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1. Introduction and purpose
The aim of the European Medicines Agency (‘the Agecy’)
Transparency is  key consideration for the Agency in Gei

Trere is growing demand from external stakehoiders fee
GeAberations and scticas, but also about the data and res
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Major research funders and international NGOs to
implement WHO standards on reporting clinical
trial results

News release

18 MAY 2017 | GENEVA - Some of the world's largest funders of medical research
and o g today agreed on new standards
that will require all ciinical trials they fund or support to be registered and the results
disclosed publicly.

reguiatory decisions are based. Following wit
and European bodhes, Including the European Omdudsmen
Superviser, the Agency has drafted this policy, which comy
decuments (related to medicinal Droducts for human ane v
(EMA/110196/2006), which came Into effect In December
2Aicy o access ta Gocuments and ths DORY on pubicate
finatsed, will e aigred

Alowing extermnal Dartaes access 1o CT 0ata M Dy the Ag
Wtakeholders’ rights, interests and values. [n addressing =
the foliowing views and postions, which inform the poicy.

Enadiing pubic SOUtInY BN SECONSarY analyss of CTs: A
Berefit public health in future. it wil make drug developm
playing fleld that allows ol Orug Cevelopers to leam from |
the wider scientific community to make use of detailed anc
knawledge in the interest of oublic health. The Agency als

will Lake regulstory ') one Stey
promote better-irformec use of medicines. Independert n

In a joint the Indian Council of Medical Research, the Norwegian
Research Councd, the UK Medical Council, ins Sans i and
Epicentre (s research arm), PATH, the Coalition for Epidemic Preparedness
Innovations (CEPI), Institut Pasteur, the Bill & Melinda Gates Foundation, and the
Welicome Trust agreed o develop and implement policies within the next 12 months
that require all trials they fund, co-fund, sponsor or support to be registered in a
publicly-available registry. They also agreed that all results would be disciosed within
specified timeframes on the registry and/or by publication in a scientific journal.

Today, about 50% of clinical trials go unreported, according to several studies, often
because the results are negative. These unreported trial results leave an incomplete
and potentially misleading picture of the risks and benefits of vaccines, drugs and
medical devices, and can lead to use of suboptimal or even harmful products.

"Research funders are making a strong statement that there will be no more excuses
on why some clinical trials remain unreported long after they have completed,” said
Dr Marie-Paule Kieny, Assistant Director-General for Health Systems and Innovation
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Data reality check
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Proxy of “Interest”
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Proxy of “Interest” & Resources
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Data Imbalance

* Poverty-related & emerging infections vs other diseases
— Lower data volume, variable in quality

— Scattered geographically
— Challenges in patient recruitment
— Limited commercial interest
* Challenges of funder and journal data-sharing policies
— Disadvantages for developing country investigators
— Ethical challenges: Benefits vs risks
— Data security and privacy protection
— Cost




Understanding factors affecting efficacy

Ampho B Ampho B MIL PM SSG+PM LAB+SSG | LAB+MIL PM+MIL
Liposomal | deoxycholate sulphate

Clinical efficacy

35-95% > 97% all > 97%; 94-97% 94% 93,8%
(depending regions single dose: (India) (India) (India) > 97% > 97% > 97%
on areas) > 96%
33->97% Not fully Not
93% (depending  established 72% 84% 91% 87% 79% documented

on areas)

GESEENEE  As high as Not Not 20% Lab isolates Lab isolates Lab Lab Lab isolates
60% (India) documented documented (Nepal) (easily) (easily) isolates isolates (easily)

Extreme variations in treatment response observed by drugs and
regions
Source DNDI
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THROUGH HIGH-QUALITY ANALYSIS, TOOLS AND A PLATFORM FOR COLLABORATION
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Could available data be used to optimise treatment outcome?
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Systematic review of clinical trials assessing
the therapeutic efficacy of visceral
leishmaniasis treatments: A first step to
assess the feasibility of establishing an
individual patient data sharing platform
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Clinical trials landscape

141 clinical studies on VL drugs 120 **
— 25,865 patients
— Most trials enroll less than 200
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» Total > 37 000 patients

o
0-199
200-399
400-599
600-799
800-999
1000-1199
1200-1399
1400-1599

Size of trial

e RN
AL
ewmmm i
S EEEE.
NLE R LM
L
T\ w2
STy

SSSSSSSSSSSSSSSSSSSSSSSSSSSSSSSSS




A perishable but transferable knowledge
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Guarding the value of data: lesson learned in Asia

India VL trend (1977-2016)

90000 MISSING DATA
As research articles age, the odds of their raw data being extant
80000 drop dramatically.
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Vines et al. Current Biology 2014
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Identifying factors affecting drug efficacy
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Benefits of data platforms

ABOUTUS  OATASHANING  OISEASIPLATIORMS - TOOLSAND RESOURCES  MEDIINTQUALITY  NEW

* Larger patient numbers allow for greater power

 Sufficient size to examine sub-populations

- Infants, pregnant women, malnourished children
* Better historical baseline for evaluating treatments
* |ncreased validity of findings

* Provide the forum for standards development for
prospective studies

* Inform new drug development




VL data platform - Scientific Advisory Committee

* Defining the governance
* Developing research agenda with the scientific research
community

Prof. Shyam Sundar Dr. Jorge Alvar

8. DNDi/

Prof. Marleen Boelaert

Prof. Simon Croft

Institute of Tropical Medicine .
LSHTM

Banaras Hindu

Observer
- Prof. Ahmed Mudawi Musa

= | Prof. Hannah Akuffo
. Institute of Endemic Diseases

Karolinska Institutet
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Developing a Data Platform which
makes sense for the
VL scientific community
requires dialogue and innovation

Image: Anita Khemka/DNDi

www.iddo.org/vl

In partnership with

DND:

Drugs for Neglected Diseases initiative
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