S. Food and Drug Administration
m Protecting and Promoting Public Health

Variable Comprehension Application
Format ***Bubbles > Med Guide NS
¥*0TC > Med Guide
Mode **Print > Online NS
Health literacy *Higher > Lower **Higher > Lower
Illness knowledge *Higher > Lower NS
Age *60-69 yrs. > Under 50 yrs. **60-69 yrs. > Under 50
Other age differences NS yTS.
Other age differences NS
Race/Ethnicity *Non-Hispanic White> **Non-Hispanic White>
Non-Hispanic Black Non-Hispanic Black
Other race/ethnicity differences Other race/ethnicity
NS differences NS
Gender NS NS
Education NS NS

* Indicates a finding significant at p<.05; ** Indicates findings significant at p<.01;
*#* Indicates findings significant at p<.001.

www.fda.gov
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Conclusion

e Preference for Bubbles and OTC prototype
over currently available patient information.

e Bubbles and OTC prototypes resulted in
better comprehension than Medication Guide.
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Contact Information

e Please email any questions concerning PMI to the Office of
Medical Policy Initiatives at PMI@fda.hhs.gov
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Medical Cognition Laboratory

Comprehension, memory, and use
of drug information.
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[ Basic Approach ]

Cognitive Enhanced
Analyses Displays
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=25 O
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--Obtain quantitative :
measures --Same info
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cognitive accessibility orinciples

Cognitive
Experiments

Test effects on:

--Attention
--Comprehension
--Memory
--Problem Solving
--Decision Making
--Behavior

Health Outcomes
Ruth B3
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Cognitive Accessibility

The ease with which

find
beople can understand
remember
use

Information

In a safe and effective manner.
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Cognitive IN-Accessibility

people can Information

IN a safe.and effective mannetf.
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PMI Versions

1 Page
FDA Enhanced-1 Enhanced-2
Prototyp
(“Bubble”)j \ )
Enhanced
--Same Info

--Plus cognitive enhancements
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Patients

Number: >1,400

Wide Demographics
Age: 19-97
Gender: 48%-52% (male-female)

Education: 1stgrade — postgrad degree

Occupations:

--unskilled, skilled, clerical, sales, managerial,
professional, retired, unemployed

Geographic Area: 38 states
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Number: >1,400 4204 58%
Phone Web

Wide Demographics
Age: 19-97
Gender: 48%-52% (male-female)

Education: 1stgrade — postgrad degree

Occupations:

--unskilled, skilled, clerical, sales, managerial,
professional, retired, unemployed

Geographic Area: 38 states
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Number: >1,400 4204 58%
Phone Web

Wide Demographics
Age: 19-97
Gender: 48%-52% (male-female)

lisinopril

A

Education: 1stgrade — postgrad degree

Occupations:

--unskilled, skilled, clerical, sales, managerial,
professional, retired, unemployed

Geographic Area: 38 states

Ruth Day
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Basic Methods

time
Study Test
A B C
| 4 | 4 g

Random assignment
of formats to patients
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Basic Methods

time
Study Test
All
Content
--benefits
--risks
--directions

--etC
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Basic Methods

time
Study Test
All Multiple
Content Tasks
--benefits --attention
--risks --comprehension
--directions  __memory

--etC
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Drug Name

Prototype (- Y A
“Bubble”

- Y,
ﬁl your Doctor \ \ /
/;Zommon Side Effects \

AN

ﬂﬁ_ireminns for Use
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'/—Boﬂmm Eids Effeols

AN

Enhanced
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l/’l:l_lm-mbns for Use _\
/
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Primary + coded data
= > 2,000,000 cells

Therefore....
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Study Time

Fixed Own
Time Time

How long did they take
to read the PMI?

Ruth Day
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Study Time (min)
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Study Time J
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Prototype
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L Medication Name J

“What is the name of this medicine?”
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L Medication Name J

“What is the name of this medicine?”

Enhanced > Prototype
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L Medication Name J

“What is the name of this medicine?”

—

Enhanced > Prototype

Sample Errors —

atenolol
linsinporil
linsiporil
lipasporin
lipersel
lipisoril
Lipitrol
lipopril
Liprocill
Listensapril
Lysoprin

lystisol ey
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Side Effects

Multiple cognitive tasks
--attention
--recall
--recognition
--action
--likelihood
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Side Effects

Multiple cognitive tasks
--attention
--recall
--recognition
--action
--likelihood

Levels of knowledge
--surface
--moderate
--deep

Ruth Day



Side Effects

“About how many side effects?”
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Number Estimated
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Number Estimated
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“About how many side effects?”
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Number Estimated

20

15

10

Side Effects

“About how many side effects?”
> 300 %

300 %
Left = Closed-Book

Right = Open Book

Prototype Enhanced-1 Enhanced-2
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“What are the side effects?”
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% Correct
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60

40
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% Correct

100

80

60

40

20

“What are the side effects?”

Left = Closed Book
Right = Open Book

300 % 300 %

m

Prototype

Enhanced-1 Enhanced-2
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Eye Tracking

As people read,
--where do they look?

--how long do they spend in specific regions?

--how many times do they re-visit?
--what paths do they take?

Ruth Day



Eye Tracking

As people read,
--where do they look?

--how long do they spend in specific regions?
--how many times do they re-visit?
--what paths do they take?

Do eye movements predict
comprehension & memory?

Ruth Day
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Important Warning: Pregnancy

Lisinopril can cause serious (possibly fatal)
harm to an unborn baby, so ask your doctor
about reliable birth control. Tell your doctor
right away if you are planning pregnancy or
think you may be pregnant.

ﬁl your Doctor \
Before using lisinopril, tell your doctor if you:

« are allergic to it, any of its inactive ingredients
or other ACE inhibitors (such as benazepril),
or have any other allergies.

« have had any of the following allergic
reactions: swelling of the face, lips, tongue,
or throat.

+ have a high level of potassium in the blood,
severe dehydration, kidney disease, blood
vessel diseases (such as lupus).

+ are considering breast feeding.

» are taking other drugs that may interact with
lisinopril (such as aliskiren or lithium),
drugs that increase potassium levels
(including birth control products that
contain drospirenone), or medicines
that could increase blood pressure or

rightawaylfyoudevolopa

« Symptoms of serious but rare allergic react
such as rash, itching or swelling especially of
face, tongue, or throat, severe dizziness,
trouble breathing. Get medical help right away.

« Fainting, changes in amount of urine.

« Slow heartbeat, muscle weakness. These are
signs of high potassium levels.

- Fever, chills, persistent sore throat. These are
signs of infection.

+ Dark urine, severe stomach/abdominal pain,
persistent nausea/vomiting, yellowing eyes or
skin. These are signs of liver problems.

Tell your doctor if you have:

pressure and worsen dizziness.

« Prolonged diarrhea or vomiting. These conditions
can cause dehydration which can lower bloy

/Common Side Effects

« Dizziness, light headedness, unusual tiredness,
headache, dry cough

« If any of these persist or worsen, tell your doctor
or pharmacist promptly.

