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Committed to promoting the role of OTC and Dietary
Supplement products through Science, Education and
Advocacy

serving the self-medication industry since 1881
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93% of U.S. adults prefer to treat minor ailments
with OTC medicines before seeking professional care.

[l stroniy apres I somewhat agree B somewhat disagree [ stongly disagree

e 93%

L} Male Female ‘g‘:n 2‘;‘“’ 55+ NE:I“ Soaith Central West
ge Grour U.5, Reg
i a Tweet #GSA13 ocg
HE 3 'weet #GSA1 Connect with GSA
@ 9ceronTorosicaL ([ semmeommonncer ) ety (I S
|

Consumer Behaviors: Unintentional Misuse

1. Failure to read/follow the label
2. Not familiar with ingredients in the medicines they take
3. Take too much at one time
4. Take another dose too soon
5. Take multiple medicines with the same active ingredient
6. Failure to follow age-appropriate dosing/give adult
medicines to kids
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CHPA Educational Initiatives to Address
Unintentional Misuse
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Consumers' resource for »
over-the-counter

Stay in Touch with O TCsafety medicine safety §
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Join the OTCsafety org newsletter
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OCsafety.ors
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OTC Treatments
Allergy Medicines
Asthma Medicines
Cough Expectoranis
Cough Suppressanis

Multi-Symptom Cold Medicines

OTCsafety.org

OTCsafety.org

=
Your Resource for Over-The-Coul % OTCSafety org

OTC Treatments

Active Ingredie

Active Ingredients

Acetaminophen

Treat ‘ Aluminum Hydroxide

Aspirin
Parents: Whe|

do?

Nasal Decongestants

Pain Relievers and Fever

Reducers

Topical Pain Relievers

3 Read more Cetirizine

Chlorpheniramine

Cimetidine
view all treatmen

view all ingredients

Your Resource for Over-The-Counter Medicine Safety

Medicine Safety From the Experts
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Know Your

Cold And Flu Season Is Here
DOUBLE CHICK YOU MEIONE LABELS. DON'T DOUBLE U ON ACTTAMNOPHIN.

XX %
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‘ !, colds per year 41

EALR) Americans
. « » Use over-the-counter
i‘ii'ii'l' medicines to treat cold
and flu symptoms
each year'
MORE THAN 600
contain acetaminophen,
including many for cold
and flu symptoms’
acetaminophen at the
same time
ARG MO ACETAMIVOPYEN THAN CRECTED 15 AN GYERDGSE AN CAN LEAD T0 LVER DAMAG

over-the-counter and
NEVER TAKE 2

prescription medicines
medicines that contain

GERO NTOLOGICAL

SOCIETY OF AMERICA"

facebook.com/geronsociety

h'eh

Acetam ndp

I8 in more medicines than you might think
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Specific Summit Goals

Identify gaps in research

Assess factors that influence choice of meds

e Examine contexts of OTC use

 |dentify emerging technologies

<
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Active ingredient (in each tablet) Purpose
Chlorpheniramine maleate 2 mg . . . . . Y .. Antihistamine
Uses temporarily relieves these symptoms due to hay fever or other upper respiratory allergies:
Msneezing M runnynose M ilchy, watery eyes M ilchy throat
Warnings
Ask a doclor before use if you have
W glaucoma M a breathing problem such as emphysema or chronic bronchitis
W trouble urinating due to an enlarged prostate gland
Ask a doctor or pharmacist before use if you are taking tranquilizers or sedatives
When using this product
B You may get drowsy W avoid alcoholic drinks
B alcohol, sedatives, and tranquilizers may increase drowsiness
W be careful when driving a motor vehicle or operating machinery
W excilability may occur, especially in children
If pregnant or breast-feeding, ask a health professional before use.
Keep out of reach of children. In case of overdose, get medical help or contact a Poison Control
Center right away.
Directions
adults and children 12 years and over take 2 tablets every 4 to 6 hours;
not more than 12 tablets in 24 hours
children 6 years 10 under 12 years take 1 tablet every 4 to 6 hours;
not more than 6 tablets in 24 hours
children under 6 years ask a doctor
Other information swore at 2025° G (68-77°F) M protect from excessive moisture
Inactive ingredients D&C yellow no. 10, lactose, magnesium stearate, microcrystalling
cellulose, pregelatinized starch
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Use of Prescription and Over-the-counter Medications and Dietary
Supplements Among Older Adults in the United States

