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Animal studies + + + - - - - - - - - 

Spontaneous reports + + + + - + + + + - - 

Published case reports - - - - - - - - - - - 

Published case series - - - - - - - - - - - 
Cross-sectional study  
(of biomarker) + - - - - - - - - - - 

Case-control study - - - + - - - - - - - 

Cohort study - - - - - - - - - - - 

Non-randomised biomarker 
study - + + - - - - - - - - 

Randomised biomarker 
study + - - - - - - - - - - 

RCT - - - - + - - - - - - 

Other  - - - - - + + - - - - 
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Was the shift towards more robust 
evidence; as evidenced by more 
observational studies good for 
public health in terms of better 

decisions, which lead to reduced 
mortality and serious morbidity from 

ADRs?  
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Proposed study to examine the public 
health impact quantitatively 

• The study will investigate the effects on public 
health burden (measured by the effects on 
mortality and serious morbidity) of these 
decisions. 

• The project will seek to identify predictive         
modelling methods based on empirical      
utilisation data on the respective products to    
measure the public health impact in terms of       
mortality and serious morbidity. 
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Proposed study to examine the 
public health impact quantitatively 

In addition the study will also describe the detailed  
Nature of the evidence used to support  
post-marketing withdrawal in the EU after 2012  
(we have previously studied the evidence which 
was used to support product withdrawal decisions 
made in  
1999 - 2002 
2002 - 2011 
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Proposed study to examine the 
public health impact quantitatively 

• Description of the data sources upon which the 
 withdrawal decisions were based, using 
 quantitative measures whenever possible. 
• Descriptive statistics of safety data, as well as 

the drug utilisation data. 
• Link the findings from the studies Relative Risk 

and Attributable Risk with usage data 
• Measure the beneficial effects in terms of lives 

saved and/or serious morbidity prevented 
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Proposed study to examine the 
public health impact quantitatively 

• Analytic and modelling methods to estimate the 
public health impact of the regulatory decisions. 

• Sensitivity analyses to examine the public 
health impact at various earlier time points 
(based on the data available at each time point) 
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The project 

• Initially study product withdrawals initially 
• Extend to restrictions, contraindications and 

major changes 
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Some expected difficulties 

• When product withdrawals were based on 
qualitative or semi-quantitative data 

• Sales figures may not be accurate 
• Products which are used irregularly   
• Deciding at which level the evidence merited 

action (complex risk/benefit decisions which 
include assessments of alternatives) 
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Progress so far 

• MSc Student will conduct a SR of product 
withdrawals and supporting evidence since 
2012 

• Advertised for a research fellow to lead the 
project 

• Trying to establish a network of contributors to 
the project 
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One of first clinical audits was undertaken by Florence Nightingale during 
the Crimean War of 1853-1855. On arrival at the medical barracks 

hospital in Scutari  in 1854, Nightingale was appalled by the unsanitary 
conditions and high mortality rates among injured or ill soldiers. She and 
her team of 38 nurses applied strict sanitary routines and standards of 
hygiene to the hospital and equipment; in addition, Nightingale had a 

talent for mathematics and statistics, and she and her staff kept 
meticulous records of the mortality rates among the hospital patients. 

Following these changes the mortality rates fell from 40% to 2%, and the 
results were instrumental in overcoming the resistance of the British 

doctors and officers to Nightingale's procedures. Her methodical 
approach, as well as the emphasis on uniformity and comparability of the 

results of health care, is recognised as one of the earliest programs of 
outcomes management. 

 

http://www.flyingcoloursmaths.co.uk/wp-content/uploads/2013/05/Florence-Nightingale.jpg
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www.dsru.org 
saad.shakir@dsru.org 
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