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QUALITY OF NCD MEDICINES

Part 1: Veronika Wirtz

Overview 



The NCD gap: People in LMIC develop NCDs at younger 

ages, suffer more – often with preventable complications –
and die sooner than those in high-income countries

29% of deaths from NCDs in LMIC occur in people < 60 years versus 13% in high income 
countries



Loss of healthy life year and death 
related to NCDs

Noncommunicable diseases, Factsheet, World Health Organization, Geneva, Switzerland



WHO Global NCD Action Plan 2013-2020

• Target on NCDs

– "25 by 25" target -- a 25 percent reduction in 
mortality from NCDs by year 2025

• Target #9: 

“an 80% availability of the 

affordable basic technologies and 

essential medicines, including 

generics, required to treat major 

non-communicable diseases in 

both public and private facilities”



Access challenges to NCD medicines

1. Appropriate selection and use including adherence

• Underuse, overuse, misuse, unnecessary expensive use

2. Affordability

• Chronic use, continuous expenditure

• NCD medicines not included in benefit packages

3. Sustainable financing

4. Reliable supply systems

5. Quality and Safety 

• Many knowledge gaps





• Effective national regulatory agencies are a 
core component of improving the safety 
and quality of effective medicines; 

• Good procurement practices that 
incorporate effective and transparent 
quality assurance mechanisms;

• Concrete targets and public accountability 
mechanisms for the performance of 
national regulatory.  

The Lancet Commission Report
Section 3: Assuring quality of essential medicines



Quantifying the problem of 
substandard NCD medicines

• Lack of systematic review to quantify the problem of substandard 

quality in NCD medicines

• Recent review by Hamilton et al HPP 2016 says “Safeguarding the 

quality of commonly used medicines for non-communicable chronic 

illnesses such as statins, antidiabetics, and anti-hypertensives will 

be of increasing relevance to these countries”



Recent publications on quality of NCDs medicines

• 3,468 samples collected in Benin, Burkina-Faso, Congo-
Brazzaville, the Democratic Republic of Congo, Guinea, Côte 
d'Ivoire, Mauritania, Niger, Togo and Senegal 

• Out of the 1,530 samples randomly tested

• Probability of substandard products increased in products 

– from Asia

– which are generic

– containing amlodipine and captopril  

– sold on street-markets were found higher

Antignac et al, International Journal of Cardiology, 2017



Systematic review of quality of oxytocin 
in LMIC

• The proportion of low fails was higher in samples collected in Africa 
than in Asia or Latin America (57.5% versus 22.3% versus 0%, 
respectively, P < 0.0001)

• in private than in public sectors (34.0% versus

• 25.3%, P = 0.032) 

• and in facilities than in central distributors (37.9% versus 22.0%, 
P=0.030). Torloni et al BJOG 2016; DOI: 10.1111/1471-0528.13998



Focus on medicines for maternal and 
child health

• Of 204 samples tested, 157 (77%) complied with the specifications set for 
this survey. 

• The highest proportion of non-compliant samples was found for oxytocin 
injection (64%)

• Relatively high failure rates:

– 41% gentamicin injection 

– 35% ampicillin injection

– 32% dexamethasone injection

UN Commission on Life-Saving 
Commodities for Women and Children 
(UNCoLSC):
• oxytocin injection,
• magnesium sulfate injection,
• gentamicin injection,
• procaine benzylpenicillin injection,
• ampicillin injection,
• ceftriaxone injection,
• dexamethasone phosphate injection,
• amoxicillin dispersible tablets,
• zinc sulfate dispersible tablets/syrup,
• levonorgestrel tablets, and
• mifepristone tablets.WHO, 2015



Studies examining the quality of medicines for 
reproductive health

• Oxytocin and ergometrine purchased in Ghana

– pharmacies, chemical shops and stationary and mobile sellers

– Among ergometrine ampoules purchased
• None were within British Pharmacopoeia standards

– Among oxytocin ampoules purchased, 
• only 11 (26%) were within British Pharmacopoeia standards

Stanton et al, BMJ Open 2012

• Similar study done in India 
also reports problems 
regarding the quality of 
oxytocin and methyl-
ergometrine

Stanton et al, BMC 
Preg and Child 2014

Ghana study:



Quality testing at Mission for Essential 
Drugs and Supplies (MEDS), Kenya

1997 1998 1999 2000 2001 2002 2003 2004 2005 2006 2007 2008 2009 2010 2011 2012 2013 2014 2015

% EXTERNAL CUSTOMERS 22.8 22.7 12.8 25.6 19.7 36.5 25.6 12.5 11.2 5.3 7.9 7.6 9 4.3 6.2 4.3 4.4 2.7 3.8

% MEDS SAMPLES 13.2 12.8 8.3 10.5 5.1 2.5 2.6 1.2 4.8 2.9 2.9 2.3 1.6 3.1 0 0 1.0 0 0.07
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http://meds.or.ke/images/downloads/EPNFORUM2016.pdf


