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 Introduction  
 
The FY 2010 Online Performance Appendix is one of several documents that fulfill the Department 
of Health and Human Services’ (HHS) performance planning and reporting requirements. HHS 
achieves full compliance with the Government Performance and Results Act of 1993 and Office of 
Management and Budget Circulars A-11 and A-136 through the HHS agencies’ FY 2010 
Congressional Justifications and Online Performance Appendices, the Agency Financial Report, 
and the HHS Citizens’ Report. These documents are available at 
http://www.hhs.gov/asrt/ob/docbudget/index.html. 
 
The FY 2010 Congressional Justifications and accompanying Online Performance Appendices 
contain the updated FY 2008 Annual Performance Report and FY 2010 Annual Performance Plan. 
The Agency Financial Report provides fiscal and high-level performance results. The HHS 
Citizens’ Report summarizes key past and planned performance and financial information. 
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MESSAGE FROM THE FDA COMMISSIONER 
 
I am pleased to present the FY 2010 Online Performance Appendix for the Food and Drug Administration 
(FDA).     
 
At FDA, we manage our programs to achieve measurable results and objectives that protect and advance 
the public health through a life-cycle approach to the safety of the products we regulate.  This 
Performance Report reflects the goals and objectives in the Department of Health and Human Services 
Strategic Plan and the FDA Strategic Action Plans.   
 
In FY 2008, FDA has met and/or exceeded 97% of its performance goals based on data available as of 
March 31, 2009.  FDA has met and/or exceeded 98% of its performance goals for the previous two years.  
In fact, since 2002, FDA has met and/or exceeded at least 92% of its performance goals.  This is an 
excellent record of achievement over the years, and reflects well on the effort and professionalism of 
FDA’s employees. 
 
In accordance with the requirements of the Reports Consolidation Act of 2000, I, as the Agency Head, 
assert that the performance information in this report is accurate, complete and reliable, based on 
available data in FDA’s performance information systems.  The FY 2008 Performance Report includes 
descriptions of the means by which HHS requires us to verify and validate performance data and related 
data issues, including the completeness and reliability of the data.  Where required, the programs have 
included discussions of the actions planned and completed to improve the completeness and reliability of 
the data. 
 
At FDA, we pledge to continue to speed innovations that make our food and cosmetics supply safer and 
make medical products effective, safer, and more affordable for both human and animal consumption.  
We also pledge to continue to ensure that the public receives accurate and timely science-based 
information so they can use medical products and foods to improve their health.  We will continue to be 
good stewards of the resources that Congress provides and build a healthier America for generations to 
come. 
 
 
 
        
      Joshua M. Sharfstein, M.D. 

Principal Deputy Commissioner 
      Acting Commissioner of Food and Drugs 
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Summary of Performance Targets and Results 
 

Fiscal Year Total 
Targets 

Targets 
with Results 

Reported 

Percent of 
Targets with 

Results 
Reported 

Total 
Targets 

Met 

Percent of 
Targets Met

2005  45 45 100% 42 93% 
2006  46 46 100% 45 98% 
2007  51 47 92% 46 98% 
2008  47 34 72% 33 97% 
2009  49        
2010 50     

 
 

 
 
 
 
 
 
 
 
 
 
 

 

 

 5



FDA Online Performance Appendix Performance Measures Table  

Program: Foods  
   

Long Term Objective: Increase access to safe and nutritious new food products.  
  

Measure FY Target Result 
2010 70% Oct 31, 2011 

2009 60% Oct 31, 2010 

2008 60% Oct 31, 2009 

2007 50% 100% 
(Target Exceeded)

2006 70% 87% 
(Target Exceeded)

213301: Complete review and action on 
the safety evaluation of direct and indirect 
food and color additive petitions, 
including petitions for food contact 
substances, within 360 days of receipt. 
(Output)  

2005 75% 100% 
(Target Exceeded) 

  

Measure  Data Source  Data Validation  

213301  CFSAN’s 
electronic 
workflow 
system  

The Food Additives Regulatory Management (FARM) Project’s electronic 
information management system is designed to support electronic processing, 
review, maintenance, and reporting for food ingredient submissions. This includes 
management of food and color additive petitions, Food Contact Notifications 
(FCNs) (until FY 2008), Generally Recognized as Safe Notices (GRNs) and 
Biotechnology Consultations, by providing modern electronic information 
management tools necessary for the food ingredient reviewers and managers to 
maximize their productivity. FARM allows reviewers to spend more time reviewing 
submissions, since they spend less time searching for, processing, and sharing 
information. FARM is currently able to support industry electronic submission of 
food ingredient submissions and correspondence in a consistent/standard electronic 
format further improving efficiencies for industry and FDA. Freedom of 
Information (FOI) requests and other communications disclosing information to 
industry and consumers are done electronically through the FARM System. 
CFSAN's electronic workflow system within FARM provides real-time tracking 
information on the progress, status, and timeliness of premarket submissions as well 
as the capability to generate ad-hoc reports including information and statistics on 
all significant events during the review process.  

