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AGENDA
 Introduction: why are norms and standards so foundational to the global health enterprise?

 A framework for standard setting in global health (who, what, why)
Who are health standards for? What dimensions of health are standardized? Why are health
standards used?

  Implementing and enforcing global health standards (e.g., IHR, FCTC, EML, nutrition 
labels, air quality guidelines, health workforce and service delivery)

 The political economy of standard setting in global health
 Power asymmetry and dominance of HICs, national regulatory autonomy vs. global harmonization, 
corporate influence and regulatory capture, compliance costs and financial barriers, ethics and equity 
in standard setting

  The challenges of generating and using standards in global health

  Recommendations 
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GLOBAL HEALTH IS A GOAL
“the goal of improving health for all people in all nations by promoting wellness 
and eliminating avoidable disease, disability, and death” (IoM, 2009)

Population-based 
interventions*

(inside health sector, e.g. 
vaccination, or outside, e.g., 

reducing air pollution)

Individual-level 
clinical interventions*

(prevention, treatment, 
rehabilitation, palliation)

*to reach the goal, these interventions must meet 
established norms & standards, based on best evidence 
& implementable in many contexts (health for all)”



EXAMPLE: WHO MALARIA GUIDELINES

Standards for: controlling mosquito vector, 
preventive chemotherapy, how to use the world’s 
first malaria vaccines, diagnosis & treatment of 
malaria, eliminating malaria to achieve malaria-
free status, malaria surveillance 

 Strength of each recommendation (e.g., “strong, 
“conditional”)

 Level of certainty of evidence behind 
recommendation (“high,” “moderate,” “low”)



WHO AS KEY NORM-SETTING AGENCY

“unrivalled reputation in setting global 
standards”

“guidelines, standards, classifications, policy options, implementation 
guidance, learning materials, evaluation methods and research agendas”
(Askie et al, 2024)

Credibility: inclusive governance (194 member states) + convening power



BUT NOT JUST A TECHNOCRATIC EXERCISE BY ONE 
AGENCY DIVORCED FROM POLITICS & ETHICS!

 Criticism of WHO’s standard setting processes, e.g., lack of rigor & transparency (not 
always systematically reviewing evidence or using right methodological expertise, not 
enough focus on implementation), inadequate consultation with LMIC end users

 Other agencies generate standards, e.g., Africa CDC, World Bank, UNAIDS

Local adoption of standards depends on country capacities (evidence-based 
policymaking, policy implementation), supportive legislative environment, financing to 
buy recommended interventions (e.g., medicines)

  Ethics, e.g., 
If best evidence suggests that optimal treatment is a 
costly medicine only affordable to HICs, what are ethics 
of WHO recommending it as the global standard?
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WHO ARE GLOBAL HEALTH STANDARDS FOR?

 

Global health 
organizations, aid 

donors 

Regional health 
organizations 

National level 
health 

policymakers 

Public health 
programs and 

providers 

Clinical  
providers 

Health 
researchers 

Medical products 
and technology 

developers 



EXAMPLES OF STANDARDS AIMED AT EACH ACTOR

GHIs & aid donors: 
aid effectiveness 
standards, pooled 

procurement

Regional health 
agencies:

Africa CDC’s Public 
Health Emergency of 
Continental Concern 

National health 
policymakers: national 
essential medicines lists, 

UHC packages

Public health 
programs & providers:  
WHO disease control 

guidelines (e.g., 
malaria), IHRs

Clinical providers: 
clinical practice 

guidelines 

Health researchers:
EQUATOR guidelines, 

Declaration of Helsinki, 
methods guidelines

Medical product 
developers:

Target product profiles 





WHAT DIMENSIONS OF GLOBAL HEALTH ARE BEING 
STANDARDIZED?

Minimum quality standards 

Compatibility standards 

Measurement standards



MINIMUM QUALITY STANDARDS
Regulation of medicines, 

vaccines, diagnostics: 
to ensure products are 
safe, effective, meet 
quality standards for 
pooled procurement 

Health facilities & 
equipment standards: 

minimal acceptable 
characteristics to ensure 

quality care 

Public health & clinical 
practice guidelines: guide 
users towards evidence-

based actions that provide 
safe, effective, quality 

practice 

Ethical standards: to 
protect humans who 

participate in research 
(e.g., privacy, autonomy, 

confidentiality) 

Medical education & 
training standards: 

duration of training, subject 
matter areas, skills, and 

experience 



Five foundational elements of a health system

• ensure a high-quality health workforce; 
• ensure excellence across all health care 
facilities; 
• ensure safe and effective use of medicines, 
devices and other technologies; 
• ensure effective use of health information 
systems; 
• develop financing mechanisms that support 
continuous quality improvement.



COMPATIBILITY STANDARDS
Global compatibility & 

interoperability standards 
in health informatics, e.g. 
ISO standards in genomics 

informatics, telehealth, 
personalized digital health 

Regulatory 
harmonization & reliance

Some minimum quality 
standards (e.g., medical 
education, health facility 
standards) also function 

as compatibility 
standards



MEASUREMENT STANDARDS

Standardized health 
research tools, e.g. 

