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EML at 42 (1977 – 2019)
EML strategy to improve access - 2018-2023

1. Essential medicines … linking selection to UHC 

2. Next update 2019 and how to improve access

3. Supporting Countries to develop and implement NEMLs



40 years of EML (1977 – 2017)

1977 1st Model list published, 

approx. 200 active substances

The first list was a major breakthrough in 

the history of medicine, pharmacy and 

public health

Médecins sans Frontières, 2000

36 pages, 20 references



20th EML & 6th EMLc - 2017

 20th EML: 433 medicines

– 6th EMLc (children): 314 medicines

602 pages, >800 references
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EML at 42 (1977 – 2019)
EML strategy to improve access - 2018-2023

1. Essential medicines … linking selection to UHC 
• EML role and guiding principles: a short overview

• Priority areas and how to better align EML and GLs

2. Next update 2019 and how to improve access

3. Supporting Countries to develop and implement NEMLs



5 challenges for EM policies

1. Adequate financing

2. Affordability

3. Quality and safety

4. Optimal uses

5. Missing EM



Essential Medicines List: Concept and Procedures8 |

The EML reform in 2001: 

more explicit criteria



Essential Medicines List: Concept and Procedures9 |

A more transparent and 

evidence-based process (EB109/8 2001)



Essential Medicines List: Concept and Procedures10 |

EML criteria (EB 109/8, 2001)

 Disease burden and public health need/relevance

 Sound and adequate data on the efficacy (on relevant outcomes), safety 

and comparative cost-effectiveness

– Role of evidence: quality (GRADE), publication bias

– “Absolute cost of the treatment will not constitute a reason to exclude a medicine from the 

Model List that otherwise meets the stated selected criteria” 

– “Affordability changed from a precondition into a consequence of the selection” (Hogerzeil, 

BMJ, 2004) 
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HIV 20

Hep C / B 11

TB 24
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NCD 130

Cancer 65

AB/AMR 45

240

EML medicines and WHO technical Dpts GLs



Essential medicines … linking selection to UHC
Comprehensive coordination: WHO GLs, priority areas, …

1. Connection with relevant WHO GLs:
• HIV, HepB/C, TB and Malaria

• Reproductive Health

• Paediatric GLs – specifically on AB

• Cancer pain

2. Priority areas/chapters in need of a comprehensive update
• Cancer – EML on a leading role

• AB/AMR – EML on a leading role

• CV/Resp

• Neurology/MH

• Dialysis

• Other areas: Rheumatoid arthritis, inflammatory bowel diseases

3. Closer look at high-priced (newly approved) medicines



EML at 42 (1977 – 2019)
EML strategy to improve access - 2018-2023

1. Essential medicines … linking selection to UHC 
• EML role and guiding principles: a short overview

• Priority areas and how to better align EML and GLs

2. Next update 2019 and how to improve access
• Priority areas: WGs and how to expand access

• EML rejections and prioritisation

3. Supporting Countries to develop and implement NEMLs



AB/AWARE

• 1st and 2nd choice AB for 23 

syndromes

• Dosages and duration

• New Antibiotics (7)

• AWARE in selection/NEML, GLs and 

stewardship

• AWARE Index

Cancer

• Guiding principles: magnitude of 

benefits

• Individual drug review epxanded to 

the group (enzalutamide and 

abiraterone)

• TKI inhibitors from South Asia

• Immunotherapies for cancer

01/05/2019 14

EML 2017 preparatory Working Groups
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WHO EML AWaRe categories: 

Access, Watch and Reserve

ACCESS: EML 1st and 2nd choice AB for 23 syndromes

 For each syndrome/disease the recommended AB for empiric treatment:

– 1st choice AB - recommended option(s)

– 2nd choice AB - alternative options when 1st choice not available

WATCH: AB classes with higher resistance potential recommended only for specific 

indications that should prioritized as key targets for stewardship programs. It includes the 

highest priority agents on the list of Critically Important Antimicrobials (WHO CIA) that 

should not be used prophylactically in agriculture and food producing animals. 

RESERVE: last resort AB or tailored to specific patients or when other options have 

failed



01/05/2019 |     Title of the presentation 16

EML AWaRe 2019: next steps 

• Additional syndromes/indications/recommendations: 
• SAP – surgical AB prophylaxis (WHO GL)

• Dental infections, medical prophylaxis

• Thyphoid fever

• New antibiotics reviewed (7) and classified in AWARE

• Dosages (paed) and optimal duration 

• Modelling on thresholds for gonorrhea (currently 5%)

• Guidance template (electronic) & eEML/AB platform

• 1st and 2nd choice AB for all syndromes/diseases

• Algorithms when NOT to prescribe AB

• New AWARE iteration 

• AWARE in guidelines for implementation and stewardship 
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WHO AB Global Report 2018 and AWARE
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Lancet ID Jan 2019
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Lancet ID
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Low Medium High

INCIDENCE OF DISEASE

TREATMENT 

GOAL

Cure or “near 

cure”