Dima M. Qato, PhanmD, MPH, G. Caleb Alexander, MD, MS, Rena M. Conti, PhD, Michael
Johnson, BA, Phil Schurmm, MA, and Stacy Tessler Lindau, MD, MAPP

1in 25 individuals potentially at risk
for a major drug-drug interaction (Jama, 2008)
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OTC med users significantly more likely to be
adherent to Rx med regimen

Correlation between the use of “over-the-counter” medicines

and adherence in elderly patients on multiple medications
Int J Clin Pharm Oct 2013

1JeP

Intemational Journal of

Clinical Pharmacy
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AGS BEERS CRITERIA
FOR POTENTIALLY INAPPROPRIATE
MEDICATION USE IN OLDERADULTS

FROMTHE AMERICAN GERIATRICS SOCIETY

TABLE I : 2012 AGS Beers Criteria for Potertidly Inappropriate Medication Use in Older Addts

Organ System/
Therapeutic Cate gory/Drug(s)

Recommendation, Ratiorale,
Quabty of Evidence (QF) & Swength of Recommen dation (SF)

Antichobnergics (exclades TCAs)

Firstgeneration antibistamines (as singe
agentoras part of combiration products)
Bromphe ri ramine
Carbinosxamine
CHorpheniramine
ElemaShUne 5

rohe ne
D):Ecbrump; enirami ne
Dexchlorphenirami ne
Diphenhydramine (oral)
Dosxylamine
Hydroxizzine

Pucid.

HiFhly anti cholinerg ¢, clearance reduce d withadvanced age, and
tolerance develops when ued as hypnotic;increased risk of confu-
sion dry mouth, constipation, and other anticholinergic effectsf
toxaty.

Use of dphenhydramine in specid situations suchas acute treat-
ment of severe allergc reaction may be appropriate.

QE = High (Hydraxyzine and Fromethazine), Moder ate (AR others); SR
= Strong

SOCIETY OF AMERICA®

@geronsaciety on Linkedin!
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(i) Promate physician interaction
(i) Licensure requirements.

(i} Traiing scross the spectrum
(iv) Incentive for training
() Cross-functional training
(i) Whale-team training

(ii) Training in medical school

Ex.cell phons apps.

B
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FDA Safe Use Initiative

(i) Simplify guidelines
(i) Create s universal guideline
present in written and visual form

(i) Create a Mexible therapeutic decision support madcl

individualised, casy, not time consuing,
(i) Patient medical history checklist
specific fox NSAIDs use
insatporate activities of daily living

(i) Standarize patient education
Ex. AARP. APF APHA
(i) Change information flave to cldesly

Taylor et al., Curr Gerontol Geriatr Res. 2012
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e GSA-CHPA National Summit on OTC

Medication Behaviors of Older Adults
e Omni Shoreham, Washington, DC, April 10, 2013
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46 attendees from industry, academia, and

practice convened to evaluate current research on
OTC medication behaviors in older adults and identify
gaps in the evidence base
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* Develop the science of OTC behaviors among
older adults to promote safe and effective use
of OTC medications

— Recruit cadre of behavioral scientists with
appropriate expertise to work in this critical and
relatively neglected area

; Tweet #GSA13 IS Connect with GSA
&QGERONTOL:HG!CAL facebook.com/geronsociety | Somassiuy m Connactut
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* |dentify gaps in research required to improve OTC
medication behaviors of older adults

* Assess factors that influence older adults’ choice
of OTC medications, e.g., health literacy, vision,
cognitive strategies, packaging

e Examine contexts of OTC use: role of clinicians
and lay caregivers

 |dentify emerging technologies that may support
optimal OTC medication practices
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Program

Presenters

* OTC Medication Patient Behaviors
— Health Literacy (Michael Wolf, PhD, MPH)
— Decision Making (Ruth Day, PhD)