  
Long Term Objective: Prevent safety problems by modernizing science-based standards and tools to 
ensure high-quality manufacturing, processing, and distribution.  

  
Measure FY Target Result 

2010 347 enrolled Dec 31, 2010 

2009 332 enrolled Dec 31, 2009 

2008 317 enrolled 320 enrolled 
(Target Not Met)

2007 240 enrolled 302 enrolled 
(Target Not Met)

214101: Number of state, local, and 
tribal regulatory agencies in the U.S. 
and its Territories enrolled in the draft 
Voluntary National Retail Food 
Regulatory Program Standards. 
(Outcome)  

2006 N/A 259 enrolled 
(Target Not In Place) 
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Measure FY Target Result 

2005 N/A 185 enrolled 
(Target Not In Place) 

2010 32% Dec 31, 2010 

2009 32% Dec 31, 2009 

2008 32% 32% 
(Target Met)

2007 26% 32% 
(Target Exceeded)

214102: Percentage of the enrolled 
jurisdictions which meet 2 or more of 
the Standards (Outcome)  

2006 N/A 24% 
(Target Not In Place) 

  

Measure  Data Source  Data Validation  

214101 
214102  

Listing of Jurisdictions Enrolled in the draft 
Voluntary National Retail Food Regulatory 
Program Standards: 
http://www.cfsan.fda.gov/~dms/ret-jur.html.  

Food Code adoption is tracked through the 
contract with the Association of Food and Drug 
Officials (AFDO) and measured as a percent of 
the U.S. Population. A listing of jurisdictions 
enrolled in the draft voluntary national retail food 
regulatory program standards can be found on the 
CFSAN web page at 
http://www.cfsan.fda.gov/~dms/ret-jur.html. This 
listing identifies regulatory agencies that have 
enrolled in the draft Voluntary National Retail 
Food Regulatory Program Standards and have 
agreed to publish their status as they perform their 
self assessments; and develop and implement 
strategic plans to meet all the Standards. 
Information is self-reported by the jurisdictions to 
FDA staff who compile the information and 
maintain the listing.  

  
Long Term Objective: Provide consumers with clear and timely information to protect them from food-
borne illness and promote better nutrition.  

  
Measure FY Target Result 

2007 45% May 31, 2009 212401: Increase by 40 percent the 
percentage of American consumers who 
correctly identify that trans fat increases 
the risk of heart disease. (Outcome)  

2005 N/A 32% 
(Target Not In Place) 

2007 81% May 31, 2009 212402: Increase by 10 percent the 
percentage of American consumers who 
correctly identify that saturated fat 
increases the risk of heart disease. 
(Outcome)  

2005 N/A 74% 
(Target Not In Place) 

2007 34% May 31, 2009 212403: Improve by 10 percent the 
percentage of American consumers who 
correctly identify that omega-3 fat is a 
possible factor in reducing the risk of 
heart disease. (Outcome)  

2005 N/A 31% 
(Target Not In Place) 
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Measure  Data Source  Data Validation  

212401 
212402 
212403  

Health and Diet Survey  

  
Long Term Objective: Detect safety problems earlier and better target interventions to prevent harm to 
consumers.  

  
Measure FY Target Result 

2010 80,000 December, 2010 

2009 80,000 December, 2009 

2008 80,000 80,543 
(Target Exceeded)

2007 60,000 84,088 
(Target Exceeded)

2006 N/A 89,034 
(Historical Actual)

214201: Number of prior notice 
import security reviews.   (Output)  

2005 N/A 86,187 
(Historical Actual)

2010 140,000 December, 2010 

2009 120,000 December, 2009 

2008 85,000 100,718 
(Target Exceeded)

2007 71,000 94,743 
(Target Exceeded)

2006 N/A 94,545 
(Historical Actual)

214202: Number of import food 
field exams.  (Output)  

2005 N/A 84,997 
(Historical Actual)

2010 1,000 December, 2010 

2009 1,000 December, 2009 

2008 1,000 1,356 
(Target Exceeded)

2007 1,000 1,355 
(Target Exceeded)

2006 N/A 1,441 
(Historical Actual)

214203: Number of Filer 
Evaluations.   (Output)  

2005 N/A 1,407 
(Historical Actual) 
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Measure FY Target Result 

2010 5,000 December, 2010 214204

2009 5,000 December, 2009 

2008 4,000 5,926 

: Number of examinations of 
FDA refused entries.   (Output)  

(Target Exceeded)

2007 3,000 5,510 
(Target Exceeded)

2006 N/A 5,846 
(Historical Actual)

2005 N/A 5,655 
(Historical Actual)

2010 6,750 December, 2010 

2009 6,100 December, 2009 

2008 5,700 6,230 

214205: Number of high risk food 
inspections.   (Output)  

(Target Exceeded)

2007 5,625 6,421 
(Target Exceeded)

