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Balkanization

Living in the same planet but without sharing ideas or data

Patients’ Need and Physicians’ Desire
Sequencers vs Physicians
Scientists vs Bureaucrats
University vs Industry
University vs University
Medicine vs Other Sciences

Bureaucrats v: Bureaucrats

6

From SCRUM-Japan to -Asia

(Oncomine Cancer Research Panel)

IRUD with UDN-Int’n

Orphan

1C DISORDERS
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ofF ALt

MALADIES

s

3

Cancer

A Broc

BAPHY OF

SIDDHARTHA

Il DATA SHARING [l

IRUD Regional Alliance
Hospital Network includes
>200 hospitals in Japan

ToMMO (Tohoku Univ)
provides rare variants of

IRUD-P (until December 2016)
Registered families=2230;
New disease 12 families + 2 case matches
with foreign countries
N-of-1: 77 families: Successful Dx 30%
(<5 candidate variants)

HE LR OFREB D
48741

12




FBHERT =S FFIORRERREESHA (IRUD Beyond) : FY20174D

|i| Fb- RENEBBE LT, SEM0BKENOLERE. Rﬂﬁb—bl‘zﬂ—i‘ﬁl’)j

EFMSEONER. EREMTECEFREET A0S 2SHEEL B ET ERHEI D
SrohELT, RBNERS=7F 7 (IRUD: Initiative on Rare and Undiagnosed Diseases) # i L TLY
| A EORROZLLLREERNELEFCRASHLL T, FRESB (RUD Beyond) AEESN L.

- IRUD Beyond
2 -I*;| Beyond diagnosis I—

”
)
ns

PIENZHEHOSTERE — 2 SEEEAOBEL
P—% IRDIRCOEB A >/ (— & LTOEEADEH

i) <

B O00E "

‘ Beyond genotyping ‘

IRUD RS — DT S —E S SHNREONER cHase

— BERIIEDE Si25E E, Deep phenotypingiziiidalsk

[ Beyond borders

85t & BHBPIRERIRRIERT — 5 — A0
- ET5RBF—FSITVUIECLDEEESRE

A challenge against 8M-Gods in Japan
Central IRB Program (AMED x MLHW)
Clinical trials Observatory/Experimental
Common & Central Common & Central

. ca egion-specific
Region-specific

Secure patients’ safety Privacy issues of individuals

3000 regional mp 50 central

CIRB compatible format
for genomic observation study

CIRB compatible format for
interventional research and trials

IRUD is operated under the first C-IRB in Japan

9 10
ER29FEEDRA A Ultimate data sharing of “a quality of surgery”
AMED Project starts with use of “controlled” pairs of
(1) ARBRUE(—EROEL2EFTEREE: Aﬁim%OK) surgeons’ groups to compare medical devicgs * - *
Linking to speciality lisence for individual surgeons LS N
(2)Peer review{k O E (LBRBEOIBHM R T4, EEEE) that ct‘:ler 1.‘; milliovn .case.s/ year in >4500 hogspitais :
(R O-HOAMEDS RED T — 5~ — REBET— 51 % IFRBE) National Clinical Database - -
(3)Central IRB(PRGE EREFEZRAR)OEBM(7/LERD £ mis%asooll b Lt
HRRECFTR) EMEBREN105AL L S
(4) ESE ML 28 ERBBMRHELreverse TROF ML L e Besi”

(B)EMICTOREMEW FTLIEIT— 2R AL SHEM B2 MO K
(MROERLIBEMOBIBRYATAOKE: KRB HRHES)

(O)F—47UL AT RMERAOGH. FiEs~OHA)

(NAFLHLT—YxDRIR
KEROEDM. REURUHREOBRANSERIEEE
HEBTEHOEMPV AT A

NCD covers a majority of surgical "
operation data

AMED supports application of NCD

to post-market surveillance of

medical devices

Including >95% of operation data on
general surgery in Japan

NCD

How to integrate with anonymized data of radiology,
pathology and G-l endoscopy data ?
Provided by (NCD), Profi

