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21st Century Cures Act RLIL~

PRI IERROMEMREHE, —EERLESRBRICKD
SMEMLGRREDLRE

# Traditionally, clinical trials have been designed to demonstrate how an
experimental treatment affects the symptoms of a condition or disease over
time in a large. representative patient population compared to a placebo or
other alternative. But based on the advances that have been made in
personalized medicine and health information technology, including the use
of real world data, is the randomized. double-blinded. placebo-
controlled model the best approach in all cases? The timelines, size,
failure rates, and costs of conducting trials are at all-time _highs, with
administrative and regulatory burdens often contributing to such increases.
What can be done to help reverse these trends?

# Finally, recent analyses have shown that the cost of developing a new
drug now exceeds $1 billion—double the costs in the early 1980s—and
that it takes upwards of 15 years from initial molecular targeting to bring a
drug to market.

(21st Century Cures Act ®White Paperd: ¢ i)
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MECRIN

ELROPRAN CLINICAL RESEARCH
NP RASTRUCTURE N TWORS

The Clinical Research Initiative for Global Health (CRIGH)
Officially Launched

2 January 2017

CRIGH aims to serve as a support structure for international collaboration on clinical research for the

benefit of patients, heaithcare professionals, and health systems. The initiative will seek to optimise

and to promote the take-up of innovative methodology and lechnologles

To date, 14 organizations have joined as Members; the WHO and OECD are Observers. ECRIN shares the

secretariat with the National Institutes of Health (NIH).
Read the article on the CRIGH kick-off meeting

Learn more about CRIGH and ECRIN's other capacity building projects

http:/iwww.ecrin ini h-initiati

lobal-health-crigh-officially-l: hed 5
9! 9!

PR D AFICRAEFRDENR

~EHERARDT—2DHAFITDONT(WHO) ~
International Clinical Trials Registry Platform (ICTRP)

Public Disclosure of Clinical Trial Results
Reporting of Findings of Clinical Trials

When researchers embark on a clinical trial, they make a commitment to conduct
the trial and to report the findings in accordance with basic ethical principles, This
includes preserving the accuracy of the resuits and making both positive and
negative results publicly available. However, a significant proportion of healthcare
research remains unpublished and, even when it is published, some researchers
do not make all of their results available Selective reporting, regardiess of the
reason for i, leads 1o an incomplete and potentiaily biased view of the trial and its
results. For more information please refer to "Reporting the Findings of Cfinical

i T EUNON} WHO Statement on Public Disclosure of Clinical Trials Results

On April 14 2015 the World Heaith Organization (WHO) published a new

lic dis It i The WHO statement
defines reporting timeframes, calls for results-reporting of oider but still
unpublished trials, and outlines steps to improve linkages between clinical trial
registry entries and their published results.

A public consultation process has been done previously on the original draft
statement on public disclosure of clinical trials results and all the comments
submitted were taken into consideration when the new statement was written

{.WHO Statement on Public Disclosure of Clinical Trial Results |

L btto:fwww who intfictrolresults/en/ 6
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62



XigHFEFE (Photodynamic therapy: PDT)
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*Onozawa M, Muto M, et al. Radiother and Oncol, 92:266-9, 2009
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(21R) RZRBPITEEEIS(L-CR) T1b:100%(21/21)
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