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Technologies: big part of the global
health landscape today










In global health, this is what
we really care about

Good products get developed

They undergo adequate evaluation

Evidence-based policies get formulated

Products and policies get implemented in countries

Impact is seen on disease burden

This could be a single long value chain...



Single, linear value chain




http://www.ghtcoalition.org/

In reality, it is messy

A Pipeline of Promise

Researchers transkate
discowariesinta patential
productsandconduct
laboratory testing to
determine inftial indic ators
of safety and efficacy.

4,

Regqulatary authariy reviews
preclinical resuls, clinical trial
design, and ethicsfactorsto
determine if product can adwance
1o human clinicaltrials.

Clinical trials include
three phases

PHOSE 1. Srallmials
testing safoty
healti valurteers

- @  PHOSEZ Larger
tHials tasting safety
and efficacy amang
tam et populations

FHOSES Largest
tHals confitrring
safaty and bng-ermn
officacy inintanded
tanet populations

START
1.

Researchers discuss end-uszer needs
and heatth challenges with communites
keeping in mind coltural norms

and heatth systems to infom product
design and dewvelopment.

These considerations must be

rewisited throughout the process,

2.

Erientists uncower insights inta the .
binlagy of the dizease or condition

and identifty potential chemical

compounds, product candidates,
orappmachesto address it

5.

There is a multi-stage requlatory approval pracess far many glabal health
products sometimes taking severalyears before products achieve widespread
gwailability. Regulatory approwal must be secured in each country where product
iz intended foruse.

The national regulatory authomty reviews clinicaltrial data, inspects
rianufaciuring facilities, and apprive s product it deermed safe and effecthie.

IMITIAL APPROVAL BY STRINGEMT REGULATORY AUTHORITY
Secure nithl approvalfrorna stengent rogulito r autho ity like e US Faod
and Drug Adrvinisteation or Europ ean Mladicines Agency, This can facilkate
apprvals in conrtreswih iried regulator eapacity.
|

WIRLD HEALTH ORGANIZATIOMAHD) PREQUALIFICATION®*
WHD rev s productforsafaty and efficacy and determines whetherte
“priequality” it perriiting its purshase by global procurees (e g, the United
Matinns; Global Fund; Gawi thewaceine Allianee).

m Turtany P qubato g authorties of lowe- and roidd e -ine o rre countries i
2 productto be praqualified befor they will consider .

REGULATORY REVIEWrE P RODUCT REGISTRATION*

COUNTRY A COUNTRY B GOUNTRY G

| L

8.IMPACT ACHIEVED

Lives saved or improved
Health care costs reduced
Economic growth accelerated

/\/VL-—!\/

7.

After product infroduction, conduct
studiesto gain further understanding
ofthe product's uze and continue to
manitorsafety side effects, and

quality.

6.

Productis introduced in countries where #has been approved.
TWlanufacturing and distribution networks must be expanded to
meet need,

Health officials and providers seekto
expand access and owercame bartiers
to acceptance and use.







AVAILABILITY




TB Care Today









https://www.pbs.org/newshour/health/nonprofit-drug-maker-produces-tb-antibiotic-after-private-companies-wouldnt

Why are we still using old tools in TB?

Broken pharma R&D model

Insufficient investment (money, time)
Academics and funders are risk-averse
Inadequate industry-academia partnerships
Market forces and decisions

Regulatory hurdles



Even when new tools are developed,
access is a big issue




Access to new TB drugs

As of March 1, 2017 there were 8,195 persons who have ever taken bedaquiline and 496 who have ever taken delamanid under program
conditions. How does that compare to the need? The most conservative estimate would be that these medications are needed in approximately
42,000 patients per year, or one-third of the number of persons initiated on MDR-TB treatment annually.

Pai & Furin. elLife 2017



http://www.stoptb.org/wg/mdrtb/taskforces.asp?tf=4
http://www.stoptb.org/wg/mdrtb/taskforces.asp?tf=4

Why?