2006 N/A 6,795 
(Historical Actual)

2005 N/A 7,568 
(Historical Actual)

2010 5 data ange 
addition ersions

 exch
s/conv December, 2010 

2009 5 data exchange 
additions/conversions December, 2009 

214303: Convert data from new 
eLEXNET participating 

s to 

(Target Exceeded) 

laboratories via automated 
exchange or convert data from 
existing manual data stream
automated data exchange.   
(Outcome) 

2008 5 data entry labs 11 labs 

2010 13 labs December, 2010 

2009 13 labs December, 2009 

2008 13 labs 13 labs 
(Target Met)

2007 13 labs 13 labs 
(Target Met)

2006 N/A 13 labs 
(H alistorical Actu )

214206: Maintain accreditat
ORA labs.  

ion for 
(Outcome)  

2005 N/A 6 labs 
(Historical Actual)

2010 2,500 rad 00 chem  & 2,1 December, 2010 

2009 2,500 rad & 1,650 chem December, 2009 

2008 2,500 rad & 1,200 chem 

214305

2,50 em  0 rad & 1,200 ch
(Target Met)

2007 1,000 rad & 1,200 chem 1,000 rad & 1,200 chem  
(Target Met)

: Increase laboratory surge 
capacity in the event of terrorist 

  

attack on the food supply. 
(Radiological and chemical 
samples/week).  (Outcome)

2006 N/A 1,200 chem  
(Target Met) 
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Measure FY Target Result 
2005 N/A 0 

 
  

Data Measure  Data Validation  Source  
2
2

Field Data 
S

ORA uses two main information tec rack and verify field performance 
goal activities: the Field Accomplish ce Tracking System (FACTS) 

d 

14201 
14202 

214203 
214204 
214205 
214303 
214206 
214305  

ystems  
hnology systems to t
ments and Complian

and the Operational and Administrative System Import Support (OASIS). FACTS 
includes data on the number of inspections; field exams; sample collections; laboratory 
analyses; and, the time spent on each. OASIS, which is coordinated with U.S. Customs 
and Border Protection, provides data on what FDA regulated products are being importe
as well as where they are arriving. It also provides information on compliance actions 
related to imports. FDA is currently developing the Mission Accomplishment and 
Regulatory Compliance Services (MARCS) system. MARCS will incorporate the 
capabilities of these two field legacy systems and include additional functionality.  

 
Other Outcome Indicators Measured in the HHS Strategic Plan 

 
Measure FY Target Result 

2010 12.3 cases/100,000 December, 2011 R

2009 TBD December, 2010 

2008 TBD* December, 2009 

2007 N/A 

educe the incidence of infection with 
key foodborne 

12.8 cases/100,000 
(Target Exceeded)

2006 N/A 12.7 cases/100,000 
(Historical Actual)

pathogens: 
Campylobacter species. 

2005 N/A 12.7 cases/100,000 
(Historical Actual)

2010 1.0 ca 0,000 ses/10 December, 2011 

2009 TBD December, 2010 

2008 TBD* December, 2009 

2007 N/A 

Reduce the incidence of infection with 
key foodborne pathogens: Escherichia 

1.2 cases/100,000 
(Target Exceeded)

2006 N/A 1.3 cases/100,000 
(Historical Actual)

coli O157:H7. 

2005 N/A 1.1 cases/100,000 
(Historical Actual)

2010 .24 ca 0,000 ses/10 December, 2011 

2009 TBD December, 2010 

2008 TBD* December, 2009 

2007 N/A 

Reduce the incidence of infection with 
key foodborne pathogens: Listeria 

.27 cases/100,000 
(Target Exceeded)

monocytogenes. 

2006 N/A .31 cases/100,000 
(Historical Actual) 

 10



Measure FY Target Result 

2005 N/A .30 cases/100,000 
(Historical Actual)

2010 6.8 ca 0,000 ses/10 December, 2011 

2009 TBD December, 2010 

2008 TBD* December, 2009 

2007 N/A 

Reduce the incidence of infection with 
key foodborne pathogens: Salmonella 

14.9 cases/100,000 
(Target Exceeded)

2006 N/A 14.7 cases/100,000 
(Historical Actual)

species. 

2005 N/A 14.5 cases/100,000 
(Historical Actual) 

 *  CDC has not published the final FY 2007 F t data, although s expected to be p
 

dditive petitions, including petitions for food contact substances, within 360 days of receipt.  

The likely number of submissions to the food and color additives premarket review program 
as uncertain for FY 2007 and FY 2008 because of statutory triggers in section 409(h) of the FD&C Act 

g 

use of the 360 day review time associated with this goal, the FY 2008 actual data 
ould not normally be available until October 2009; however, all petitions filed in FY 2008 have been 

e 
 

its Territories enrolled in 
e draft Voluntary National Retail Food Regulatory Program Standards and the percentage of the 

eded to 
revent foodborne illness and reduce the occurrence of foodborne illness risk factors in retail and 

flects 
s for 

s for 

FDA exceeded its FY 2008 target by enrolling 18 additional states, local and tribal retail 
od inspection programs enrolled in the FDA Voluntary National Retail Food Regulatory Program 

 

oodNe  it wa ublished this fall.  

