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Disclaimer

“The processes described and conclusions drawn 
from the work presented herein relate solely to 
the testing of methodologies and 
representations for the evaluation of benefit and 
risk of medicines. 

This report neither replaces nor is intended to 
replace or comment on any regulatory decisions 
made by national regulatory agencies, nor the 
European Medicines Agency.”

PROTECT is receiving funding from the European Community’s Seventh Framework 

Programme (F7/2007-2013) for the Innovative Medicine Initiative (www.imi.europa.eu)
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http://www.imi.europa.eu/


Dissemination of results/recommendations 

arising from PROTECT*

• Publications & Presentations

• PROTECT Web Portal

• The ENCePP network

• Training Programmes (WP7)

• The EMEA Scientific Committees, Working Parties 
and regulatory activities

• Other possible means
http://protectbenefitrisk.eu/

* PROTECT Full Project Proposal / IMI Call #6 

(20th January 2009)
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http://protectbenefitrisk.eu/


Web design

• Responsive Web Design:  “Reponses or addictiveness Quickly and 

Positively” to  the users. It responds to users environment based on 

screen-size, platform and orientation.

• Offers : Smooth Navigation , Easy reading, Reduces scrolling and 

zooming, social media integration and  excellent user experience –

across a good vary of devices (from smartphones to desktops).
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• Recommendations tab is organised into five broad stages common to all 

benefit-risk assessments

• Interactive version of final recommendations report (Hughes et al, Nov 2013)
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http://www.protectbenefitrisk.eu/documents/HughesetalRecommendationsforthemethodologyandvisualisationtechniquestobeusedintheassessmento.pdf


• Classification of methodologies used in benefit-risk assessment
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• Taken together, they would be a sufficiently powerful toolbox for most benefit-

risk assessments

• Interactive version of systematic review of methodologies (Mt-Isa et al, 2014)
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http://www.protectbenefitrisk.eu/documents/ShahruletalReviewofmethodologiesforbenefitandriskassessmentofmedicationMay2013.pdf


• Appraisal of visual representations used in benefit-risk assessment
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• Seventeen recommendations for the application of visuals at key stages 

proposed

• Interactive version of visual review (Mt-Isa et al, Part 1 & Part 2; 2013)
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http://www.protectbenefitrisk.eu/documents/ShahruletalReviewofvisualisationmethodsfortherepresentationofBRassessmentofmedicationStage1F.pdf
http://www.protectbenefitrisk.eu/documents/ShahruletalReviewofvisualisationmethodsfortherepresentationofBRassessmentofmedicationStage2A.pdf


• Each case study applied several methodologies and visual representations

• Interactive summary of Case Study Reports:

• Efalizumab (Micaleff et al Wave 1 & Suppl 1; Phillips et al Suppl 2; 2013)

• Natalizumab (Nixon et al Wave 1 and Wave 2, 2013)

• Rimonabant (Juhaeri et al Wave 1; Mt-Isa et al Suppl 1; Juhaeri et al Wave 2, 2011/2012)

• Rosiglitazone (Philips et al Wave 2, 2013)

• Telithromycin (Quartey et al Wave 1, 2012)

• Warfarin (Hallgreen et al, Wave 2, 2013)
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http://www.protectbenefitrisk.eu/documents/Micaleff_et_al_Benefit_Risk_Wave_Case_study_Report_Efalizumab_Feb_2013.pdf
http://www.protectbenefitrisk.eu/documents/Micaleff_A_etal_Supplement_1_to_Wave_1_case_study_report_Efalizumab_Feb_2013.pdf
http://www.protectbenefitrisk.eu/documents/Phillips_et_al_Supplement_2_to_Wave_1_case_study_report_Efalizumab_Feb2013.pdf
http://www.protectbenefitrisk.eu/documents/NixonetalBenefitRiskWave1casestudyreportNatalizumabMay2013.pdf
http://www.protectbenefitrisk.eu/documents/NixonetalBenefitRiskWave2CasestudyReportNatalizumabMarch2013.pdf
http://www.protectbenefitrisk.eu/documents/JuhaerietalBenefitRiskWave1CasestudyreportRimonabantOct2011.pdf
http://www.protectbenefitrisk.eu/documents/ShahruletalSupplementtoRimonabantWave1CasestudyReportOct2011.pdf
http://www.protectbenefitrisk.eu/documents/JuhaerietalBenefitRiskWave2CaseStudyReportRimonabantJan2012.pdf
http://www.protectbenefitrisk.eu/documents/PhilipsetalBenefitRiskWave2CaseStudyReportRosiglitazoneFeb2013.pdf
http://www.protectbenefitrisk.eu/documents/QuarteyetalBenefitRiskWave1CasestudyReportTelithromycinFeb2012.pdf
http://www.protectbenefitrisk.eu/documents/HallgreenetalBenefitRiskWave2CaseStudyReportWarfarinMarch2013_000.pdf


• A guide for patients and interested members of the public who are new to the 

benefit-risk assessment of medicines or would like to know more

• Example case-study on “visual communication of the benefits and risks of 

weight loss interventions”
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http://www.protectbenefitrisk.eu/PPI6.html
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• Links to all published reports from IMI PROTECT Benefit Risk.

• Complete Glossary, Abbreviations and References also provided.
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Questions …

An online space has been created so that findings and recommendations can be 

explored interactively and will continue once PROTECT closes following this 

symposium.

Thank you from the IMI PROTECT Benefit-Risk Team (http://protectbenefitrisk.eu/)
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http://protectbenefitrisk.eu/
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http://www.imi-protect.eu/
http://www.imi.europa.eu/
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