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Key questions 
 
 

 

1. Why is Europe way ahead of USA &             
Australia – but miles behind providing                  
people with information they need? 

2. How much information is too much       
information? 

3. Why is 'faithful translation' the Achilles           heel 
of EU medicines information policy? 

4. Why are we scared of talking about a medicine's 
possible 'harms', and say 'risks' instead? 

5. If an informed patient decides not to take a 
medicine, is that a good decision? 
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1970s 

 

“The Tablets” 

 

“The Capsules” 

 

“The Liquid” 
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2010s 

 Comprehensive patient leaflet supplied with 
every medicine 

 Readability of each leaflet assured through 
user testing with ‘real’ patients 

 Patient friendly summaries of: 
 Public assessment report (EPAR) 
 Risk management plan 
 Clinical trial reports 

 Meaningful  ‘expert’ patient and consumer 
input to labelling policy  
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Context 
- History in UK 
- International experience 
Evidence 
- What do patients want? 
European Adventure 
- PILs and User Testing 
- Lay summaries 
- Faithful  translation 
Harms and Benefits 
- How to express benefits  
- Is an informed patient and 

obedient patient? 
 

 
     

    
     

 
 
 
 
 



 
 
 
 
 
 
 
 
 
  
1978 
Medicine label  wordings 

‘One to be taken every 6 hours’ 
• 53%: every 6 hours for 3 doses only 
 
 

‘Complete the prescribed course’ 
• 40% misunderstood 
 
 

‘Caution: this medicine may   
 cause drowsiness’ 

• 33% misunderstood 
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1984 

 



1990 

 



1997: “From Compliance 
            to Concordance” 

 



Whether, when and how 



No decision about me 
without me 

 



1996: Promoting Excellence in 
Consumer Medicines Information: 
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European Draft Readability 
Guideline: 1997 

Guideline included:  
• a prescriptive “model” leaflet and 
• an innovative method of consumer testing 

Model leaflet 
• detailed structure & wording 
• Proposed 37 headings 

pecmi consumer tested model 
leaflet 

• Testing used Commission’s proposed method 
• Performed poorly 
• Version based on best practice performed 

much better 

 



 



Very common? 
Guideline suggests terms to describe risk of a 
side-effect happening: 

• Very common  

• Common  

• Uncommon  

• Rare     

• Very rare  

 

 
 

 
 



        Regulators   UK Public 
 

Very common  >10% 54% 

Common    1-10% 34% 

Uncommon   0.1-1% 11% 

Rare    0.01-0.1%  8% 

Very rare   <0.01%  4% 

Common (may affect up to 1 in 10 people) 
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What do patients think 
about medicine leaflets? 

 You throw them away don’t you? 

 They don’t inspire you 

 Things we want to know                                                   
don’t come first 

 Priorities are those who                                                                     
wrote it, not patients 

 People who suffer should help write leaflets 
  Raynor, Savage, Knapp et al. Patient Education & Counseling 2004 

 



Systematic Review of Research 
Evidence: Key findings  

 

 Patients do not want written information                                           
as substitute for spoken information  
 

 Concern about complex language &                               
poor visual presentation of information  

 Patients value the idea of information:  
– tailored & set in context of their particular 

illness  
– contains a balance of benefit & harm 

information  
 Most patients  wanted sufficient detail to meet their 

needs, and to know about any possible side-effects  
 

 Raynor DK et al Systematic review of research on role & effectiveness of                              
     written medicines information. Health Technology Assessment;  2007 

 



Two functions of leaflets 

Patients would like written information  
to help decision-making in 2 ways:  

1. Initial decisions about whether to take 
medicine or not  

2.Ongoing decisions about the 
management of medicines and 
interpreting symptoms 

 

 
 

 

 



Are PILs paper dinosaurs? 

Thanks for photo to Gesine Bejeuhr 
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What do patients think 
about medicine leaflets? 

 You throw them away don’t you? 

