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I[P AND ACCESS TO MEDICINES:
2 KEY QUESTIONS

1. IP (TRIPS) impact on medicines prices

* How to ensure affordability with IP monopolies?
2. IP (TRIPS) impact on R&D

« How to ensure R&D where market fails?

Neglected diseases of poverty
Antibiotics
Outbreak-prone pathogens

Pediatric or rare diseases




IS ACCESS TO MEDICINES STILL AN ISSUE?

eHARMALOT STAT+
Pricing is taking a toll on the reputation of
the pharmaceutical industry

By ED SILVERMAN @Pharmalot / APRIL 18, 2019

Y :i ‘

Just 41% of patient groups thouyht the pharmaceutical industry had an
&7 ellent” or “good” re fon last year, which 1s within striking distance of the
" . 43% notched in 2017 and 38% in 2016, according to a survey by PatientView, a

research firm that canvassed more than 1,500 patient groups from 78 countries

hen it comes to improving its image, the best that the

pharmaceutical industry can do 1s go sideways.

N between last November and this past February.

And once agaiyf, pricing is a huge Achilles’ heel.
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IS ACCESS TO MEDICINES STILL AN ISSUE? ‘

Patient Groups survey:

April 2019
78 countries, 18 languages

1,500 respondent patient
groups.

81% of respondent patient
groups worked/partnered with
at least one pharma company.

46 companies analysed

Results: Drugmakers did
excellent or good job of:

Source: Corporate Reputation of Pharma in 2018 - the Patient Perspective. http://createsend.com/t/j-

Disclosing or explaining their
pricing policies: 12%

Having fair pricing policies: 9%
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Having fair pricing policies: % stating
“Excellent” or “Good"
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IP AND MEDICINES: OLD AND NEW THINKING >

OLD NEW

 IP > MONOPOLY RENTS - +« IP - DELINEATE UNITS OF
INNOVATION KNOWLEDGE

« TRADEOFF  JOINTLY ACHIEVE

INNOVATION & ACCESS
« BALANCE

« REWARD EOR INNOVATION ¢ REWARD FOR INNOVATION

= MONOPOLY PRICE PER 7 PRICE PER PATIENT
PATIENT (DELINKAGE)




THINKING OUTSIDE THE BOX:
NEW BUSINESS MODELS OF R&D

Traditional pharmaceutical business model New pharmaceutical business model?

Innovation “balanced” against
affordability

Innovation with affordability
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Image sources: https://associationsnow.com/2015/04/talking-tech-balancing-it-security/; https://www.amazon.com/Garden-Decoration-Natural-Septuple-Stacked/dp/B0093QN 11K



DNDI’S HEPATITIS C STRATEGY !

« Hepatitis C race: parallel R&D based on public knowledge
« Gilead, Merck, BMS, J&J, AbbVie, various SMEs

« Gilead: 1st direct-acting antiviral (DAA) to market 2013
«  Sofosbuvir: $84,000

 DAAs revolutionize treatment: 8-12 week cure
« 2015-17: BMS, Merck, AbbVie enter DAA market
« Slower: SME Presidio Pharmaceuticals: ravidasvir (RAV)

* Drugs for Neglected Diseases initiative (DNDI)
« 2016 launches ravidasvir+sofosbuvir development
« Clinical trials in Malaysia & Thailand

* RAV patents licensed to DNDi, Medicines Patent Pool
MPP license royalties: 4% Low-, 7% Middle-, 12% High-Income Countries

« Especially for MICs excluded from patent-holders’ voluntary
licenses and tiered-pricing

* R&D paid by public & philanthropic funds

Source: https://www.dndi.org/wp-content/uploads/2018/07/DNDi_ HCV 2018.pdf. Disclosure: | am a member of the DNDi Board of Directors.



https://www.dndi.org/wp-content/uploads/2018/07/DNDi_HCV_2018.pdf
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RAVIDASVIR LICENSED TERRITORIES

RAVIDASVIRIP TERRITORIES
® Presidio Territory

@ DNDi License Territory

® Pharco-MPP License Territory

@ Other Licenses Territories

Source: https://www.dndi.org/wp-content/uploads/2018/07/DNDi_HCV_2018.pdf



OUTSIDE THE BOX R&D:
DNDI’S HEPATITIS C STRATEGY

April 2018
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Hepatitis C Drugs Can Cost $84,000. This New One
May Be Just As Good—But Cost $300
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Donald Trump Says Pharma Companies ‘Get Away with Murder’

And the comments took a toll on their stocks
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THINKING OUTSIDE THE BOX: v
AUSTRALIA & HEPATITIS C
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https://www.thrillist.com/eat/nation/buffet-restaurant-food-service-jobs-explained
http://grmdaily.com/netflix-wide-magazine

