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A Tale of Two Documents

Using an SmPC

What is an SPC?

Summary of Product Characteristics 
– for Professionals

What is an SPC? 

I can't remember looking at one

How easy to use?

It seems a little bit muddled - not terribly                                  
user friendly

It's very wordy, not very easy ….. because you are flicking 
…… from one part to another

I don't really understand why it repeats itself 

I'm not sure what 'posology' means. 
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Th d ’t i i

Package Leaflets – for Patients

What do you think about medicine leaflets?
They don’t inspire you

Priorities are those who wrote it,                                             
not patients

People who suffer should help write                      the 
leaflets
Concern about complex language                                   
& poor visual presentation& poor visual presentation 
Patients value information that contains a balance of 
benefit & harm information 

Raynor et al. Patient Education & Counseling 2004

Raynor et al, Health Technol Assess 2007

In this presentation 

1. Summary of Product Characteristics
• What is it for?

2. SmPC
• How does it perform?

3 SmPC3. SmPC 
• Impact on Package Leaflet
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Background – University of 
Leeds & Luto Research

Consumer medicines information research group:
Impact of EU legislation & User Testing
Expressing risks and benefits to patients
US & Australian medicine leaflets 
Collaborate with Sydney, Wisconsin, Utrecht & Aarhus
Expert advice to policy-makers including European Parliament & FDA

Luto Research - University Spin Out
Patient information testing service for pharma companiesPatient information testing service for pharma companies
Spin outs promoted by University – putting research into practice
EPAR Summaries, clinical trial PIS, IFUs, RMP materials

Principal role remains as an academic

School of Healthcare
FACULTY OF MEDICINE AND HEALTH

1 Summaries of Product1. Summaries of Product 
Characteristics

- What are they for?
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What is the SmPC for?

Serves three masters:
1.Represents the agreed position ...as distilled 

through the course of the assessment process 
2. “Basis of information for healthcare 

professionals on how to use the product safely 
and effectively“

3 “Th P k L fl t h ll b d i3. “The Package Leaflet shall be drawn up in 
accordance with the SmPC“

Too many masters?

School of Healthcare
FACULTY OF MEDICINE AND HEALTH

2 Summary of Product2. Summary of Product 
Characteristics

- How do they perform?

What is Wrong with Current SmPCs?
d.k.raynor@leeds.ac.uk
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How useful for health 
professionals?

We tested two SmPCs with doctors in the UK
• Generalist SmPC: ‘Lariam’; mefloquine

• anti-malarial
• Specialist SmPC: ‘CellCept’; mycophenolate

• prophylaxis of transplant organ rejection

Using the process of ‘user testing’
• Performance based testing
• Legal requirement for the package leaflet – process the same

Collaboration with Roche
• Roche contracted with Luto Research for testing of the 2 SmPCs
• Project led by

• Prof Theo Raynor (University of Leeds)
• Dr Peter de Veene (Roche) 

User Testing in Brief
Select 15 key points
• Relevant to safe and effective use

(a) Quantitative aspect
• Design & pilot a questionnaire which tests:

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

• Recruit 10 people from target group
• Interviewed individually
• Can they find and understand the information? 

(b) Qualitative aspect
• Interview concludes with qualitative questions

• What did they like and not like about the document?
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Try, Try and Try Again

User Testing is an iterative process
• Test material• Test material
• Identify problems

the points people struggled with                                 
and their general comments

• Remedy problems
using research evidence & goodusing research evidence & good                    
practice in writing & design 

• Test again

Raynor DK. Testing, Testing: The Benefits of User-testing Package Leaflets
Regulatory Affairs Focus 2008
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Lariam SmPC Testing 1:                 
- the original

15 Key points tested with General Practitioners

Finding the information
• Doctors’ ability to navigate around the document was poor

• 9/15 points not found, or found with difficulty, by 2 or more doctors

Understanding
• 5/15 points were not understood by 2 or more doctors

Qualitative comments 
• Comments included that the SmPC was 'muddled‘

• Information buried

• Search backwards and forwards

Revising the Lariam 
SmPC: 

Problem points of information
• Pregnancy • Identifying side effectsPregnancy

• Driving and using machines

• Lactose intolerance

Common themes
• Information not where expected; headings not useful

Identifying side effects 

• Reducing side effects with 
food

• Repetition - a problem with the sections on interactions, pregnancy, 
and driving

• Who is it addressing?
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Lariam SmPC Testing 2:                       
- Revised wording in original layout

10 more General Practitioners

Finding the information
• Doctors’ ability to navigate around the document was again poor

• 7/15 points not found, or found with difficulty, by 2 or more doctors

Understanding
• 4/15 points were not understood by 2 or more doctors

QQualitative comments 
• Its not particularly easy to use but its very, very necessary, the 

information that’s in there
• [Pregnancy] mentioned in 2 totally different sections, might be 

worthwhile combining the two
• Important points should perhaps be aggregated on front page
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Lariam SmPC Testing 3:                       
- Revised wording & revised layout

10 more General Practitioners

Finding the information
• Doctors’ ability to navigate around the document was poor

• 8/15 points not found, or found with difficulty, by 2 or more doctors

Understanding
• 7/15 points were not understood by 2 or more doctors

Qualitative comments 
• Its probably taught me something. I didn’t know that information 

would have been there 

CellCept SmPC Testing 1:                 
- the original

15 Key points tested with Specialist Hospital Doctors
Fi di th i f tiFinding the information

• Doctors’ ability to navigate around the document was poor

• 11/15 points not found, or found with difficulty, by 2 or more doctors

Understanding
• 1/15 points were not understood by 2 or more doctors 

Qualitative commentsQualitative comments 
• Haven’t ever looked at CellCept SPC although have prescribed for years

• I  can’t confidently tell you I have ever looked at an SPC

• There’s actually lot more information in here than we tend to give credit 
for
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3 Package Leaflets and3. Package Leaflets and 
Impact of SmPC

What is Wrong with Current SmPCs?
d.k.raynor@leeds.ac.uk

Impact of SmPC on PL

SmPC is comfort blanket for some regulators and 
l t ff i t ff R i t t i i f tiregulatory affairs staff. Resistance to moving information 

points to where patients will look on the PL
• Duplication of contra-indications

• Interactions

• Pregnancy

• Side effect information in Section 2 ‘Before taking…’
• Serious side effects deemed needing to be stated up front

• No benefit information in SmPC
• Prime desire of patients
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Key points
• SmPCs serve 3 purposes 

• Do we need a bespoke version for health professionals?
• Two SmPCs tested performed poorly

• Particularly for doctors finding relevant information
• User Testing identified where there were problems 

• Solutions could be applied, as for PLs
• Key solutions relate to headings, sub-headings 

• Placement of information where doctors expect it
• Revised versions showed some improvements

• Qualitative results particularly informative
• Key information section widely liked
• Could be used more if easier to use and doctors knew of value 

• Improving the SmPC could improve the PL
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