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• PILs: “Current World”
• “Ideal PIL”

Agenda

• 1 Goal – 2 Synergistic Projects
– Consultation Model
– Using Patients Feedback

• Project Achievements 
• Outlook
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PILs „Current World“ – Bad press
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Patient Statements on PILs …

• „Industry spends so much money in research, but then 
they have such poor quality PILs.“

• „Industry spends so much money in marketing, but 
then they have such cheap leaflets – small fonts, thin 
paper, no colours.“

• „You talk only about risks – why should I take this 
drug.“

• „If you need an extra brochure to explain the PIL, then 
your PIL is rubbish!“

• „If you do not move, time will move you …“

Which information sources are used by patients?
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information leaflets on the condition and therapy options ► Respondents act in the 
internet as they do in real 
life: They use different 
sources to gather 
information. PILs are a very important 

information channel!
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(Source: PROGNOS-Study 11/2008/initiated by LAWG Germany/PhRMA Washington)
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„Ideal PIL“: Patient expectations

• PILs should
– Be patient-friendly 
– Be accessible for everyone

• Be comprehensible 
• Have proper design / visual aids

– Be useful / information about disease and drug 
action

• Maximise drug value
• Maximise drug safety

– Improve adherence 
I li f lif• Improve quality of life 

• Patient-friendliness = CONTENT + LAYOUT
• BUT: PILs are highly regulated  

„ideal PIL“ only a „vision“

Industry view - good PILs make good sense 

• We want 
– to enhance compliance and adherence 
– to increase drug safety
– to improve the quality of our products – PILs are 

an integral product part
– to offer a benefit/risk judgement tool to patients

t i t h lth lit– to assist health literacy
– to encourage patients to read the PIL without 

being discouraged by complex content/layout
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1 Goal: Ideal version of PIL – 2 Synergistic Projects

• Patient consultation 
St d di d l t &

• Patient feedback as 
j t b iStandardized layout & 

style
• 100% assessment and 

revision

project basis
• PIL Monitoring => 

need assessment
• Targeted revision

New Approach: 
Improvements achieved by involving 
Patient/Senior Organizations
=> Building a pool of knowledge 

1 Goal: Ideal version of PIL: 
Pfizer approach: Patient consultation Model

• Pfizer initiative started in 2006
• Strategy and Process development

– Assembling of a working group with patient 
organisation members and company staff from 
different disciplins 

• (Regulatory, production plant, Medical, patient 
relations)

– Overall strategy of 7 key points to improve gy y p p
content and layout/style established

– Learn and transfer experience into standards
• (icons, principles of visualization, wording etc.)
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1 Goal: Ideal version of PIL: 
Pfizer approach: Patient consultation Model

• Negotiation and acceptance of revised PILs 
by NCA (BfArM)
P i i l h d ith i d t• Principles shared with industry
– German pharmaceutical association VFA

• Regulatory board
• Patient relations board

– MSD joined the initiative with different 
approachapproach

– Working party „AG Beipackzettel“ with several 
patient organisations and the interested 
companies 

1 Goal: Ideal version of PIL: 
Pfizer approach: Patient consultation Model
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1 Goal: Ideal version of PIL:
MSD Approach: Using Patients‘ Feedback

• MSD Initiative started in 2009
– Development of project principles and methods

• Inter departmental project• Inter-departmental project
• Continuous long-term project

– Patient centric approach
Patients

• Define „patient-friendly“ 
Questions received by Customer Care Center are clustered andQuestions received by Customer Care Center are clustered and 
analyzed for improvement opportunities

• Improve the PIL based on patients‘ feedback
Patient Relations contacts Patient Organizations (POs) and 
Senior Organizations (SOs)

1 Goal: Ideal version of PIL:
MSD Approach: Using Patients‘ Feedback 

• Number of Questions to Customer Care Center 
(CCC) - only the tip of the iceberg!
– Advantage of CCC Monitoring: real-life questions instead 

of theoretical ones 
PILs are improved according to patients‘ needs –
regardless of market importance or type of registration

14
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Project Achievements up to date

• Monitoring-Improvement approach discussed with and 
supported by NCA (BfArM) - „Post-surveillance of PILs“

• Approval of faithful“ translations:• Approval of „faithful  translations: 
examples in all procedures (NP/DCP/MRP/CP)

• Most critical sections according to CCC monitoring: 
Dosage instructions, interactions, mechanism of action, 
drug description, storage 

• PO contact info stated in PIL (BAG-Selbsthilfe)

Asthma

Hyper-
tension

Project Achievements: Improvements of layout 

Use of colour

Increased font 
size

Clear structureClear structure
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New PIL approach: Look at the world from the 
patients’ view

...

I t l P dSurveillance

There are many constraints, but we must remember:

PILs are for the patients! 

Drug Law

EU-Agencies

EMA

Technical 
Features

Clear Layout 
Regulations

Readability

Internal ProceduresSurveillance 
Authorities

17

Guidelines

Liability 
Law Short and 

SimpleComplete information for 
responsible decisions

PhVWP Class 
Labelling

• Questions?

Patient-friendly Patient Information Leaflets –
Time for Change

• Your opinion?

Thank you very much for your attention!


