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How do we achieve compliance and persistence?

Are we asking the wrong

One of the highlights of the ISPOR Europea
Congress was a symposium held at 7am o
the final day. For those who rose eaty
attend, their efforts were well rewardedrhe

/ KIFANJ | yR T Chdipliancé 448 |
Persistence:  Capturing the  Economi
. Sy SWak &raf€ssor Rob Horne, Head o
the Department of Practice and Policy,
Director of the Centre of Behavioural
Medicine and Professor of Behavioural
Medicine at The School of Pharmacy
University of London.

The pharmaceutical industry is naturally
concerned with compliance He extent to
GKAOK (KS Lluf meficiies tha
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from starting treatment to complete stop).
Furthermore, he optimal use of
appropriately presribed medicines is central
to the selfmanagement of most lonrterm
conditions. Clinical trials indicate that new
treatments coming to market are safe and
effective. Yet, in clinical practice, optimum
outcomes are rarely achieved. Why is this?
Behavioura K& AWNIGIAS/ 3 a i
effective  treatments and  optimum
outcomes. Between those lie the behaviour
of both the physician (prescribing) and the
patient (adherence). Research questions an
clinical practice are often based on myths
about adherence Thus, Pofessor Horne

guestions?

Common myths about adheren(%

Myth 1 - Non-adherence is a feature o
the disease:Low adherence rates are g
feature of most longerm conditions, e.g.
HIV, cancer, heart diseasegliabetes,
asthma, kidney disease.

Myth 2 - W¢ K S -coydlight (deviant)
LJ- ( A Bahyi €Yy studies searched fq
stable  characteristics that predic
Ncompliance, e.g. age, gender, soc
Ndemographic factors. No clear an
consistent links have been found fact,
adherence varies between patients buit
also within patientsover time and across
b treatments. Most of us are neadherent
some of the time. More importantly, the
search for such stable characteristics
unhelpful; we need to identifymodifiable
factors that can be changed following
effective intervention. Youcan change
a2YS2ySQa 3ASYRSNE |t
its expensive!
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Myth 3 - Simplifying the regimen solveg
the problem: Reviews show that reducin
WLIA £ £ 0 dzNR Sy <but @ is yiot
enough. Complexity is not the key issue.
Rather, the important factors for mos
patients are how well the treatment fits i
with their lifestyle (routine), expectation$
and preferences

Myth 4 - Providing clear instructions /
information is  enough: Between
AYTF2NXIGA2Y YR QU
beliefs. If beliefs are not congruent with
the information provided, they will nof
follow the advice, no matter how clearly
4is written. Furthermore, the informatior
included with medications provides a lor|g
list of reasons why the person would nd
want to take it, i.e. the possible adverge
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began by debunkgsome myths
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ivents. A better balance is needed. j

...because good questions outrank easy answers. .. @“H' |W
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How do we achieve compliance and persistence? Are we asking
the wrong questions?

8AT T OET OAA AEOI I DACA Table 1. Beliefs about medicines®
PHARMACY When we expose such myths, the reasons/” -~ ™~

for noncompliance and noipersistence Specific
become clearer. Patients hold beliefsaut Necessity  Beliefs about personal
medications that may interfere with their need for medication to
motivation to adhere. Scores on the Beliefs maintain / improve
about Medicines Questionnaire (BMQ) current and future health

. distinguish between high and low | Concerns Arising from beliefs

about potential negative
effects (e.g. addiction,
accumulation, tolerance)

adherence. The BMQ provides a quick anc
“It’s a sedative. The side effects are anxiety, é I é é I é é S é é YS y lj 27T L
fidgeti itability and - . . . .
the speciic medication as well as medicines
in general, identifying perceptual barriers to
adherence. Studies across a range of
iIInessescogntries and cultures in(_jicate that medication, often derived from social
the Nece§3|_t5Concerns Framewo‘H{_s usef_ul representations of medicines (e.g.
for explaining low adherenceWith this as overused, harmful or beneficial)
understanding, we can develop interventions \_ J
that improve adherence. Medicines do not
SEAAG Ay Aaz2fldAazyo References
selfmanagement) enables pharmacists andfRelE VAR ENE VASE e IR R
other health providers to help patients to associations between dose regimens and

. . : medication complianceClinical Therapeutics
understand relative risks and benefits. Non 23(8), 12961310'0 -

compliance Aand nomersistencg are Cgmplex 2 Horne R et al (200&}oncordance, Adherence and
LINEOf SYaX 6KAOK Ol yy Compliance in Medicine Taking: A conceptual ma