Summary of anti-falsification strategies

Hamilton et al Health Policy & Planning, 2016



Monitoring availability, price and 
affordability of medicines

• A reliable method of comparing prices 
and availability across the healthcare 
sector in country

• Price transparency; allowing 
international comparisons

• Large database with over 80 surveys 
publically accessible



Comparison of mean availability of individual 
medicines for chronic conditions, by therapeutic class, 
and of 15 medicines for acute conditions, in 40 LMIC

Availability is expressed as the percentage of facilities where a product was found on the day of data collection

Cameron et al, 2012



Routine quality testing by procurement 
agencies or NMRA

• MEDS as an example => are there other examples

• Ecumenical Pharmaceutical Network (EPN):  network of mini-
lab testing specimen

• Tamil Nadu Medical Services Corporation Ltd. (TNMSC)

• Delhi E-Procurement

National Medicines Regulatory Authorities (NMRA)

• ANVISA, Brazil => quality reports

• Thailand => quality testing

• Mexico => not publically available, requests should be made



ACCESS TO MEDICINES PROGRAMS

RICHARD LAING
Opportunity to collaborate with the private sector on quality of 
medicines related issues



Access-to-medicines programs

• Opportunities to collaborate with public and 
privately funded programs

– To monitor quality

– To evaluate program outcomes and impact



What is Access Accelerated?

Access Accelerated is a global initiative to address the rise of NCDs. Its 
overarching aim is to work towards the United Nations Sustainable 
Development Goal target to reduce premature deaths from NCDs by 
one-third by 2030.

• multi-stakeholder collaboration involving 23 biopharmaceutical companies 

• working with partners to help overcome access barriers to NCD medicines 
in LMICs.

• Access Accelerated supports on-the-ground work to improve NCD 
prevention, diagnosis and treatment.



BU SPH independent evaluators 
to develop and implement an evaluation framework for 

industry-led NCD medicine access initiatives



4 core project activities of the Access 
Accelerated evaluation

Development of 
common framework 

and  metrics

Training in 
metrics and 
evaluation

Proposal for 
innovative 
evaluations

Tracking of 
progress







Commitment to transparency
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Defining the program: A Logic Model

• Tool to align all stakeholders on common understanding of program

• Program/project road map

– Where are you going?

– How will you get there?

– What will tell you that you’ve arrived?

• Provides framework with specific constructs to evaluate

• A series of “if-then” relationships that, if implemented as intended, lead to 
the desired outcomes 

• The core of program planning and evaluation



Strategy: Regulation and Legislation

Definition: Programs designed to improve and harmonize pharmaceutical regulatory systems, improve government coverage of and access to treatments, and/or 

improve in-country regulatory processes. Common activities include advocacy, training, infrastructure, technology, management or funding activities.
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Strategy: Health Service Delivery

Definition: Programs designed to improve the availability, and affordability, and quality of health services. Common activities include planning, training, 

infrastructure, technology, management, or funding activities. Also included are programs that deliver health services directly to patients.
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Strategy: Supply Chain

Definition: Programs designed to improve medicine supply chains, to improve availability and lower costs. Common activities include planning, training, 

infrastructure, technology, management, or funding activities.
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Metadata 
Example:

Availability 
of 

medicines 
at outlet

Abbreviated name Availability of medicines at outlets

Definition Percentage of outlets with medicine available at the time of visit

Numerator Number of facilities that have medicine on stock at the time of visit

Denominator Number of facilities visited

Disaggregation Level of facility (primary/secondary/tertiary)

Geographical region (urban/rural)

Method of measurement Data on the availability of a certain medicine are collected from a 

survey of a sample of facilities. Availability is reported as the 

percentage of medicine outlets where a particular medicine was 

found on the day of the survey. Health facility reports may also 

include stock  outs indicators but require regular independent 

verification.

Method of frequency Monthly or quarterly

Monitoring and evaluation Outcome

Preferred data source Facility surveys

Other possible source Routine facility information systems

Further info Draft comprehensive global monitoring framework and targets for 

the prevention and control of non-communicable diseases, including 

a set of indicators. Agenda item A66/8, Sixty-sixth World Health 

Assembly, 20–28 May 2013. Geneva: World Health Organization; 

2013 http://apps.who.int/gb/ebwha/pdf_files/WHA66/A66_8-

en.pdf?ua=1

See Handout

http://apps.who.int/gb/ebwha/pdf_files/WHA66/A66_8-en.pdf?ua=1


Thank you

For more information please contact: 
vwirtz@bu.edu

richardl@bu.edu
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mailto:richardl@bu.edu