« Call your doctor for medical advice about side

worsen heart failure (such as cough-

and-cold products, diet aids, or NSAIDs such
as ibuprofen or naproxen).

effects. You may report side effects to FDA at
1-800-FDA-1088 or www.fda.gov/medwatch.

6rections for Use \

« Take lisinopril by mouth with or without food
as directed by your doctor.

* Your doctor will tell you how often to take
lisinopril. Take it regularly to get the most
benefit. Do not take lisinopril more than
prescribed.

« |f you forget to take a dose, take it as soon as
you remember. Take your next dose at your
regularly scheduled time.

« Store lisinopril at room temperature, away from
ught and moisture. /

Ruth Day
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« have had any of the following allergic
reactions: swelling of the face, lips, tongue,
or throat.

vessel diseases (such as lupus).

» are considering breast feeding.

lisinopril (such as aliskiren or lithium),
drugs that increase potassium levels
(including birth control products that
contain drospirenone), or medicines
that could increase blood pressure or

worsen heart failure (such as cough-
and-cold products, diet aids, or NSAIDs
as ibuprofen or naproxen).

« have a high level of potassium in the blood,
severe dehydration, kidney disease, blood

« are taking other drugs that may interact with

Lisinopril [“Lye-SIN-oh-pril”] (also known as: Prinivil, Zestril)

 Doctor \
or right away if you develop:

ns of serious but rare allergic reaction

 Slow heartbeat, muscle weakness. Th
signs of high potassium levels.

« Fever, chills, persistent sore throat. These are
signs of infection.

+ Dark urine, severe stomach/abdominal pain,
persistent nausea/vomiting, yellowing eyes or
skin. These are signs of liver problems.

Tell your doctor if you have:

« Prolonged diarrhea or vomiting. These conditions

can cause dehydration which can lower blood
pressure and worsen dizziness.

/00mmon Side Effects

« Dizziness, light headedness, unusual tiredness,
headache, dry cough

« If any of these persist or worsen, tell your doctor
or pharmacist promptly.

« Call your doctor for medical advice about side

Sl‘y

effects. You may report side effects to FDA at
\__1-800-FDA-1088 or www.fda.gov/medwatch.

/Dlrectlons for Use

+ Take lisinopril by mouth with or without food
as directed by your doctor.

* Your doctor will tell you how often to take
lisinopril. Take it regularly to get the most
benefit. Do not take lisinopril more than
prescribed.

« |f you forget to take a dose, take it as soon as
you remember. Take your next dose at your
regularly scheduled time.

+ Store lisinopril at room temperature, away from
Klight and moisture.
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drugs that increase potassium levels
(including birth control products that
contain drospirenone), or medicines
that could increase blood pressure or

worsen heart failure (such as cough-
and-cold products, diet aids, or NSAIDs such
as ibuprofen or naproxen).

if you develop:\

ut rare allergic reaction
or swelling especially of
nroat, severe dizziness,
. Get medical help right away.

+ Fainting, changes in amount of urine.

« Slow heartbeat, muscle weakness. These are
signs of high potassium levels.

« Fever, chills, persistent sore throat. These are
signs of infection.

ere stomach/abdominal pain,
ealvomiting, yellowing eyes or
signs of liver problems.

Tell your doctor if you have:

+ Prolonged diarrhea or vomiting. These conditions

can cause dehydration which can lower blood
pressure and worsen dizziness.

\

Common Side Effects

« Dizziness, light headedness, unusual tiredness,
headache, dry cough

« If any of these persist or worsen, tell your doctor
or pharmacist promptly.

« Call your doctor for medical advice about side

effects. You may report side effects to FDA at
1-800-FDA-1088 or www.fda.govimedwatch. _/

/Dlrections for Use \

« Take lisinopril by mouth with or without food
as directed by your doctor.

« Your doctor will tell you how often to take
lisinopril. Take it regularly to get the most
benefit. Do not take lisinopril more than
prescribed.

« |f you forget to take a dose, take it as soon as
you remember. Take your next dose at your
regularly scheduled time.

+ Store lisinopril at room temperature, away from
\Iight and moisture. /
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Lisinopril [“Lye-SIN-oh-pril”] (also known as: Prinivil, Zestril)

( Uses 2

« Lisinopril is used to reduce high blood
pressure to help prevent strokes, heart
attacks and kidney problems.

« It is also used to treat heart failure and
after a heart attack to improve survival.

« |t may also be used to protect the kidneys
kfrom damage due to diabetes. /

Important Warning: Pregnancy
Lisi il can cause serious (pqssibly fatal)

doctor

Call Your Doctor \
Call your doctor right away if you develop:

« Symptoms of serious but rare allergic reaction
such as rash, itching or swelling especially of
face, tongue, or throat, severe dizziness,
trouble breathing. Get medical help right away.

« Fainting, changes in amount of urine.

« Slow heartbeat, muscle weakness. These are
signs of high potassium levels.

« Fever, chills, persistent sore throat. These are
signs of infection.

« Dark urine, severe stomach/abdominal pain,
persistent nausea/vomiting, yellowing eyes or
skin. These are signs of liver pro

Tell your doctor if you have:

+ Prolonged diarrhea or vomiting. These con

ditions
can cause dehydration which can lower blood
pressure and worsen dizziness.

/common Side Effects \

« Dizziness, light headedness, unusual tiredness,
headache, dry cough

« If any of these persist or worsen, tell your doctor
or pharmacist promptly.

« Call your doctor for medical advice about side

effects. You may report side effects to FDA at
1-800-FDA-1088 or www.fda.gov/medwatch.

Grectlons for Use \

« Take lisinopril by mouth with or without food
as directed by your doctor.

« Your doctor will tell you how often to take
lisinopril. Take it regularly to get the most
benefit. Do not take lisinopril more than
prescribed.

« If you forget to take a dose, take it as soon as
you remember. Take your next dose at your
regularly scheduled time.

« Store lisinopril at room temperature, away from
&ight and moisture. /
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Lisinopril [“Lye-SINWI"] (also known as: Prinivi, Zestril

/Uses

« Lisinopril is used to reduce high blood
pressure to help prevent strokes, heart

amﬁjnd kidney problems
« It is also used to treat he ure and
after a heart attack to i e survival.

« It may also be used the kidneys
\from damage due to d 4

Important Warning: Pregnancy
il can cause serious (possibly fatal)
inborn baby, so ask your doctor
it reliable birth control. Tell your doctor
right away if you are planning pregnancy or
think you may be pregnant.

« Fever, chills, persistent sore throat. These are
signs of infection.

« Dark urine, severe stomach/abdominal pain,
persistent nausea/vomiting, yellowing eyes or
skin. These are signs of liver problems.

Tell your doctor if you have:

« Prolonged diarrhea or vomiting.
kan cause dehydration which can lg

pressure and worsen dizziness.

