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  The following 7 rules describe the nature  
  and the quality of drugs 

1. The drug must be free from any acquired quality 

2. The experiment must be done on a single, not a composite, condition 

3. The drug must be tested on two contrary conditions 

4. The potency of the drug should be equal to the strength of the disease 

5. One should consider the time needed for the drug to take effect 

6. The effect of the drug should be the same in all cases or, at least, in most 

7. Experiments should be carried out on the human body 
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These were written by_____________? 

 A - HIPPOCRATE (460 BC – 370 BC) 

 B – HUA TUO (110 – 220) 

 C - AVICENNA (980 – 1037)  

 D - HARVEY (1578-1657)  

 E - PASTEUR (1822 – 1895) 

 F- FRIEDRICH BAYER (1825 - 1880) 
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Avicenna: Canon of Medicine / Kitab El Kanoun 
(980 – 1037) 
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7 conditions to access AND remain on the market 

SFDA/EMA/FDA 
 Approved 

Country 
Approval 

Country 
Reimb. 

Hospital 
Formulary 

MD 
Prescription 

Patient 
Acceptance 

Label/Price  
Confirmed 
based on 

Real Life Evidence 

1 2 3 

4 

5 

6 

7 
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  Regulatory approval is simply an open door to an even riskier 
stage: Commercialization (Fierce Pharma, Nov 27. 2012) 

http://www.fiercepharma.co
m/special-reports/top-10-
drug-launch-disasters  
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The Myelofibrosis business case 
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Value assessment of the new Jak2 Inhibitor 

Myelofibrosis 
Clinical + Biological  

Abnormalities 
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Reduction in the patient’s splenomegaly 

After 2 months  
treatment 
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Quality of life data to support and reinforce the drug’s value  

12 
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Myelofibrosis symptom assessment form 2/2 
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4 changes transformed the 7 conditions to be on the  
market  into barriers  

Stakeholders & changing needs 

Regulators Payers 

Physician Patients 

More challenging attitude to 
concede drug approval 

"So What"  
attitude 

Focus on the cost/benefit 
analysis of the protocols 

“Cost Effectiveness 
Culture" 

Stronger attention to the 
relationship between drug 

value and cost  

"Reduce Cost"  
trend 

New consciousness and 
influencing role on the drug 

selection 

“Patient 
Empowerment” 
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1960 
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1970 



Copyright © 2013 Accenture All Rights Reserved. 
17 

 

2000 
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2000 
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2005 
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2011 
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• Molecular biology is the main R&D driver in an unbelievably complex environment 
with many uncertainties regarding the real clinical outcomes and long-term human 
impact 

• New drugs are targeting smaller populations and are more expensive 

• New drugs are approved for several indications, targeting the same mechanism of 
action in different diseases (inflammatory diseases, neurology, oncology,…) 

• Randomized Clinical Trials are not sufficient to document the full value of a drug. 
Value dossier are strongly challenged by regulators, HTA agencies and payers 

Real life evidence is becoming more systematic for the evaluation of the drug in 
the real world. Hospitals are the first contributors to data collection from patient 
records 

  The new complexity is offering hospitals a new role in  
drug value assessment 
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Health data and analytics competitive environment 
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Drug value is also an issue in the generic business 

7 novembre 2013 
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The growth of biosimilars will encourage HTA agencies to 
require more real life evidence 

Princep drug 

Traditional generic Biosimilar 

Due to the high complexity of biologicals and their production, biosimilars cannot guarantee 
the exact structure and conformation similarities with the princep drugs 

 
Due to these differences, real life evidence generation will become key in demonstrating the real 

effects of biosimilars and will be expected from payers and regulatory authorities 

Classic molecule, chemical 
synthesis 

Complex molecule, 
biological synthesis 
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Only a fraction of generics actually are efficient, making the 
need for control very important 

Empty pill boxes Counterfeit drugs 

Substandard drugs “Perfect” generic 

Original drugs 
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 Counterfeit: 
– Missing key ingredients 
– Too strong or too weak 
– With the wrong active ingredients 
– With dangerous contaminants 
– In unsanitary or unsterile conditions 
– Using unsafe methods 
– With improper labels 

 
 Substandard: 

– Result of manufacturer that do not follow approved “Good Manufacturing 
Practice” regulated by the FDA or EMA 

– No intent to fool or defraud the consumer 
– Drugs fall below the established standard 

 

Counterfeit and Substandard 
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Sub Standard 
copy 
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   There is a real risk to have sub-standard copies 
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   The Docetaxel example 

29 
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Evidence based medicine is not enough: 
Value Based Medicine is the driver 

Pre- 
Evidence 

Based 
Medicine 

Evidence 
Based 

Medicine 
Value Based  

Medicine 

Yesterday 
Focus on new 

Mechanism of action 
 

Today 
Efficacy 
Safety 

 

Tomorrow 
Focus on 

comparative effectiveness 
and global value 

Clinical trials 
Facts 

Clinical trials 
Facts - Protocols 

Comparators 
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Real Life Evidence Publications 
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Documenting the value of the drug is a continuous process 

Phase I Phase II Phase III Phase IV Launch 

Continuous value documentation 

Value Dossier 

Phase I Phase II Phase III Phase IV Launch 
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With Real World Data becoming mandatory, it’s time to 
switch from Pharmacovigilance to Valuevigilance  

Pharmacovigilance 

Pharmacovigilance Benefits 

Quality of Life Economic Impact 

Value Vigilance 
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Value management is a cross functional exercise…  

Value Management Coordination 
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…and probably an art 

Pharmacovigilance 

Real Life 
Evidence Studies 

Health economic 

Quality of Life 

Registries 

Risk Management 

Social Media 

Value 
manager 

Randomized 
Clinical Trials 
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pierre.anhoury@accenture.com 
 
 

Thank You ! 

mailto:pierre.anhoury@accenture.com
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