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Our goal is increased access to quality-assured essential 
medicines



RMNCH product availability and access is essential to the uptake of essential 
clinical interventions  

Barriers that threaten access to essential RMNCH supplies are systemic and also 
specific to each product  

Starting point is developing global standards then translating them into country 
action through revised national policies 

Our work is guided by three core truths (cont’d)
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MgSO4 specific barriers to access:  
 
1.  Lack of demand among health 

workers 
2.  Priority formulation not included in 

the national Essential Medicines List  
3.  Lengthy and complicated market 

authorization process  
4.  Unverified business case 
5.  No WHO pre-qualified product  

(1)  Addressed by health worker training,   
      strong program implementation 

(4,5) Addressed by market shaping ** 

Specific Barriers to access of quality-assured MgSO4 

(2,3) Addressed by global standards and      
        national regulatory environments 
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Specific Barriers to access of quality-assured MgSO4 

* Top 3 MgSO4 
Presentations Considered 

Most Practical 
 

5g in 10 mL  (52%) 
4g in 20 mL  (28%) 

10g in 25 mL  (16%) 



Developing Global Standards through the global EML

§  Via the UN Commission’s Maternal Health Technical Resource Team, suggested 
wording change for magnesium sulfate be changed to:

“Injection: 0.5 g/ml in 10-ml ampoule (5 g in 10 ml; 50% w/v)
 0.5 g/ml in 2 ml ampoule (1 g in 2 ml; 50% w/v).” 

§  Argument: greater clarity and understanding about the contents of magnesium 
sulfate ampoules produced commercially, assist governments and procurers to 
make the correct decisions 

§  In May 2015, the World Health Organization accepted the UNCoLSC 
recommendations.
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Translating global EML into National Policies

§  Next step, determining what national level policies are 
in place:

- National Standard Treatment Guidelines (STGs)
- National EML list (EML)
- National EML Committee exists and selects 
  has clear criteria for selecting/ updating EML 
- National Medicines Formulary Manual
- National Health Insurance and medicines    
  procurement policies 
- Market authorization and Registration protocols 

Country profiles for essential medicines and health 
technologies exist on WHO website 

.



Translating global EML into National Policies (cont’d)



Translating global EML into National Policies (cont’d)

§  Initial review of countries (Zambia, Zimbabwe, Malawi, Uganda) show the following: 

§  All countries have Lifesaving Commodities in Essential medicines list; globally 
few standouts exist 

§  Countries don’t have regularly updated EMLs:  (1) diazepam, (2) recent EML 
change from 2015 

§  Market authorization and enforcement is critical
§  Stakeholder engagement needs to be increased/ become more reflective of 

country based priorities 
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Noting the essential role of clarifying the Business Case
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Sub-Saharan Market for Magnesium Sulfate 
(Low Estimate) 

In the lower case scenario, wherein 
1% of all pregnancies lead to severe 
pre-eclampsia and eclampsia, there 
are 361,000 cases per year with an 
unmet need for magnesium sulfate. 

MH Commodity Business 
Cases available on 
Accelovate Website 

 
http://reprolineplus.org/

oxytocin-case   
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Sub-Saharan Market for Magnesium Sulfate 
(High Estimate) 

In the higher case scenario, 
wherein 2.8% of all pregnancies 

lead to severe pre-eclampsia and 
eclampsia, there are 642,000 
cases per year with an unmet 
need for magnesium sulfate. 

MH Commodity Business 
Cases available on 
Accelovate Website 

 
http://reprolineplus.org/

oxytocin-case   

Noting the essential role of clarifying the Business Case
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Cost of Magnesium Sulfate for Treatment of Severe Pre-Eclampsia and Eclampsia 

Noting the essential role of clarifying the Business Case
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RMNCH product availability and access is essential to the uptake of essential 
clinical interventions  

Barriers that threaten access to essential RMNCH supplies are systemic and also 
specific to each product  

Starting point is developing global standards then translating them into country 
action through revised national policies and business cases 
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Our work is guided by three four core truths (cont’d)



The Continued Path Forward

Starting point is developing global standards then translating them into country 
action through revised national policies and business cases 

3 4

Modify Regulatory Environment

Guide Manufacturers to Market