/(:ommon Side Effects

« Dizziness, light headedness, unusual tiredness,
headache, dry cough

« If any of these persist or worsen, tell your doctor
or pharmacist promptly.

ctor for medical advice about side

1 may report side effects to FDA at
1088 or www.fda.gov/medwatch. /

Directions for Use

+ Take lisinopril by mouth with or without food
as directed by your doctor.

« Your doctor will tell you how often to take
lisinopril. Take it regularly to get the most
benefit. Do not take lisinopril more than
prescribed.

« If you forget to take a dose, take it as soon as
you remember. Take your next dose at your
regularly scheduled time.

« Store lisinopril at room temperature, away from
Qght and moisture.

Ruth Day



Lisinopril [“Lye-SIN-oh-pril”] (also known as: Prinivil, Zestril)

( Uses %

« Lisinopril is used to reduce high blood
pressure to help prevent strokes, heart

Ws and kidney problems.

« Itis also used to treat heart failure and
after a heart attack to improve survival.

« It may also be used to protect the kidneys
\ﬁom damage due to diabetes.

Important Warning: Pregnancy
Lisinopril can cause serious (possibly fatal)
harm to an unbom haby s0 ask your doctor

right away if you_are planning pregnancy or
think you may be pregnant.

can cause dehydration which ¢ ood
\ pressure and worsen dizziness.

Tell your Doctor
efore us llslnoprll tell your doctor if you:

 Call your doctor for medical advice about side
effects. You may report side effects to FDA at
1-800-FDA-1088 or www.fda.gov/medwatch.

mouth with or without food
your doctor.

vill tell you how often to take
@ it regularly to get the most
e lisinopril more than

prescri

- If you forget to take a dose, take it as soon as
you remember. Take your next dose at your
regularly scheduled time.

light and moisture.

« Store lisinopril at room temperature, away froy
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Lisinopril [“Lye-SIN-oh-pril”] (also known as: Prinivil, Zestril)

ﬂlses \

« Lisinopril is used to reduce high blood
pressure to help prevent es, heart
attacks and kidney pro

- Itis also uagﬁ(reat i
after a heart attack to |mprwe survival.

- It may also be used to protect the kidneys

Kfrom damage due to diabetes.

Important Warning: Pregnancy

Lisinopril can cause serious (possibly fatal)

harm to an unborn baby, so ask your doctor
about reliable birth control. Tell your doctor

right away if you are planning pregnancy or

think you may be pregnant.

ﬁl your Doctor \
Before using lisinopril, tell your doctor if you:

« are allergic to it, any of its inactive ingredients
or other ACE inhibitors (such as benazepril),
or have any other allergies.

« have had any of the following allergic
reactions: swelling of the face, lips, tongue,
or throat.

« have a high of potassium in the blood,
: ey disease, blood

ffects. You may report side effects to FDA at

\1 -800-FDA-1088 or www.fda.gov/medwatch.

Arectlons for Use \

+ Take lisinopril by mouth with or without food
as directed by your doctor.

« Your doctor will tell you how often to take
lisinopril. Take it regularly to get the most
benefit. Do not take lisinopril more than
prescribed.

« If you forget to take a dose, take it as soon as
you remember. Take your next dose at your
regularly scheduled time.

« Store lisinopril at room temperature, away from
light and moisture.
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Lisinopril [“Lye-SIN-oh-pril”] (also known as: Prinivil,

Important Warning: Pregnancy

Lisinopril can cause serious (possibly fatal)

harm to an unborn baby, so ask your doctor
about reliable birth control. Tell your doctor

right away if you are planning pregnancy or

think you may be pregnant.

' ‘ se oondmons
ﬁl your Doctor \ kL |
Before using lisinopril, tell your doctor if you: Y :

« are allergic to it, any of its inactive ingredients
or other ACE inhibitors (such as benazepril),
or have any other allergies.

« have had any of the following allergic

reactions: swelling of the face, lips, tongue,
or throat.

« have a high level of potassium in the blood,
severe dehydration, kidney disease, blood
vessel diseases (such as lupus).

« are considering breast feadlng

« are taking other drugs lhat may interact with
Ilsmopnl (suoh as aliskire

“or NSAIDs sy

et to take a dose, take it as soon as

you bar Take your next dose at your
regularly scheduled time.

Qtore lisinopril at room temperature,

away from
light and moisture. o
i
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Lisinopril [“Lye-SIN-oh-pril”] (also known as: Prinivil, Zestril)

Uses
« Lisinopril is u:

: 1 blood
pressure to help prevent strokes, heart
attacks and kidney problems.

« It is also used to treat heart failure and
after a heart attack to improve survival.

* lt may also be used
\from damage due to

Important Warning: Pregnancy

Lisinopril can cause serious (possibly fatal)

harm to an unborn baby, so ask your doctor
about reliable birth control. Tell your doctor

right away if you are planning pregnancy or

think you may be pregnant.

ﬁl your Doctor \
Before using lisinopril, tell your doctor if you:

« are allergic to it, any of its inactive ingredients
or other ACE inhibitors (such as benazepril),
or have any other allergies.

« have had any of the following allergic
reactions: swelling of the face, lips, tongue,
or throat.

« have a high level of potassium in the blood,
severe dehydration, kidney disease, blood
vessel diseases (such as lupus).

« are considering breast feeding.

« are taking other drugs that may interact with
lisinopril (such as aliskiren or lithium),
drugs that increase potassi
(including birth control prodt

effects. You may report side effects to FDA at

1-800-FDA-1088 or www.fda.gov/medwatch. /
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Lisinopril [“Lye-SIN-oh-pril”] (also known as: Prinivil, Ze

—

Call Your Doctor
Call your doctor right away if you develop:

. Sym oms of serious but rare allergic reacﬁon
as rtchmg or swellmg

« It may also be u tect the kidneys
\from damage due

Important Warning: Pregnancy

Lisinopril can cause serious (possibly fatal)

harm to an unborn baby, so ask your doctor
about reliable birth control. Tell your doctor

right away if you are planning pregnancy or
think you may be pregnant.

ﬁ your Doctor \
Before using lisinopril, tell your doctor if you:

« are allergic to it, any of its inactive ingredients
or other ACE inhibitors (such as benazepril),
or have any other allergies.

« have had any of the following allergic
reactions: swelling of the face, lips, tongue,
or throat.

« have a high level of potassium in the blood,
severe dehydration, kidney disease, blood
vessel diseases (such as lupus).

« are considering breast feeding.

» are taking other drugs that may interact with
lisinopril (such as aliskiren or lithium),
drugs that increase potassium levels
(including birth control products that
contain drospurenone), or medicines
ood pressure or
ch as cough-
or NSAIDs such

] eitréoularlytog
10t take lisinopril me

temperature, away from
/ Ruth Day



Lisinopril [“Lye-SIN-oh-pril”] (also known as: Prinivil, Zestril)

Before L , tell your doctor if you:

« are allergic to it, any of its inactive ingredients
or other ACE inhibitors (such as benazepril),
or have any other allergies.

« have had any of the following allergic
reactions: swelling of the face, lips, tongue,
or throat.