I Clinical Datab Hiroaki Miyata, PhD
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R HASERICIIBR EREFSAEIE~OEN

1. EMRFA. 7OF L WEGEDORDIZE T HPhase ILIATD
SHORMRRIHTIIARMNAZREF I CARRROLES

2. TEnE | OAF—LITE>THEEREBM M ——XEHMHL,
EFREERAROIERE I ZNETLBEIRH
3. BEEEXAS®. REMREEEEERTI O, [KEREIL

TAREEIZI0EQOAF—LTED LS IZHETEEIN?

EROTEATEROFLNNE -T2 -DEHE BRI T
WHNELIREETHH ?
(NCDBEDE y5 F—4A—REE AL HBREEONEL)

. EREHICLERIDDRRELT, BELIABS AT

HLHEREFPHLLTORT S, T2EHMOER.
HEERBEA-UROMAREDI L T1TIHRITONDZN?

Data sharing in AMED: No trust, no sharing
v IRUD & SCRUM-J

IRUD collaborates with UDN-I for fast-tracking diagnosis
(Utilizing ToMMo >4000 Japanese variants until the end of FY2017)

¢/ NCD extention to clinical researches

(Application to costless post-market surveillance)

¢/ Clinical genomics database (from FY2016)

(Rare diseases, Cancer, Infectious diseases, and Dementia)
v/ Central IRB projects
No man is an island, entire of itself.
Every man is a piece of continent, a part of the main.
Any man’s death diminishes me, because | am involved
in mankind, and therefore, never send to know

for whom the bell tolls; it tolls for thee.
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~ 21st Century Cures Act fiiL~~
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~ 21st Century Cures Act FEiL~~

* FDAQRBTOEAZMEL., EARBFOE SEEET HILTHLERD
HAZEMESE HEFR (215 Century Cures Act) A%, FRE28E12A7H (7K)
[C# o4 5T FEEEMAL. A AT KEEN12H 13 FE - FTL .

hitps:liwww.statnews.com/2016/12/07/21st-century-cures-senate-passes!
hitp-fwwwi.ne|m.org/doi/full/ 10 1056/NEJMp16167457query=featured_hom

Itis clear that the discovery, development, and

delivery process is a cycle, meaning that even

data captured and analyzed at what some
might consider the “end” of the process - the
delivery phase - actively infuses new discovery
and development of better treatments. The
country that fully embraces the entirety of this
cycle will be the innovation leader for the 21st

Century. Thus, a key goal of the 21st Century

Cures initiative is to help ensure it is the United

States that charts this course.

(21st Century Cures Act d»White Paperd: 4 4k#3)

htips_energycommerce.| house g
20140501

publicans.energy

house govifilesianalysis/2 1siCentu wcuﬁ
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4 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. (21t Century Gures Act &)White Paperd: 4 #i#t)

hiipsziienergycommerce, house govisitesirepublicans energycommerce. house. guvlﬂesi&nslvsls{ﬂstCentueruFB
/20140501 Whij
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Code of Federal Regulations
TITLE 21--FOOD AND DRUGS
CHAPTER |--FOOD AND DRUG ADMINISTRATION DEPARTMENT OF HEALTH
AND HUMAN SERVICES
SUBCHAPTER D--DRUGS FOR HUMAN USE

PART 312 -- INVESTIGATIONAL NEW DRUG APPLICATION

Subpart B--Investigational New Drug Application (IND)
Sec. 312.21 Phases of an investigation.