 They don’t inspire you 

 Things we want to know                                                   
don’t come first 

 Priorities are those who                                                                     
wrote it, not patients 

 People who suffer should help write 
leaflets 

 



Game Changer 
 European Directive in 2005   

“The package leaflet shall reflect the results of                            
consultations with target patient groups to          

ensure that it is legible, clear and easy to use” 
 No successfully tested leaflet – no licence 
 Implemented through process called User Testing 

• Process developed in Australia by Prof David Sless 

 Performance-based testing 
• Can potential users find and understand key points of 

information for safe and effective use? 

 Two components: 
• Quantitative – how many can find & understand key points? 
• Qualitative   – what do people find useful?  

 



Readability Formulae 

 Type of  content based testing -
typically based on word &                
sentence length 

 Flesch Index, SMOG 

 Generate a ‘reading age’ 

 Do not take into account of: 
• layout or design of leaflet 
• size of text or typeface 
• sequence of words used 

 Guide a only are they 
 

 

26 



User Testing in brief 

Select 15 key points 
 Relevant to safe and effective use 

Design & pilot a questionnaire which tests: 
 Finding each piece of information 

 Understanding (express in own words) 

Recruit 10 people from target group 
 Interviewed individually  
Interview concludes with qualitative questions 
 What did they like and not like about the leaflet? 

 



Try, Try and Try Again 

User Testing is an iterative process 
• Test material 
• Identify problems 
 the points people struggled with                                  

and their general comments 

• Remedy problems 
 using research evidence & good                    

practice in writing & design  

• Test again 
 
 

 



Before 

 



 
 

 

PIL of the Month 
 
 



 



 Leeds University Testing 
Organisation: Luto 1994 
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Testing on ‘real people’ 

  Job Title 

1 Fundraising  
Assistant 

2 Administrator 

3 Retired Primary  
School Teacher 

4 Retired Air  
Traffic Controller 

5 Christmas  
Grotto Manager 

6 Unemployed 
 Forklift Driver 

7 Retired Bus Driver 

8 Warehouseman 

9 Cleaner 

10 Stand-up 
comedian 
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USA 

 



 



 



 



 



Australia 

 



 
 
 
 
 
 
I-CMI Selected 
Findings 

 

 Only 50-66% receive CMI 

 Most people wanted the 
CMI available as a package 
insert 

 Only a third wanted a 
summary CMI, as well as 
full CMI  

 Most HCPs supported a 
summary CMI 

 

 User testing should be 
strongly encouraged for    
all CMI 

 Consumer awareness of 
CMI should be increased 

 Change management in 
community pharmacy to 
facilitate routine supply      
of CMI 
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Not very clear….this is a summary for the public and it’s not 
good. It needs re-designing”  

 

“Its not user friendly from the start – its more like something from 
a lecture” 
 



What is the purpose of           
this report? 

 



Qualitative findings 

• It’s in bullet points and its easier to read 
than paragraph after paragraph of 
information 

• I like how headings are set out ...into 
sections which are easier to find 
 

• It was good how they gave the background 
...explain the benefits ...so people can see      
a  reason for taking the drug 

• I like the information about how it was 
studied & how they came to the conclusions 
 

 

 
 

 

 

 

 

 



Risk Management Plan 
Summaries 2013 

   Risk Management plan  
 Detailed description of a risk management system 
 For all new medicines 

Now have to prepare RMP Summary 
 For 'lay reader' plus HCPs, patients & consumers  

with particular interest in medicine                                            

  Clear, concise summary with risk put in            
context  of the benefit 

Guidance needs improvement 
 Headings include: 

Overview of disease epidemiology 

Unknowns relating to treatment benefits  

 

 

 
 



 



Clinical Trial Lay 
Summaries  
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Faithful Translation? 

 

 



Translation – the 
Achilles heel? 
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Who decides which 
information to leave out? 



 



 



Long documents can be 
good documents 
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Risk or Harm? 

The two words: 
 risk and  
 benefit  

are not comparable 

The appropriate phrasing is: 
a) The chance of benefit 
b) The risk of harm 

So we should be talking about: 
 harm / benefit   
 benefit / harm  
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Why you should                
take your tablets 





 
 

From The Times 
July 28, 2007 

A daily dose of statins would save 
lives, says heart expert 
Cholesterol-lowering drugs should be offered to all men over 50 and  
women over 60 as an effective “shortcut” to prevent heart disease, a  
government adviser has proposed.  
 