« have a high level of potassium in the blood,
severe dehydration, kidney disease, blood
vessel diseases (such as lupus).

+ are considering breast feeding.

« are taking other drugs that may interact with
lisinopril (such as aliskiren or lithium),
drugs that increase potassium levels
(including birth control products that
contain drospirenone), or medicines
that could increase blood pressure or

worsen heart failure (such as cough-
and-cold products, diet aids, or NSAIDs such
as ibuprofen or naproxen).

Ruth Day



Prototype

& W
. S/
"frnporhrd Warning:
(/7 oo RN S
[ —— )
vy
f/n:mmns for U -.\1
\- /
- /

--Linear (vertical)
--Go all the way through
--Stop or repeat

Ruth Day



Enhanced Design
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Enhanced Design
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Enhanced Design

First
1-secC

--Distinctive features
direct eye gaze
Immediately
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Enhanced Design
Then
--Flexible gaze D

--Systematic gaze

--Get an overview
--Then focus
--More time on important information
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Enhanced Design
Then
--Flexible gaze D

--Systematic gaze

--Get an overview
--Then focus
--More time on important information

--Compare regions
--Optimize re-Visits
--Search

-Form a mental image?!
--Can improve cognition Ruth Day



elivery of P|

Printed vs, Electronic



“If your doctor prescribed a medication for you in the future,
how would you like to get information about it?
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Options

“If your doctor prescribed a medication for you in the future,
how would you like to get information about it?

Get a leaflet printed on paper,
given with the medicine at the pharmacy

Get an internet link to the leaflet,
given at the pharmacy

Do an internet search
on your own

Have the leaflet sent to you by email,
from the pharmacy

Have the leaflet sent to your cell phone,
from the pharmacy.

RUTT Day



Options

“If your doctor prescribed a medication for you in the future,
how would you like to get information about it?

| Get a leaflet printed on paper,
Printed given with the medicine at the pharmacy
| Get an internet link to the leaflet,
WebLink given at the pharmacy
Do an internet search
WebSearch | on your own
| Have the leaflet sent to you by email,
Email from the pharmacy
Have the leaflet sent to your cell phone,
Cell Phone from the pharmacy.

RUTT Day
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Prototypes

plaque psoriasis in adults

PROTOTYPE 2
Rheutopia (arixalate) solution and powder for

Proionpe 1 Rheutopia

Active ingredient
= anixalate

Tises
= rthewmatoid arthritis (adults and children older than 4)
= ankylosing spondylitis

‘Soution for subcutansous injestion

Important Warning about Rheutopia

* Lymph node cancer: You may have a higher
chance of getng cancer of the ympn noces.
y ot m:
enough bo0d esls 0 fgnt fecton r 10 help

‘OTOTYPE 3
Drug Information for- Arisalate (marketed as Rhentopia)

stop bleeding. Sympiems ineiude bruising,
fatiue. and oaie Skin

‘Tmportant Waming

Pecple who ke Rhetopia Tave ot srions fecions. ncluding

mubersulosis (TB) and infections caused by viruses, fungi, or bacteria. Some

Tarnings
Important warnings about Rheutopia
* You can get an infection that can cause death

Ask

ur doctor before use if you
have sy sigus of infection (fever, cough, flulike syumptoms)
= bave a skin imfection (warm. red, painful skin or open sores)
have tested positive for tuberculosis (TB) or kuow someone who has TB
bave gone outside the country
bave a problem with your heart
are taking Kineret (anakinra)
have recently been vaccinated or are scheduled to be vaccinated

Stop use and call your doctor right away if you

have an infection (fever, cough. fu-like syuuptoms)
have 2 skin mfection (warm. red or painful skin)
have 2 skin rash

have mumbness (can't feel your skin)
bave changes in your vision

took more Rheutopis then you were told to teke
You may report side effects to FDA at 1-800-FDA-1088.

have weakness
= feel faint or ligh
= easily bruise or

or tingling skin

z
® getsw
» Lave chest pain

When using this medicine you may get

dness where the shot was given

Developed with great care
Have many positive features.

£ Rheutopia. Tell you doctor about auy side e

+ that does not go away

* Serious nfectons: S e Imporant Warming
inthe box atthe Lo o e page. Sy
infection include fever, cough. fu
ploma. sk prablcam {1, warmm, painfl

Directions

= Rbeutopia is given by injection (shot). Do not use until your doctor tells you when and how

take this drug.

as you remember. Then take your next shot on fime.
Store Rhieutopia in the refrigerator (between 36°- 46°F).
The medicine come: ze Do not dr

Questions
7 Formore inforaston ou Rietcpta v s da uor
= Call [mamifacturer] toll-free |

am.fo_pm

Do not miss any doses. If you do forget to take your Rheutopia, give yowself a shot as soon

informaion.gov
T) Monday to Frid:

Tnactive ingredients
Single-use prefilled syringe: sucrose, sodium chloride, L-arginine hydrochloride, sodfum phosphate
drate, sodium phosphate dibasic aubiydrous. Vial: mannitol. suctose.

monobasic monol

skin) or open sores.
Nervous system problems:; If you have a
nervoUs system disease, you may get new of
worse symptoms. Sympioms include
numbness, tingling, weakness, vision problems,
or dizziness

—call T 1-500- 1237567

= Toreport any side effects contact
{manufacturer) at phone # and Web adress) or
FDA at 1-800-FDA-1088

Rheutopia was approved by the FDA in 2002

Revised: 52009

L.ck‘ pam, swelling, and improves mobikity. N
ere chxnnu ‘plaque psoriasis in

e ' (using ltraviolet light)
Rheutopia improves or clears up areas of skin
with psoriasis

What Are The Risks?
Tl you docior skt
sympio
us Infections: See the Important Waming
in the bos: at the top of the page. You should
ouhave an active

warm, peinil hiz) er open sores.

ns with a Jupus-like

me: Symptows include chest discomiont
or pain, shortness of breath. joint pain or a rash
on your cheeks or ams.

Injection site reactions: You may zetredness
125]. swelling. irching or bruising where the

sking medicine or

shot was given. If these symptoms get warse o
don't go away ina couple days, call your
ifyou get any of the doctor

Other common side effects may include
infection, beadache, or rusny mose. Tell your
:Lctorabc\u any side effect that bothers you or

that do o zay.
Youmay mpr side effects to FDA at 1-800-FDA-
088

skin problems (red,

PROTO
RHEUTOPIA® (R00-TOH-P:

(arinalate)

Read 4 e you get
2 rafil, Thers may be ne \anmdmn e oo dooe ki e o i i
Your dactor sbout your ecition ar trastment with RHEUTOPIA.

Whatis the most important information I should know about RHEUTOPIA?
These infections

Serious happen
include T nd
people have died from these infections. RHEUTOPIA is a medicine that affect
System, RHEUTOPLA can lower the abity of your immune syster
can make you more fkely o get infactions or

yourimmene
‘bt nfections. RHEUTOPIA
make werse any infecbon that you have.