1. Complete review and action on the safety evaluation of direct and indirect food and color 
a
(213301) 
 
Context:  
w
that might have dramatically increased the number of submissions to this program.  The factors impactin
the uncertainty in submission numbers have lessened and performance has stabilized despite reduced 
program resources. 
 
Performance:  Beca
w
completed as of the end of March 2009.  Although this program has reached or exceeded its performanc
goal each of the last four years, program resources have been reduced.  One reason goals have continued
to be met is that the actual number of submissions has fallen off over that time period.  An increase in the 
number or complexity of incoming submissions could reduce performance.   
 
2. Number of state, local, and tribal regulatory agencies in the U.S. and 
th
enrolled jurisdictions which meet 2 or more of the Standards.   (214101 and 214102)  
 
Context:  Strong and effective regulatory programs at the state, local and tribal level are ne
p
foodservice operations. The voluntary use of the Program Standards by a food inspection program re
a commitment toward continuous improvement and the application of effective risk-based strategie
reducing foodborne illness.  The success that FDA’s National Retail Food Team has had in increasing 
enrollment and use of the Standards reflects continued recognition that the Standards help programs 
improve food safety in foodservice and retail food establishments. Effective use of the Standards is 
assured by having enrolled complete program self-assessments to identify program strengths and area
improvement. 
 
Performance:   
fo
Standards. This raised the total number of enrolled jurisdictions to 320.  102 of these 320, or 32%, of the 
enrolled jurisdictions reported meeting at least 2 of the 9 Program Standards, based on their own self
assessments.   The FY 2009 targets in the Outputs Table are based on an expectation of enrolling fifteen 
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additional enrolled jurisdictions.  These targeted increases are more modest than previous year’s 
enrollments in recognition that, in addition to enrolling new jurisdictions, ORA personnel must devote 
time and resources to assisting the growing number of enrollees with Program Standards implementation.  
In fact, the target for FY 2009 is to maintain the current percentage of those enrolled jurisdictions that 
meet 2 or more of the Standards at 32%. Based on enrollment activity in the first quarter of FY 2009 we 
are on target for meeting the existing FY 2009 Targets.  The FY 2010 Targets shown in the table above
are based on an expectation that additional local jurisdictions will enroll in FY 2010 and make progress 
toward meeting the Standards as the result, in part, of FY 2009 efforts by FDA to make funds available t
jurisdictions who agree to provide FDA with written reports on their progress. 
 
3.  Increase consumer understanding of diet-disease relationships, and in p

 

o 

articular, the 
elationships between dietary fats and the risk of coronary heart disease (CHD).   (212401, 212402, 

 
y Heart Disease (CHD) is the leading cause of death among Americans, accounting for 

more than 1 in 5 deaths annually. CHD is also the leading cause of premature, permanent disability in the 

 

e of 

baseline data for FY 2005 has been developed.   Although the target year for 
ccomplishment was FY 2007, the Health and Diet Survey is currently in the field and data is expected to 

ws.  (214201) 

esponse to regulations promulgated in 
onjunction with the Public Health Security and Bioterrorism Preparedness Act of 2002 (BTA).  Its 

ior 
 

 
onducted 80,543 import security reviews (exceeding the performance target of 80,000 reviews) to 

 
e 

-

r
212403) 

Context:   Coronar

labor force. Dietary factors, especially consumption of some fats, play a significant role in CHD risk.  
One modifiable factor that is important for reducing mortality and morbidity associated with heart disease 
is consumer understanding of the consequences of dietary choices with respect to CHD. Increased 
understanding will strengthen motivation to adopt and maintain recommended healthy dietary behavior 
and to make informed dietary choices.  The target is directly in line with several of the Department's 
priorities and strategic goals. First, improving the American diet through informed choice about fats that
increase or reduce the risk of heart disease is one of several important steps toward reducing the 
enormous morbidity and mortality burden of CHD. This burden is borne disproportionately by minority 
populations, including African-Americans, Hispanics, and Native Americans. As the leading caus
death and a significant cause of illness and disability, CHD also imposes substantial costs on the U.S. 
health care system. 
 
Performance:  The 
a
be available for analysis by the end of May, 2009. 
 
4. Number of prior notice import security revie
 
Context:   FDA’s  Prior Notice Center (PNC)  was established in r
c
mission is to identify imported food and feed products that may be intentionally contaminated with 
biological, chemical, or radiological agents, or which may pose significant health risks to the American 
public, from entering into the U.S.  FDA will continue to focus much of its resources on Intensive Pr
Notice Import Security Reviews of products that pose the highest potential bioterrorism risks to the U.S.
consumer.  All flagged entries (100%) are reviewed every year.  FDA expects that as prior notice 
compliance activities increase and targeting for high risk products becomes more sophisticated, the total 
number of intensive prior notice security reviews conducted by the PNC may decrease in future years. 
 
