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CASE STUDY 1: HOW INDIA BANNED BAD TESTS
AND MADE GOOD TESTS MORE ACCESSIBLE?



Serological (antibody-detection) tests for TB...
(2007-2009)

...have been around for a long time
...are attractive, especially if made into point of care tests

e But serological tests have variable accuracies and a limited clinical
role (based on 3 systematic reviews in 2007-2009)
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How big was the problem anyways?

17 of 22 used these tests!

In India alone, we estimated > 1.5 million tests @ over 15 million USD per year!

Grenier J et al. ERJ 2011



The market flooded with tests with unproven claims of
high accuracy

SEROCHECK-MTB

Rapid Test for Antibodies to
Mycobacterium tuberculosis in
serum/ plasma/whole blood

Application

+ As a additional diagnostic tool in

e Extrapulmonary TB suspects
e Pediatric cases
« Diagnosis of suspect TB cases in HIV

tuberculosis smear negative, culture
positive suspects and tuberculosis smear
negative, culture negative suspects

uninfected individuals

Principle

Self performing, rapid , semi-quantitative two-
site sandwich immunoassay , lateral flow device

Sensitivity

100%

Specificity

100%

| Sensitivity = 100%

Specificity = 100%
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PERFOMANCE CHARACTERISTICS:

Sensitivity : Sera were collected from patients under anti TB treatment. Results of sputum
examination were not available. Among 75 sera collected, samples were positive by ?lllﬂeN

onsite Rapid screening Test Thus, the test sensitivity is 93%.

Specificity : In 53 sera derived from Northern America, all the samples were negative.

| Sensitivity = 98%

Specificity = 100%

Sensitivity = 93%
Specificity = 100%




So, we did a lot of advocacy to raise awareness
about this issue



Finally, in 2011, WHO issues negative policy

e WHO agreed to consider a policy
recommendation in 2010!

— Updated meta-analysis was commissioned
(Steingart et al. PLoS Med 2011)

— Cost-effectiveness model was also
conducted (Dowdy et al. PLoS Med 2011)

— WHO EG meeting was held

 Final WHO policy was published on 20
July 2011



June 2012: India bans TB serologics!



But WHO-endorsed tests were very expensive in the private sector:
private sector excluded from pricing agreements

$10 for public sector in India

GeneXpert S40 for private sector in India

. € 7.50 for public sector in India
Line probe
assay

€ 15 for private sector in India



http://www.ipagt.org/







IPAQT now in Pakistan & Philippines
& also includes HIV and HCV tests



CASE STUDY 2: HOW WHO RELEASED THE FIRST
ESSENTIAL DIAGNOSTICS LIST



A great idea emerges in June 2016

NEJM 2016



Why dO we need an EDL? 1. Improve patient care and clinical

outcomes

2. Help detect emerging infectious
threats

3. Increase affordability

4. Reduce antimicrobial resistance

5. Improve regulation and quality of
diagnostics

6. Facilitate laboratory accreditation
and training

7. Improve supply chain and
laboratory infrastructure

8. Facilitate change in healthcare
provider behavior

9. Inform new technology
development

10.Facilitate epi surveys, program
evaluation and disease
elimination

Lee Schroeder, Tim Amukele, Madhukar Pai

August 2016

https://www.forbes.com/sites/sciencebiz/2016/08/04/why-the-world-needs-an-essential-diagnostics-list/#4a4992cd4015 I ‘ O'rbes






WHO announced EDL development in June 2017

EDL list initially focus on in vitro
diagnostics (IVDs) for priority
areas such as TB, malaria, HIV
and Hepatitis B & C, but that it
should be expanded as soon as
possible to other important
conditions, including other
antimicrobials and NCDs.

As a first step, WHO is creating
a Strategic Advisory Group of
Experts on In Vitro Diagnostics
(SAGE IVD), which will advise
WHO on global policies and the
development of the EDL.