Before starting RHEUTOPIA, tell your dactor if yor

v sins of an infection, such a¢ 3 fever, cough, ar fl-Tke symptoms

eve any apen cuts or sores on your bady

have wam, red, or painful sin

et a ot of nfections or have infections that keep coming back

+ have T2, or have basn in closs contack with somean who has TE.

* have v n an ree wher T8 s comman, 1fyou donatkncw F you have e an area
whers TE is commen, <ck yor

+ e bom A i o i e ot i e 5. higher ok o gtig T,
ek your dockor  you are nak sure.

*tak the madiine Kiaret (anaive) o cthar macines thasuppressthe e sysar.

may bigher chancs for sarious infactions and « low whits blood call count when
o o et ey e o v o s o

Your doctor will examine you for T and perform  test o see i you have T8 before starting
RHEUTOPLA. 1 you doctor feels that you are a sk for T, you may be trested with & mediine

o T8 bafore you begh tredbmart wth FLELTOPIA and ctog beskmart aith FUEUTOPEA. 1

s Goctor presrbes sy medine o the estmen of 15, you o st oking Cbeore
g RTORA s icine pres: i if your T8 testis
oo v door sty oo yo o T8 i o v e FEELTORA
People who have « negative T8 test bafors receiving RHEUTOPIA can davelop sct
Callyour doctor right vy o ge n nfction o ay f e floing gt
Ak

L vyt . hwe:nvwhn:mw sorss on
+ weghtloss you
+ 2 cough that does not go away + am, ed or aifulskin

‘What is RHEUTOP1AZ

RHEUTOPLA i & medicne called  Tumor Necoss Factr (THF) lcke. RHEUTORA s usd 1o

e

+ moderate to severe rheumatoid arthritis (RA) in aduits. RHEUTOPIA can be used alone
or with mathotrexsts or ith cartain other medicines

Hodersta o severe polyaticulr uvenilerhaumatod rthii () n chidn whe
o e esponded s i Sechmente

Uses

* Rhoumatoid arthviti in adults, Rheutopia
tecuces painful and swollen orts, siows joint
damage. and improves mobilty and
the abiity 1o ca physical activties

« Polyarticular juyonile thoumatoid arthiitis in
childron af luast 4 yuars okd who did not have
good resuls from other medicines. Rheutopia
ivducen pan, imsrores mobiy,and deceases
the number of painful oints.

« Ankylosing »wu,'m- Rhoutopia recuces back
pain, swolling, and improve’s mobiy

« Plaque peoriagis in adulls who may beneft
from taking medicine of recolving phototherapy
(using ltraviolat light. Rhautopia improves of
cloars up areas of skin with peoriasis

Important Warning: Serious Infections

+ Rheutopia affects the immune syster.
1t can lowst your abity to fight infoctions.
Do not use Rheutogia if you have an aciive
infoction

+ Paogle taking Rheutopia have gotten
sarious infections nchicing tubsrculosis (TB)

Foctions caused by viruses, fungi, of
bacleria. Some people have died from

these nfectans

Tell Your Doctor

Before using Rheutopia, toll your doctor if you

« have an infection, ara baing treated for
Infoction, of think you have an nfection (such as
8 cold. M or skin infaction).

+ have TB of have been near someone wha has
8. You may be tasted and treated for T8,

+ have 0y norvous system or heart probiems

+ have lived in of traveied 1o other countries.

There is more risk for geting T8 or other
Infoctions in certain countries.

* have been recartly besn vaccinated of are
acheduied to recene a vaccinstion (including
B 5hot You shauld ot 0ot & voccination whle

ing Rhout

* are taking the medicine Kineret {anaidnra). The
tisk of sorious infoctions inctoasas whon used
with Rheutopia

Rheutopia [Roo-TOH-pee-ah] (also known as arixalate)

Orug Aceeoreaby FOA
Lot Revsod vny 2000

Rheutopia [Roo-TOH-pee-ah] (also known as arixalate)

Call Your D Uses * Rheumatoid arthritis in adults. Rheutopia reduces painful and swollen joints, slows
all Your Doctor Joint damage, and improves mobility and the ability to do physical activities.
Stop lﬂ‘"lﬂ RPN‘BD“ and el your doctor nght « Polyarticular juvenile rheumatoid arthritis in children at least 4 years old who did
away if you deves not have good results from other medicnes. Rheutopia reduces pain, improves
* Faver, cough. m Nue Symptoms, san Infection mobiity, and decreases the number of painful joints.
(19, warm, poinful skin of open sores). + Ankylosing spondyikc. Rheidopia edoes back pain. sweling. and Improves
can be symploms of a serious infectior Kyosing sponcy P pa ng. impr
* Numtnoss, tingling, weaknaes, vision prodlems, . F\aqul: psoriasis in adults who may beneft from taking medicine or lec:mrm
or dizziness. Symploms of nervous system phototherapy (using ultraviclet fight). Rheutopia improves or clears
diseases, ke mutpla sclarosic, may devalop of oF skin with psoriase.
oot worso,
+hills. swollen lymph nodas, night swoat fover, Important | - Rheutopia affects the mmune eystem. It can lowar your abilty to figt infections
o unght o5, Yo oy P  hgner chanee Warning: | Do not use Rheutopia ff you have an active infection

of getting lymph node cancer

« Brutsing, bleeding, and pas skin, Your body
may not make enough blood cells 1o fignt
infoction of to halp stop bleedhy

Infections | tubercutosts

CEcHE e s ot o wiech e e
nd infections caused by viruses, fungi, or bactsria.
Some peopie v dod from those ifectame.

* Shortoess of rest, sweling o ankies ot fest,
weight gain. These are symptoms of
Near 4k oty develop of 0t orse.

* Chest discomfort of pain, shartness of breath,
[oint pain or a rash on your chesks of ars.
These may be symptoms of an immune reaction
with lupus-fike syndrome.

Common Side Effects

Tell
Your Doctor

Before using Rheutopia, toll your doctor if you.

« have an infoction, are being reatod for an infoction, or think you have an infection
{such as a cold, flu or skin infecton).

« have TB or have been near someone who has TB.

« have any nervous system or heart problems.

+ have lived in of traveled to other countries.

+ have recantly baen vaceins
(including 2 flu shot).

« are taking the medicine Kineret (anakinra)

d or are scheduled to recsive a vaccination

+ Radness, rash. swolling, iching of bruisin
Mrseprdiar ot o Call Your | Stop using Rheutopia and tell your doctor right away if you develop:
+ Headache Doctor - Fever, cough, fiu-like symptoms, a skin infection
i (rod, warm, painful skin et open sores)
o deons « Numbness, tingling, weakness, vision problems, or dizziness
e e  Chills, swollen iymph nodes, night swaats, fever, or waight loss.
1-800-FDA-1085 o wwwfda goumedwatch « Bising, bleeding. and pale skin.
+ Shortness of breath, swelling of ankles of fest. or sudden weight gain
« Chest discomfort or pain, shoriness of breath, joint pain or 2 rash
Directions for Use your cheeks or arms.
'fi::ﬁf‘;l: Gl your dockt bt shown ou how Common |- Redness. rash, sweling, ehing or bruising where the shot was given
o givo Side - Headache
+ Store. 4'\aulapu nthe refrigerator. Do not Effects « Runny nose
sl o fraee, Call your doctor for medical advice about side effects. You may report side
+  you forget to take a dose, take it 35 s00n 35 effects to FDA at 1-800-FDA-1088 or www.fda govimedwatch
rou romermber. Take your next dose at your
Toguary scheduled tena Directions '+ Rheutopiais an njecton (shat). Do not use Rheutopia untlyour doclor has
for Use

+ Your doctor vill tal you m oftanto
Rheutopia. Do not use Rheutopia mare often
than prescribe

shown you how to give a shot.