Performance:  During FY 2008, FDA received 10,065,863 prior notice submissions on which the PNC
c
identify and intercept potentially contaminated food and animal food/feed products before they entered 
the U.S.  One shipment was held for potential biosecurity concerns and another 309 shipments were
refused for prior notice violations. These operations actively strengthen the U.S. food supply and provid
early warning for potential bioterrorist threats.  In addition, the PNC responded to 25,220 phone and e
mail inquiries, and conducted 546 informed compliance calls to the import trade in order to facilitate 
better compliance with the submission of accurate, timely prior notice information. 
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5. Number of import food field exams on products with suspect histories.  (214202) 

 and this trend 
 likely to continue.  FDA reviewed approximately 9.4 million line entries of imported food out of an 

 
gement 

the 

 to 

 FY 2008, FDA exceeded the target of 85,000 by completing 100,718 field 
aminations of imported food lines.   Explanation of why this goal was significantly exceeded:  It’s 

affect how 

 
ctronic import entry data for assessing 

the admissibility of regulated imported articles.  The accuracy of these data directly relates to the level of 
s 

a 
 

e: In FY 2008, FDA exceeded this goal of 1,000 by performing 1,356 filer evaluations.  This 
oal is an agency-wide goal and performance data includes activities from all five program areas; 

devices, 
lectronic products and cosmetics.  This protection includes refusing entry of products into the U.S. when 

 do 

n 

 
Context:   The volume of imported food shipments has been rising steadily in recent years
is
estimated 17.2 million lines of FDA regulated products in FY 2008.  In FY 2009, FDA expects 
approximately 9.5 million line entries of imported food within a total of more than 18.7 million lines of
FDA regulated entries.  To manage this ever-increasing volume of imports, FDA uses risk mana
strategies to achieve the greatest food protection with available resources.  While the percentage of 
imports physically examined may decline as imports continue their explosive growth, the exams that 
ORA conducts are more targeted and more effective than ever before.  ORA continues to think that 
best approach to improve the safety and security of food import lines is to devote resources to expand 
targeting and follow through on potentially high-risk import entries rather than simply increasing the 
percentage of food import lines given a field exam.  In FY 2009, FDA used Food Protection Resources
increase the number of import food field exams by 20,000 exams which brings the FY 2009 Target to 
120,000 exams over the FY 2008 accomplishments.  In FY 2010, FDA will use the FY 2009 resources to 
increase the number of import food field exams by 20,000 exams which brings the FY 2010 Target to 
140,000 exams. 
  
Performance:  In
ex
difficult to estimate the target for this goal because there are several different risk factors that 
many exams will be done in a certain year, including unplanned agency initiatives and emergencies.  
Therefore, FDA estimates a conservative target number each year to assure that there is still a reasonable 
opportunity to meet the goal.   However, FDA has concluded that future targets should be adjusted 
upward based on actual performance data for the last several years.   
  
6. Number of Filer Evaluations of import filers.   (214203) 

Context: The Food and Drug Administration (FDA) receives ele

confidence that American consumers can expect in the quality, safety and compliance of imported article
subject to FDA’s jurisdiction.   Entry data affects FDA’s determination of the labeling, quality, safety, 
approval status, and efficacy of FDA-regulated import articles.  FDA uses an electronic entry screening 
system, Operational and Administrative System for Import Support (OASIS), to screen import entry dat
transmitted by import filers.  Filers who fail an evaluation must implement a Corrective Action Plan and
pass a tightened evaluation.  This protects public health by ensuring reporting compliance for imported 
articles that FDA regulates.  FDA will continue to develop and apply methods to evaluate filer accuracy 
that are consistent with evolving security and import regulation practices.  The FY 2010 target is being 
maintained. 
 
Performanc
g
however, the majority of the performance activities and resources are from the Foods program.  
 
7. Number of examinations of FDA refused entries.  (214204) 
 
Context:  FDA is responsible for the protection of the U.S. public regarding foods, drugs, 
e
they are deemed violative and assuring these violative products are either destroyed or exported and
not enter into domestic commerce.  Although primary responsibility for supervising destruction or 
exportation rests with the Bureau of Customs and Border Protection (CBP), FDA monitors the dispositio
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of refused shipments and maintains an open file until the product is exported or destroyed.  In coope
with CBP, FDA will, at times, supervise destruction or examine products prior to export in order to assure 
that the refused product is actually exported.  This performance goal only counts FDA supervised 
destruction or exportation of refused entries.  In other cases FDA relies on notification from CBP that the 
refused products have been destroyed or exported.  The FY 2009 target was increased to 5,000 
examinations to better reflect the recent historical actuals for this goal.  For FY 2010, the target will be 
maintained. 
 
Performanc

ration 

e:  In FY 2008, FDA exceeded this goal of 4,000 by performing 5,926 examinations of FDA 
fused entries as they were delivered for exportation to assure that the products refused by FDA were 

r of high risk food inspections.   (214205) 
 

oduce, prepare, pack or hold foods that are at 
high potential risk of microbiological or chemical contamination due to the nature of the foods or the 

h 
o 

t.  
d to 

high-
sk domestic food establishments. 

