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Harmonization by DoingHarmonization by Doing

CONCEPT
HBD project is an unique initiative that aims to 
converge regulatory requirements and practices
between FDA and MHLW/PMDA through concrete
experiences “by doing.”

GOAL
Parallel development of clinical trials, simultaneous 
application reviews and marketing approval of new 
devices for the benefit of patients in the U.S. and 
Japan.



GHTFGHTF andand HBDHBD

GHTFGHTF
Developing harmonized regulatoryDeveloping harmonized regulatory guidanceguidance toto
encourageencourage the convergencethe convergence of of regulatory practicesregulatory practices in in 
medical devicemedical device fieldfield
For exampleFor example,,

PrinciplesPrinciples of medical deviceof medical device classificationclassification
Essential principlesEssential principles of safety and performance of of safety and performance of 
medical devicesmedical devices
Role of standardsRole of standards in the assessment of medical devicesin the assessment of medical devices
ClinicalClinical evaluationevaluation

HBDHBD
EExperiencexperience--based approachbased approach to resolve the real problems to resolve the real problems 
that the USthat the US and Japanand Japan specifically sharespecifically share in in providing providing 
timelytimely approvals of medical devices.approvals of medical devices.



HBD Structure and Working GroupsHBD Structure and Working Groups

Review by FDA and MHLW

Steering
Committee

WG4. Regulatory Convergence/Communication 

WG1. Global Cardiovascular Device Trials

WG2. Study on Post Market Registry (Artificial Heart)

WG3. Clinical Trials Infrastructure/ Methodology

Initial 
Working
Groups

Guidance/Suggestion Report/Request

Neutral Scientific Advice
Academia

The steering committee coordinates works between the working groups on common issue.
The working groups work jointly and collaborate to find solutions to the shared issue.

FDA DCRI
MHLW/PMDA JFMDA

AdvaMed
Japanese academic

community



WG 1 WG 1 
Global Cardiovascular Device TrialsGlobal Cardiovascular Device Trials

Target:Target: Executing singleExecuting single clinicalclinical protocolsprotocols
CoCo--Chairs:Chairs: Mitchell Krucoff, Mitchell Krucoff, Duke Duke Clinical Research InstituteClinical Research Institute

Shigeru Saito, Shigeru Saito, ShonanShonan KamakuraKamakura General HospitalGeneral Hospital

Discussing the following issuesDiscussing the following issues throughthrough developing developing 
aa drug eluting drug eluting stentstent protocol.protocol.

Definition of what is a single protocolDefinition of what is a single protocol studystudy
Issues of data Issues of data poolabilitypoolability
Challenges of multiChallenges of multi--national randomizationnational randomization
Integrated submission strategiesIntegrated submission strategies



WG 2 WG 2 
Post Market RegistriesPost Market Registries

Target:Target: Utilizing postUtilizing post--marketmarket datadata for prefor pre--marketmarket
reviewreview of implantof implant devicesdevices

CoCo--chair:chair: Eric Chen,Eric Chen, US FDAUS FDA
KazuhiroKazuhiro Sase,Sase, JuntendoJuntendo University University MMedical Schooledical School

IdentifIdentifyyiingng specific pre and postspecific pre and post--market barriers market barriers ::
CCan postan post--market data be considered historical control data market data be considered historical control data 
for prefor pre--market clinical trial designs? market clinical trial designs? 

FocusFocusinging on poston post--market LV assist devices registry in market LV assist devices registry in 
cooperation with NIHcooperation with NIH--sponsored INTERMACS sponsored INTERMACS 
program.program.



WG 3 WG 3 
Clinical Research InfrastructureClinical Research Infrastructure

Target:Target: Improving clinical trialImproving clinical trial infrastructureinfrastructure in in 
both countriesboth countries

CoCo--chairchair :: John Alexander, John Alexander, Duke Duke Clinical Research InstituteClinical Research Institute

Yoshihiro Arakawa,Yoshihiro Arakawa, Tokyo University HospitalTokyo University Hospital

AnalyzingAnalyzing the current CT infrastructure in both the current CT infrastructure in both 
countries countries to identify problems and to identify problems and ddevelop necessary evelop necessary 
steps to improve steps to improve itit..



WG 4 WG 4 
Regulatory Convergence and Regulatory Convergence and 

CommunicationCommunication

Target :Target : Achievement of regulatory convergence Achievement of regulatory convergence 
and coand cooperativeoperative consultation &consultation & reviewreview

CoCo--chair : Carole Carey,chair : Carole Carey, US FDAUS FDA

Hiroshi Yaginuma,Hiroshi Yaginuma, JapanJapan MHLWMHLW

ToTo identify identify and share information on and share information on similarities and similarities and 
differences between differences between the the U.S. and Japan in terms of U.S. and Japan in terms of 
regulationsregulations
ToTo find regulatoryfind regulatory--related obstaclesrelated obstacles in conducting CT,in conducting CT,
filing and reviewing applicationsfiling and reviewing applications
ToTo formulate recommendations,formulate recommendations, suggestions or points to suggestions or points to 
consider consider in in resolvresolvinging difficultiesdifficulties



WG 4WG 4’’ss
PossPossiible Regulatory Target Areasble Regulatory Target Areas

Medical Device GCP (good clinical practices)Medical Device GCP (good clinical practices)
STED (Summary Technical Documentation)STED (Summary Technical Documentation)
Early Consultations between Early Consultations between regulatory regulatory 
authoritiesauthorities and applicantsand applicants
Application review practices, including Application review practices, including 
modular approachmodular approach
Communication (regulator/applicant,           Communication (regulator/applicant,           

regulator/regulator)regulator/regulator)



Future schedule on HBD activityFuture schedule on HBD activity

Monthly teleconference among stakeholdersMonthly teleconference among stakeholders
HBD Think Tank HBD Think Tank EastEast Meeting                                    Meeting                                    
in in SpringSpring 20020088 or later,  or later,  in Japanin Japan
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