An IND may be submitted for one or more phases of an investigation. The clinical
investigation of a previously untested drug is generally divided into three phases.
Although in general the phases are conducted sequentially, they may overlap.
These three phases of an investigation are a follows:
(a) Phase 1. B&
(b) Phase 2. B&

(c) Phase 3. Phase 3 studies are expanded controlled and uncontrolled trials. They

are performed after preliminary evidence suggesting effectiveness of the drug
has been obtained, and are intended to gather the additional information about
effectiveness and safety that is needed to evaluate the overall benefit-risk
relationship of the drug and to provide an adequate basis for physician labeling.
Phase 3 studies usually include from several hundred to several thousand
subjects.

hittpsfiwww ICFRSearch.cfm?r=312.21

1da.gowiscripts/icdri
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21st Century Cures Act B:X
RULES COMMITTEEPRINT 114-67 TEXT OF HOUSE AVENDMENT TO THE SENATE
AMENDMENT TOH.R_34, TSUNAMI WARNING EDUCATION, AND RESEARCHACT OF 2015

NOVEMBER 25, 2016

DIVISION C—INCREASING CHOICE. ACCESS, AND QUALITY IN HEALTH CARE
FOR AMERICANS
TITLE X¥—PROVISIONS RELATING TO MEDICARE PARTA
TITLE XVI—PROVISIONS RELATING TO MEDICARE PART B
TITLE XVII—OTHER MEDICARE PROVISIONS
TITLE XVIII-OTHER PROVISIONS

DIVISION D—CHILD AND FAMILY SERVICES AND SUPPORT

TITLE XIX—INVESTING IN PREVENTION AND FAMILY SERVICES

TITLE XX—ENSURING THE NECESSITY OF APLACEMENT THAT IS NOT INAFOSTER
FAMILY HOME

TITLE XXI—CONTINUING SUPPORT FOR CHILD AND FAMILY SERVICES

TITLE XXII—CONTINUING INCENTIVES TO STATES TO PROMOTE ADOPTION AND
LEGAL GUARDIANSHIP

TITLE XXIII—TECHNICAL CORRECTIONS

TITLE XXIV—ENSURING STATES REINVEST SAVINGS RESULTING FROM INCREASE IN
ADOPTION ASSISTANCE

TITLE XXV—SOCIAL IMPACT PARTNERSHIPS TO PAY FOR RESULTS
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NOVEMBER 25, 2016

21st Century Cures Act
~REAL WORLD EVIDENCE®;E A~

3l

“(d) PROGRAM IMPLEMENTATION.—The Secretary shall, not later than 2 years after
the date of enactment of the 21st Century Cures Act and in accordance with the
framework established under subsection (¢), implement the program to evaluate
the potential use of real world evidence.

“(e) GUIDANCE FOR INDUSTRY.—The Secretary shall—
“(1) utilize the program established under sub section (a), its activities, and any

subsequent pilots or written reports, to inform a guidance for industry on—

“(A) the circumstances under which sponsors of drugs and the Secretary may
rely on real world evidence for the purposes described in paragraphs (1)
and (2) of subsection (a); and

“(B) the appropriate standards and methodologies for collection and analysis of
real world evidence submitted for such purposes;

‘(2) not later than 5 years after the date of enactment of the 21st Century Cures Act
issue draft_guidance for industry as described in paragraph (1); and

“(3) not later than 18 months after the close of the public comment penod for the
draft guidance described in paragraph (2), issue revised draft guidance or final
guidance,

R
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21st Century Cures Act B:X aHEER 2.2
RULES COMMITTEE PRINT 114-67 TEXT OF HOUSE AMENDMENTTO THE SENATE
AMENDMENT TO H.R_ 34, TSUNAMI WARNING, EDUCATION, AND RESEARCHACT OF 2015

/DIVISION A—21ST CENTURY CURES
TITLE I—INNOVATION PROJECTS AND STATE RESPONSES TO OPIOIDABUSE
TITLE I-DISCOVERY
TITLE I—DEVELOPMENT
TITLE WV—DELIVERY
A TITLE V—SAVINGS

DIVISION B—HELPING FAMILIES IN MENTAL HEALTH CRISIS

TITLE VI—STRENGTHENING LEADERSHIP AND ACCOUNTABILITY

TITLE VII—ENSURING MENTALAND SUBSTANCE USE DISORDERS PREVENTION,
TREATMENT, AND RECOVERY PROGRAMS KEEP PACE WITH SCIENCEAND
TECHNOLOGY