NET participating laboratories via automated exchange or 
convert data from existing manual data streams to automated data exchange.  (214303)  

re 
etwork that allows multiple agencies (federal, State and local health laboratories on a voluntary basis) 

 of FY 
 

nent 
ata 

ormance goal by achieving automatic exchange of data 
om 11 laboratories.  Explanation of why this goal was significantly exceeded: This goal was 

 

re
exported.  This goal is an agency wide goal and performance data will include activities from all five 
program areas; however, the majority of the performance activities and resources are from the Foods 
program.   
 
8. Numbe

Context: High risk food establishments are those that pr

processes used to produce them.  This category also includes foods produced for at risk populations suc
as infants.  The Field intends to inspect such establishments annually, or more frequently for those wh
have a history of violations.  The FDA inventory of high-risk establishments is dynamic and subject to 
change.   For example, firms go out of business, new high-risk food firms enter the market, or the 
definition of high risk evolves based on new information on food hazards.  High-risk establishment 
inspection frequencies vary depending on the products produced and the nature of the establishmen
Inspection priorities may be based on a firm’s compliance history.  The FY 2009 target was increase
6,100 inspections of high-risk food establishments to better reflect the recent historical actuals for this 
goal.  For FY 2010, the target has been increased to 6,750 to reflect the FY 2009 Appropriations. 
 
Performance:  In FY 2008, FDA exceeded this goal of 5,700 by performing 6,230 inspections of 
ri
 
9. Convert data from new eLEX

 
Context: The electronic Laboratory Exchange Network (eLEXNET) is a seamless, integrated, secu
n
engaged in food safety activities to compare, communicate, and coordinate findings of laboratory 
analyses.  eLEXNET enables health officials to assess risks, analyze trends and provides the necessary 
infrastructure for an early-warning system that identifies potentially hazardous foods. As of the end
2008, 151 laboratories representing multiple government agencies and all 50 states are contributing data
into the eLEXNET system allowing the program to successfully populate its database with valuable 
information for use in threat detection, risk assessment, inspection planning, and traceback analysis.  
eLEXNET plays a crucial role in the Nation's food testing laboratory system and is an integral compo
of the Nation’s overall public health laboratory information system.  FDA anticipates that increasing d
exchange participation will enhance the utility of the data, improve data quality, and increase the 
effectiveness of the nation’s food security efforts. 
 
Performance:  In FY 2008, FDA exceeded its perf
fr
significantly exceeded due to a one-time opportunity to add 9 laboratories with automated data exchange 
capabilities through a single data network (portal).   
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10. Establish and maintain accreditation for ORA labs.  (214206) 
 
Context:  FDA is a science-based agency that depends on its regulatory laboratories for timely, accurate, 

ndate.  Our laboratories have 
njoyed a long history of excellence in science upon which the agency has built its reputation as a leading 

 

y 

trict Lab, Forensic Chemistry Center, Arkansas Regional Lab, Pacific 
egional Lab Northwest, San Francisco District Lab, Winchester Engineering and Analytical Center, 

ISO 

14305)     

 the 
ntaminated foods for the presence of 

ontaminants.  To address the need for this surge capacity, The Food Emergency Response Network 

of 

alth 

blic health 
r 

oratories 

 

labs in FY 2007 
sulting in a surge capacity increase of 500 rad samples per lab (1,500 total) in FY 2008.  FDA also 

onella outbreak in 
eppers, with over 150 samples tested.  FERN laboratories also participated in the FDA surveillance 

acity to 

and defensible analytical results in meeting its consumer protection ma
e
regulatory authority in the world health community.  Accreditation of laboratory quality management 
systems provides a mechanism for harmonizing and strengthening processes and procedures, thereby
improving the quality of operations and the reliability of FDA's science.  Such accreditations allow FDA 
to maintain its reputation as a source of scientifically sound information and guidance both domesticall
and in the international arena. 
 
Performance:  In FY 2008, FDA met this laboratory accreditation goal. FDA maintained accreditation 
for 13 laboratories: Denver Dis
R
New York Regional Lab, Southeast Regional Lab, San Juan District Lab, Detroit District Lab, Pacific 
Regional Lab Southwest, and Kansas City District Lab. All ORA Field Laboratories are accredited to 
17025 by the American Association for Laboratory Accreditation.  FCC is accredited by the ASCLD 
(American Society of Crime Laboratory Directors). 
 
11. Increase laboratory surge capacity in the event of terrorist attack on the food supply.   

(Radiological and chemical samples/week)   (2
 
Context: A critical component of controlling threats from deliberate food-borne contamination is
ability to rapidly test large numbers of samples of potentially co
c
(FERN), a joint effort between USDA/FSIS and HHS/FDA, was created.  FERN is a nationwide 
laboratory network that integrates existing federal and State food testing laboratory resources capable 
analyzing foods for agents of concern in order to prevent, prepare for, and respond to national 
emergencies involving unsafe food products.  Improvements in surge capacity will have public he
value even in non-deliberate food contamination by assisting FDA in identifying and removing 
contaminated food products from the marketplace as soon as possible in order to protect the pu
and mitigate disruption in the U.S. food supply chain.  FDA awards FERN Cooperative Agreements fo
chemistry and radiological FERN labs to the States.  After receiving the funding, State FERN lab
can take up to one year to reach full capacity due to the need for training and testing to ensure confidence 
in the laboratory results.  As a result, labs funded in one fiscal year will not show surge capacity until the
following year. With FY 2008 Food Protection increases, ORA added three additional FERN chemical 
labs in FY 2008 which will increase the surge capacity in FY 2009 to 1,650 chemical samples per week.  
With the FY 2009 Appropriation, ORA will add three additional FERN chemical labs in FY 2009 which 
will increase the surge capacity in FY 2010 to 2,100 chemical samples per week. 
 