* Contexts of OTC Knowledge and Use
— Clinical Care (Elaine Leventhal, MD, PhD)
— Lay Caregivers (Laura Gitlin, PhD)

Anthony Sterns, PhD)

P Neafsey

Iy
. GSA Annua]
Scientific Meeting

* Technologies to Support Safe and Effective Use
— Products (Chris Mayhorn, PhD; Patricia Meisner, MS, MBA,;

e Comment: M Dyer-Chamberlain, L Bix, M Bridgeman, S Albert,

SOCIETY OF AMERICA

- THE
§ 9 GERONTOLOGICAL focsbonkcomigeronsocety | 2 Qeer 0y

Connect with GSA
on Linkedin!

Summit Dissemination

White Paper:
OTC Medication
Behaviors of
Older Adults:
Conference Research Is
Calls Needed to
Better
Understand and

Webinar

July-Aug

2013 Promote Safe
and Effective
Use

June 2013

Sept 2013

GSA Annual
Scientific
Meeting

Symposium:

OTC Medication
Behaviors of
Older Adults:

Results from a
GSA Workgroup

November
2013
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Questions from Webinar

— Would making wording prominent by using bolding
and colors be a good immediate solution to helping
the OTC user identify risks?

— Any diagnostic yield to ordering acetaminophen
levels on seniors who present with unexplained
elevation of liver function tests?

— Any plans to collaborate with companies to allow
pharmacists more time to interact with patients?

— What about low use of technology (e.g., smart
phones) with older adults? SES differences?

il ==
; T #GSA1 (o] i
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* “The Summit exceeded my expectations! From
the collegial atmosphere, to the well-facilitated
sessions, to actually feeling like we accomplished
the goals set before us! Great work!”

* “The Summit was a great start, but there are
major factors that were not addressed. The issue
will need more than one day to address. It could
be a semester course on its own at a university.”

; Tweet #G5A13 LS Connect with GSA
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Optimal Aging
Through Research

OTC Medication Literacy and
Decision-Making Among Older Adults

New Orleans « Louis Sﬂmaﬁ :

GSA Annuaj
Scientific Meeting

Tweet #GSA13 ; Connect with G5A
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Health Literacy

“The degree to which
individuals have the capacity
to

basic health
information and services
needed to make appropriate
health decisions.”

Institute of Medicine

http://www.nap.edu/download.php?record_id=10883

; Tweet #GSA13 % Connect with GSA
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|
1. Exposure
2. Perception
3. Encodation
4. Comprehension
5. Execution
%
Q)
¢
~
/I//(\O O/\
Adapted from:

Shackel B (1991) Usability - Context, framework, definition, design and evaluation. In: Shackel B and Richardson S (ed)
Human Factors for Informatics Usability. Cambridge University Press, Cambridge, pp 21-37.

DeJoy (1991) Information Processing Model

Card (1983) Human Processor Model
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§ 9 GERONTOLOGICAL facebookcom/geronsociety et ) e

SOCIETY OF AMERICA" | | @geronsociety on Linkedin!

&, ERONTOLOGICAL facebook.com/geronsociety — #GS}'\H m cnn?&u ol

SOCIETY OF AMERICA" | | @geronsociety on Linkedin!

GSA 2013 Annual Scientific Meeting

New Orleans, LA

11/15/2013

14



| GSA Annual

| Scientific Meeting

* Meta-analysis 96 papers
— Low health literacy
* More hospitalizations
» Greater use of emergency care

* Lower receipt of preventive care
(vaccination, mammography)

* Poorer compliance with medication

— Poorer ability to read and interpret
labels

— Lower health literacy among
elderly persons to be associated
with poorer health status and
higher mortality rates

Berkman, ND; Sheridan, SL; Donahue, KE et al. (2011). Low health literacy and health outcomes: an updated systematic review. Annals of Internal
Medicine. 155 (2). 97-107

— =
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Six Tasks Related to
Taking an OTC

i . Symptom recognition
{

Self-selection

Active ingredient

Dosing

Concomitant warnings
* When to stop?

