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Communicating with

lay people

» Ernest Rutherford
A New Zealand born
AOFat her of

»Sci ence nhas no
unless it can be explained
t o a bar mai do
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1. Are we using the wrong language”?
AO6Pharmacovigilanced?
Ab6Benefskd orhadhmdmef it

2. User testing 0 the how and why
A User testing in a nutshell
Al mportance of using O0real d peopl e

3. Ten tips for writing for lay people
A Applying to PRAC wordings and others & fit for purpose?

A SmPCsd fit for purpose?
4. Where is the benefit?

AdBenefitd information is still the
A Impact of numerical benefit information

5. Summary



BaCkg round UNIVERSITY OF LEEDS

Consumer medicines information research group
AProfessor of Pharmacy Practice

A30 year programme, funded by Department
of Health, EU, DIA, TGA

AExpert advice to MHRA, EMA and FDA
AFounder of a World Universities Network collaboration

Worldwide Universities Network

University Spin Out company
ACo -founder and academic advisor
ADevelops, refines & tests health information
>20,000 participant interviews

APatient information leaflets / package leaflets Research for

Clear Communication

AEducational materials for HCPs & patients
ARMP and Clinical Trial Layperson Summaries



DISTALGESIC
INFORMATION FOR PATIENTS

UNIVERSITY OF LEED

YOUR PRESCRIPTION FOR DISTALGESIC
(Dextropropoxyphene 32.5mg with Paracetamol 325mg)

Your doctor has prescribed Distalgesic tablets for the relief of
your pain. Please read this leaflet carefully before you start to
take the tableis

cohol
The consumption of alcohol whilst taking medicine may
be dangerous therefore;

AVOID ALCOHOL WHILST TAKING DISTALGESIC

Working
Some people find that Distalgesic tablets make them
drowsy or dizzy at first, especially if they are taking tran-
quillisers or sleeping pills as well. You should be careful
when driving or operating machinery until you know your
reaction to Distalgesic.

3. Dosage
TAKE NO MORE THAN TWO TABLETS AT A TIME
TAKE NO MORE THAN EIGHT TABLETS A DAY

4. Pregnancy
You should not take Distalgesic or any other drugs
during pregnancy unless your doctor knows you are
pregnant and specifically prescribes them.

5. Overdosage
IF YOU SUSPECT THAT YOU, OR ANYONE ELSE, HAS
TAKEN TOO MANY DISTALGESIC TABLETS DON'T
DELAY, DIAL 999 FOR AN AMBULANCE IMMEDIATELY,
THEN PHONE YOUR DOCTOR

6. Remember
These tablets have been prescribed for YOUR USE
ONLY. Keep them in a safe place and do NOT allow
anyone else to take them. Destroy unused tablets at the
end of treatment.If you have any questions ask your
doctor or pharmacist.

Kingsclere Road, Basingstoke, Hampshire RG21 2XA
k ‘Distalgesic' is a trade mark DAL 189/Feb, 1964

E DISTA DISTA PRODUCTS LIMITED




Systematic Review of Research

Evidence: Key findings 2007 UNIVERSITY OF LEEDS

A Patients value a balance of benefit & harm information
A Current balance in favour of harm information

A Most patients want to know about any possible

side -effects
A Which side efffects to leave out?

A Patients do not want written information as

substitute for spoken information
A () sCOPE preference is face -to-face
discussion with healthcare professional

A Patients want information about all their medicines in
context of information about the illness 0 not separate
A () score Prefer one resource addressing disease and all medicines
0 not separate for each medicine
A Patients dondot see i mproving compliar

information provision
A Some health professionals see improving compliance as prime funcation

& Raynor DK et al Systematic review of research on written medicines information. HTA 2007



Health Literacy

Editorial 2012

An informed patient is not aM
necessarily an obedient patient. I
AUS RCAC o6informed indepe | €

Health literacy
Is it ti

s it time to shift our focus from patient to provider?

Ve

APati ent empower ment O me g °rmn

aA)

A An informed patient may decide to do wh|
see as right for them - and not follow
professional advice - this is a good outcome

Use O6Uni ver sal Precautil onsao

A Develop single easy to read & access pieces of information to
benefit all patients -do not o6targetd those with

AAHRQ: All peopleds ability to make ¢
easy to understand information
A @ scope Use plain language that anyone can understand

A C\‘ SCOPE Websites should be as easy & clear as possible for all
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1. Are we still using the

wrong language?

d.k.raynor@leeds.ac.uk
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Millions 'cannot read well

enough for karaoke'
By Paul Bignell Published: 17 December

%
«

Millions of adults have such poor
reading skills that they struggle to keep
up with karaoke lyrics, government
research has found.

Research for the Department for
Education found songs like Frank
Sinatra's "New York, New York " require
reading skills lacked by more than 5
million adults


http://www.google.co.uk/url?sa=i&rct=j&q=the+independent&source=images&cd=&cad=rja&docid=pN4uQtWXQvgc8M&tbnid=D0g3eCEdGAEALM:&ved=0CAUQjRw&url=http://neurobonkers.com/tag/independent/&ei=MDgZUemaLq2U0QWt34CwAQ&bvm=bv.42080656,d.d2k&psig=AFQjCNHEzhqkGUEP28k06KJQsoYRpHaoiA&ust=1360693676740008

The wrong language

Phar macovi

d-armacovigilancia 0

A How many members of

public understand?