TITLE VIII—SUPPORTING STATE PREVENTION ACTIVITIESAND RESPONSESTO
MENTAL HEALTH AND SUBSTANCE USE DISORDER NEEDS

TITLE IX—PROMOTING ACCESS TO MENTAL HEALTH AND SUBSTANCE USE DISORDER
CARE

TITLE X—STRENGTHENING MENTAL AND SUBSTANCE USE DISORDER CARE FOR
CHILDRENANDADOLESCENTS

TITLE XI—COMPASSIONATE COMMUNICATION ON HIPAA

TITLE XII—MEDICAID MENTAL HEALTH COVERAGE

TITLE XIII—MENTAL HEALTH PARITY

TITLE XIV—MENTAL HEALTH AND SAFE COMMUNITIES

U
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NOVEMEBER 25, 2016

21st Century Cures Act

~UTILIZING REAL WORLD EVIDENCE~

DIVISION A—21ST CENTURY CURES
TITLE NI—DEVELOPMENT
Subtitle C—Modern Trial Design and Evidence Development
/ SEC. 3022. REAL WORLD EVIDENCE.

ChapterV of the Federal Food, Drug, and Cosmetic Act is amended by inserting after
section 505E (21 U.S.C. 355f) the following:

“SEC. 505F. UTILIZING REAL WORLD EVIDENCE.
"(a) IN GENERAL —The Secretary shall establish a program to evaluate the potential
use of real world evidence—
“(1)to help to support the approval of a new indication for a drug approved under
section 505(c); and
“(2) to help to support or satisfy post approval study requirements.

evidence’ means data regarding the usage, or the potential benefits or risks, of a
drug derived from sources other than randomized clinical trials.

“(b) REALWORLD EVIDENCE DEFINED —Inthis section, the term ‘real world ]

"(¢) PROGRAM FRAMEWORK.—
“(1)IN GENERAL.—Notlater than 2 years after the date of enactment of the 21st
Century CuresAct, the Secretary shall establish a draft framework for
implementation of the program under this section.
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21st Century Cures Act
~Global pediatric clinical study network~
TITLE II—DISCOVERY

Subtitle G—Promoting Pediatric Research
sec. 2072. GLOBAL PEDIATRIC CLINICAL STUDY NETWORK.

It is the sense of Congress that—

s, = 70 (1) the National Institutes of Health should encourage a global pediatric clinical study
/A Eﬁ Eﬂsﬂ &E‘H- Zu 0) E Bﬁ{t’ network by providing grants, contracts, or cooperative agreements to support new
~ Q‘D —N\NIIL3ybJ—2-CRIGH~ and early siage investigators who participate in the global pediatric clinical study
network;

(2) the Secretary of Health and Human Services (referred to in this section as the
“Secretary") should engage with clinical investigators and appropriate authorities
outside of the United States, including the European Union, during the formation of
the global pediatric clinical study network to encourage the participation of such
investigater and authorities; and

(3) once a global pediatric clinical study network is established and becomes
operational, the Secretary should continue 1o encourage and facilitate the
participation of clinical investigators and appropriate authorities outside of the
United States, including in the European Union, to participate in the network with
the goal of enhancing the global reach of the network. 30
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Critical Path Institute(C-Path)

4 Critical Path Institute (C-Path) was launched in 2005 with a five-year
commitment of more than $10 million in pledges from the Arizona
community. In addition, Science Foundation Arizona (SFAz) has awarded C-
Path over $14 million to build upon the community’s initial investment,
making it possible for C-Path to create public-private partnerships that
enables the biopharmaceutical industry to work closely with the U.S. Food
and Drug Administration (FDA). The first legislation sponsored by Arizona
Congresswoman Gabrielle Giffords created the FDA's Critical Path Public-
Private Partnerships enabling the FDA to partner with C-Path and partially
fund its efforts.