Wolf, MS; King, J; Jacobson, K et al. (2012) Literacy, cognitive function and
health results of the LitCog Study. Journal of General Internal Medicine. 2012,
27(12):1587-1593.
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Complexity
in Decision (.

. 2. Perception
k 3. Encodation
M a I n g 4. Comprehension

5. Execution

Adapted from: ]
DeJoy D. A Revised Model of the Warnings Process Derived from £
Value-Expectancy Theory. Human Factors Society 22nd Annual A

Meeting. Santa Monica, CA Human Factors Society; 1991: 1043- /PO

1047. . re)

Shackel B (1991) Usability - Context, framework, definition, design \ _//b cf OC\
and evaluation. In: Shackel B and Richardson S (ed) Human Factors 8 )\
for Informatics Usability. Cambridge University Press, Cambridge, pp o
21-37.

; Tweet #G5A13 Connect with GSA
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Significant gaps in
understanding with
regard to
information
processing, decision
making, OTC drugs
and older consumers

de la Fuente, J. and Bix, L. (April, 2011). “A Tool for Designing and Evaluating Packaging for Healthcare Products.” Journal of Patient
Compliance. 1(1). Pp. 48-52.

Tweet #GSA13 Cannect with GSA
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* Older adults are at increased risk for
serious adverse drug events
— Physiological changes
— Polypharmacy
— Increased potential for drug interactions

— Inappropriate monitoring and prescribing
of drugs in these populations

National Council on Patient Information and Education. Fact Sheet: Medicine Use and Older Adults. October 2010. Available at:
Accessed 11/6/13

A y
§ 9 GERONTOLOGICAL fcebookcomgeonsodery | B8 | goconccien  [LL) ontmednt
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e Many consumers self-medicate
improperly
— 24% of adults took more than the

recommended maximum dosage
. — 1/3 struggled with dose timing
]

— 46% of participants used multiple products
& -
“'\-U ;
> ! \,_ -

S

&

with the same active ingredient
* Many are under informed
— Many do not examine the product labeling
of OTCs

— Unaware of the active ingredient in the pain
“reliever that they take

Wolf , MS; Jacobson, K, et al. (2012). “Risk of overdose with i products.” Journal of General Internal Medicine. 27(12): 1587-1593.
King, JP; Davis, TC; Bailey, SC; et al. (2011). “Developing consumer-centered, nonprescription drug labeling: A study in acetaminophen.” American Journal of Preventative Medicine. 40(6). 593-596.
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Some types of
decisions
Demographic facti
Social factors
What people say
they do

How factors interact
Trade-offs
What people do in controlled decisions

. Tweet #GSA13 I Connect with GSA
facebook.com/geronsociety @geransociety w on Linkedin!
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We need to

o % -_  know more
MU—-— : ¢
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|
Needs
& . .
R * Ascertain the profile of
OTC medication use
among older adults
* Improve the messaging
;-F'f;rﬁg;‘t‘i;en regarding OTC products
3. Encodation * Provide education and
4. Comprehension .. . .
5. Exscution training to all involved in
= the care of older adults

* Develop robust medical
,9 record system that can
%Y reliably obtain and track
4, % %, all medical records

A\o 2~

n

e
”GERONTOLOGICAL facebook com/geronsociety

Tweet #GSA13 | Connect with GSA
SOCIETY OF AMERICA® || @geronsociety on Linkedin!
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“While information alone will not
ensure a secure patient, the
corollary is more difficult to
refute.... It is essential that
individuals understand the nature
of OTC medications, the
consequences and benefits of
compliance.”

Lumpkin, et al., 1990
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Interventions to Promote Safe and
Effective OTC Medication Use among
Older Adults: Clinicians and Family
Caregivers

M Bridgeman, SM Albert
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Recognize
Symptom(s)
Know When Self-Select
to Stop OTC Product(s)
[ [ 4

fl » w .

