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Disclosures

| believe
v health care is a human right

v" people who use drugs are people first and
foremost

v" advocacy is saying a few true things over and
over again

TAG receives no funding from diagnostics companies.
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Why are we here?

Because stigmatized communities face
barriers to care:
* Criminalization

Why are we here?

Because stigmatized communities face
barriers to care:
* Criminalization

* Lack of access to affordable diagnostics
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Key messages

* The business model for diagnostics is
different from manufacturing pills

* Costs are real but price is a choice

* The true cost of diagnostics includes
investment (or lack thereof) in prevention
and lifelong health

Where are we?

Estimated HCV Ab+ among people who inject drugs
Degenhardt L, et al. Global prevalence of injecting drug use and sociodemographic characteristics and prevalence of
HIV, HBV, and HCV in people who inject drugs: a multistage systematic review. Lancet Glob Health. 2017
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Global Burden

15.6M people who inject drugs (Cl 2-23.7M)
8.2M HCV Ab+ (52.3%)
2.8M HIV+ (17.8%)

Degenhardt L, et al. Global prevalence of injecting drug use and sociodemographic characteristics and
prevalence of HIV, HBV, and HCV in people who inject drugs: a multistage systematic review. Lancet Glob
Health. 2017

Diagnostic Burnout (Hill 2017)

Global Diagnostic Rate (%)
2016

W <15 % Diagnosed
M 15-30% Diagnosed
30-50% Diagnosed
M 50-70% Diagnosed
M >70% Diagnosed
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Database: CDA Foundation, POLARIS 2017

© 2017 AMERICAN ASSOCIATION FOR THE STUDY OF
LIVER DISEASES WWW.AASLD.ORG



Diagnostic Burnout (Hill 2017)

WHO Target: 90% diagnosed

High Income
% Countries

40 44%

Percent diagnosed with HCV (%)

HIC

Database: CDA Foundation, POLARIS 2017

Upper-Middle Lower-middle
Countries Countries
17% 15%
1.6% 1.3%
umic LMIC

Income Group

Diagnosis Rate 2016 ~ ®New Diagnosis Rate 2016

© 2017 AMERICAN ASSOCIATION FOR THE STUDY OF
LIVER DISEASES WWW.AASLD.ORG

Diagnostic Burnout (Hill 2017)

Low income
Countries

9% 0.8%

LiC

Brazil, Spain and Portugal could soon reach the stage where there are no more diagnosed

patients available to treat:

At this stage, cure of HCV is limited by rates of new HCV diagnosis, which are currently low.

“Diagnostic burn-out” — potential outcomes, based on 2016 data

Country HCV

Diagnosed
before 2016

New HCV
Diagnoses

Cures
in 2016

Outcome

Epidemic
Brazil 1.8 million
Spain 328,000

Portugal 96,000

235,000 (13%)
140,000 (43%)
37,000 (39%)

10,000 (0.6%)
5500 (1.7%)
1300 (1.3%)

43,000 (2.4%)
25,000 (8%)
4400 (4.6%)

Dx Burn-out in 2025
Dx Burn-out in 2022
Dx Burn-out in 2026

Database: CDA Foundation, POLARIS 2017

© 2017 AMERICAN ASSOCIATION FOR THE STUDY OF

LIVER DISEASES WWW.AASLD.ORG
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Counting the costs

mapCrowd.org
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HIC prices in LMICs

Country HCV prevalence RNA public
among people health system
who inject drugs | price (USD$)

Portugal 3% 56

USA 12% 78.77

(329 private)

Brazil 19% 8.50

Myanmar 7% 160

Malaysia 19% 120.84

Kenya 4% 130.84

Tanzania 1% Unavailable

mapCrowd.org 2017 data

HIC prices in LMICs
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Per Capita
Gross National
Income/month
(USD$)

20,530

55,980
9,850
1,160
10,570
1,340
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HIC prices in LMICs

Country HCV prevalence RNA public Fibroscan Per Capita
among people health system public health Gross National
who inject drugs | price (USD$) system price Income/month

(USD$) (USDS$)

Portugal 3% 56 28.30 20,530

USA 12% 78.77 46.14 55,980

(329 private)

Brazil 19% 8.50 6.30 9,850

Myanmar 7% 50

Malaysia 19% 120.84 144

Kenya 4% 130.84 34

mapCrowd.org 2017 data

What keeps unit prices high?

* Licensing
* Lack of demand/political will



Millions of Screening Tests

High volume > lower unit prices
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Need/Demand Gap
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Global Need: 661M
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80% gap
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FIND/CHAI Diagnostics Market Intelligence Report 2017
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Because diagnosis matters
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Need/Demand Gap
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8.9 ® Need Demand
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Millions of Diagnostic Tests
BN WA U N 0 W

RNA Confirmatory Tests (in Millions)

Losing our way...

