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  Process FunctionsProcess Functions

Set CriteriaSet Criteria

Police ConformancePolice Conformance

GenerateGenerate
NewNew

InformationInformation

Disseminate InfoDisseminate Info

AssessAssess
ConformanceConformance
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Set Criteria ProcessesSet Criteria Processes

Develop MandatoryDevelop Mandatory
Standards, Amendments,Standards, Amendments,

RegulationsRegulations

Develop Voluntary, ConsensusDevelop Voluntary, Consensus
Standards & RadiationStandards & Radiation

 Protection Recommendations Protection Recommendations

Set Variances to MandatorySet Variances to Mandatory
StandardsStandards

Develop Guidance/PolicyDevelop Guidance/Policy
& Exemptions from Mandatory& Exemptions from Mandatory

StandardsStandards
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Generate New Information ProcessesGenerate New Information Processes

Initiate Field TestsInitiate Field Tests

Initiate Lab TestsInitiate Lab Tests

AnalyzeAnalyze
Assembler/OEM TrendsAssembler/OEM Trends

Assess ConformanceAssess Conformance

Intake Rpts of Rad UrgenciesIntake Rpts of Rad Urgencies

Develop PublicDevelop Public
Health/SafetyHealth/Safety
Alerts/AdviceAlerts/Advice

Develop/Oversee NEXTDevelop/Oversee NEXT
SurveysSurveys

DevelopDevelop
Scientific/Technical InfoScientific/Technical Info

Survey Federal-FacilitySurvey Federal-Facility
DDxx X-ray Systems X-ray Systems

Analyze MDR trendsAnalyze MDR trends

Assess ConformanceAssess Conformance……
Initiate or AnalyzeInitiate or Analyze

Assess ConformanceAssess Conformance……
Initiate or AnalyzeInitiate or Analyze

Assess ConformanceAssess Conformance……
Initiate or AnalyzeInitiate or Analyze

Assess ConformanceAssess Conformance……
Initiate or AnalyzeInitiate or Analyze



4

Assess Conformance ProcessesAssess Conformance Processes

Intake Product & Test ReportsIntake Product & Test Reports

AssessAssess
Conformance OCConformance OC

Initiate InspectionsInitiate Inspections Intake EIRsIntake EIRs

Assess ConformanceAssess Conformance
ORA/DOORA/DO

Assess ImportAssess Import
Compliance w/ReportCompliance w/Report

RegulationsRegulations

Intake Reports of RadiationIntake Reports of Radiation
UrgenciesUrgencies

Generate New InfoGenerate New Info

Initiate Field TestsInitiate Field Tests

Generate New InfoGenerate New Info

Initiate Lab TestsInitiate Lab Tests
Generate New InfoGenerate New Info

Analyze Assembler /Analyze Assembler /
OEM TrendsOEM Trends

Initiate orInitiate or
AnalyzeAnalyze......

Initiate orInitiate or
Analyze...Analyze...

Initiate orInitiate or
Analyze...Analyze...
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Police Conformance ProcessesPolice Conformance Processes

Notify Firms of RadiationNotify Firms of Radiation
Defects or NoncomplianceDefects or Noncompliance

with Mandatory Standards towith Mandatory Standards to
Correct ProductsCorrect Products

OCOC

Develop Legal CasesDevelop Legal Cases
AgainstAgainst

Repeat or RecalcitrantRepeat or Recalcitrant
ViolatorsViolators

Detain or Refuse Entry of ImportedDetain or Refuse Entry of Imported
Products that Violate  MandatoryProducts that Violate  Mandatory

StandardsStandards

Notify Firms of  NoncomplianceNotify Firms of  Noncompliance
with Mandatory Standards towith Mandatory Standards to

Correct ProductsCorrect Products
ORAORA

Assess ConformanceAssess Conformance
AssessAssess

ConformanceConformance
OCOC

Assess ConformanceAssess Conformance
AssessAssess

ConformanceConformance
ORAORA

Assess ConformanceAssess Conformance
Assess ImportAssess Import
Compliance w/Compliance w/

Rpt RegsRpt Regs

Set CriteriaSet Criteria
DevelopDevelop

Guidance/PolicyGuidance/Policy
& Exempt from& Exempt from

StdsStds
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Disseminate Information ProcessesDisseminate Information Processes

Distribute orDistribute or
ProvideProvide

Technical InformationTechnical Information

Develop and ConductDevelop and Conduct
Training for States,Training for States,

Industry, OthersIndustry, Others

Distribute orDistribute or
ProvideProvide

User GuidanceUser Guidance

Distribute (or ProvideDistribute (or Provide
Access to) IndustryAccess to) Industry

Guidance DocumentsGuidance Documents

Generate New InformationGenerate New Information
DevelopDevelop

Scientific/Technical InfoScientific/Technical Info
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Goals by Process FunctionGoals by Process Function

Generate New InformationGenerate New Information

Up-to-date Info
Sci. Understanding
Sound Decisions

Set CriteriaSet Criteria
Clear criteria
Risk/Benefit
Practical
Dynamic

Assess ConformanceAssess Conformance

Consistent, Even-handed
Highest Priority Products

PolicePolice
Remove Unsafe
Correct Non-
     conformance

  Disseminate InfoDisseminate Info
Adequate Amount
Targeted
 Elicit Behaviors

VISION FOR CDRHVISION FOR CDRH
Leading a national radiation control programLeading a national radiation control program

 to protect and promote public health to protect and promote public health