Concomitant Know Active
Use Warnings Ingredient(s)
Know Proper
Dosing
i

; Tweet #GSA13 O C ith GSA
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Greater Complexity: Family Care, Multiple Prescribers

Recognize
Symptom(s)
Know When Self-Select
to Stop OTC Product(s)
[ ]
L
» «f
[ ]
v
Concomitant Know Active
Use Warnings Ingredient(s)
Know Proper
Dosing
wsogﬁgﬁ'{E%gGlCAL facebook.com/geronsociety L ;";:f;:?ﬁ;i m g:i?_?::;:lr:!h GSA

SA nn]
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Differences—Older and Younger Adults

e Sources of information

— Younger: more likely to rely on friends or family
for information about OTC

— Older: more likely to seek advice from pharmacist
or other health care provider

e Response to direct-to-consumer marketing?

 Linking symptoms to courses of action and
choice of OTC products?

&f 4 ERONTOLOGICAL facebook.com/geronsaciety | TuserdGala m Sonnectwithizsa

SOCIETY OF AMERIC A" @geronsociety on Linkedin!
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Patients (and Caregivers) Rely on
(Acute) Common Sense Model
What is wrong?
Am | sick? How bad is it?
How can | alleviate symptoms?
What worked in the past?
Should | seek clinical care or handle myself?

e NOT: Is it chronic condition or acute?

&, QGE RONTOLOGICAL facebook.com/geransaciety . Tweet #G5A13 ﬁ Connect with GSA

SOCIETY OF AMERICA® @geronsociety on Linkedin!

- A Annual
Scientific Meetine

DEVIATIONS FROM PROTOTYPES FOR
“HEALTHY SELF” A COLD (1 hope) OR Is It
SYMPTOMS / Sensory Feel Hypertension? Heart
FUNCTION
ENERGY - MOOD f Attack? Diabetes?
Implicit or Aware Stroke? Cancer?
J BASED ON
— Symptoms

AM [ SICK??

Pattern/Location
Rate of Onset/ Duration
Severity /Dysfunctions

Perceived Cause

ISIT r4
. BETTER? DELIBI:C'I:,:LI:; I-?rcl:":SPONSE

Take Medication;
Talk to Someone; Seek Care

| Auromaric - responsk |

&f 4 ERONTOLOGICAL facebook.com/geronsaciety | Tweersiinld ﬁ Sonnec WhGSA

SOCIETY OF AMERICA® @geronsociety on Linkedin!
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If doctor says BP is
silent (“you can’t tell
when BP is high”),
contradicting patient’s
ACUTE, DEFAULT
MODEL...

Adherence is lower

; Tweet #GSAT iy i
&f 4 GERONTOLOGICAL facebook.com/geransaciety [ @u;:;a;n ?ni?ﬂ:. ﬁ g:?::;:{:;h G
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100%

80%

60%-

40%-

% Adherence

20%-

0%

B No:DidNotAffect Symptoms B Yes:DidAffectSymptoms

53% of compliers vs. 24% of noncompliers have blood pressure in good control

M@ERONTOLOGICAL

SOCIETY OF AMERICA®
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Serper et al. Patient Educ Couns. 2013
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* Clinicians must ask questions about OTC use
that will elicit, address, and change patients’
misperceptions about medication use and
illness
— Communicate a rationale regarding need for

treatment
— Elicit and address concerns

— Ensure regimen is as convenient and easy to
follow as possible
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* Clinicians need training solutions to elicit
patients’ use of OTC medications and record
information in the patient health record

e Policy solutions may be needed to require
addition of OTC medications to electronic
medical records

*x Q GERONTOLOGICAL n facebook.com/geronsaciety Tweet #G5A13 W Connect with GSA
C_YSOCIETY OF AMERICA®

@geronsociety on Linkedin!