« Store Rheutopia in the refrigerator. Do not shake or freeze.

« Ifyou forget to take a dose. take t a5 500n as you remember.
Take your next dose at your regularly scheduied time.

+ Your doctor will tell you how often to use Rheutopia
Do not use Rheutopia more often than prescribed.

et Protaawe

Rheutopia [Roo-TOH-pee-ah] (also known as arixalate)

Uses

decreases the number of painful joints.
- Ankylosing spondylitis. Rhettopia

+ Rheumatold arthritis in adults. Rheutopia reduces painful and swollen jonks, slows foirt
damage, and improves mobility and the ability to do physical activitie

« Polyarticular juvenile theumatoid arthritis in children at least 4 years old who did not
have good resulls from other medicines. Rheutopia reduces pain, improves mobilty, and

reduces back pain, sweling, and improves mobilty.
- Plaque psoriasis in adults who may benefit from taking medicine or receiving phototherapy
(using ultraviolet ight). Rheutopia improves or clears up areas of skin with psoriasis.

Important Warning: Serious Infections

serious infections including tuberculosis (TB) and infecti
by viruses, fungi, or bacteria. Some

Rheutopia affects the immune system. It can lower your ability to fight infections. Do
not use Rheutopia if you have an active infection. People tal b o Rhe\.rlop!a have gotien

ions:
people have died from Ui fections

Tell your doctor before using if you

« have an infection, are being treated for an
infection, or think you have an infection (such
252 cokd, fu or skin infection)

« have TB or have boen near somoone who has
TB.

+ have recent
(including a f
« have any nervous system or heart probiems
« Fever, cough, flulike symp!
iedoeki ot vt poai 318y o g
+ Numbness, ingling, veakness, vision
problems, or dizzines:

« Chills, swolien lymvhl‘occs night sweats
fever. or weight loss.

oramms.
Common side effects

= headache

- runny nose
Call your oy
1-800-FDA-1088 or wwiw fda govimedwach

Stop use and call your doctor ngm away if you develop

« have lived in or traveled to other countries.
Mty been vaccinated or are
Scheculed 1o recsive a vaccinstion
o).
- are taking the  mecicine Kineret (anakinra)

- Bising, bleeding, and pale skin

*~Shomen of esath, saliog of askien
or feet, or sucden weig

- Ghest discormfor o pain, anoriness
breath, joint pain or a fash on your cheeks

« redness, rash, swelling, itching, or bruising where the shot was given

tor for medical advice about side effects. You may report side effects to FDA at

Directions for use

howi to give a shot.
« Store Rheutopia in the refrigerator. Do not shake or freeze

reguiarty scheduled time.

pre:

- Rheutopia is an injection (shot). Do not use Rheutopia until your doctor has shown you

« If you forget to take a dose, take it 25 S00n 25 you remember. Take your next dose at your

« Your doctor will tell you how often to use Rheutopia. Do not use Rheutopia more often than
bed

Drat Protctype 24 Wt
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Prototypes

Profotype 1 Rheutopia

Active ingredient
= amixalate

Tises
= rthewmatoid arthritis (adults and children older than 4)
* ankylosing spondyliis

PROTOTYPE 2 .
Rheutopia (arixalate) solution and powder for
‘Soution for subcutansous injestion

Important Warning about Rheutopia

Lymph node cancer: You may have a higher

chance of getng cancer of the ympn noces.
y ot m:

enough bo0d esls 0 fgnt fecton r 10 help

Drug Information for- Arisalate (marketed as Rhentopia)

OTOTYPE 3

stop bleeding. Sympiems ineiude bruising,
fatiue. and oaie Skin

‘Tmportant Waming People who take Rheutopia have gotien

ubersulosis (TB) and infections caused by virs

s infeions, including
ungi, or bacteria. Some

plaque psoriasis in adults

Tarnings
Important warnings about Rheutopia
* You can get an infection that can cause death

Ask

ur doctor before use if you
have sy sigus of infection (fever, cough, flulike syumptoms)
= bave a skin imfection (warm. red, painful skin or open sores)
have tested positive for tuberculosis (TB) or kuow someone who has TB
bave gone outside the country
bave a problem with your heart
are taking Kineret (anakinra)
have recently been vaccinated or are scheduled to be vaccinated

Stop use and call your doctor right away if you

have an infection (fever, cough. fu-like syuuptoms)
have 2 skin mfection (warm. red or painful skin)
have 2 skin rash
have mumbness (can't feel your skin) or tingling skin
bave changes in your vision
took more Rheutopis then you were told to teke
You may report side effects to FDA at 1-800-FDA-1088.

have weakness
= feel faint or ligh
= easily bruise or

- gt
® getsw
» Lave chest pain

When using this medicine you may get
* redness where the shot was gven

£ Rheutopia. Tell you doctor about auy side e

Directions
= Rbeutopia is given by injection (shet). Do not use until your doctor tells
take this drug

Do not miss any doses. If you do forget to take your Rheutopia. give youl
as you remember. Then take your next shot on fime.

Store Rhieutopia in the refrigerator (between 36°- 46°F).

s syrinze. Do not drop or crush.

The medicine comes in a gl
Questions
* Formore infomaton ou Rheopiavisi s la.mors aforintion go

Developed with great care
Have many positive features

But some drawbacks, too

Call [manufacturer] toll-free 1 Som __wm o _pm (ED)
Tnactive ingredients

--1.e., cognitive accessibility

PROTO
RHEUTOPIA® (R00-TOH-P:

(arinalate)

Read 4 e you get
2 rafil, Thers may be ne \anmdmn e oo dooe ki e o i i
Your dactor sbout your ecition ar trastment with RHEUTOPIA.

Whatis the most important information I should know about RHEUTOPIA?

Serious happen Thess infecions
include T nd i

people have died from thase infections. RHELTOPIA is a madicine that ffects your immuns
System. RKEUTOPLA can lower the abity of your immune system to fight infections. RKEUTOPLA
<an make you more Fkely o gt infactions or make werse any infecbion that you have.

Before starting RHEUTOPIA, tell your dactor if yor

v sins of an infection, such a¢ 3 fever, cough, ar fl-Tke symptoms

eve any apen cuts or sores on your bady

have wam, red, or painful sin

et a ot of nfections or have infections that keep coming back

+ have T2, or have basn in closs contack with somean who has TE.