BMO hel k the righ ion and research prioritiedNational Cenrdinating
Q he Ps Us to ask tyggiignt quesUCUENTo Centre for NHS Service Delivery and Organisatiol

identify the support required to meet R&D, London

AYRA QDA Rdz ¢ LI 0 A SY U a Q EESug ey (1999) The betiefbout medicines
questionnaire: the development and evaluation of

I 1 a new method for assessing the cognitive
Makl ng the head Ilnes representation of medicatiorPsychology and
Health,14,1-24
I FfF 2F ol oASa Wg A 4 Clifford S et al (2008) Understanding different
beliefs held by adherers, unintentiahnon
{2 OALI f Aaz2ftl GA2 y‘ 4y adherers and intentional neadherers:
Application of the Necessi@oncerns Framework
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Calore counts on menus do not reduce

General
Views about the prescribed
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Prediabetes 'timebomb' warning
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Further risveuinkswin’e flu cas?s ] Ask Your Pharmacist Weel@-15 Nov
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Removal of David Nutt risks discaging
experts from q“nnq opinion Mouth Cancer Awareness Month
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http://www.isma.org.uk/
http://www.worlddiabetesday.org/
http://nationalobesityforum.org.uk/
http://www.askyourpharmacist.co.uk/
http://www.roycastle.org/content/LeftNavigation/Campaigns/LungCancerAwarenessMonth.aspx
http://www.mouthcancer.org/
http://news.bbc.co.uk/1/hi/health/8284574.stm
http://news.bbc.co.uk/1/hi/health/8279425.stm
http://news.bbc.co.uk/1/hi/health/8299719.stm
http://www.bmj.com/cgi/content/extract/339/oct13_2/b4198?papetoc
http://www.bmj.com/cgi/content/extract/339/oct13_2/b4198?papetoc
http://www.bmj.com/cgi/content/extract/339/oct07_1/b4119?papetoc
http://www.bmj.com/cgi/content/extract/339/oct07_1/b4119?papetoc
http://www.bmj.com/cgi/content/extract/339/oct07_1/b4119?papetoc
http://news.bbc.co.uk/1/hi/health/8310297.stm
http://www.timesonline.co.uk/tol/news/uk/health/article6894710.ece
http://www.timesonline.co.uk/tol/news/uk/health/article6894710.ece
http://news.bbc.co.uk/1/hi/health/8331719.stm
http://news.bbc.co.uk/1/hi/health/8332629.stm
http://www.timesonline.co.uk/tol/news/politics/article6897497.ece
http://www.timesonline.co.uk/tol/news/politics/article6897497.ece
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Selfefficacy instruments

have methodological flaws
-Z Measurement of self-efficacy

requires carefully developed and
validated instruments. It is
currently unclear whether
available self-efficacy instruments
for chronic diseases fulfil these
requirements.

The aim was to identify all
? existing self-efficacy scales for
five major chronic diseases
(asthma, diabetes, arthritis, heart

failure, COPD) and to assess
their development and validation.

The authors conducted a
3 systematic literature search to
identify relevant studies. Two of
the investigators independently
selected articles that met
inclusion criteria.  Self-efficacy
instruments were evaluated in
terms of their development and

In the news

with 14" November marking World
Diabetes Day, we focuthis month on

two recent news repots that have a
bearing on the prevention ofhe global

epidemic, Type 2 diabetes

A Eating at night linked to greater
weight gain than daytime snacking

Mice fed a higHat diet during their
normal sleep and rest period gaine
significantly more weight than mice fel
the same diet during their usual activ
hours. The findings, reported by the U
National Institutes of Health anc
published inObesity suggest that when
we eat may be as influential as what ¢
how much we eat. Many living creature
have internal biological clocks @
circadian rhythms (tied to light anc
darkness) that govern daily dgs of
sleep and activity. Several recent studi
have shown that circadian clocks ce
affect metabolism suggesting that th
timing of meals may affect whether the
calories are burned or stored as fat.

world diabetes day

14 November 2009
www.worlddiabetesday.org

validation. AsAaSiay3a wiSSLB R
Of 584 potentially eligible papers, Careful eating and regular exercise Ci p.
25 were selected (13 diabetes, 5 delay the onset of diabetes by as muc |

asthma, 4 arthritis, 3 COPD, 0 as a decade. These are the findings o' &

heart failure) which covered 26
different self-efficacy instrument
versions.

a systematic literature review
conducted to identify potential
items. For 69%, the aim was not
clear. Iltem selection process was
often not clearly described (39%).
Test-retest reliability was
assessed for 9 instruments
(35%), validity was assessed
using a correlational approach for
69%, and responsiveness was
assessed for 3 (12%) measures.

