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	Result Area 1: Public Health Promotion                                                                                                                                                                             

	Assess and improve time to market of safe and effective medical devices 

	Key Indicators
	Definition
	Calculation Method
	FY 05 Target
	Comments

	1-A CDRH
On-Time MDUFMA Decision and Cycle Action Percent
	Measure the ability of CDRH to meet MDUFMA negotiated decision and cycle goals.


	For each MDUFMA application type, one percentage will be calculated that divides the number of on-time MDUFMA decisions and cycle actions by the total number of MDUFMA decisions and cycle actions.  
	Decision Goals:

PMA Orig. 80%

Exp. PMA 70%

180 day Sup. 80%

510(k) 75%
	Supports FDA’s long-term PART goal to reduce time to approve traditional and expedited PMAs.

MDUFMA Commitment Letter Sections 

A  - PMA & Panel track Supplements; B - Expedited PMA;       C - 180 day Supplements; D - 510(k)s

	1-B CDRH

Access to Investigational Devices Percent
	Measure our progress in providing access to investigational devices, improving the percent of original IDEs approved in the first 30 day review cycle.
	Percent of IDE originals that were approved in the first 30 day cycle
	75%
	Existing Data
The baseline percentages were 65% in FY 03 and 74% in FY04.

	1-C  CDRH 

On-Time Review Consult  Percent
	Measure ability of CDRH staff to deliver on-time consults. 
	The number of on-time review consults divided by total number of review consults. 
	90%
	Consult reports need to be received on time so CDRH can meet MDUFMA review time-frames.  

Impacts MDUFMA Commitment Letter Sections A-D, L, J, P

	1-D CDRH

Application Review Quality Assessment Rating
	Measure of review quality, and key efforts to assess or improve review quality, for major types of premarket applications.

.
	FY 06:  Indicators may include:  % each application type with no major review quality issues, # of applications that underwent retrospective peer review, and % of peer-review  participants satisfied with the quality review  process
	FY-05 N/A
	Reviews need to be timely and of high quality.  This will be done by retrospective peer reviews of a sample of different applications with final FDA decisions in that time period


	Key Result Area 2: Public Health Protection 

	Assess and improve risk management.  This includes identifying and resolving public health hazards.

	Key Indicators
	Definition
	Calculation Method
	FY 05 Target
	Comments

	2-A CDRH

Public Health Protection Response Rating
	Measure timeliness with which CDRH’s monitoring systems’ identify hazards to health.  This includes timeliness processing and reviewing medical device related adverse event reports.
	OSB:   Average time to review reports & decide on appropriate action 
Number of Conditions of Approval panel presentations  
OC:  Average CDRH regulatory processing time to process Recalls, Letters, and Legal actions
	FY-05 N/A
	Recalls and Warning Letters = FDA visibility

	2-B CDRH

Public Health Protection Resolution Rating
	Measure the number of significant actions taken to address significant public health protection problems. This includes safety alerts, Class I recalls, enforcement actions, import automatic detentions not approvable letters, user education campaign, or public health notification, etc.
	Number of Significant Actions
	FY-05 N/A
	Definitions exist for significant Center actions. See separate Public Health Protection Schematic.  (Approved 2/11/03).

	2-C CDRH

Mammography Safety Percentage 
	Assesses the degree to which inspection and other quality conformance requirements are met for mammography facilities. 

	Percentage of certified mammography facilities free of serious violations 

	Most Serious:
97% or above

Serious:

94% or above
	Serious violations are Level One, Repeat Level One, and Repeat Level Two


	Key Result Area 3:   Effective Management in Accordance with TPLC Principles

	Creating the Future of CDRH Through Successfully Managing  Strategic Initiatives

	Key Indicators
	Definition
	Calculation Method
	FY 05 Target
	Comments

	3-A CDRH

Financial Accountability Index
	Measures our performance managing the budget and human resources by assessing the degree to which we meet quarterly spending targets.