* have v n an ree wher T8 s comman, 1fyou donatkncw F you have e an area
whers TE is commen, <ck yor

+ e bom A i o i e ot i e 5. higher ok o gtig T,
ek your dockor  you are nak sure.

*tak the madiine Kiaret (anaive) o cthar macines thasuppressthe e sysar.

may bigher chancs for sarious infactions and « low whits blood call count when
o o et ey e o v o s o

Your doctor will sxamine you for T8 and perform a best to see if you have T8 before starting
RHEUTOPLA. 1 you doctor feels that you are a sk for T, you may be trested with & mediine
o T8 bafore you begh tredbmart wth FLELTOPIA and ctog beskmart aith FUEUTOPEA. 1
s Goctor presrbes sy medine o the estmen of 15, you o st oking Cbeore
g RTORA s icine pres: i if your T8 testis
oo v door sty oo yo o T8 i o v e FEELTORA
People who have « negative T8 test bafors receiving RHEUTOPIA can davelop sct

Callyour doctor right vy o ge n nfction o ay f e floing gt

Ak
L vyt . hwe:nvwhn:mw sorss on
+ weghtloss you

+ 2 cough that does not go away + am, ed or aifulskin

‘What is RHEUTOP1AZ

RHEUTOPLA i & medicne called  Tumor Necoss Factr (THF) lcke. RHEUTORA s usd 1o

e

+ moderate to severe rheumatoid arthritis (RA) in aduits. RHEUTOPIA can be used alone
or with mathotrexsts or ith cartain other medicines

Hodersta o severe polyaticulr uvenilerhaumatod rthii () n chidn whe
o e esponded s i Sechmente

Single-use prefilled syringe: sucrose, sodium chloride, L-arginine hydrochloride, sofium phosphase T

monobasic monol

drate, sodium phosphate dibasic aubiydrous. Vial: mannitol. suctose.

Uses.

* Rhoumatoid arthritis in adults, Rheutopia
recuces painful and swollen jonts, siows jont
damage. and improves mobilty and
the abily o o physical activti

+ Polyarticular juvenile theumatoid arthiitis in

pidren af loast 4 yoars ok who did not have

gocd resuls from other medicines. Rheulopia

{rdoces pei,krproves makbly, en decresses

the number of painful joints.

« Ankylosing ,;,..w:.,u.. Rhoutopia recuces back
pain. swolling, and improves mobik

+ Plaque peoriasis in aduls who may benof
from taking medicne of racelving Ehofothorapy
(using ltraviolat light. Rhautopia improves of
cloars up areas of skin with peoriasis

Important Warning: Serious Infections

+ Rheulopia affects the immune system.

It Gan lowsr your abity to fight infocions.
Do nok se Rhevkipia I ou feve an aciiie
infection.

+ Paople taking Rheulopia have gotten
sorious infections nchuding tuberculosis (T8)
and infoctions caused by viruses, fungi, or
bacteria. Some people have died from
these bectons.

Tell Your Doctor

Bofore using Rheutopia,talyour doctor ifyou

« have an infoction, are being treated for an
ifocton, o Ik ou have o focen (uch a5
2 cold. i o skin infectio

 have T of have boen near someane who has
T8 You may ba stod and treated for TR

+ have any norvous system or heart probiems

veiad 1o other countrias
for gutiog T8 o thar
Infoctions I certain ooty

+ have boen

acheduied to recen
s 5ho. You o auu ot got & vaccmaton Wl
taking Rheuto;

+ are taking the medicine Kineret (anakinrs). The
tisk of sarious infoctions incroa:
with Rheulopia

Rheutopia [Roo-TOH.pee-ah] (also known as arixalate)

Call Your Doctor

Stop using Rheutopia and W your docor rht
away il you

* Faver, wwrv [ p————

roction.

« Numenoss, tingling, weaknoes, vision probloms,
o dizziness. Symploms of nervous system
diseases, like multipla sclorosis. may davelop or
oot worso.

+ Chills, swollen lymph nodes, night swoats, fover,
or weight loss. You may have a higher chance
of getting lymph node cancer

« Brutsing, bleeding, and pas skin, Your body
may not make enough blood cells 1o
Infoction of to help stop dleeding.

+ Shotness of braath, sweling of ankles o feet,
or sudden weight gain. These are symetoms of
heart aikure that may develop or get worse.

« Chest discomfort of pain, shartness of breath,
joink gain or a rash on your cheeks of arms.
These may be symptoms of an immune reaction
with lupus-fike syndrome.

Common Side Effects
+ Rodness. volling,

whoto the shot was given.
* Headache

0. ftching or brudsing

+ Runny nose.
Call your doctor for medical advice abou side
affects. You may report side effects to FOA at
1-800-FDA-108B of wwiwda govimedwatch.

Directions for Use

« Rheutopia is an injection (shot). Do not use
Rheutopia until your doctor haa shown you haw
10 g a shol

+ Store Rheutopia in the refrigerator. Do not
shake or freeze

+ I you forget to take a dose, take it as soon as
you remamber. Take your next dose at your
togularly scheduled tme.

+ Your doctor vl tall you how often to use
Rheutopia. Do not use Rheutopia mare often
than prescried

Rheutopia [Roo-TOH-pee-ah] (also known as arixalate)

Uses + Rheumatoid arthritis in adults. Rheutopia reduces painful and swollen joints, slows

joint damage, and improves mobility and the ability to do physical activities.

« Polyarticular juvenile rheumatoid arthriis in children at least 4 years old who did
not have good results from other medicines. Rheutopia reduces pain, improves
mobiity, and decreases the number of painful joints

* Ankylosing sponcylts. Rheutopla recces tack pain. swellng, and improves

. F\:mm: oyt 5 ackule who sy basefi o ekl ks o

g
phototherapy (using ultraviolat light). Rhoutopia impr clears up areas
of skin with psoriasis.

Rheutopia [Roo-TOH-pee-ah] (also known as arixalate)

important . | Rheuopls afects i kneine cystof. & can oot Your byt Sgbe Kiectois

Warning: Do not use Rheutopia if you have an active infectio

SElinnn BLE S o e wecﬂorslndudmg

Infections reulosis (TB) and infections caused by viruses, fungi, or bacteria.
S peopie have died from these infoctions.

Uses

+ Rheumatold arthritis in adults. Rheutopia reduces painful and swollen jonks, slows foirt
damage, and improves mobility and the ability to do physical activitie

- Polyarticular juvenile rheumatoid arthritis in children at least 4 years old who did not
have good results from other medicines. Rheutopia reduces pain. improves mobiity, and
decreases the number of painful joints.

- Ankylosing spondylitis. Rhetopia reduces back pain, sweling, and improves mobilty.

- Plaque psoriasis in adults who may benefit from taking medicine or receiving phototherapy
(using ultraviolet light). Rheutopia improves or clears up areas of skin with psoriasis.