5 For none of the instruments was

of the majority of self-efficacy
measures had major limitations.
More rigorous approaches to
instrument  development are
needed.

6 The development and validation

Frei A et al (2009) Self-efficacy instruments for patients
with chronic diseases suffer from methodological

limitations. Health and Quality of Life Outcomes 7: 86.
D0i:10.1186/1477-7525-7-86.
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follow-up to the Diabetes Preventior

Programme (DPP), published this week %

The LancetUS researchers followed up
nearly 3,000 overweight people who ha
taken part in the 3year DPP, who hac
initially been assigned to one of thre
groups:a diet and exercise programme
metformin or placebo. Those following
the diet and exercise programme reape
the most benefit. All three groups wert
given access to ongoing lifestyle coachi
once the initial three year trial hac
ended.Dr lain Frame, &ad of Research
at Diabetes UK, saidliere is clearly no
easy route to take to prevent Type

diabeteg but the longterm benefits ofa

healthy diet physical activity and, where
necessary drug therapiesseem clear.
0We may be a step closer into helpin
people at high risk of developing Type
diabetes modify their lifestyle choices
that are sustainable in the loegtermé¢ @



http://www.nydailynews.com/lifestyle/health/2009/09/04/2009-09-04_beware_the_midnight_snack_eating_at_night_linked_to_greater_weight_gain_than_day.html
http://www.nydailynews.com/lifestyle/health/2009/09/04/2009-09-04_beware_the_midnight_snack_eating_at_night_linked_to_greater_weight_gain_than_day.html
http://news.bbc.co.uk/1/hi/health/8330077.stm
www.worlddiabetesday.org

Electronic capture of patient-reported outcomes
I ePROsi status today and tomorrow?

Guidance exists for moving PRO measurcollections (both of which use passworc
from paper to electronic media and there argrotected systems) offer confidentiality for
many benefits to the usef@PROs. However,the patient being trated for premature
there are also many challenges and while ugjaculation, enabling him to leave the device
of ePROs is increasing rapidly in the US, itlying around without his wife/partner being
less so elsewhere. able to read his questionnaire responses.

The discretion that ePRO offers is one of il
major advantages over papdased systems
when working insensitive conditions. Other,
well-documented, advantages include real
time data collection (date stamping), data
being directly attributable to the patient,
reduced respondent burden (with
introduction of skip patterns or programming
to allow certain quesbns to appear on
certain days) and the obvious benefits o
superior data quality and reduced time to

) . . database lock.
Chaired by Dr Tara Symon@senior Director,

Outcomes ResearchPfize), this ISPOR Barriers to use are weknown. They include

workshop offered both regulatory angdreater  costs, longer timelines, more
industry perspectives. The session goresources and team concerns, often base

underway with a discussion of heon experience \th older devices (e.g. loss of

requirements for documenting the validity ofPattery power).

the transition from paper PRO to ePROMny Lucy Abrahamemphasisedthat successful
Asha HareendranSgnior Research Scientistimplementation of ePRO requires both time
UBC), who gave a clear synopsis of relevaand resources. Aninimum of six months is
sections& (KS C5! Q& RNJ Teeded for ePRO staup activities, which
also of the recent publication by the ISPOinclude selecting the technology and vemd
ePRO Task Force setting up a task ownership matrix,

The second presentation, however, helrogramming, —user acceptance testing

greater value for those who were keen tdlatabase — generation and validation,
learn from thepractical experiencef those Uansiations (not only of the PRO but of nev

working with ePRO. Offering an dinstry help screens and additional text), training

perspective, Lucy Abraham Agsociate and _inqlusion in ethics and regulatory
Director, Outcomes ResearcRfizer) shared SUPMISSionsetc.

her insights from clinical trials, methodologyn concluding her presentation and settinc
studies and interactions with regulatorythe scene for the interactive element of the
authorities. Working in the urology andworkshop, Lucyunderlined that while ePRO
sexual health franchise, she indicatedat can be costly,it offers longterm savings
handheld computer devices (PDAs) withgainst the ugront spend As the costs of
touch screens have major benefits ovetraditional paperbased PROs (inding
paperbased methods for diary studies, angaper and data entry) are ofterunder-
are particularly useful in sensitive conditionsestimated ePRO may actually be the more
She offered the example of a man witlcosteffective option for the future.

benign prostatic hyperplasia (BPH) being ab
to leave his PDA diary on his desk at wo
which he would not have felcomfortable
doing if it were paper.
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Touchscreen tablets and webased data
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