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Health Spending Contributes to Economic and Social 
Development in multiple ways  

Health spending is a crucial investment to promote economic growth 

Source: ¢ƘŜ ŎƻƴǘǊƛōǳǘƛƻƴ ƻŦ ƘŜŀƭǘƘ ǘƻ ǘƘŜ ŜŎƻƴƻƳȅ ƛƴ ǘƘŜ 9ǳǊƻǇŜŀƴ ¦ƴƛƻƴέΣ Suhrcke, McKee for the European Commission, DG Sanco (2005) 
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Better health contributes to Economic 
growth  
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Coverage Expansion Will Enroll More Patients, 
Provide Better Benefit and Reduce Patientsô Self-pay 

Source: WHO - World Health Organization 

Drugs  
covered  population covered  

Portion  
of cost  
covered  
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Efficiency also important   
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Currently, Emerging Markets are Moving into Coverage 

Expansion, However % GDP Spend on Healthcare Below 

WHO Guidance 
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Source: http://www.who.int/gho/health_financing/total_expenditure/en/ accessed 4 Nov 2016 

http://www.who.int/gho/health_financing/total_expenditure/en/
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OPP (Off-Patent Pharmaceuticals) Play a Critical 
Role 

Å Off-Patent Pharmaceuticals (OPP) comprise of: 
ÅOff-patent originators  
ÅBranded generics 
Å International Non -proprietary Name (INN) generics  

Å Majority patients are treated with OPP (~60 -80%) 
Source: IMS MIDAS, MAT 2015 
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OPP key essentials are PE & BE, however many emerging 

markets have not yet reached both level 

Source: Alfonso et al, Journal of applied HE in health policy making, 2015 updated with local BA/BE regulations on June 2016 

Country 
Generic 
definition 

In line  
ǿƛǘƘ ƛƴǘΩƭ  
standard 

Required GMP 
meet WHO 
standard 
(manuf. sites) 

GMP standard 
implemented 

New 
registration 
require BE 
(local prod.) 

Mandate BE 
for in-market 
local 
products 

In-vitro test 
performed in  
routine quality 
check (local 
products) 

Russia Yes Yes Yes (2018) Partially Yes Partially1 No 

China Yes No Yes Partially Yes Partially 2 Random 

Vietnam Yes No Yes Partially No (till 2025) Partially3 Random4 

Indonesia Yes No Yes Partially Partially5 Partially5 No 

Philippines Yes Yes Yes Partially Yes Partially6 No 

Pakistan Yes No Yes Partially No No No 

Egypt Yes No Yes Partially Yes No No 

Algeria Yes No Yes Partially Yes No No 

India7 Yes Yes Yes Partially Yes No Partially 

Chile7 Yes Yes Yes Partially Yes Partially6 Partially 

Peru7 Yes Yes Yes Partially No No Partially 

Saudi Arabia Yes Yes Yes  Partially Yes  Yes  Yes 

South Africa Yes Yes Yes Partially Yes Yes Yes 

Colombia7 Yes Yes Yes Yes Partially No Partially 

Argentina7 Yes Yes Yes Yes Yes Yes Partially 

*PE: Pharmaceuticals Equivalence; BE: Bio-Equivalence; GMP: Good Manufacturing Practices; WHO: World Health Organization 

Note: : 1. Products >20 years exempted; 2. Start in 2016, 280 Molecules by 2018; 3: required for 12 molecules; 4. blacklist if identified; 5. Required for 90 molecules and 
Extended Release; 6. at product renewal; 7. Global initial mapping 



Proprietary and confidential ð do not distribute  10 

Manufacturing standards are different; EU -GMP or 
PIC/S with WHO -GMP and local-GMP 

EU GMP & PIC/S  WHO - GMP  Local GMP (example EM)  

Objective Å To ensure continuous monitoring of  the 

manufacturing process, Risk 

identification and mitigation. 

Å Post Market Surveillance. 

Å One time exercise to certify the 

manufacturer . 

Å First steps in term of GMP. 

Å One time exercise to certify the 

manufacturer . 

Å First steps in term of GMP. 

Certification 

requirements 

Very similar requirements for certification in terms of quality assurance, production, inspection process, materials and 

documentation. 

Re-certification & 

monitoring 

On-going interaction with regulators and 

manufacturers to ensure compliance and 

constant improvement (risk identification 

and solutions). 

Å Manufacturer has to request re-

certification. No requirement to 

recertify. 

Å On Going Monitoring varies 

depending on local authorities. 

Å Manufacturer has to request re-

certification.  

Å Requirement to recertify varies 

by country 

Å On Going Monitoring varies 

depending on local authorities. 

Criteria Criteria allows  for manufacturer to pro-

actively identify GMP risks and provide 

solutions  to ensure a high quality standard 

is maintained. 

Strict criteria on what needs  to be 

achieved but  does not ensure highest 

quality is maintained. 

Strict criteria on what needs  to be 

achieved but  does not ensure 

highest quality is maintained. 

Other EU-GMP does have jurisdiction over 

member countries and hence can enforce 

penalties. 

WHO has no jurisdiction and hence 

cannot enforce certification. 

Local jurisdiction 

Source: WHO GMP (2011) and European Commission GMP (2013)  
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OPP Are Not The Same, They Offer Differential Value To The 

Public Health System: Need value based approach to capture 

benefits  

Original 
drugs Generic drugs 

fulfilling  
multiple 
policy 

objective 
criteria 

Generic drugs 
fulfilling   

lowest price 
policy objective 

R&D 
costs 

clinical 
outcomes 

value in use 
(persistence, 
adherence) 

product 
quality  

(e.g. GMP) 

stringent  
bioequvalence 

criteria 

differential value of generic drugs fulfilling multiple 
policy objectives criteria 

differential value of original 
products 

additional 
non-drug 

costs 
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Source: Yŀƭƽ Z et al. Value in Health, 2015 *OPP: Off-Patent Pharmaceuticals; GMP: Good Manufacturing Practice 
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Value assessment must consider a broad array of 
metrics  

= Traditional Value Elements 

= Other Value Elements 

Convenience Tolerability 

Compliance 

= Emerging Country Value Elements 

Adherence 

Delivery 
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MCDA to measure value  
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