Lack of adequate funding to national TB programs
Regulatory hurdles

High cost of tools

Restrictive policies

Bureaucratic apathy & implementation failures

o A W bhE

In the case of new drugs, a desire to protect the drug (as
opposed to protecting patients) coupled with excessive
concern about potential side effects

Pai & Furin. elLife 2017



AFFORDABILITY






https://www.cbc.ca/news/canada/london/insulin-prices-united-states-canada-caravan-1.5195399



https://prospect.org/article/insulin-racket
https://prospect.org/article/insulin-racket
https://prospect.org/article/insulin-racket

https://www.tlinternational.com/media/assets/file/Advocacy Toolkit - WEB SPREADS.pdf



https://www.t1international.com/media/assets/file/Advocacy_Toolkit_-_WEB_SPREADS.pdf

The simple reason is Canada, like many other industrialized countries, has price
controls on the cost of pharmaceuticals. The Patented Medicine Prices Review
Board ensures the price of patented medicine sold in Canada is “not excessive”
and remains “comparable with prices in other countries.”



https://www.huffingtonpost.ca/entry/insulin-cheaper-canada-americans_ca_5d3e2e49e4b0a6d6374181de
http://www.pmprb-cepmb.gc.ca/view.asp?ccid=490
http://www.pmprb-cepmb.gc.ca/view.asp?ccid=490







Of the 275,000 women in the world
who die of cervical cancer every year,
more than 85% are in low-income
countries, where the incidence of
HPV infection is higher and few
women have access to screening and
treatment - GAVI

HPV vaccines are among the
most expensive adult vaccines,
often costing close to $400 in the
US private sector for a full three-
dose course of therapy




ADOPTION & SCALE




Even when products are developed, availability
g does not necessarily mean they get scaled-up




-Planning, alignment and
engagement of stakeholders
-Strong policies

-Pathfinder countries

-Go beyond donation programs
-Active regulators

-Donor support

-United TB community & advocacy



https://www.forbes.com/sites/madhukarpai/2019/08/15/better-therapies-for-tb-are-here-but-they-will-not-deliver-themselves/

Several interesting case studies & models
to improve access to tools

Anti-retrovirals GAVI
Hepatitis B vaccines DNDi
HPV vaccination Global Drug
Facility
Rota virus vaccine
Affordable
Hepatitis C drugs Medicine for
, _ Malaria (AMfM)
New TB diagnostic and drugs
CEPI

Canada’s Ebola vaccine



http://fireintheblood.com/




Most models
try to address
demand and
supply side
Issues

The Lancet Commissions
Essential medicines for universal health coverage

2016



Summary table of different countries and results of
their price reduction intervention for Hep C drugs

Cost of SOF per Cost of SOF per Number of people
Description of treatment of 12 treatment of 12 who have accessed

Country Intervention weeks (per pill) weeks (per pill) lower price

pre-intervention post-intervention medication

Australia (High- i
e me) Volume-based pricing 84,0005 AUS (1,0008) E;iemt; nglznt:q:it:r 25,890 people initiated
Jeig deal ! ! pay treatment in 2016
scheme
Canada (High- ' dicclosed d
. Leveraging collective Prices not disclosed due to  Newer prices not yet
mcome) buying power 550005 LD (B2 confidentiality implemented
Malaysia (Upper Price is lower than 300$ Newer prices not yet
middie-income)  Jeely I ATREN 12,000 USD (143S) USD, but SOF alone not implements. RCTs needed
disclosed for regulatory purposes
India (Lower Voluntary licenses 42,000 people had received
middle-income) generic competition 900$ USD (10.719) 225 USD (0.269) treatment by the end of
2015
Egypt (Lower Challenging patents (Gzllggg)s SIF 230 LD More than 1 million people
middle-income) generic competition 900$ USD (10.71$) Generic SOF 515 USD had accesed treatment by
(0.619) the end of 2016

PPHS511 Case Study, Fall 2017
Criminal Cost: The High Price of the Hepatitis C Medication Sofosbuvir

Authors: Adam Palayew B.Sc.(honors)?, Elitsa Papazova?, Mauli Patel3, Nevena Veljanovic3, Marie Ezran*, Claudia Woronko B.Sc.(honors)!




Case study: Xpert MTB/RIF test for TB
and rifampicin resistance

>

Smear microscopy Rapid molecular test







What is IPAQT?