Roger Boyle, the national director for heart disease and stroke, said that a  
“blanket approach” to give everyone above a certain age a daily dose of  
statins would save lives, NHS funding and doctors’ time.  
 

Although statins have been associated with liver problems, muscle  
wasting and a slightly elevated risk of cancer, the British Heart  
Foundation and the Department of Health say that that the benefits  
outweigh any side-effects.  







 We need to allow patients to be sufficiently 
informed to decide if benefits outweigh risks 

 Current information focuses on the harms 
 Need to give patient equivalent information on 

possible benefits 
 



Expressing Benefit 
Information 

 Current Euro template explicitly encourages 
benefit information 

 “How X works”  

 Suggested content: 
 “This medicine reduces                                                               

pain associated with                                                      
arthritis” 

 But what about numerical benefit information ….?  
 Current template expresses harm likelihood numerically 
 Rare: may affect up to 1 in 1,000 people 

 

 

 

 

 



8 focus groups with patients in UK & Australia  
Showed 3 versions of leaflet for ‘Clotmed’  
  More textual information about benefit 

 

 

 

  Numerical information based on ‘Number needed to 
Treat (NNT) 

 
                     

 

 

 

 
 

  

 

 

 



People taking medicines 

Negative 

“When you take a read, quickly it makes you think that the other 97 
have had a heart attack and the other 99 have had a stroke…I 
personally wouldn’t be concerned but I think some people would”.  

“If it was 50% or 55% of people it would be more encouraging but if it is 
just a low figure like that, then no [do not include].” 

Positive 
“A lot of people would see 3 in 100 not being significant, but I 
personally see it if I’m going to be one of the 3” 
 

“I am absolutely going round in circles – I don’t want any more 
information… - but I have to make a decision don’t I? I suppose           I 
would rather have more information than less” 
 



 
 

 
 
Rebastatin 

Negative 
“I found [numerical information] a bit depressing ‘Oh it only 
improves in 1 in 20 in 5 years’, well, I won’t bother!“ 

“19 out of 20, I’d say it was a good pill.” 

 

Positive 
“[I want to know] my chance and if the information was there …..   
I would feel the information leaflet was treating me with respect”  

“I quite like the facts being there because it will make me think” 

 

 

 
 

 

 
 



People taking statins 
Lottery 
It’s a bit like saying a lottery, we’ve got 17 people, one might be 
lucky and 16 won’t be lucky 

People like you 
It’s a bit blunt ….. ‘people like you’, people who suffer with your 
symptoms….its ‘people like you’ that cause all this trouble in the 
world 

Benefits not apparent 
There’s too much emphasis on the bad side effects …. but I want 
to be drawn into what’s good ….I want the benefits to scream out 
at me. 

Influence of prescriber 
I am aware right from the beginning what the doctor said, it was 
gonna do me good, I don’t need to see anything which takes that 
away from me. 

 

 



Preventative Lottery  

 
O’Dowd 2001 
 Patients on preventative 

medicines largest medicated 
group in world 

 They assume benefit will come 
to them personally - never been 
told otherwise 



What the patient wants 
or the general good? 



• Empowered & informed patients may make 
decisions which are: 

• ‘right’ for them 
• not considered ‘correct’ by professionals &   

policy makers  

• Such decisions are wider than medicines 
• bowel cancer screening in Australia 

“There is no privileged vantage point from which to 
decide who is right and who is wrong” 



An informed patient is not 
necessarily an obedient patient 

 Truly empowered & informed patients may be 
much less likely to take preventative medicines 

 People generally do not understand concept of 
reducing population risk with no personal 
benefit 

 They think: 
• will not get heart attack - because taking a statin 

• will not have a stroke- if blood pressure controlled  

 Many symptomatic & curative medicines also 
have relatively poor NNTs 
 Will there be an equivalent effect? 

 

 



Answer to my  
question? 

 If an informed patient decides 
not to take a medicine, is that 
a good decision? 
 

 



Number Needed to 
Treat 

                                www.thennt.com 



Benefits vs Harms 



EU Shortcomings Studies 
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