First SAGE IVD Meeting in April 2018  WHO published First EDL in May 2018










How will the WHO EDL have an impact?

e Countries will need to adopt/adapt the EDL and develop
National EDLs, just as they have done with National EMLs

e Countries will then need to invest in laboratory
strengthening, regulation, price control mechanisms,
procurement, supply chain, training, etc., to make sure
EDL tests are available, affordable and accessible at
various tiers of the health system



https://www.icmr.nic.in/sites/default/files/whats new/Draft NEDL.pdf



https://www.icmr.nic.in/sites/default/files/whats_new/Draft_NEDL.pdf







What | have learnt



Advocacy is hecessary, because things
rarely happen on their own



Key lessons

Research rarely gets translated into policy without diving into rabbit holes
Policy change required prolonged, persistent work with stakeholders

— LOT of ups and downs!

— Human touch and relationships matter (diplomacy!)

Data, analytics and papers are often helpful, but not sufficient

— Evidence needs to be simplified & communicated well

— Engagement of stakeholders is key to socialize ideas & get buy-in

— Local ownership of data & local leadership is key
Advocacy & diplomacy is often critical

— People, Patients, civil society, celebs, media, MPs — can be powerful allies
A champion is often necessary: if internal, that is ideal



https://www.forbes.com/sites/madhukarpai/2019/11/30/aids-activism-a-playbook-for-global-health-
advocacy/#289c014840a1l



https://www.forbes.com/sites/madhukarpai/2019/11/30/aids-activism-a-playbook-for-global-health-advocacy/#289c014840a1
https://www.forbes.com/sites/madhukarpai/2019/11/30/aids-activism-a-playbook-for-global-health-advocacy/#289c014840a1




They built on
other movements

e Gayrights
e Civil rights
e Anti-apartheid...



They used the fear
and outrage

e “What makes activism work is [patients’] anger and
fear...somehow you have to be able to capture
that, put it in a bottle and bottle it and use it.”

e Larry Kramer



They
mobilized
and
organized



They played
good cop/bad
cop



A NATIONAL
AIDS TREATMENT
RESEARCH AGENDA

V International Conference on AIDS
Montreal, June 1989

REVISED: SEPTEMBER, 1989

AIDS Coalltion to Unleash Power/ New York

ACT UP is a diverse. non-partisan group of individuals united in anger and committed to direct action to end the AIDS crisis.

They knew their stuff




They got into the
weeds

e R&D
e Funding

e Drug trials

e Regulation

* Pricing

e Access

e QGuidelines






“There is no thing as
a single-issue struggle
because we do not
live single-issue lives”

—Audre Lorde



Single issue advocacy is popular because

e |tis often easier to rally people around a clear, simple call to action.
 Donors often push for it

e Everyone needs to see quick wins and success stories to keep
motivated.



Perils of single-issue advocacy

When we advocate for single issues, we sometimes lose sight of the broader context
that erodes progress in our area

When we are laser-beam focused on a single issue, we can end up competing
instead of collaborating

Single issue advocacy ignores people’s realities, intersectionality, and multi-
morbidity

Single-issue advocacy imposes a tunnel vision, and that comes with the inability to
expand the scope for solutions

No silver bullets!



How do we deal these perils of single-issue
advocacy?

 We can advocate for universal health coverage (UHC), stronger health
systems, and greater investments in issues that affect health outcomes
overall, in addition to advocating for whatever we are most passionate about

« UHC is the one thing that grows the pie and unites us all, regardless of which
area or population group we care about.

 There is no area in global health that will not benefit from UHC and a
stronger, more equitable health system



Building larger movements




https://www.forbes.com/sites/madhukarpai/2021/01/01/people-power-not-powerful-people-can-help-end-inequality/?sh=5d0077731717



Key messages from the book

The fight against inequality will not be won by powerful people,
ohilanthropists or those in leadership roles.

t requires people power.

Regular people (like you and me) need to wake up to the inequities
that surround us, use our voices, organize, build coalitions and
actively work to bring about the changes we want to see.

This approach has worked in the past and can work again.

But the fight will have to be won; it won’t be conceded by those
who benefit from inequality.
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