(Secretar
Manufactu Private Labs
Offered HBDC | /=1 /5 / Distrib Agreed to maintain a
pricing to private ceiling price to
labs which was Ute_ rs E— E— patients for TB tests
50% lower than Hain

commercial pricing Ge-

Governing
Council

Lower input price to labs Resulting in lower price to patient

Market Price (USD)

Pre-IPAQT IPAQT
GeneXpert ($/Unit)  ($/Unit) ‘ J_._l Bl ipaqr rice (UsD)

Capital 30,00,000 15,00,00
Investment 0

Cartridges 2300 1150 Hain LPA MGIT




What has IPAQT achieved?

Ensured pan India availability of
quality TB tests

10x increase in test volumes

Commercial prices of GX reduced
over a period of time?

* |PAQT network is truly
nationwide

* 210 labs, & >6,000 collection
centers (cc); all major chain labs.

e >80% Indian districts with at
least one participating collection
site

IPAQT Lab coverage

0-50CC
50-100 CC
100-200 CC
200-400 CC
400 & more

1-Ponnudurai et al, J Epi Global Health 2018

Steady YoY increase in test orders.
~85% of the GX volumes through
IPAQT labs

YoY IPAQT Test Volumes
X(GeneXpert, Hain LPA, BacT/Alert

23849 76456

2013 2014 2015 2016 2017 Total

YoY GX pricing trends in the private
sector suggest that IPAQT has been
successful in driving down the
commercial GX price

GX Price to Patient

—o—|PAQT Price (USD)

100
52.8
70 .\-\_Aﬂj
33 ¢ <> ¢
0 33.3 33.8

2013 2015 2018




IPAQT labs offer the lowest price for Xpert MTB/Rif Test in the private sector

Lab:
: Mean price abs Labs
Mean price contacted
for Xpert for Range in 2015 contacted
p = in 2017-18

Xpert Range 2015 ! . . .
MTB/RIF T 2017-18 with with Xpert The average price to the patient of US
2015 $68.73 in 2015 v/s US S84.53 (range

2017-18 Xpert testing
testing $46.70-$175.00) that patients pay now,

Kenya $80.60 $85.36 $51-171 :ijézg;; 5 5 translates to a 23% increase.
India e The 2015 and 2017-18 data show a
(R member  «30.26 $33.80 Fixed Price Fixed Price .. . similar trend, with IPAQT laboratories
laboratories . . .
$24.67- still offering the lowest price (US
Rest of Private Sector $52.82 $46.70 $27.84-586.55 $80.19 13 22 $33.80) among all 12 countries.
. $25.63-
Pakistan $37.26 $47.67 $25.96-$58.65 <66.45 4 7 « The gap between IPAQT and market
Philippines $155.44 $152.49 $128-$183 $106.4-$170 9 8 prices in India has narrc?wed between
2015 and 2018, suggesting that IPAQT
Bangla('iesh $74.75 $64.20 $45.50-$130 $42-$90 4 6 might have played a role in increasing
Afghanistan 250.00 No Xpert affordability in the private sector at
Uganda No Xpert No Xpert Iarge
Vietnam No Xpert No Xpert ’
Indonesia No Xpert No Xpert .
Myanmar No Xpert $71.03 . . . 1
- $115.00-
Nigeria No Xpert $175.00 . $235.00 . 2
Cambodia No Xpert No Xpert













Drugs for Neglected Diseases initiative (DNDiI) is a collaborative, patients’
needs-driven, non-profit drug research and development (R&D) organization
that is developing new treatments for neglected diseases.




DNDi co-developed fexinidazole,
the first all-oral treatment for
sleeping sickness




What about universities? How can
we help?







http://globalhealth.thelancet.com/2018/01/12/visualizing-alternative-biomedical-rd-system




Can
technologies
alone save

lives?




REALITY

PROMISE




REALITY

PROMISE




There are no silver bullets or
killer apps in global health...

pen access: http://gh.bmj.com/content/3/2/e000755



http://gh.bmj.com/content/3/2/e000755

Technologies help, but cannot
overcome low gquality health systems




For real, enduring impact, we need
high quality health systems




Thank youl!
Merci!l

MSF Access Campaign
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