THE LANCET

Essential Medicines for
Universal Health Coverage

T'he Lancet Commission on Essential Medicines Policies

"Without essential medicines, no
health system can ensure that the
population it serves progressively
realises its right to health. Yet
essential medicines policies have
received insufficient attention...”

The Lancet Commission on Essential
Medicines for Universal Health Coverage




Five key challenges the report addresses

1. Paying for a basket of essential medicines

2. Making essential medicines affordable

3. Assuring quality and safety of essential medicines
4. Promoting quality use of medicines

5. Developing missing essential medicines

Cross-cutting -> measuring progress
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1. Paying for a basket of essential medicines

Per capita in low- and middle-income countries $13 - $25 per capita*

Current pharmaceutical expenditure
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8

* TPEpercapraus 2 et enenangs e 1in 5 countries spent less than
18 -
Linear [TPE per capita US S st exchange *.IGA’ e * kez the minimum threShOld Of US
1& rate)
& AFG R*=0.2884 $13
1= & MMR -

® KA Minimumthreshold of USs 13+

ks

ey . 4FOM
ﬂ%n =3 L

QPL

# MRT
A

EM
TGO & HTI

TPE parcapita LSS at exchange rate
=
o

g CAF
>
& ETH & LBER H H H
s = W ® s Lower middle income countries
ER.“E'ﬂ *ain 180 ‘
a | -~ # TPE percapitaUS Sat
pe gDI MOZ 160 4 exchange rate
2 4 D 4 MHL
o] 4'—'140 R*=0.7328
T T T T T — B
o 10 20 30 40 50 &0 5125
Total expenditure on health per capita US 5 at exchange ra 'E
100
g
Countries below the threshold: g -
BTN=Bhutan; LAO=Laos; GHA=Ghana; SLV=El Salvador; g
PNG=Papua New Guinea; STP=Sao Tome and Principe; - “
anacal- R . . 20
Minimumthreshold of USS 13*

o 100 200 300 400 500 600
Total expenditure on health per capita US § at exchange rate

+*

Health Intervention and e
Technology Assessment Program " m |"‘

r
| ©



2. Making essential medicines affordable
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Figure 5: Percentage contribution to change in market share by type of product in middle-income and high-income countries in 2005-15
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2. Making essential medicines affordable

Novartis wins approval for world’s most
expensive drug

US FDA gives green light for $2.1m treatment of spinal muscular atrophy
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The US Food and Drug Administration on Friday approved what will be the
most expensive drug in the world, a gene therapy from Novartis that treats

T“E "“MBER n"E s:ﬁscription
g

The 10 most expensive prescription drugs in the U.S.

| DRUG | CONDITION TREATED
1. Sovaldi  : HepatitisC

2. Harvoni ;HepatitisC

3. Cinryze

4, Daklinza Hepatitis C

5. HP Acthar : Multiple Sclerosis
6. Olysio  :Hepatitis C

7. Orkambi : Cystic fibrosis

8. Cuprimine ?Wilson's disease

9. Firazyr '

10. Viekira Paké

Hepatitis C

PRICE PER MONTH
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 Hereditary Angioedema [N $35.800
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Source: GoodRx

Top drugs by category in the U.S.

MOST EXPENSIVE MOST-FILLED BEST-SELLING MOST-PRESCRIBED
OVERALL DRUG DRUG DRUG DRUG

Sovaldi Vicodin Humira Synthroid
Treats Painkiller Reduces Treats
Hepatitis C inflammation hypothyroidism

s | ITAP
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Source: Medscape
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2. Making essential medicines affordable

Procurement interventions

Pro-generic policies

Pricing interventions

Quality use of medicines interventions

Trade-Related Aspects of Intellectual Property Rights (TRIPs) flexibilities

Assessing value in middle-income countries:
lessons from Thailand

Assessments by the Health Intervention and Technology Assessment Program
(HITAP) of Thailand have resulted in:

* Price negotiation: resulting in a 70% reduction in the price paid for
oxaliplatin for metastatic colorectal cancer (FOLFOX regimen)

* Off-label use: using intravitreal bevacizumab rather than ranibizumab for the
treatment of age-related macular degeneration.