* Diagnostics is a barrier to cure
* Increased costs to public purse
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Adding Steps: Adding Costs

Visit #1 Visit #2 Visit #3

Visit #4

Visit #5

‘Central Lab . Central Lab . entral Lab . Central Lab ‘
1-2 week 1-2 week 1-2 week 1-2 week

EIA EIA RNA or antigen Genotyping Treat
Antibody Antibody (repeat on same (Phleb #4) SOF/IDCV
(repeat onI ) (on seclo?d sample) 11224 weeks.
same sample sample e
(Phleb #1) (Phleb #2) (Phleb #3) reatmen
Visit #10 SVR Visit #9 EOT Visit #8 Visit #7 Visit #6

Central Lab ‘ Central Lab ‘ Central Lab ‘ Cemral Lab .
1 week 1 week 1 week 1 week

RNA 8WPT
(Phleb #7)

RNA 12WPT
(Phleb #8)

HCV RNA
(Phleb. #9)

Adapted from T. Applegate, Asian Pacific Conference for the Study of the Liver 2018

RNA AWPT
(Phleb #6)

RNA WK2PT
(Phleb #5 if RBV)

UNSW a2

Achieving WHO incidence targets

Projected 2030 incidence reduction among PWID for test-and-treat scenarios

25% prevalence: RNA/cAg testing onl

25% p. Ab + follow-up RNA/cAg testing 1.

In high prevalence setting

among people who inject drugs, %

we will not reduce HCV 60 I 50% RNA/CAg tested within 3 months 60
incidence 80% by 2030 no 40 40
matter how frequently we test 2

I 100% RNA/cAg tested within 3 months | | 20
a 0
50% prevalence: Ab + follow-up RNA/cAg testing
(C) 100

80

and treat.

Scott N, et al. J Viral Hepat. 2018

Jul 26. doi: 10.1111/jvh.12975.
60

40
20

0

100 75% prevalence: Ab + follow-up RNA/cAg testing

70% testing coverage
0% testing coverage
% testing coverage

50% prevalence: RNA/cAg testing onl)

75% prevalence: RNA/cAg testing only

100
(E)
80 80
60
40

20

Estimated incidence reduction in 2030 (%)
3

60
40
20

2.yearly Annual  6-monthly 3-monthly
Ab testing, Ab testing, Ab testing, Ab testing,
80% cov. 80% cov. 80% cov. 80% cov.

(F)