# This early support for C-Path has enabled it to become firmly established
and recognized as an organization with a track record of successful
accomplishments. C-Path receives roughly one-third of its revenue from
federal grants, one-third from private foundations that partner with C-Path to
accomplish specific missions, and one-third from industry membership fees.

4 The steadfast support of the community, the passion and dedication of our
scientists and staff, and the trust of our stakeholders have enabled C-Path
to become an internationally respected global organization that is fulfilling its
mission of accelerating the path for better therapies.

RTips /7c-path org/aboutiannual reports! 37

CRITICAL PATH Search
INSTITUTE

ABOUT PROGRAMS

SUCCESSES ANNIVERSARY NEWS & EVENTS CONTACT

Coattion for Accelerating 31 Path for Data Collaboration

Standards & Thorap! Parkinson’s Regmens c

ationsi Neonatal
ortium

Consortium

https://c-path.org/
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OECD Recommendation on the
Governance of Clinical Trials

@))OECD

Foreword
‘The 2012 OECD Recommendation on the Governance of Clinical Trials is a policy instrument
that defines a new framework for better oversight of clinical trials. The accompanying
Explanatory Memorandum contains information about the background and the context of the
Recommendation, and provides concrete information for facilitating the implementation of the
principles contained in the Recommendation.

1. OBJECTIVES AND SCOPE

This Recommendation is intended to facilitate international co-operation in clinical trials
on medicinal products, particularly for trials initiated by academic institutions.

Its primary focus is on improving consistency among national regulations and their inter-
pretations, and on streamlining procedures for the oversight and management of clinical
trials, by introducing a proportionate regulatory approach, while enhancing the protection of
participants in research trials.

i Although this Recommendation is primarily driven by the need to facilitate co-aperatiani
L among.academic.groups for_clinical trials undertaken for. nen-profit purposes. Members may!
wish to extend the implementation of this Recommendation to the oversight and manage-
ment of all clinical trials, thus adopting principles similar to those enumerated below regard-

less of the objective of the trial.
hitp:iiwww.oecd.orglstil governance-of-clinical-trials. pdf 33

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

2 January 2017

The}Clinical Research Initiative for Global Health (CRIGH) was officially launched on January 1st, 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

clinical research programmes in participating countries, to{develop global standards on clinical research, |

and to promote the take-up of innovative methodology and technologies.

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

hitp:/fwww.ecrin ini h-initiative-global-health-crigh-officially-k hed 34
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International Clinical Trials Registry Platform (ICTRP)

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

When researchers embark on a clinical tnal, they make a commitment to conduct
the trial and 1o report the findings in accordance with basic ethical principles. This
includes preserving the accuracy of the resufts 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, regardless of the
reason for i, leads 1o an incomplete and potentially biased view of the trial and its
results. For more information please refer to "Reporting the Findings of Clinical

A 1e e Cukos WHO Statement on Public Disclosure of Clinical Trials Results

On April 142015 the World Heaith Organization (WHO) published a new
statement on the public disclosure of clinical trial results . The WHO statement
defines reporting timeframes, calls for results-reporting of older but still
unpublished trials, and outlines steps to improve linkages between clinical tnal
registry entries and their published resuits

A pubiic 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

nt on Public Disclosure of Clinical Trial Results _§
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WHO Statement on Public Disclosure of Clinical Trial Results

Background B

Reiteration of WHO position on clinical trial registry sites

Before any clinical trial is initiated (at any Phase)_its details are to be registered in a
ublicly available, free to access, searchable clinical trial registry complying with

WHO's international agreed standards. The clinical trial registry entry should be made

before the first subject receives the first medical intervention in the trial.

Updating clinical trial registry entries

All clinical trial registry sites are to be updated as necessary to include final enrolment
numbers achieved, and the date of actual study completion (defined as the last data
collection timepoint for the last subject for the primary outcome measure). If clinical
trials are terminated, their status is to be updated to note the termination, and to
report the numbers enrolled up to the point of termination.