Significant 

prolongation of 

survival

Palliation of 

symptoms with 

small benefit in 

survival

Leukemia and 

Lymphomas in 

Children and Adults

Early-Stage  

Breast Cancer

CML Early-Stage Colon 

Cancer

Testicular and ovarian 

germ cell tumors 

Stage III Ovarian 

Cancer

Metastatic Breast 

Cancer

HIGH 

PRIORITY

Metastatic 

Pancreatic Cancer

Metastatic 

Lung Cancer

LOWEST 

PRIORITY

GIST

Metastatic Prostate  

Cancer

Metastatic 

Bladder Cancer

LOW PRIORITY

Slide credit: Dr. Gilberto Lopes

Methodology to Develop Proposal for Revisions

GTN



New EML cancer medicines main criterion: 
magnitude of absolute benefit

Imatinib: vast majority of patients in remission at 7 yrs

Rituximab (large B cell lymphomas): 15% absolute increase in survival rates 

(from 50-55% to 70%)

Trastuzumab: early stage breast cancer: up to 13% increase in survival in high 

risk women (from 37% to 50% survival rates at 3-6 yrs)

Same approach (using absolute efficacy estimates) applied to all proposed 

regimens



EML 2017
Cancer & cancer pain

Recommendations

Dasatinib (CML)
Nilotinib (CML)
Zoledronic acid (bone 
metatsteses)

Fentanyl (transdermal)

Methadone (already listed 

for substitution treatment)

Rejections/standby

Enzalutamide (standby)

Trastuzumab emtansine

(standby)

TKIs, crizotinib (standby)

Tramadol (cancer pain)



WHO EML 2017
Cancer medicines

• The Committee did not recommend listing for: 

• enzalutamide for metastatic prostate cancer; 

• tyrosine kinase inhibitors (erlotinib, gefitinib and afatinib) and ALK inhibitor (crizotinib) for non-small cell lung 

cancer; 

• trastuzumab emtansine for metastatic breast cancer. 

• The Committee considered that listing of these medicines was premature 

and recommended the establishment of an EML cancer medicines working 

group to coordinate comprehensive evaluation of cancer medicines for the 

EML. 



WHO EML 2019
Cancer medicines

The Expert Committee recommended the establishment of an EML cancer medicines 

working group to coordinate comprehensive evaluation of available treatment options, across 

treatment lines and including recently approved medicines.

The working group should support WHO in establishing guiding principles, 

clarifying what constitutes a clinically relevant therapeutic effect, for granting 

the status of essential medicine to a cancer medicine.













• EGFR tyrosine kinase inhibitors: erlotinib, 

gefitinib, afatinib

• Medicines for metastatic prostate cancer 

• Anti PD-1 immune-checkpoint inhibitors: 

Pembrolizumab, Nivolumab, Atezolizumab

• Pertuzumab

• Trastuzumab emtansine

• Medicines for Children with Cancer

• Aprepitant

• Arsenic trioxide

• Pegaspargase

• Rituximab and Trastuzumab sc

5/1/2019 31

EML 2019: cancer medicines
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«Late papers» contributing to EML discussion



EML at 42 (1977 – 2019)
EML strategy to improve access - 2018-2023

1. Essential medicines … linking selection to UHC 
• EML role and guiding principles: a short overview

• Priority areas and how to better align EML and GLs

• Impact of standing Working Groups: AB/AWARE and Cancer

2. Next update 2019 and how to improve access
• Priority areas (WGs and GLs)

• EML rejections and prioritisation

3. Supporting Countries to develop and implement NEMLs
• DB of NEMLs and eEML (and e-AWARE)

• Reimbursement and procurement

• Inputs from countries & drug utilisation

• Other priorities: insulins and …
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LINK TO WHO GUIDELINES
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eEML: database & formats



Essential medicines … linking selection to UHC (2/2)
EML and reimbursement/coverage, EML and DU, eEML

1. EML as a guide to procurement:
• Square box examples (qualified therapeutic equivalence)



EML 2017 - Non-communicable diseases

Erythropoiesis-stimulating agents 



EML consultation with countries: objectives
(end of January 2019)

• There is a need to facilitate feed-backs and inputs from countries

• Countries should propose priorities and hot topics (for which they request WHO EML to 

respond or take a position on)

• WHO EML to propose a simple/facilitated process for countries (in parallel with the 

standard application process)



Support to countries: access to EM

EML

Selection

Coverage/UHC

Procurement & therapeutic

equivalence

01/05/2019 38

Use / DU Shortages



EML: other priorities

Insulins 

Migrants



Why insulin access is a global priority

• Insulin was discovered in 1921 and first used in 1922 - yet remains unavailable and unaffordable 

to many patients globally

• Insulin is essential medicine needed daily for the survival of people with Type 1 diabetes and 

increasingly also in Type 2 diabetes

• Discuss an EML independent working group on the issue of access to insulin to

• Strengthen supply & improve delivery of care

• Evaluate current health system challenges

• Discuss insulin inclusion in WHO prequalification program and pooled procurement 

mechanisms

• … think how to celebrate insulin 100 years in EML/WHA 2021



Consider also the WHO EML in 

our approach to immigrants and 

refugees health



The costs of an intervention are, in theory, easy to define. 

…

The evidence of the effectiveness of an intervention

might seem easy to define. 



We need less research, better research, 
and research done for the right reason 

Doug Altman, BMJ 1994