2-yearly  Annual 6-monthly 3-monthly
testing testing testing testing

22-Oct-18

11


https://www.google.com.au/imgres?imgurl=https://image.freepik.com/free-icon/hospital-buildings_318-50015.png&imgrefurl=http://www.freepik.com/free-icons/buildings&docid=oFVIKza4TRCS1M&tbnid=mxOxFD9BW-BPpM:&w=626&h=626&ei=G03_VcPLBYzO0ASjl6L4DQ&ved=0CAYQxiAwBGoVChMIg8Wqsu2GyAIVDCeUCh2jiwjf&iact=c&ictx=1
https://www.google.com.au/imgres?imgurl=https://image.freepik.com/free-icon/hospital-buildings_318-50015.png&imgrefurl=http://www.freepik.com/free-icons/buildings&docid=oFVIKza4TRCS1M&tbnid=mxOxFD9BW-BPpM:&w=626&h=626&ei=G03_VcPLBYzO0ASjl6L4DQ&ved=0CAYQxiAwBGoVChMIg8Wqsu2GyAIVDCeUCh2jiwjf&iact=c&ictx=1
https://www.google.com.au/imgres?imgurl=https://image.freepik.com/free-icon/hospital-buildings_318-50015.png&imgrefurl=http://www.freepik.com/free-icons/buildings&docid=oFVIKza4TRCS1M&tbnid=mxOxFD9BW-BPpM:&w=626&h=626&ei=G03_VcPLBYzO0ASjl6L4DQ&ved=0CAYQxiAwBGoVChMIg8Wqsu2GyAIVDCeUCh2jiwjf&iact=c&ictx=1
https://www.google.com.au/url?sa=i&rct=j&q=&esrc=s&source=images&cd=&cad=rja&uact=8&ved=0ahUKEwiY5eeyhe_VAhXLrVQKHQYDDrEQjRwIBw&url=https://www.shareicon.net/increase-graph-business-sales-financial-statistics-payment-report-analytics-finance-trend-money-diagram-upward-chart-stats-94133&psig=AFQjCNFhIQkDJgkPWBvJ7u6Gx6FSOarBRw&ust=1503635621948591
https://www.google.com.au/url?sa=i&rct=j&q=&esrc=s&source=images&cd=&cad=rja&uact=8&ved=0CAcQjRxqFQoTCNj-oozvhsgCFQG4lAodMC0HRw&url=https://www.iconfinder.com/icons/175188/stethoscope_icon&psig=AFQjCNF_3b-csqybuUH2Had8iVpX1JmqOw&ust=1442881545845780
https://www.google.com.au/imgres?imgurl=https://image.freepik.com/free-icon/hospital-buildings_318-50015.png&imgrefurl=http://www.freepik.com/free-icons/buildings&docid=oFVIKza4TRCS1M&tbnid=mxOxFD9BW-BPpM:&w=626&h=626&ei=G03_VcPLBYzO0ASjl6L4DQ&ved=0CAYQxiAwBGoVChMIg8Wqsu2GyAIVDCeUCh2jiwjf&iact=c&ictx=1
https://www.google.com.au/imgres?imgurl=https://image.freepik.com/free-icon/hospital-buildings_318-50015.png&imgrefurl=http://www.freepik.com/free-icons/buildings&docid=oFVIKza4TRCS1M&tbnid=mxOxFD9BW-BPpM:&w=626&h=626&ei=G03_VcPLBYzO0ASjl6L4DQ&ved=0CAYQxiAwBGoVChMIg8Wqsu2GyAIVDCeUCh2jiwjf&iact=c&ictx=1
https://www.google.com.au/imgres?imgurl=https://image.freepik.com/free-icon/hospital-buildings_318-50015.png&imgrefurl=http://www.freepik.com/free-icons/buildings&docid=oFVIKza4TRCS1M&tbnid=mxOxFD9BW-BPpM:&w=626&h=626&ei=G03_VcPLBYzO0ASjl6L4DQ&ved=0CAYQxiAwBGoVChMIg8Wqsu2GyAIVDCeUCh2jiwjf&iact=c&ictx=1
https://www.google.com.au/imgres?imgurl=https://image.freepik.com/free-icon/hospital-buildings_318-50015.png&imgrefurl=http://www.freepik.com/free-icons/buildings&docid=oFVIKza4TRCS1M&tbnid=mxOxFD9BW-BPpM:&w=626&h=626&ei=G03_VcPLBYzO0ASjl6L4DQ&ved=0CAYQxiAwBGoVChMIg8Wqsu2GyAIVDCeUCh2jiwjf&iact=c&ictx=1
https://www.google.com.au/imgres?imgurl=https://image.freepik.com/free-icon/hospital-buildings_318-50015.png&imgrefurl=http://www.freepik.com/free-icons/buildings&docid=oFVIKza4TRCS1M&tbnid=mxOxFD9BW-BPpM:&w=626&h=626&ei=G03_VcPLBYzO0ASjl6L4DQ&ved=0CAYQxiAwBGoVChMIg8Wqsu2GyAIVDCeUCh2jiwjf&iact=c&ictx=1

22-Oct-18

Finding our way

* Training and capacity building for
community
* Advocacy

| =

NS FORGING A PATH TO
BN HCV ELIMINATION:
QNS S|MPLER TESTS AND
AFFORDABLE GENERICS

Report of the World Community Advisory Board
on HCV Generics and Diagnostics
18-20 July 2017, Bangkok, Thailand

S~ === NSNANANANNN S S S s === s s
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PLUS s L
'WORLD COMMUNITY ADVISORY BOARD
ON HCV GENERICS AND DIAGNOSTICS
18-20 July 2017
At Rembrandt Hotel Bangkok

Treatment Action Group
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Treatment Action Group’s

TRAINING MANUAL FOR Hepatitis C Project:

TREATMENT ADVOCATES
= Draws from core values and
H E PAT I T I S C \/I R U S history of HIV activism,
while incorporating
& CO | N F E CT | O N hepatitis C—specific info into
W I T H H IV strategies targeting

different constituencies,
regions, and countries.

= Focuses on optimizing the
quality of, and broadening
affordable access to, HCV
diagnostics, treatment, and
care for communities and
individuals by continuing
domestic and international
work with other activists,
regulatory agencies,
pharmaceutical companies,
clinicians, and the patient

Treatment Action Grouz community.

Updated Training Manual available in English, Spanish
& French, including Slide Deck at:
www.treatmentactiongroup.org/hcv

Annette Gaudino, HCV Project Co-Director
annette.gaudino@treatmentactiongroup.org

90 Broad Street, Suite 2503
New York NY 10004
Tel: +1 212-253-7922
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