Reporting timeframes for clinical trials

Clinical trial results are to be reported according to the timeframes outlined below.
Reporting is to occur in BOTH of the following two modalities.

hitp:/fwww.who.int/ictrp/resultsireporting/en/
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~EREHARDT—2DHAFIZOLNT(WHO) ~

1. The main findings of clinical trials are to be submitted for publication in a peer
reviewed journal within 12 months of study completion and_are to be published
through an open access mechanism unless there is a specific reason why open
access cannot be used, or otherwise made available publicly at most within 24
months of study completion.

M

. In addition, the key outcomes are to be made publicly available within 12 months of
study completion by posting to the results section of the primary clinical trial
registry. Where a registry is used without a results database available, the results
should be posted on a free-to-access, publicly available, searchable institutional

website of the Regulatory Sponsor, Funder or Principal Investigator.

It is noted that several journals allow open access publication of clinical trial
findings. Some journals have an explicit policy of supporting publication of negative
trials. These 12 month and 24 month timeframes represent the longest possible
acceptable timeframe for reporting and shorter timeframes are strongly
encouraged. It should be possible in most instances for reporting to occur in
shorter timeframes.

hitp:/fwww.who.int/ictrp/resultsireporting/en/
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R DBRBICRHSEFDER

~EEFEDT—EDEFIZDLVT(CMIE) ~ 26 January 2016.

Reporting of past clinical trials results

Unreported clinical trials conducted in the past are to be disclosed in a publicl
available, free to access, searchable clinical trial registry. In addition it is desirable
that unreported clinical trials are published in a peer reviewed journal.

Inclusion of Trial ID in clinical trial publication

The Trial ID or registry identifier code/number is always to be included in all
ublications of clinical trials, and should be provided as part of the abstract to

PubMed and other bibliographic search databases for easy linking of trial reports with

clinical trial registry site records. Bibliographic search databases such as PubMed are

encouraged to make Trial IDs easily available by inclusion in the abstract of each

clinical trial record.

Note on Data Sharing Initiatives

The benefit of sharing research data and the facilitation of research through greater
access to primary datasets is a principle which WHO sees as impartant. This

statement is not directed towards sharing of primary data. However WHO is actively
engaged with multiple initiatives related to data sharing, and supports sharing of

health research datasets whenever appropriate. WHO will continue to engage with
partners in support of an enabling environment to allow data sharing to maximise the
value of health research data. 39

http:/fwww. who. intictrpfresultsireporting/en/

Annals of Intemal Medicine EDITORIAL

Sharing Clinical Trial Data: A Proposal From the International
Committee of Medical Journal Editors

he International Committee of Medical Journal

Editors (ICMJE) believes that there is an ethical ob-
ligation to responsibly share data generated by inter-
ventional clinical trials because participants have put
themselves at risk. In a growing consensus, many fion and a health outcome. Further details may be
funders around the world—foundations, government fond in the Recommendations for the Conduct, Re-
agencies, and industry-now[Tandate_data_shannd.] porting, Editing and Publication of Scholarly Work in
Here we outline ICMJE's proposed requirements o Modical Journals at www.icmje.org.
help meet this obligation. We encourage feedback on As a condition of consideration for publication of a
the proposed requirements. Anyone can provide feed- clinical trial report in our member journals, the ICMJE
back at www.icmje.org by 18 April 2016. proposes to require authors to share with others the

The ICMJE defines a clinical trial as any research | deidentified individual-patient data (IPD) underlyin;
project that prospectively assigns people or a group of “the results presented in the article (including tables, fig-
people to an intervention, with or without concurrent yres, and appendices or supplementary material) no
comparison or control groups, to study the cause-and- |ater than é months after publication. The data under-
effect relationship between a health-related interven- |ying the results are defined as the IPD required to re-
tion and a health outcome. Further details may be produce the article's findings, including necessary
found in the Recommendations for the Conduct, Re- metadata. This requirement will go into effect for
porting, Editing and Publication of Scholarly Work in  clinical trials that begin to enroll participants beginning
Medical Journals at www.icmje.org. 1 year after the ICMJE adopts its data-sharing

requirements.* 40

The ICMJE defines a clinical trial as any research
project that prospectively assigns people or a group of
people to an intervention, with or without concurrent
comparison or control groups, to study the cause-and-
effect between a health-related interven-

hitp:/iwvaw.jeme.orginews-and-editorials/M15-2928-PAP pdf
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EU Clinical Trials Registe

