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~ US-FDA ~

N Engl ] Med; 375: 2293-2297 (2016)

SOUNDING BOARD

Real-World Evidence — What Is It and What Can It Tell Us?

Rachel E. Sherman, M.D., M.P.H., Steven A. Anderson, Ph.D., M.P.P.,

Gerald J. Dal Pan, M.D., M.H.S., Gerry W. Gray, Ph.D., Thomas Gross, M.D., M.P.H.,
Nina L. Hunter, Ph.D., Lisa LaVange, Ph.D., Danica Marinac-Dabic, M.D., Ph.D.,
Peter W. Marks, M.D., Ph.D., Melissa A. Robb, B.S.N., M.S., Jeffrey Shuren, M.D., J.D.,
Robert Temple, M.D., Janet Woodcock, M.D., Lilly Q. Yue, Ph.D., and Robert M. Califf, M.D.

« Real-World Evidence: BRI IREEREAERDHBAH LU DY — X (B F27E IR,
LT h—4. mELZX KN &) hSESNIREEREDT—4

« HARIANRERPREIER CERIC K WERARIRIG (CHITDEMEA(CET DIEHRZ. BEAH
DZEZMICHETE T D ulEeE
- STEMNTA. SAMEBHREFLED
o ZHIMERIIAIERHED D UIEFEMEME iEREIC DR DL
o T—AMNERKRSTNDFEDEREH. H—RAS 2 ADHATRDGE

- FDA(Z. S1&. HIREINRUTHIRZOMREEZEHICED < ZEMEROBEZN O
dDreal world data’EHICDWT., BEMREORRZLLEEHAS /7\:‘1%':4?552
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US-FDA: [EE# s 289 R &l H| i~ DRWEF))

Contains Nonbinding Recommendations

Use of Real-World Evidence to

Support Regulatory Decision-Making
for Medical Devices

Guidance for Industry and
Food and Drug Administration Staff

Document issued on August 31, 2017.

The draft of this document was issued on July 27, 2016

For questions about this document regarding CDRH-regulated devices, contact the Office of
Surveillance and Biometrics (OSB) at 301-796-5997 or CDRHClinicalEvidence@fda hhs gov.
For questions about this document regarding CBER-regulated devices, contact the Office of
Communication, Cutreach, and Development (OCOD) at 1-800-835-47090 or 240-402-8010.
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o EUROPEAN MEDICINES AGENCY
SCIENCE MEDICINES HEALTH

European Medicines Agency - Science, medicines, health

Use of big data to improve human and animal
health

23/03/2017

Use of big data to improve human and animal
health

Task force to establish roadmap and recommendations for use of big data in
assessment of medicines

Together with the heads of the national competent authorities in the European Economic Area

(EEA), known as Heads of Medicines Agencies® (HMA), the European Medicines Agency (EMA)
has established a new task force to explore how medicines regulators in the EEA can use big
data to support research, innovation and robust medicines development in order to benefit
human and animal health.

http://www.ema.europa.eu/docs/en _GB/document library/Other/2017/03/WC500224262.pdf
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~ ICH ~

{ http://www.ich.org/products/gcp—renovation.html/z/ ICH: Eﬁ&fﬁﬂ%ﬂéjﬁ*ﬂ@ ,T“%;% \
EXGRHICEHITSIAE(Q) . REH(S) . AHE(E) . ES
® SR (M) DA A K51 % H 200 BATHIELR D S L
) ICH (CH £8: TEREREABR () — 1581
harmonisation for better health ICH E6 - rE’;‘?&nnw r—n-tgﬁo)%jjﬁo)g_%((;cp)] /

“ About ICH - Work Products o

GCP Renovation ; woxrroducts / # o O

|ICH Reflection on “GCP Renovation”: Modernization of ICH E8 and
Subsequent Renovation of ICH E6

BEDERICIX., BEREBRLSN D
JFZ L) —ILRT—RFEADXIEE

ICH is inviting public review and comment on a reflection paper on Good Clinical Practice (GCP) "Renovation”, which contains the ICH
proposal for further modemization of the ICH Guidelines related to clinical trial design, planning, management, and conduct. The scope of
the proposed renovation includes the current E2 General Considerations for Clinical Trials and furthe :

Good Clinical Practice, \ig=gmi : 2. N T ' '
MGl 3. Proposed Annex 3: Non-Traditional Trial Designs. This annex would
LEEMEEREE  jnclude designs other than RCTs and may include observational

e studies, patient registries, and other non-traditional trial
designs that rely heavily on alternative data sources (e.q.

EHRSs, claims data, etc.).
2017/10/6 INNTAAEBEZ TRHRETH 8
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Thank you for your attention!

(D)

PMDA HP: http://www.pmda.go.jp/
FEEFE S : shikano-mayumi@pmda.go.jp
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