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Evidence-based drug information 

and its substandard translation into clinical practice 

• The overflow of information in print and through the internet 

often lacks quality (validity, generalizability …) 

• … and often does not address information needs of physicians, • … and often does not address information needs of physicians, 

patients and citizens at large

• Selecting valid and relevant information and improving its 

access as well as uptake may be even more important in an era 

of accelerated approvals



International Society of Drug Bulletins (ISDB)

• Independent drug information bulletins, in particular those 

associated with the International Society of Drug Bulletins (ISDB) 

have partly filled the gap in providing evidence-based, independent 

information  …information  …

• … to help physicians and decision makers assess the added 

therapeutic value (ATV) of medicines and translate data from 

scientific literature into possible choices for clinical practice



Some examples of ISDB bulletins



Between April and July 2015 we carried out a survey asking editors of 

8 ISDB bulletins of the European region (one per country) to indicate:

• the main sources of drug information, targeted at health 

professionals and at the general public, provided by National 

Competent Authorities in their countries

Our qualitative survey

Competent Authorities in their countries

• the specific kinds of information produced

• their opinions about strengths and weaknesses of such information 

and their suggestions about how to improve access to good quality 

information 



Our qualitative survey

• comparative effectiveness and safety

We particularly considered the presence of information on

ATV

• the added therapeutic value (ATV) of 
ATV

the added therapeutic value (ATV) of 

drugs

• assessment of quality of scientific 

evidence

• “implementability” of information



8 countries analysed

Austria, Czech 

Republic, France, 

Germany, Italy, 

Netherlands, Spain, 

United Kingdom



Availability of key information from regulatory authorities 

and public health institutions in the surveyed countries

Countries Assessment of added therapeutic value (ATV) Assessment of quality of 

scientific evidence

Austria No No

Czech R No No

France

Evidence-based reports by HAS Transparency Committee 

provide explicit comments on ATV (amelioration du service 

medical rendu)

Some information in 

evidence-based reports 

from HAS

Germany

Transparent evaluation by the Federal Joint Committee (G-BA) 

using IQWiG dossier, pharmaceutical company dossier and 

hearings (with the participation of patients’ representatives and 

High quality information in 

IQWIG reports
Germany

hearings (with the participation of patients’ representatives and 

professional medical societies)

IQWIG reports

Italy No No

Netherlands
Some information in pharmacotherapeutic reports of the 

National Health Care Institute
No

Spain Some information from AEMPS drug assessment reports

Some information in 

AEMPS drug assessment 

reports and in guidelines 

(GuiaSalud)

UK
Transparent evaluation from NICE reports of ATV from both the 

clinical and societal standpoint

High quality information in 

NICE reports and 

guidelines



Examples from UK: technical information from NICE

TECHNICAL LANGUAGETECHNICAL LANGUAGE



Examples from UK: information for patients



Examples from UK: information for patients



Examples from Germany: technical information from IQWIG 



Examples from Germany: technical information from IQWIG 

TECHNICAL LANGUAGE



Examples from Germany: information for patients

QUITE GOOD



Problematic traits in many of the countries 

(about info targeted to either professionals or patients)

• The link between evidence and conclusions about effectiveness and 

safety of medicines is often not clearly shown

• Limits in comparative evidence on efficacy/effectiveness and safety 

of medicines to show their ATV over an appropriate comparator 

treatment treatment 

• Limited transparency in the process of selecting the evidence, 

appraising its quality and showing possible conflicts of interest

• Lack of primary data from pharmacovigilance

• Limited “implementability” of the available information and lack of 

plans to actually implement it 



How to enhance

information transfer?

Populations Are they similar to those 

we’re thinking of (to whom 

we’d like to transfer results)?

Intervention Are doses and 

administration similar to 

usual practice?

Control Are doses and 

administration similar to 

usual practice?

Outcomes Are they relevant? and 

valid?

Highlighting applicability and 

relevance of data by sharply  

describing characteristics of studies

Time Is duration of studies

consistent with clinical

practice?
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How to enhance

information transfer?

Populations Are they similar to those 

we’re thinking of (to whom 

we’d like to transfer results)?

Intervention Are doses and 

administration similar to 

usual practice?

Control Are doses and 

administration similar to 

usual practice?

Outcomes Are they relevant? and 

valid?

Highlighting applicability and 

relevance of data by sharply  

describing characteristics of studies

Making data more 

comprehensible by using absolute 

risk differences and NNTs 
Time Is duration of studies

consistent with clinical

practice?

risk differences and NNTs 

Showing what the information does 

add in defining the place in therapy of 

medicines; 

ATV

Expliciting where the information 

comes from and its possible pitfalls

(publication bias, conflicts of interests)



Different tools for different readers

(but diffusion and implementation are different concepts)

Wider spectrum: from easier to more articulated materials, 

specifically targeted (to either professionals or patients) and widely 

diffused also through social media

On webpages or PDFs, use of hypertexts for different layers of On webpages or PDFs, use of hypertexts for different layers of 

information, depending on readers’ interest in more or less depth, 

would be of great help

However, implementation frameworks would need to be thought of 

both at national and local level (for example, small group interactive 

meetings)



Defining therapeutic role and ATV: whose job?

• Should regulatory authorities also offer clear info materials on ATV of drugs 

(with comparative evaluation of drug effectiveness and safety)? 

• Or should regulatory and information functions be separated?

• No question that regulators should be fully transparent about data and • No question that regulators should be fully transparent about data and 

reasons informing their regulatory decisions, which are often coupled with 

reimbursement decisions and inherently linked to an evaluation of ATV

• The availability of such information materials per se is a fundamental issue, 

whether they are produced by medicines regulatory agencies or by other 

public health institutions without regulatory functions (like it also happens 

in UK, Germany or France, just to make some examples). 



More information tools at European level?



More information tools at European level?



More information tools at European level?

Strengthening 

information 

products from EMA 

(with PICOT-type 

tools or more tools or more 

graphical displays?)



More information tools at European level?

• Strengthening the role of the European Network for Health 
Technology Assessment (EUNetHTA) 

• National agencies 

would be in a better would be in a better 

position if EMA or 

EUNetHTA provided with 

some more comparative 

elements helping to 

eventually evaluate the 

ATV of medicines. 



Editor ISDB bulletin Country

Dick Bijl Geneesmiddelenbulletin Netherlands
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Maria Font Infofarma Italy
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