DHS

International 
Classification of 

Diseases (ICD-11)

Anatomical 
Therapeutic Chemical 
(ATC) classification 

system: classifies 
drugs 

Global health 
estimates, e.g. DALYs, 

QALYs, HALE



WHY USE STANDARDS?
Adoption of standards can improve many aspects of healthcare and public health

By setting out principles for universality in the delivery of essential health services, through 
UHC, global health standard setting processes help promote equity

Standards drive efficiency/value for money

Compatibility & measurement standards allow you to compare health data across place and 
time, e.g., ICD-11, DALYs, DHS

Global health standards like TPPs stimulate medical product development 
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IMPLEMENTING & ENFORCING GLOBAL HEALTH STANDARDS
 Global health standard-setting bodies (e.g., WHO, ISO) do not have enforcement power 

and standards they generate are rarely legally binding, they’re ‘voluntary’ 
  Bodies encourage/expect countries to adopt them via (i) national instruments (e.g., 

national laws, regulations, policies) (ii) linkages to global goals (e.g., SDGs) and 
financing mechanisms (e.g. Global Fund, Gavi)

  We argue 4 principles influence whether standards become mandatory vs. voluntary

1. Severity of risk, e.g., IHR
2. Degree of consultation/buy-in from stakeholders, e.g., FCTC

3. Feasibility of adoption and availability of enforcement mechanisms, e.g., WHO EML, AQGs
4. For vaccines, strength of the scientific evidence combined with the opportunity for community-
wide protection e.g., mandates in pandemics or childhood vaccines for school entry



2 KEY MANDATORY GLOBAL HEALTH STANDARDS
Standard Standard 

setting body
Description Impact Reasons for non-

compliance 

IHR 2005 WHO Legally binding framework (196 countries) 
that requires countries to detect, assess, & 

respond to public health risks that could cross 
borders. Must have IHR focal point, 
surveillance, reporting of PHEIC. No 

enforcement mechanism. WHO has no legal 
mechanism.

PHEIC declarations 
mobilize resources, 
guide international 
responses, influence 

travel and trade

IHR compliance gaps: 
LMICs lack $ for 
surveillance, poor 

awareness of 
obligations, 
prioritizing 

trade/finance/IP

FCTC WHO Legally binding global treaty (in ratifying 
nations) to control tobacco use, including 

advertising bans, taxation, and packaging; 
adopted 2003

Ratifying nations: fall 
in smoking prevalence 

& in no. young 
smokers, increase in 

quitting (larger impact 
with tobacco taxes) 

Widespread industry 
interference (e.g., with 

regulations); some 
governments want 
tobacco revenue



EXAMPLE OF A VOLUNTARY GLOBAL HEALTH STANDARD
“has been instrumental in improving access to essential 
medicines and has shaped national health policies by 
encouraging many LICs and MICs to develop their own 
national essential medicines lists (NEMLs)”

WHO Electronic EML: comprehensive, freely accessible, 
online database of info on essential medicines

WHO Global EML: database of NEMLs for 137 
countries







IMPLEMENTING THE EML

 WHO EML first developed in 1977, updated every 2 years through evidence-based, 
consultative process led by WHO Expert Committee on the Selection and Use of Essential 
Medicines 

 National EMLs: tailored to address specific health priorities & resource availability; vary 
depending on political commitment, health infrastructure, etc.
 Key role in developing standard treatment guidelines, promoting rational medicine use, improving 

healthcare quality and access to priority medicines
  Countries that implement WHO EML report better quality use of medicine indicators



ALIGNMENT BETWEEN WHO EML AND NEMLS

 Extent of alignment between NEMLs and  WHO's EML varies, reflecting differing national 
health policies & disease burdens 

  Successful implementation of a NEML depends on national policy commitment, 
healthcare infrastructure, resources, international support mechanisms

Having an NEML & adopting WHO recommendations does not necessarily translate to 
improved access to/availability of essential medicines at health facilities 



3 OTHER CASE STUDIES IN OUR WORKING PAPER
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WHY DO POLITICAL ECONOMY ISSUES ARISE?

Standards have a gate 
keeping role—they 

determine which 
stakeholders are allowed 

to participate in 
healthcare sector

Standards have a 
resource allocation 

role—they determine 
distribution of resources 
among stakeholders in 

healthcare sector

Competition in 
standards-setting 

process—
groups with power and 

access are over-
represented



POLITICAL DIMENSIONS 

“Politics significantly influences standard-
setting due to power asymmetries among 
global health actors and the competition 
between national and global interests. 
When poorly managed, these political 
influences create a system of ‘standard 
makers’ with great influence on the 
standards-setting process and ‘standard 
takers’ with little to no influence”

Image from IMF
https://www.imf.org/en/Publications/fandd/issues/2020/

06/political-economy-of-economic-policy-jeff-frieden



TWO EXAMPLES OF POLITICAL DIMENSIONS
Power asymmetry/dominance of HICs Tensions between national regulatory autonomy & 

responsibilities as contributors to global system

Examples
• HICs use their agenda-setting power to control which 

issues rise to top of agenda in forums where 
standards are negotiated, e.g., WHO, ISO 