Promoting Safe and Effective OTC
Medication Behavior Through Interface
With Family

LN Gitlin
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Greater Complexity: Family Care, Multiple Prescribers
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Recognize
Symptom(s)
Know When Self-Seiect
to Stop OTC Product(s)
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Dosing
P THE e "
*(_QSICESYOJNTPJERGICAL facebook.com/geransaciety ) ;";Zf;:fai?;i m g:?;f;:{:;h G

nnual

Scientific Meeting
Estimated
Type of Recipient | Prevalence| Number of
Caregivers
Overall 28.5% 65.7 million
Only child 1.7% 3.9 million
recipients
Only adult 21.2% 48.9 million
recipients
Both adult and 5.6% 12.9 million

child recipients

National Alliance for Caregiving in collaboration with AARP -
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Check in and Monitor Monitor symptoms ~ Monitor symptoms,
monitoring symptoms, meds and provide OVEF.See'
Accompany to Manage finances medications medications

physician Household tasks Monitor behavior Advance care

Light errands

Coordinate care

Personal care

planning
Advocacy
Personal care
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“Older adults may have ... trouble reading OTC labels”
Sansgiry and Cady, (1996); Braus, (1993); Holt et al, (1990)

Family caregivers may face similar challenges
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Dementia Care and OTCs

* 54% of caregivers actively involved in daily
management of medications; in later stages
90% (Bradford)

e One third of patients take at least one
inappropriate medication; 39% of caregivers
also take one or more inappropriate
medications (Thorpe)
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Developing New Interventions to Support
Safe and Effective OTC Medication
Behaviors

PJ Neafsey, SM Albert

*x Q GERONTOLOGICAL n facebook.com/geronsaciety Tweet #G5A13 W Connect with GSA
C_YSOCIETY OF AMERICA®

@geronsociety on Linkedin!

Orleans - Louisiang Bges

nnual

Scientific Meeting

e Smartphone apps
— Point of purchase information
— Personal health information

e SMS text messaging
— Reminder systems

* Integrated databases

— Integration of OTC meds with electronic health

record
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e Enhance accessibility to relevant information
when and where it is needed

* Provide reminders when medication is due
e Alert patients to hazards

 Offer clinicians ways to monitor drug-taking
behavior and reconcile medications in care

transitions
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Ageing Int
DOI 10.1007/512126-010-9085-9

Reducing Adverse Self-Medication Behaviors in Older
Adults with Hypertension: Results of an e-health
Clinical Efficacy Trial

Patricia J. Neafsey - Cyr E. M’lan - Miaomiao Ge -
Stephen J. Walsh - Carolyn A. Lin »
Elizabeth Anderson
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Challenges with Age

Visual disorders (including color discrimination,
glare, contrast sensitivity)

Hearing loss

Cognitive impairment

Changes in tactile ability

Willingness to use?
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Challenges with Technologies

Connectivity

Interface design

Miniaturization

Expense

Privacy
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Integrated Databases

e Link data for medication management and
reconciliation at the point of care

e Evidence-based rules identify risk and provide
guidance to the health care team
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Conclusions—Next Steps

» Key problems and solutions identified
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e Key Problem: Unintentional misuse

e Potential Remedy: Increase knowledge of
active ingredient; move away from marketing
to symptom; increase access to intermediaries

(pharmacist)
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* Key Problem: Label complexity and
sequencing; use vs. warnings

* Potential Remedy: Simplification; “chunking”
of information
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e Key Problem: Common Sense models of
health complicate chronic care; challenge to
adherence

* Potential Remedy: Clinician elicitation of OTC
medications as part of patient record; make
patient partner for effective use of OTC
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* Key Problem: Lay caregivers are OTC
gatekeepers without adequate guidance

* Potential Remedy: Caregiver interventions to
enhance OTC knowledge
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* What is optimal labeling for OTC medications?

* How do older and younger people differ in use of
OTC medications?

* How to ensure optimal personalized OTC
medication use for older adult?

* How to integrate OTC medications into medical
management?

* How can lay caregivers support safe and effective
OTC medication use?
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i * Webinar Power Point
e Webinar Recording
e Summit White Paper
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Through Research

Questions

R

New Orleans « Louisiana

GSA Annua]
Scientific Meeting

yNOVEMBER 2024501 3

-heraton Newﬁrl S ew
S €ans « New O i
F = ’ -l I’leans Marrlott

t Tweet #GSA13
. [ | onl

4 EERONTOLOG[CAL ﬁfacebonk.com!geransociety

GSA 2013 Annual Scientific Meeting

New Orleans, LA

11/15/2013

36