* Cost-sharing arrangement: imiglucerase for the treatment of type 1 Gaucher
disease 50% reduction for the first 5 patients per year, 100% for subsequent
patients 1dentified in the same year.

THE LANCET Essential Medicines for Universal Health Coverage
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3. Assuring quality and safety of essential medicines

“Prescribers and patients cannot verify the quality, safety and efficacy
of a product themselves; that is an essential public function”

45

* Emphasis on international harmonization, SAMPLE FAILURE RATE -1997-2015
regional collaboration and WHO Prequalification o T4 MEDS SAMPLES
Programme =

* Better quality assurance in procurement agencies 30

» Redirect activities of FDA to those that add value
Less emphasis on national sovereignty
Focus on targeted enforcement (social media)

% FAILUR E RATE

* Involve other stakeholders and the general public ° 10
in quality assurance, through new technologies 5
° PromOte transparency Of information 0 19191920202020202020202020202020202020
ofe . 97989900010203040506070809101112131415
* Promote accountability, by independent —— EERNAL

CUSTOMERS 22X.1235.03635.02.51.5.37.97.6 9 4.36.24.34.42.73.8

=% MEDS SAMPLES 13.2.8.30.5.12.52.61.24.82.92.92.31.63.1 0 0 1.0 00.07

assessment of the performance of FDAs
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4. Promoting quality use of medicines

Expenditure in VND Billions
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Amino acids*

Esomeprazole -

Meropenem

Appropriate
indications

22%

IT\Imost no use of

99.5%

human insulin

Cilastatin,
Imipenem

sbnup >norquuy

of diabetics in in Indonesian patients

Indonesia that although a::: ﬂ:ldellnesl Ciprofloxacin - Il]ap!)ro!)riate
require insulin b
treated With Oxaliplatin

@ﬂ % Clinically beneficial
but not good value

for money

insulin analogue

]
Average price of Pemaf I
]
i

e human insulin Q Rituximab 27%
Offers few clinical is 2-4 times more 3 )
advantag'es ov-el' expen3lve than % Erlotinib
human insulin neighboring Thailand 9 erom
_ Imatinib .
Zoledronic acid " I

*Include indications that were found to be inappropriate or could not be verified as being appropriate.
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4. Promoting quality use of medicines

e Recent global discourse focused on access.
“Undertreatment improves but overtreatment does not”
e No single actor owns responsibility.

e Multiple actions needed at many levels

e Concerted, system-focused interventions are
challenging to implement

e Success requires sustained engagement and
Investment.
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4. Promoting quality use of medicines

e Governments and payers should establish independent
pharmaceutical analytics units to generate information to
promote quality medicines use, along with other objectives

e Pharmaceutical analytics units must collaborate with
multiple stakeholders to increase engagement and
accountability, and to intervene jointly on medicines use

problems.

e Engaged stakeholders, informed by data, should identify
and prioritize medicines use problems and contributing
factors across the system, and develop and implement
sustainable, long-term, multi-faceted interventions.
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5. Developing missing essential medicines

The current problems

e R&D focus on modifying existing medicines
Adds little therapeutic value
 Essential medicines and diagnostics with insufficient profit
potential are not developed
E.g. antibiotics, neglected diseases (e.g. Ebola), paediatric
formulations (e.g. HIV)
e Essential medicines abandoned for lack of commercial potential
E.g. Benzyl penicillin, anti-venoms for snake bites

 New medicines are highly priced and widely patented
E.g. oncology, hepatitis C, MDRTB, orphan drugs
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5. Developing missing essential medicines

The current effort

* New alternative incentives: push and pull

E.g. UNITAID, GHIT Fund, Longitude Prize

* Regulatory incentives: mixed results

PRVs, paediatric formulations

 Public funding

Often initial R&D publically funded but final steps by for-profit companies who
gain IP rights

 Patent pooling

MPP (HIV, Hep C, TB)

e TRIPS flexibilities

Compulsory licensing, government use, LDC waiver on patents
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“The Commission presents this report in the strong belief that the
world can get essential medicines right, promoting improved
performance and equity in health systems, while supporting UHC and
enabling sustainable development”

The Lancet Commissions I

Essential medicines for universal health coverage @% ®
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