Performance:  In FY 2008, FDA met this performance goal surge capacity target of 2,500 rad samples 
per week based on the awarding of cooperative agreements to 3 state radiological 
re
maintained the surge capacity for 1,200 chemical samples (known analyte) per week.   
 
The FERN laboratories are increasingly providing critical analytical surge capacity during food 
emergency events.  An FDA assignment directed samples to the FERN labs in the Salm
p
assignment for the political conventions.  All of these efforts contribute to increasing FDA’s cap
analyze food samples relative to biological, chemical or radiological acts of terrorism and enhance the 
food safety and security efforts of state, local, and tribal regulatory bodies. 
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FDA Online Performance Appendix Performance Measures Table  

Program: Human Drugs  
   

Long Term Objective: Improve the medical product review process to increase the predictability and 
transparency of decisions using the best available science.  

  
Measure FY Target Result 

2010 90% Nov 30, 2011 223201

2009 90% Nov 30, 2010 

2008 90% Nov 30, 2009 

2007 90% 88% 
(Target Not Met)

2006 90% 95% 
(Target Exceeded)

: Percentage of Standard 
NDAs/BLAs within 10 months. 
(Output)  

2005 90% 99% 
(Target Exceeded)

2010 90% Nov 30, 2011 223202

2009 90% Nov 30, 2010 

2008 90% Nov 30, 2009 

2007 90% 90% 
(Target Met)

2006 90% 97% 
(Target Exceeded)

: Percentage of Priority 
NDAs/BLAs within 6 months. 
(Output)  

2005 90% 88% 
(Target Not Met)

2010 7/7 Nov 30, 2010 223101

2009 5/7 Nov 30, 2009 

2008 8/8 5/19  
(Target Not Met)

2007 7/7 30/13  
(Target Met)

2006 N/A 18/12  
(Historical Actual)

: Number of Written 
Requests (WRs) issued for drugs 
that need to be studied in the 
pediatric population and number of 
drugs reported to the pediatric 
advisory committee on adverse 
events for drugs that receive 
pediatric exclusivity. (Output)  

2005 N/A 12/14  
(Historical Actual)

2010 1900 Nov 30, 2010 223205

2009 1900 Nov 30, 2009 

2008 1780 1934 
(Target Exceeded)

2007 N/A 1779 
(Historical Actual)

2006 N/A 1456 
(Historical Actual)

: The total number of 
actions taken on abbreviated new 
drug applications in a fiscal year. 
(Output)  

2005 N/A 1496 
(Historical Actual) 
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Measure FY Target Result 
2010 100%/5 Nov 30, 2010 223206

2009 100%/5 Nov 30, 2009 

2008 10 100%/9  0%/5 (Target Met)

2007 100%/5 100%/9  
(Target Met)

2006 NA 100%/8  

: Percentage of Rx-to-OTC 
0 

Monographs on which there was 
significant pr tput)  

Switch applications within 1
months of receipt in which there 
was a complete review action and 
the number of OTC Drug 

(H listorical Actua )

ogress. (Ou

2005 NA 100%/17  
(H listorical Actua )

2007 51 s 4 Day May 31, 2011 

2006 N/A 

223207

May   31, 2010

: Reduction in FDA 
approval time for the fastest 50 
percent of standard New Molecular 
Entities/Biologics Licensing 
Applications approved for CDER 
and CBER, using the 3-year 

-submission cohort for FY 2005
2007. (Outcome)  

2005 N/A May 31, 2009 

2007 16. hs 4 mont May 31, 2010 

2006 N/A May 31, 2009 

223208: Reduction in FDA time
approval o

 to 
r tentative approval for 

the fastest 70 percent of original 
generic drug applications approved 
or tentatively approved of those 
submitted using the 3-year 
submission cohort for FY 2005-
2007. (Outcome)  

2005 N/A (Historical Actual) 
17.8 months 

2010 4 Nov 30, 2010 

2009 4 Nov 30, 2009 

2008 5 6 

223102: Number of medical 
countermeasures in which there has 

tion 

(Target Exceeded)

2007 4 4 
(Target Met)

2006 N/A 6 
(Historical Actual)

been coordination and facilita
in development. (Output)  

2005 N/A 11 
(Historical Actual) 
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Measure  Data Source  Data Validation  

