AMDM
Meeting

Office of In Vitro Diagnostic Device
Evaluation and Safety (OIVD)
Center for Devices and Radiological Health



PU M |ﬁ http:/fwww.fda.govMedicalDevices /default.htm Mi‘;ﬂlg' | B ||E

Edit WView Favorites Tools Help %

g - B - & - [ShPage - SFToos - @ & 3

~ U5, Department of Health & Human Services £y www.hhs.gov

m U.S. Food and Drug Administration A-Z Index Search | P

Home | Food | Drugs | Medical Devices | Vaccines, Blood & Biologics | Animal & Veterinary | Cosmetics | Radiation-Emitting Products | Tobacco Products

Medical Devices E3 Share [ Email this Page &) Print this page =] Change Font Size

Home = Medical Devices

Spotlight

* CDRH FY 2010 Strategic
Priorities

* CDRH Ombudsman Annual
Report - Calendar Year

= 2009
* LASIK
* Personal Protective
Home Use Devices CDRH Transparency Hearing Aids Equipment
Learn about FDA's Medical A window into CORH's Learn about hearing loss * Radiation-Emitting
Device Home Use Initiative. decisions and the data and the benefits and safety L
behind them. of hearing aids.
Recalls & Alerts
Products and Medical Procedures Science and Research (Medical Devices) s -
Approvals & Clearances, Home Use, Surgical, Chemistry & Materials Science, Solid & Fluid éﬂfgg;;tfn fDont = TERES
Implants & Prosthetics, In Vitro Diagnostics, Mechanics, Imaging & Applied Mathematics, " i £ : i
mare. .. Electrical & Software Engineering, more... Lo ':;i DE”'ES A
; X X ) * Recalls Database
Medical Device Safety News & Events (Medical Devices) o oy Hiealth HotiReat
Alerts & MNotices, Recalls, Report a Problem, Medical Device News, Videos, Workshops & I et LIS SLIIE cnor
MedSin. Fmernencw Sitiiatinns Meetinns How to Report a Problem

%J Local intranet # 100%




F@ - |m http: v, fda. gov/AboutFDA /CentersOffices /CORH/CORHVisionandMission fucm 197547, hitm |i| |E| |E| |\_. ‘e Search ||f

Edit WView Favorites Tools Help QJ

g - B - & - [ShPage - SFToos - @ & 3

artment of Health & Human Services £y www.hhs.gov
[FDA u.s. Food and Drug Administration A-ZIndex | Search | @
Home | Food | Drugs | Medical Devices | Vaccines, Blood & Biologics | Animal & Veterinary | Cosmetics | Radiation-Emitting Products | Tobacco Products
About FDA E3 Share (] Email this Page &) Print this page =] Change Font Size
Home = About FDA = Centers & Offices = About the Center for Devices and Radiological Health
Centers & Offices CDRH FY 2010 Strategic Priorities
About the Center for
x < - o PDF Printer
Devices and Radiological Table of Contents: @ Version ]
Health :
i * Executive Summary
EORH Siratonts Tisaning * Priority 1. Fully Implement a Total Product Life Cycle Approach
4 EEDF;?EF; B * Strategy 1.1. Enhance and Integrate Premarket, Postmarket, and Compliance Information
and Functions

* Strategy 1.2. Improve Guidance and Regulation Development
* Strategy 1.3. Develop a Cross-Center Compliance Strategy
* Priority 2. Enhance Communication and Transparency
* Strategy 2.1. Develop a Strategic Approach to Public Communication
* Strategy 2.2. Improve Internal Communications
* Strategy 2.3. Increase Transparency in Decision Making
* Priority 3. Strengthen Our Workforce and Workplace
* Strategy 3.1. Recruit, Develop, and Retain High-Quality Employees
* Strategy 3.2. Leverage External Expertise
* Strategy 3.3. Establish Pathways for Resolving Differences of Opinion

* Cirateav 3 4 Tmnrowve Tnternal Administrative Procecces

“J Local intranet *,100%




Strengthen Premarket Review

Goal 1.1.1.1. By September 30, 2010, CDRH will begin to implement
the recommendations of the 510(k) Working Group.

By February 28, 2010, collect input from external constituencies
through a public docket and a public meeting.

By March 31, 2010, hold an all-hands meeting to collect additional
input from CDRH employees.

By March 31, 2010, develop and implement changes to the 510(k)
Quarterly Quality Review Program that will allow CDRH to assess the
impact of changes to the 510(k) program.

By May 31, 2010, submit to the Center Director the recommendations
of the 510(k) Working Group.

By July 31, 2010, develop an implementation plan.
By September 30, 2010, begin to implement the recommendations of

the 510(k) Working Group.



Major Submissions
Completed FY 04 — FY 08

Type of Submission 2004 2005 2006 2007 2008

Original PMAs 9 6 10 4 6
PMA Supplements 42 28 44 35 53
Original IDEs 4 6 9 16 4
IDE Amendments 0 0 5 3 2
IDE Supplements 14 23 35 30 24
510(K)s 541 520 613 472 472
Original HDE 1 0 0 1 0
HDE Supplements 1 0 0 1 0

Total 612 583 716 562 561



Pre-1DES

Pre-IDE Submissions Received/Logged Out by OIVD
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PMAS
Originals and Panel Track

Average Total FDA Review Time for All Original and PT
Supplements

FY 04 FY 05 FY 06
Fiscal Year




PMAS
Originals and Panel Track

Average Total Elapsed Time For All Original and PT Supplements
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180 Day PMA Supplements

Average Total FDA Review Time to Final Decision for all 180 day
PMA/S
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Fiscal Year (Receipt Cohort)




180 Day PMA Supplements

Average Total Elapsed Time to Final Decision for all 180-day
PMA/S
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510(K)s

OIVD 510(K)S: Average FDA Time to Final Decision*
- As of December 31, 2009-
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Fiscal Year
(*SEand NSEdecsions only)
(**Cohort not complete; average time may change)
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510(K)s

OIVD 510(k)s: Average Total Time to Final Decision*
- As of December 31, 2009 -

2005 2006

Hscal Year
(*SE and NSE decisions only)
(**Cohort not complete; average days may change)
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