11

[T

& | & Universal Medicine Acai X | 4

< > 0O |4

https://www.nejm.org/doi/full/10.1056/NEJMp 1813728

Access provided by UNIVERSITE DE GENEVE
NEJM Group Follow Us

& Signin  Create Account
The NEW ENGLAND

JOURNAL of MEDICINE

s

SUBSCRIBE >

OR RENEW Q =
EDITORIAL f : PERSPECTIVE CLINICAL PRACTICE ‘ﬂ."r PERSPECTIVE
Links in the Chain of Chronic Case Studies in Social Medicine q 3 Responding to Evolving Hypoparathyroidism 29 “'f Pharmaceutical Protections in Cc
Traumatic Encephalopathy — { Abortion Regulations — The 1 U.S5. Trade Deals — What Do
. [ Critical Role of Primary Care Americans Get in Return...
Uni 1 Medicine A h hL S lon —A lia’
niversa edicine Access t roug uInp-osuin Remuneration ustralia’s
Approach to Hepatitis C
Suerie Moon, M.P.A,, Ph.D., and Elise Erickson, M.A.
= Article  Figures/Media Metrics February 14, 2019
N Engl | Med 2019; 380:607-610
. ) DOI: 10.1056/NE|Mp1813728
A 5 References 1 Citing Article
ok IGH PRICES CAN RESTRICT ACCESS TO MEDICINES IN RICH AND POOR Related Articles
countries alike. Australia’s approach to providing direct-acting antivirals (DAAs) for
< patients with hepatitis C virus (HCV) suggests that, under certain conditions, innovative PERSPECTIVE FEE 14, 2015
"GRADUATE =
INSTITUTE INSTITUT DE HAUTES
GENEVA ETUDES INTERNATIONALES

ET DU DEVELOPPEMENT
GRADUATE INSTITUTE
OF INTERNATIONAL AND
DEVELOPMENT STUDIES

Source: Moon S and Erickson E. (2019) Universal access through lump-sum remuneration — Australia’s approach to Hepatitis C. N Engl J] Med
2019; 380:607-610. DOI: 10.1056/NEJMp1813728




AUSTRALIA’S “NETFLIX” MODEL -
HEPATITIS C
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« ~230,000 people with Hepatitis C
« Hep C drugs: AU$ 71,400 ($54,000) per patient
« Rationing to most severely ill

°
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*  Lump-sum “prize” of ~AU$ 1 billion ($766m) over 5 years
« Unlimited medicines supply = universal access offered

« Initial government estimate: 61,500 patients

- Effective per-patient price: AU$ 16,260 ($12,460)

Our estimate 2016-21: 104,000 patients
- Effective per-patient price: AU$ 9600 ($ 7352)
Savings: AU$ 6.4 billion or 93,000 patients




AUSTRALIA’S “NETFLIX” MODEL -
HEPATITIS C

* Public benefit:
« Lower price and budget certainty
« Each person = no marginal cost
* Incentive to treat early

« Seller benefits:
« Sizeable reward:;
* Revenue certainty;

« Wide profit margin: Production cost << revenue
*  Production: ~$50-$100 per patient
« Cost ~$10 M vs ~$766 M Revenue

« Largest real-world implementation of “delinkage”: reward
Innovation separately from price

« Similar to patent buyout
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AUSTRALIA’S “NETFLIX” MODEL H
HEPATITIS C

« Broader use? Yes, when:
« Cost of production is small % of price
« Payer can reasonably estimate volume needed
« Supplier willing and able to meet volume of demand

« Other health systems adopt Netflix for Hep C in 2019:
* Louisiana state (US): $35 million, 18 months, 10,000 patients
« Washington state (US): elimination by 2030

* NHS England (UK): £1 billion over 3 years, 113,000 potential
patients

« More out-of-the-box thinking needed:

* NHS (UK) $660 M, 5 year offer to Vertex for group of cystic
fibrosis drugs — no deal
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FLEXIBILITIES IN IP LAW "

PHARMALOT STAT+
U.K. lawmaker challenges the

governme=**= innua o comamy
for Vertex '

By ED SILVERMAN @Pharr_

‘ Faced with unreasonable medicines prices, the Netherlands introduces
| pharmacy exemption in patent law.

Date: 23 February 2019
Author: GHLG Blog

By Ellen ‘t Hoen LLM, PhD, Medicines Law & Policy www.medicineslawandpolicy.org



3 CONCLUSIONS ”

1. Growing worldwide concern about innovation and access to
medicines - concern about IP-related monopolies

2. New, outside-the-box thinking needed on IP, innovation and
access to medicines:

— Real-world evidence and experience of new business models
— |P to delineate control over units of knowledge # monopoly

3. Growing willingness worldwide to use flexibilities in IP rules to
address access to medicines

Thank you, Merci, Gracias, 1§11, 6narogapto Bac, a8 |_Sa

Comments welcome: Suerie.moon@graduateinstitute.ch
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