The system has been made available on 13 January 2016. The summary results will be gradually made
available for public access from that date, once the information has been reviewed and verified. Full access

News update

for sponsors has also been restored from that date.

In the context of clinical trial sponsors’ or PIP addressees’ inability to meet regulatory reporting timeframes
while the system was offline: The new deadline for submission for all summary results affected by the period
that the system was offline will be 13 July 2016, allowing a period of six months from the date of re-opening
of the system. Affected results are those whose submission deadline fell due during the period that the
system was offline, as well as those whose submission deadline falls within a period of two months from the
re-opening date.

In addition, for trials categorised as to be posted S 24 months after finalisation of the programming (see

document {iial results: modalities and timing of posiingythe deadline for submission of summary results
will be 21 December 2016, being five months from the current deadline in July 2016.

The issues causing errors in data recording have been fixed. These are described in the release notes (see
“timestamp” and “category” issues). The results presented are correct. However, the issue that causes the
order of display of reporting groups and results to differ through the results set has not been addressed. The
reporting groups and results themselves are correct; it is only the display order that is affected.

https://www.clinicaltrialsregister.eu/ 41

Please click here to continue to the site

Trial results: Modalities and timing of posting

1. Interventional Clinical Trials that ended on or after 21 July 2014 (i.e. the date of
isation of the progr i issi ideli

according to C (2012/C 302/03))

What is in scoj

All non-paediatric trials

i conducted in at least one Full data set
N e v enatesa e EEA country, whether or not summary attachment(s) | 12 months after the end |
2001/20/€C included in an agreed optional 1 of the trial* !
= paediatric investigation plan \, -
(PIP)
Paediatric trials completed

after 26 January 2007 which
involve the use of a
medicinal product covered

by an EU marketing Full data set mandatory,

Paediatric trals in scope of 3 thorisation and are summary attachment(s) 0 o arer the end of
sponsored by the marketing optional
authorisation holder,
whether or not included in
2n agreed paediatric
investigation plan (PIP)
0n Guideine 2012/C 302/03 para 4.3
A paediatric tral is 3 vial that includes 3t least one participant < 18 years of age
At 46(2) of Reguiation (EC) No 1501/2006 of the Euxcpean Parkamant and of the Councl of 12 Decemiber 2006 on medcmal peoducts for paedieric use (2006) Oficia
3oumal of the Eurcpean L3781
: Guidelne 2003/C 28/01 para 222

hitps://eudract ema_europa. T

- Pt 42
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21st Century Cures Act [CYEMEER 28 208
~Data Sharing~

| AMFRREEELLFEE HLT, T SOXAEERT HENTES |

DIVISION A—21ST CENTURY CURE
TITLE II—=DISCOVERY
Subtitle B—Advancing Precision Medicine
Sec. 2014, Data sharing.
(a) IN GENERAL.—Section 402(b) of the Public Health Service Act (42 U.S.C. 282(b)) is
amended— (1) in paragraph (23), by striking "and” at the end; (2) in paragraph (24)

by striking the period and inserting ; and"; and (3) by inserting after paragraph (24)
the following:

"(25) may require recipients of National Institutes of Health awards to share scientific
data, to the extent feasible, generated from such National Institutes of Health
awards in a manner that is consistentwith all applicable Federal laws and
regulations, including such laws and regulations for the protection of—

“(A) human research participants, including with respect to privacy, security,
informed consent, and protected health information; and

“{B) proprietary interests, confidential commercial information, and the intellectual
property rights of the funding recipient.”
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