 
	Percent (Total cumulative dollars / Current total budget) for Operating , Payroll, & Cash Awards Dollars
	100% by 4th Q
	Quarterly targets Operating & Cash A.: 
Q2: 40% - 60%

Q3: 65% - 85%

Payroll: Q2: 45% - 55%

            Q3: 70% - 80%

	3-B CDRH MDUFMA Hires Percent
	Measures MDFUMA hire success.
	% MDUFMA user fee and appropriated hires on Board
	75 % for third quarter
	Includes MDUFMA appropriated as well as MDUFMA user fee hires.  In FY 04, only MDUFMA user fee hires were tracked.

	3-C CDRH 

Project Management Plan Percent 
	Measures our progress in implementing key project management plans.
	% On target  FY 05 project management plan milestones 
	FY-05 N/A
	FY 05: CDRH Offices committed to 20 Project Management Plans for which funding was received. 


	Key Result Area 4: Knowledge Management and Stakeholder Collaboration

	Communicating with external stakeholders to meet public health challenges throughout the Total Product Life Cycle

	Key Indicators
	Definition
	Calculation Method
	FY 05 Target
	Comments

	4-A CDRH

Industry Meeting Number
	Measure of the number of face to face and teleconference meetings between FDA and our stakeholders.  
	Number of scheduled business meetings with industry (premarket or postmarket, face to face or teleconference)  
	FY-05 N/A
	Criteria: an agenda, meeting minutes and FDA supervisory attendance.  

Collaborative meetings are required by FDAMA and are an important part of MDUFMA. MDUFMA Commitment Letter I =  industry meetings

	4-B CDRH

Better Informed Consumers and Stakeholder Communication Level
	Measures level of progress for major Office stakeholder communication projects.
	Offices choose one or two major stakeholder communication projects for FY 05 and report their progress against qualitative targets they set
	Varies by Office
	Related to the FDA initiative to enable external stakeholders to make informed decisions weighing the benefits and risks of FDA-regulated products.

	4-C CDRH Customer Survey Rating

	Measures customer perceptions related to CDRH work processes. 
	% of current pre-market respondents who “Agree or Strongly Agree” on items.
	Improve upon the FY 04 customer survey 
	Surveys will include timeliness; fair, courteous, and professional treatment; appropriate scientific expertise; consistent review procedures, website and guidances, guidelines, standards, and policies for technological advances, least burdensome, review meetings and overall customer service orientation

	4-D CDRH Guidance Percent
	Measure progress on developing and updating high priority guidances..  
	Percentage of new high priority guidances developed & percentage of existing guidances updated. 
	Developed 70%

Updated 10%
	An important way we do business with stakeholders is through developing guidances which clarify CDRH expectations.  

	4-E CDRH Standards Number
	Measures the number of standards which FDA recognizes for review. 
	# of standards FDA recognizes for review
	FY-05 N/A

	An important way CDRH clarifies our expectations to stakeholders and staff is through recognizing standards for use in application review and manufacturing issues. 


	Key Result Area 5: Workforce Excellence 

	Attract, develop, and retain a highly skilled and diverse work-force to advance our public health mission.

	Key Indicators
	Definition
	Calculation Method
	FY 05 Target
	Comments

	5-A CDRH Internal Expertise Index 

	Measures CDRH employee utilization of all staff development opportunities so all CDRH employees will continue to develop and maintain the skills, knowledge, and abilities needed to perform our mission.  
	Index composed of 4 measures:

Average hours of training per employee 
% dollars expended for training and staff development 

% of employees taking 40 hours or more of training 

Percentage managers/supervisors meeting managerial core competency hours (current  =16; new  = 40)
	Ave. = 40 hr.

N/A

N/A

100 %
	FY-04:  Senior Staff decided to only report data for formal classes and professional conferences
For FY 05, need additional training data beyond what was available in FY 04 to meet target


	5-B CDRH External  Expertise Level
	Measures the investment we make identifying and engaging external technical experts in the business of the Center by reporting resources utilized to provide External Expertise.
	Index composed of two measures: 

% of external expertise dollars 
Number of contractors funded with external expertise dollars 
	N/A
	Includes expertise for advisory committees, SGEs, professional service contractors, MOUs, JAGs and CRADAs, & partnerships. It does not include contract dollars for basic services (document control, data entry, scanning and lab animal care).


Note:  This does not include an indicator for the Q-12 Gallup Survey.  This survey is being conducted in FY 05 by FDA, and we are likely to get questions about followup activities.  
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