• HICs export regulatory models as “gold standards” to 
other regions 

• Even if invited to forums, LMICs may face technical 
and financial constraints to full participation

Examples
• WHO issued emergency use listings for COVID-19 

vaccines during pandemic, but some national 
regulators imposed their own, often stricter criteria, 
delaying global rollout

• When countries agree on global standards, adoption 
& implementation varies widely leading to different 
outcomes



ECONOMIC CONSIDERATIONS IN GLOBAL HEALTH STANDARD SETTING

Corporate influence & regulatory capture Burden of compliance costs & financial barriers

Examples
• US pharmaceutical industry influenced regulatory 

bodies to downplay opioid risks—affected other 
countries that depended on these HIC regulators

• Revolving door between “big business” & regulators
• Lobbyist-driven modifications to already agreed 

frameworks, e.g., questioning science behind FCTC

Examples
• Expenses associated with compliance often shift limited 

healthcare funds from patient care to regulatory documentation
• 2014 WHO review: on average,  countries are required to 

report on at least 600 indicators across health programs
• LMICs may lack regulatory capacity for some products, e.g., 

biosimilars 



ETHICS & EQUITY IN GLOBAL HEALTH STANDARD SETTING

Healthcare standards initially developed with HICs in mind may be unsuitable for resource-limited 
environments, e.g., HPV DNA testing (cervical cancer screening)

Access to clinical trials for health products is limited in LMICs, effectively limiting access to new 
products 

Algorithmic bias in global digital health, e.g., diagnostics powered by AI often rely on datasets 
biased toward White populations

Private health organizations (e.g., Google Health, Microsoft) are assuming prominent role in the 
regulation of digital health—risk of commercial exploitation, loss of privacy
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CHALLENGES IN GENERATING STANDARDS

Agencies using experts instead of SRs; not having right methodological expertise; not adequately 
consulting with end users; lack of transparency about COIs & type of evidence used 

Evaluating impact can be challenging (Regis et al, 2024: “clearer picture of the impact of the 
WHO’s normative work including guidelines, codes and regulations is needed”)

Too little data, incomplete data, and resource constraints to conduct what can be 
complex and costly evaluations all hinder assessment of global health standards 



CHALLENGES IN USING STANDARDS

How can a “global” standard be truly applicable to very diverse contexts, needs, resource levels of 
different settings worldwide? Some countries have the right institutions, structures, financial/technical 
resources, supportive legislative/policy environment for adaptation & contextualization, others do not 

Need time & human resources to adapt guidelines (Nigeria, Malawi do not have independent 
standards agencies or clearinghouses dedicated to evaluating guidelines)

Inconsistent regulations across countries can lead to disparities in product quality and patient safety, 
e.g. medical products of human origin (like blood, corneas, human milk). LMICs are lagging in having 
national governance & quality/safety standards for blood, organs, tissues, and cells 



CHALLENGES IN USING STANDARDS (CONT’D)

Challenges in enforcing & implementing global health standards at country level, e.g., lack of political 
will, resource constraints, varying national capacities—even if legally binding, i.e., IHR (may not have 
surveillance capacity), FCTC

Global measurement standards are critical for comparing BoD between places and over time BUT their 
application to different populations might be problematic, e.g. use of BMI cut offs to identify increased 
risk of cardiovascular disease and metabolic disorders (e.g., type 2 diabetes). 
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8 INTER-LINKED RECOMMENDATIONS
Make standard setting process more robust: greater use of systematic review evidence, increase 
transparency in how expert committees make their decisions & in declaring COIs 

Improve inter-linkages between different standards, to increase their value, e.g. links between 
WHO EML, UHC benefits packages, & clinical/public health guidelines 

Develop new approaches to impact evaluation, elevate importance of normative evaluation by 
global health agencies, and strengthen normative evaluation capacities

Innovate in diffusing standards: WHO recognizes it “could develop new ways of producing, 
disseminating, updating and embedding [its] normative guidance into point-of-care systems”; assess impact 
of ‘knowledge brokers’

1

2

3

4



8 INTER-LINKED RECOMMENDATIONS (CONT’D)
Strengthen country capacities in contextualizing & implementing global norms and standards, 
including legally binding ones (IHR, FCTC); needs dedicated resources & improved governance & 
regulatory environment 

Increase the inclusion of local end users, especially from LMICs, in the generation of global 
standards; this increases the likelihood of adoption. One mechanism to help engage end users is to 
support “knowledge-intensive intermediaries” 

Encourage nations to comply with IHR: learn from monitoring & review mechanisms outside health 
sector, like trade & human rights (Kavanagh et al, 2023), e.g., standing bodies to monitor 
compliance, delegation to CSOs or individuals als to identify violations

Promote a global agenda on diagnosis, measurement, and management of disease in diverse 
populations—guidelines should promote healthcare that accounts for differences between dark- & light-
skinned people, men & women, and across different racial, ethnic, & tribal groups
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THANK YOU
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