A How many healt

professionals understand?

A Should we be talking
about:

A N C
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EUROPEAN MEDICINES AGENCY

Textsize: s a

An agency of the European Union
Search document library | 3

Follow us: [ Y

Home Find medicine UNTEREEHIEILLTE Veterinary regulatory Committees News & events Partners & networks About us

Post-authorisation
Product information

Sdientific advice and
protocol assistance

Scientific guidelines
Innovation Task Force
SME office

Paediatric medicine
Geriatric medicine

Orphan

Human regulztory b Pharmac ce b Backgroun

Safety monitoring of medicines

o monitoring of
medicines in the European Union (EU) - this is known as pharmacovigilance. The
Agency’s main role in this area is to support the coordination of the European
pharmacovigilance system and to provide advice on the safe and effective use of
medicines.

Before a medicine is authorised for use, evidence of its safety and efficacy is limited to the
results from clinical trials. This means that at the time of a medicine’s authorisation, it will
only have been tested in a relatively small number of patients for a limited length of time.

Some side effects or "adverse reactions’ may not be seen until a very large number of people
have received the medicine and used it over longer time periods. This only happens once
healthcare professionals begin prescribing. It is therefore vital that the safety of all medicines
is monitored throughout their use in healthcare practice.

Pharmacovigilance Risk Assessment Committee

The Pharmacovigilance Risk Assessment Committee (PRAC) carries out most of the Agency's

Herbal products

Referral procedures

Article 58 applications

} Background

Pharmacovigilance
legislation

work on pharr . The PRAC is a committee made up of experts from regulatory
authorities in Member States and other specialised institutions.

The PRAC took over many of the from the Pharr g Working Party

(PhVWP). The PhVWP's last meeting was in July 2012.

EudraVigilance

gagency is also resp for the devek 5 and co-ordination of
Mg, > system for reporting suspected cases of adverse reactions to 2

medicine.

Eudrg £ Is a single repository for reports of suspected adverse reactions to medicines
B practice and from dlinical trials. The system allows the detection of signals of suspected
adverse reactions that were previously unknown and new information on known adverse
reactions.

email & print @ elp @ share

Related information

» European Commission: EU
pharmacovigilance system @

¥ Regulatory information:
pharmacovigilance

» European database of suspected
adverse drug reaction reports &

opean Network of Centres for
Pharmacoepidemiology and
Pharmacovigilance

» 2010 pharmacovigilance legislation

B 2013 annual report on
EudraVigilance for the European
Pariiament, the Council and the

mission (28/04/2014)

Cor

% First annual report on
EudraVigiance for the European
Parliament, the Council and the
Commission (26/07/2013)

2011 EudraVigilance Human
annual report (19/06/2013)

2011 EudraVigilance Human
annual report - Explanatory note
(19/06/2013)

communication by
ines Agency:
a study of influential
stakeholders” expectations and
attitudes (31/

[ [@] @]

torin )

0O0Safety moni

medi cil neso0?



The wrong language

UNIVERSITY OF LEEDS

The black triangle headline wording is:

A 6This medicine is subject to addit,]
monitoringo

But this is not the key message, which is: i |

A d6We are closely watec v L'p‘
medicine for side ef ,Th’Smed,"

| Quick idengie. " 1S Subject

Do lay people understand it? reportin Ification of ney,

. : S

A We dondt know becaus OW o 1 ys’deeectSyoa’
user tested with real people 9 port Side effe 4

ONot sure whanmay bte metadnss

need more monitoring 1If



No smoking

CCTV cameras
in operation

In an emergency |

r Use the red emergency
ity seat button to alert the driver

bple who are
d, pregnant ! _ It s safer to stay on the train
5 able to stand | " than attempting to get off

EAllac: tmmteeomticaa Eram

staff or emergency services

Do not take any risks ﬂ.
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The two words:
A risk and
A benefit

are not comparable

The appropriate phrasing is:
AThe O6chance of benefito
AThe o6risk of har mo

So we should be talking about:
A harm / benefit
A benefit / harm
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2. User Testing of
Medicines Information

o0 how and why?

d.k.raynor@leeds.ac.uk




The oO0ri ght Ianguag

from User Testing UNIVERSITY OF LEEDS

Making sure we are using the right language
need the 1 nput of O0rea

PILs have to be used tested
A Can real people find and understand
key pieces of information?

A How would describe in their own words

A What do they like and not like about
the leaflet?

But EMA & NCA information is not tested

() scorE A Most MS do not pre -test safety
communications

Al used peer reviewer & another has
Orhnouse groupd for readabil it
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What Is User Testing? UNIVERSITY OF LEED

Select key points of information

Recruit 10 people from
target group
A Interviewed individually

(a) Quantitative aspect

Design & pilot a questionnaire
which tests:

A Finding each piece of information
A Understanding (express in own words)

(b) Qualitative aspect
A Interview then moves to qualitative questions

A What did they like and not like about the
document?
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Or e a unvedareorQeeps |

patients you st
member shi p makes Vyo

Albert van der Zeijden

4 Retired Air S T Bl
Traffic Controller | ‘
e

Christmas
Grotto Manager

Patient who engage Wlth these organisations
likely to be more familiar with risk
communication tools by virtue of being member
I not representative of general population

@E=Zd Consultation




