
GHTF: Goals for the GHTF: Goals for the 
USUS--Canada Term as ChairCanada Term as Chair

2007 2007 –– 20092009

Larry Kessler, Sc.D.Larry Kessler, Sc.D.
Chair, Global Harmonization Task ForceChair, Global Harmonization Task Force



Taking the Task Force ForwardTaking the Task Force Forward

►► Guidance Guidance 
ImplementationImplementation

►► Organizational LogisticsOrganizational Logistics

►► ExpansionExpansion



Guidance ImplementationGuidance Implementation

►►Time to implement guidance documentsTime to implement guidance documents
►►Single audits used in multiple jurisdictions!Single audits used in multiple jurisdictions!

CanadaCanada--Australia and CanadaAustralia and Canada--EU agreementsEU agreements
FDAFDA--Canada Pilot Multipurpose Audit ProgramCanada Pilot Multipurpose Audit Program
FDAFDA--EU discussions beginning on possible pilotEU discussions beginning on possible pilot
Encourage use of the AP (Accredited Persons)Encourage use of the AP (Accredited Persons)

►►Effective operation of a National Competent Effective operation of a National Competent 
Authority Report systemAuthority Report system



Organizational LogisticsOrganizational Logistics

►►Administrative enhancementsAdministrative enhancements
Narrow objectives, where possibleNarrow objectives, where possible
Ad hoc groups for specific issuesAd hoc groups for specific issues
Limited timeframes for documents, where Limited timeframes for documents, where 
possiblepossible
Adhere to procedures, move documents alongAdhere to procedures, move documents along
Process of nomination of new itemsProcess of nomination of new items



ExpansionExpansion

►► Involve other countries, esp. AHWP, PAHOInvolve other countries, esp. AHWP, PAHO
►► Work with ISO, IEC, others who share the GHTF Work with ISO, IEC, others who share the GHTF 

missionmission
►► GHTF Training PlanGHTF Training Plan
►► Enhance web site utility and visibilityEnhance web site utility and visibility

Attempt to create Attempt to create definitivedefinitive regulatory sourceregulatory source
Provide for links to translated documentsProvide for links to translated documents
Increased public availability of procedures and Increased public availability of procedures and 
documentsdocuments

►► New topics for discussion, e.g., health productNew topics for discussion, e.g., health product--
device products, electronic labeling, medical device products, electronic labeling, medical 
device softwaredevice software



The Future is NowThe Future is Now

►► The GHTF has The GHTF has 
accomplished muchaccomplished much

►► Time to document Time to document 
those accomplishmentsthose accomplishments

►► LetLet’’s then build on this s then build on this 
foundation and truly foundation and truly 
move toward the move toward the 
realization of realization of global global 
harmonizationharmonization
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