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(2) TGuideline of Guidelines] @ %Ef
AT, BB L LT, BOKEGIRRE & AEARICEB T 25N T A4 KT 4 o OffE
ZLLTF O H3FENE L, Guideline of Guidelines(Z B9~ 2 A E H 4 INE L 7=,
O BEfFkL B2 —
Guideline of Guidelines|Z B9 5 BEFSCHR L & = — 4 %EHi L, Guideline of Guidelines
D JFSCE K OV Ofifgan « Gl SCE, [ O Guideline of GuidelinesiZ DU T H e L7223,
HEFEPEIZ DWW CHED Y B 0 | STk — T 13k L T 5,
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< FEOESCHR >

KIE D GGP R E SCHER -

(1) Food and Drug Administration Report on Good Guidance Practices -Improving
Efficiency and Transparency-
https://www.fda.gov/downloads/AboutFDA/Transparency/Transparencylnitiative
/UCM285124.pdf

(2) Guidance for Industry and FDA Staff: Qualification Process for Drug Development

Tools
https://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformatio
n/Guidances/UCM230597.pdf

(3) Qualification of Medical Device Development Tools: Guidance for Industry, Tool

Developers, and Food and Drug Administration Staff
https://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/G
uidanceDocuments/UCM374432.pdf

KRN > Guidance of guidance SCHR :
(4) EMA, 2009. Procedure for European Union guidelines and related documents
within the pharmaceutical legislative framework. Available at:
http://www.ema.europa.eu/docs/en_GB/document_library/Scientific_guideline/200
9/10/WC500004011.p
<3 FHF 2 B9 5 ik >
201842712, FDAIZMDDTIZBT % 308 DME Zim LHEK T D TEEL LTV E
TEARINTHRN,
<NRITE K LTV D SR>
SRR LM IR R B 72 SCHRIE 72 L

<P >
ERIDOTA BT A ARRITEICET 5 3T

(5) Brouwers M, Kho ME, Browman GP, Cluzeau F, feder G, Fervers B, Hanna S,
Makarski J on behalf of the AGREE Next Steps Consortium. AGREE II: Advancing
guideline development, reporting and evaluation in healthcare. Can Med Assoc J.
Dec 2010, 182:E839-842; doi: 10.1503/cmaj.090449
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Q@ TIERGLIC K W A RTA > DImdDITA RT7 A T HIROERZ RS O BT
L,

(Adrian VermeuleDE7 /L & HARET L DIEW)

« ¥ 9'Harvard Law School®Professor Adrian VermeuleZ3 28 L7=E T L8R L (X
17) . KEOERSCEDSIZITES T Hchecki&RE. balancel%HE. separation of powers
WZOWTOFMBAN R ENT, LOLAARTEIEERNETOREMHELZE > TV D L O]
Woie (K18, 19) » AKRIZEB T D2 HA KT A4 Lid, s WHERY FoE %
TR TH D EFRBFIC, B LWHEBI O ODNIEREEDL Z L2 EWT S, 20719
HARTIE, FRIERORBRLE LTHA RIAVBMEHENDZ b H D L OFIAN e X
Niz, £72. EUTHARIZBITDHA KT A AAREERE IR & LR 5 H 8
RNERETHZERMONTEY, TODEUD A2 BAIOEHIZSW i 572
DITRH LB, AARBU B BAEAIOME HICBT 2H#HREL B L TN DH I LIHONT
REEER ISR L L OB -T2,

Why we focus on “guideline of guidelines
How to deal with “uncertainty” is a key for realizing innovation

+ Uncertainty about new technologies
* Risk
* Benefit
* Feasible validation methods
* Increased healthcare expenditure in case of nationally covered services
* Etc.

« Some discretion is needed to deal with uncertainty
* Public health concerns

* Some predictability in regulatory affairs is critical to
application/realizing innovation

16 Why We focus on guideline of guidelines

A madel for “guideline of guidelines
Separation of powers /check and balance

* Congress almost always leaves
some uncertainty in statutes
* The other two branches must do

some in making the statutes
clearer

Judging under Uncertainty

An Institutional Theory * Executive branch
* Judiciary branch
of Legal Interpretation * Sometimes, both Executive and

Judiciary are aggressive

* Sometimes the Executive is only
aggressive

* Rarely, the Judiciary is only
aggressive

Adrian Vermeule

17 A model for guideline of guidelines
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Japanese model is quite different (1)
(A special) Parliamentary system governs

* The Executive branchis so strong about regulating emerging
technologies

* Broader options given to the Executive branch
= Making budget plans
* Grants
= Just making study committee (no linked with guidelines
= Making guidelines
= Making legislative bills for new regulations to the Parliament, on advisory committees’
discussion

3 A guideline could be used in place of legislations, though without any sanctions

18 Japanese model is quite different (1)

Japanese model is quite different (2)
(A special) Parliamentary system governs

* All about new regulatory affairs could/are decided by the Executive
branch under the supervision of the majority parties
* Timing
* Contents
* Tools
= Legallybinding
= Non legallybinding
« Difficulties in securing enough transparency and expectation for the
affected industry at this moment