Tell Before using Rheutopia, tell your doctor if you:
Your Decter |« have an infection, are being reated for an infection, or think you have an nfection
such as a cold, flu or skin infecton).

+ have TB or have been near someone who has TB.

+ have any nervous system or heart problems.

+ have lived in of traveled to other countries.

+ have recantly Baen vaceinated or are scheduied to receive a vaccination
(including 2 flu shot).

 are taking the medicine Kineret (anakinra)

Call Your | Stop using Rheutopia and tel your doctor right away if you develop:
Doctor « Fever. cough, fiu-like symptoms, a skin infection
(red, warm, painful skin or open sores)
« Numbnoss, tingling, weakness, vision probloms, or dizziness
« Chills, swollen lymph nodes, night sweats, fever, or weight loss.
« Buising, bleeding. and pale skin
- Shortness of breath, swelling of ankies or feet. or sudden weight gain

« Chest discomfort or pain, shoriness of breath, joint pain or a rash
on your cheeks or arms.

Common |+ Redness, rash, sweling, itching or bruising where the shot was given
e - Headache
Effects « Runny nose
Call your doctor for medical advice about side effects. You may report side
effects to FDA at 1-800-FDA-1088 or www.fda govimedwatch

Directions [ Rheutopia is an injection (shot). Do not use Rheutopia until your dactor has
for Use shown you howto give a shot.
« Store Rheutopia in the refiigerator. Do ot shake of freaze.
- If you forget to take a dose, take i as scon as you remember
Take your next dose at your regularly scheduled time
+ Your doctor will tel you how often to use Rheutopia.

Important Warning: Serious Infections

Rheutopia affects the immune system. it can lower your ability to fight infections. Do
not use Rheutopia if you have an active infection. People taking Slwutopis eve oritien
serious infections including tuberculosis (TB) and infections cause

by viruses, fungi, or bacteria. Some people have died from these infections

Tell your doctor before using if you
- have an infection, are being treated for an - have lived in or traveled to other countries.
infection, or think you have an infection (Such  « hava recently baen vaccinated or are
25 cokd, fu or skin infection) schaduled to receive a vaccinaton
« have TB or have been near someone who has  (inciuding a flu
TB. « are taking the medlcme Kineret (anakinra).
~ have any nervous system or heart probiems
Stop use and call your doctor rigm away if you develop
- Fever, cough, flulike sympt =
iedoeki ot vt poai 318y o g
sores).
- Numbness, tingling, weakness, vision
problems, or dizziness. of breath, joint pain or a fash on your cheeks
~Chills, swolien lymph nodes, night sweats or arms.
fever. or weight loss.
Common side effects
- redness, rash, swelling, itching, or bruising where the shot was given
- headache
- runny nose
Call your doctor for medical advice about sice effects. You may report side effects to FDA at
1-800-FDA-1088 or wwiw fda govimedwach

- Bising, bleeding, and pale skin

- Shortness of breath, swelling of ankles
or feet, or sudden weight gain.

« Chest discomfort or pain, shortness

7

Do not use Rheutopia more often than prescribed

et Protatwe 14

Directions for use

« Rheutopia is an injection (shot). Do not use Rheutopia until your doctor has shown you
how to give a shot.

« Store Rheutopia in the refrigerator. Do not shake or freeze.

- If you forget to take a dose, take it a5 S00n 25 you remember. Take your next dose at your
reguiarly scheduled time.

+ Your doctor willtell you how often to use Rheutopia. Do not use Rheutopia more often than
prescribed.
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Enhanced Designs

Now Is a good time to consider:
--Key cognitive principles

--Overall spatial design
--how It can direct attention
and facilitate cognition

--Distinctive designs for specific content

--The role of mental images
--In supporting cognition

Ruth Day



Enhanced Designs

Now Is a good time to consider:
--Key cognitive principles

--Overall spatial design
--how It can direct attention
and facilitate cognition

--Distinctive designs for specific content

--The role of mental images
--In supporting cognition

he evidence presented here
--Invites this consideration.

Ruth Day
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Enhanced Designs for PMI:

Improving Attention, Comprehension, and Memory

Ruth S. Day / Duke University
Brookings Institution / July 1, 2014
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PMI Operational Pilot Survey Background

« Adheris Health in conjunction with a large retail chain ran a test of the
PMI for 3 chronic brands

« PMI content developed by Pfizer (Celebrex), GSK (Ventolin HFA) and
Janssen (Prezista)

« Test ran in California and Michigan between 8/6/12 and 9/30/12

« Follow up survey asked 3,200 health consumers
— if they received new PMI
— what they did with the PMI
— if they found the information useful, and
— how they would like to receive newly-formatted PMI in the future

15



After reading the written medication information provided to you with your
[medication] prescription, how useful did you find the information?

Most patients found the information was very useful

80% - 68.8% m18-40
63.5% 63.8%
uii]
c
o 60% A
g m 65+
o)
o
8 40%
0 29.9%
nd 28.1% 24 70 °
©
R
o
20% -
4.5% 4.49% 5.3% 3.9%
o 21% 1 00
0%

Very useful Somewhat useful Not very useful

Not useful at all
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In the future, how would you prefer to receive the information about
medicines that you obtain from your pharmacy?
(You may choose more than one)

Younger patients prefer electronic delivery of the information more than older patients

3
EX

% oLResg.,ondeogts
(@] o
X X

20%

0%

36.2% 39.3%
31.9%

— 1 would like to have
the information
printed on a piece
of paper from my
pharmacy

m 18-40

65.5%
61.7% 63.2% 60,006 m41-64

m 65+

22.7% 23.3%

19.4%

| would like to have | would like to have Other
information information sent to
explained to me by me through email

my pharmacist or from my pharmacy

doctor or available online
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Key Findings

« The pilot executed successfully

« Over 90% of patients recalled receiving the PMI; less than 5% reported they
did not receive it

« Two-thirds of all patients read the information

« New patients are more likely to keep the information than
experienced patients

» Over 90% of patients felt the information was very or somewhat useful
« Over a third of patients preferred written, verbal or digital communication

- Patients aged 65+ preferred written or verbal information but almost 40%
preferred electronic delivery either by email or link to a web-site

16
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The challenge:

Ensuring that patients, consumers, caregivers, providers,
and other health care professionals have consistent live
access to Patient Medication Information
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The solution: A central online repository
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Testing the repository:

* Brookings is currently working with pharmacies and
electronic health record vendors to explore access to and
use of the NLM repository

e Stakeholder groups are asked for their feedback on
potential applications of the PMI document within their
systems and processes

* Alink to prototype PMI for Rheutopia is provided for
testing purposes
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Stakeholder feedback:

* |In general, stakeholders are supportive of the PMI effort
and look forward to exploring how best to use the

documents

* The repository should support multiple modes of access
— Live, single-document retrieval
— Full PMI library download
— Active “pushing” through links
* The repository needs to be consistently up-to-date
— Mechanisms for communicating updates to stakeholder groups
* “Last updated on” language on website
* Email alerts for new or updated documents
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