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FDA Regulatory FDA Regulatory 
PerspectivePerspective

Risk based determinationRisk based determination
Class I, II and III, with III being Class I, II and III, with III being 
subject to the highest level of controlsubject to the highest level of control
Defines the level of regulatory Defines the level of regulatory 
oversightoversight



Regulatory Regulatory ‘‘ToolsTools’’ for the for the 
Approval ProcessApproval Process

Premarket Approval Applications (Premarket Approval Applications (PMAsPMAs))
Humanitarian Device Exemption (Humanitarian Device Exemption (HDEsHDEs))
Premarket Notifications [510(k)s]Premarket Notifications [510(k)s]
Investigational Device Exemptions (Investigational Device Exemptions (IDEsIDEs))



Marketing ApplicationsMarketing Applications

Premarket Approval Applications (Premarket Approval Applications (PMAsPMAs))
–– Class III devicesClass III devices
–– 30 30 –– 50 original 50 original PMAsPMAs applications each yearapplications each year
–– $259K $259K -- $98K filing fees (FY06)$98K filing fees (FY06)

Humanitarian Device Exemption (HDE)Humanitarian Device Exemption (HDE)
–– ““OrphanOrphan”” products < 4,000 pts/yrproducts < 4,000 pts/yr
–– Demonstrate safety, probable benefitDemonstrate safety, probable benefit
–– 10 10 –– 20 applications each year20 applications each year
–– $0$0



Four Stages of PMA Four Stages of PMA 
reviewreview

Filing ReviewFiling Review
Substantive ReviewSubstantive Review
–– Includes one or more cyclesIncludes one or more cycles
–– May also include a prior module reviewMay also include a prior module review

Panel ProcessPanel Process
Closeout ProcessCloseout Process



ExAblateExAblate 2000 System2000 System

A phased array high intensity focused A phased array high intensity focused 
ultrasound system with MR imaging.ultrasound system with MR imaging.
The ultrasound energy is focused The ultrasound energy is focused 
through the abdomen to target tissue through the abdomen to target tissue 
in the uterus.in the uterus.
Results in thermal ablation of tissue.Results in thermal ablation of tissue.





Intended UseIntended Use

Intended for ablation of uterine fibroid Intended for ablation of uterine fibroid 
tissue in pretissue in pre-- or or periperi--menopausal women menopausal women 
with symptomatic uterine fibroids who with symptomatic uterine fibroids who 
desire a uterine sparing procedure.desire a uterine sparing procedure.

New intended use and new technologyNew intended use and new technology

PMA (P040003)PMA (P040003)



PrePre--Clinical StudiesClinical Studies

Electrical SafetyElectrical Safety
Electromagnetic CompatibilityElectromagnetic Compatibility
Software Life Cycle DevelopmentSoftware Life Cycle Development
Ultrasound Ultrasound charateristizationcharateristization
–– Focusing of the transducerFocusing of the transducer
–– Transducer power measurementTransducer power measurement
–– Generation of larger focal regionsGeneration of larger focal regions
–– CavitationCavitation detectiondetection
–– Detection of acoustic couplingDetection of acoustic coupling
–– MR thermometry MR thermometry 
–– Adequate cooling timeAdequate cooling time



Clinical StudiesClinical Studies

Feasibility StudyFeasibility Study
–– SafetySafety
–– Tissue effect (Tissue effect (thermocoagulationthermocoagulation))

Pivotal StudyPivotal Study
–– Safety and effectiveness for the Safety and effectiveness for the 

treatment of uterine fibroids treatment of uterine fibroids 
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Marketing ApplicationsMarketing Applications

Premarket Notifications [510(k)s]Premarket Notifications [510(k)s]
–– Primarily for class II devicesPrimarily for class II devices
–– 3000 3000 –– 4000 510(k)s submissions each 4000 510(k)s submissions each 

yearyear
–– $3800 $3800 -- $3000 filing fees (FY06)$3000 filing fees (FY06)



510(510(k) Reviewk) Review

Substantial Equivalence or Comparison Substantial Equivalence or Comparison 
to a legally marketed device (s) to a legally marketed device (s) 
(predicates)(predicates)
–– Same intended use and same technology Same intended use and same technology 

characteristics, orcharacteristics, or
–– Same intended use and different technology Same intended use and different technology 

characteristics that does not raise new types of characteristics that does not raise new types of 
questions of safety and effectivenessquestions of safety and effectiveness





NeuroMateNeuroMate StereotacticStereotactic
SystemSystem

Indicated for Indicated for stereotacticstereotactic spatial positioning spatial positioning 
and orientation of an instrument holder or and orientation of an instrument holder or 
tool guide to be used by a surgeon to tool guide to be used by a surgeon to 
manually guide standard neurosurgical manually guide standard neurosurgical 
instruments.instruments.

Same intended use and similar technologySame intended use and similar technology

510(k) 510(k) 



NeuroMateNeuroMate StereotacticStereotactic
SystemSystem

System descriptionSystem description
Electrical safety testsElectrical safety tests
EMC testsEMC tests
Software Life Cycle DevelopmentSoftware Life Cycle Development
Mechanical performance tests Mechanical performance tests 
Clinical testClinical test
TrainingTraining





dada Vinci Surgical SystemVinci Surgical System

Intended to assist in the accurate control of Intended to assist in the accurate control of 
Intuitive Surgical endoscopic instruments Intuitive Surgical endoscopic instruments 
including including …… during laparoscopic surgical during laparoscopic surgical 
procedures such as procedures such as cholecystectomycholecystectomy or or 
NissenNissen fundoplicationfundoplication.  It is intended for use .  It is intended for use 
by trained physicians in an operating room by trained physicians in an operating room 
environment.environment.

New intended use and similar technologyNew intended use and similar technology



dada Vinci Surgical SystemVinci Surgical System

System descriptionSystem description
Electrical safety testsElectrical safety tests
EMC testsEMC tests
Software Life Cycle DevelopmentSoftware Life Cycle Development
Mechanical performance testsMechanical performance tests
PrePre--Clinical testClinical test
Clinical testClinical test
TrainingTraining



NonNon--Marketing Marketing 
ApplicationsApplications

Investigational Device Exemptions (Investigational Device Exemptions (IDEsIDEs))
–– Intent to studyIntent to study

New intended use of approved device; or New intended use of approved device; or 
New deviceNew device

–– FDA approval of an IDE required?FDA approval of an IDE required?
Significant Risk Significant Risk ---- yesyes
NonsignificantNonsignificant Risk Risk –– nono

–– $0$0



OthersOthers

513513g Request is a written request to FDA to g Request is a written request to FDA to 
determine:determine:
–– Medical device or not?Medical device or not?
–– Classification (Class I, II or III)Classification (Class I, II or III)

Combination Products as defined under 21 Combination Products as defined under 21 
CFR 3.2(e)CFR 3.2(e)
–– Product that combines two or more regulated Product that combines two or more regulated 

components (i.e. drugcomponents (i.e. drug--eluting eluting stentstent))
–– Primary mode of actionPrimary mode of action



Thank you Thank you -- ArigatoArigato

Please stop by my poster 075 if you Please stop by my poster 075 if you 
have any additional questions.have any additional questions.