19 Japanese model is quite different (2)

(HA RTAVREDTZODHA KT A N TDITBFOA 2T 4 7)

s FIZ HARIZB W TiZAdrian Vermeule DE 7 L B EEILZR TR 7202 A 95 & D RLfig
PRS2, ARIZEBWTIR, Fiiz2lA ROV OREIZETGEEOEEO T, b
LS IFEREMEM GO T, ITBICL > TIRESIL TS, LI THEREEITK L
T EZ IR T 5 Z LITBUR TIXIREETH 525, AARTITENAMZ R T 572
OD [TA RTAVREDIEDODITA RTA4 2] OHLRLODO=— AN SINTEDL
T.EBELTHD (X20) . A RIAVKEDTZDDTA BT A ATATBIN O EHY
BHZEJR L, SENOSGNOTHETA RIA DDA BT A U BNHIVUITT
BFIZEM L, F2175 2 & CERBHREMINCT 52 & THEREZR ST Z &3 ATEE
Thd
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Little interest in having a guideline of guidelines
The reason is simple: No needs exist

* A guideline of guidelines
* Could be againstthe Executivebranch
By reducing discretion or free-hands from lapanese bureaucrats fornew regulatory
frameworks
* Could be against the Legislative branch aswell
= By reducing powers about case by case based pressures to the Executive branch
= Bigindustriescan influence policies via the majority parties by legally permitted palitical
donations, etc.
= Small industries have small voices, so forgotten, to some extent
* Could be supported by the Judiciary branch
* By lettingthe Executive branch “discretionaryfunction” protectiocndepend more under the
guideline of guidelines

20 Little interest in having a guideline of guidelines

(BARTOGOGDE A ATHENE)
c BRIZBWTHA RIA 0 DI2dDOHA RIA U EHAT L6, BAmORERH
BWET HI20DOT BB AR—2DY —)L & U TR TIUL, FTBIFTE T T < SLIENF
HYR— N TELRREERH D (M21) . /2. A RTA L DODITA RT7 A4 0%
Bz e BT 2BER A 3 T 5 DIC b ELH E B X D, KEIZH T 5 21st Century
Cures Act!Z3#F KGR (Zreal world evidence ZFI 35 &9 Hil|O@Ehx C K& <AL

iz, MERGIE LTHEERPITHD LER D,

Conclusion
Japanese bureaucracy for whom?

= A guideline of guidelines
* Regulating the Executive branch?
* A process based tool for gathering “state of the art” from the best and
brightest?
* Some incentive is needed for bureaucrats who do good jobs
* Without any guideline of guidelines, how can we evaluate new
regulatory schemes in light of timing, contents, and tools?

21 Conclusion
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(HA RTA HRICBIT D20 E)
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N oTe, WEREGLATER LI ET MITIIBEENGTEN TV W E Bo7e, KETIE, &
O E2EL TOERDREBREEZRIZLTODE0N, BATIEE S 2002 BARIC
BUIDETVMICAND ETHIUZEZICADLDN?

» FDA-NCTRDO S O'ERIZKF L, (EHEGLIZLL FOMRIZIRE LTz, HARTIXREE 0N H
EDEXENER D ZENAREEN, R¥ERENLEERAT — I RNV E—% T ak R
FHIIAT FIEIZDOWT DA R T A4 EOKAIN -, shadow process (£3-> T
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Workshop: Emerging Regulatory Science

- Building a platform for forecasting and identification -

Time: November 3rd, 13:30~17:30
Place: the University of Tokyo, Itoh International Research Centre 3F.

Opening Remark: The role of “Social Science on Regulatory Science(SSRS),” Shingo

Kano (UT)

Session 1: Emerging regulatory science and Global Summit on Regulatory Science

13:40-14:25

1. Introduction: SSRS Report: GSRS -Historical Review (10 min)

2. GSRS: NCTR’s Perspective (T K., FDA/NCTR) (10 min)

3. GSRS: Japan’s Perspective (N K., NIHS) (10 min)

4. Discussion: Identifying what’s the next Emerging Regulatory Science (15 min)

Session 2: New Guideline/ISO Formations and related Activities in Japan

14:30-15:25

1. Introduction: SSRS Report: Japanese Case - JISEDAI /SAKIGAKE & ISOs - (10 min)

2. Japan’s Commitment: Case of ICHS7B/E14 (Yuko Sekino, UT) (10 min)

3. Japan’s Commitment: Case of ISO16578 (Hiroki Nakae, JMAC) (10 min)

4. Discussion: Designing the communication between Innovators and Regulators (15

min)

Session 3: Emerging Regulatory Science and its Research Engine -Resource Perspective

15:40-16:25

1. Introduction: SSRS Report: Regulatory Research Engine (RRE) -Functional
Definition-(10 min)

2. Resource for RRE in Universities (S K., UT) (10 min)

3. Resource for RRE in Regulatory Agency -NCTR’s Case-(S [k, FDA/NCTR) (10 min)

4. Discussion: Building a network for RRE (15 min)

Session 4 : New Challenges in the RISTEX project

16:30-17:15

1. Regulatory Horizon Scanning: Concept Proposal (Shingo Kano, UT) (10 min)

2. Guideline of Guidelines : Points to consider in Japan (Chiaki, Sato, AGU) (10 min)

3. Designing a New type Organization (Yuko Hayashi, YU / Yuko Sekino, UT) (10 min)

4. Discussion: Missing functions in the Regulatory Value Chain (15 min)

Free Discussion: 17:15-17:30
Reception: 18:00-20:00 Arrangiarsi (Italian Restaurant)
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@SIX, Director, National Center for Toxicological Research (NCTR)

Office of the Director, U.S. Food and Drug Administration

@7, Director, Division of Bioinformatics and Biostatistics, National Center for
Toxicological Research (NCTR), Office of the Director, U.S. Food and Drug
Administration
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