223201 
223202 
223101 
223206 
223208  

Review performance m
terms of cohorts, e.g., FY
applications received
through September 3
Center-wide Oracl

onito s being done in 
 20 t includes 

 from Oct r 1, 2002, 
0, 2003 R uses the 

e Manage nformation 
System (COMIS) and New Drug 
Evaluation/Management Inf on System 
(NDE/MIS). FDA has a quality control process 
in place to ensure the reliability of the 
performance data in COMIS. The Pediatric 

abase tracks a regarding 
y as mandated by FDAMA 

PA. ically, this 
he number of WRs issued and 

ts for which pediatric 
ubmitted r which 
nations have been made. The 

tric Page database captures all information 
rrals ompleted 

s that 
quity Act. Published 

ish acceptable ingredients, 
, and consumer labeling for 

enter-wide ORACLE  
ation System (COMIS ’s 

rise-wide system for
ket and postmarket re tivities. 
 is the core databas  most 

mission-critical applications ent. 
type of information

includes status, type of 
ents, status for rs, 

and other pertinent com  
quality control pro g the 

reliability of the performance data in CO
ment room task lead

hundred percent daily quality control of all 
incoming data done by their IND and NDA 

icians. Senior task le uct a 
random quality control check of the entered 
data in COMIS. The task leader then validates 

ta entered into C ct 
checks the inform

al document. CDER ric 
Exclusivity database and the Pediatric Research 
Equity Act Tracking System (PREATS) to 

 information such as n ten 
ed and the for 

which pediatric studies have been submitted 
an  for which exclusivity d ave 
b n made as well as infor e 
PREA legislation.  

ring i
03 cohor

obe
. CDE
ment I

ormati

Exclusivity Dat
pediatric exclusivit
and reauthorized by BC
database tracks t
the number of produc
studies have been s
exclusivity determi
Pedia

 all dat

Specif

 and fo

regarding waivers, defe
studies for application
Pediatric Research E
monographs that establ
doses, formulations
OTC drugs.  

, and c
are subject to the 

The C  Management
Inform
enterp

) is CDER
 supporting 

premar
COMIS

gulatory ac
e upon which

are depend
 tracked in COMIS 
document, review 

The 

assignm all assigned reviewe
ments. CDER has in

place a cess for ensurin
MIS. 

ers conduct one Docu

techn aders then cond

that all da
and cross

OMIS are corre
ation with the 

origin  uses the Pediat

track
requests issu

umber of writ
number of products 

d
ee

eterminations h
mation related to th
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Measure  Data Source  Data Validation  

223205 Review performance monitoring is being done in 

on System 
s in 

 
ity 

se 
ber 

n 

ic 

at 

The Center-wide ORACLE Management 

tivities. 

rs, 

e 

 

 

c 
ch 

 
r 

 

223207  terms of cohorts, e.g., FY 2003 cohort includes 
applications received from October 1, 2002, 
through September 30, 2003. CDER uses the 
Center-wide Oracle Management Information 
System (COMIS) and New Drug 
Evaluation/Management Informati
(NDE/MIS). FDA has a quality control proces
place to ensure the reliability of the performance
data in COMIS. The Pediatric Exclusiv
Database tracks all data regarding pediatric 
exclusivity as mandated by FDAMA and 
reauthorized by BCPA. Specifically, this databa
tracks the number of WRs issued and the num
of products for which pediatric studies have bee
submitted and for which exclusivity 
determinations have been made. The Pediatr
Page database captures all information regarding 
waivers, deferrals, and completed studies for 
applications that are subject to the Pediatric 
Research Equity Act. Published monographs th
establish acceptable ingredients, doses, 
formulations, and consumer labeling for OTC 
drugs.  

Information System (COMIS) is CDER’s 
enterprise-wide system for supporting 
premarket and postmarket regulatory ac
COMIS is the core database upon which most 
mission-critical applications are dependent. 
The type of information tracked in COMIS 
includes status, type of document, review 
assignments, status for all assigned reviewe
and other pertinent comments. CDER has in 
place a quality control process for ensuring th
reliability of the performance data in COMIS. 
Document room task leaders conduct one 
hundred percent daily quality control of all
incoming data done by their IND and NDA 
technicians. Senior task leaders then conduct a
random quality control check of the entered 
data in COMIS. The task leader then validates 
that all data entered into COMIS are correct 
and crosschecks the information with the 
original document.CDER uses the Pediatri
Exclusivity database and the Pediatric Resear
Equity Act Tracking System (PREATS) to 
track information such as number of written
requests issued and the number of products fo
which pediatric studies have been submitted 
and for which exclusivity determinations have
been made as well as information related to the 
PREA legislation.  
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Measure  Data Source  Data Validation  

223102  FDA websites: CDER Drug and Biologic 
Approval Reports 
(http://www.fda.gov/cder/rdmt/defaul 
t.htm); Guidance Documents 
(http://www.fda.gov/cder/guidance/in 
dex.htm); FDA Approves Treatmen
Poisoning Agents for Use by Trained Emergency
Medical Services Personnel 
(http://www.fda.gov/bbs/topics/NEWS/

t for Nerve-
 

 
2006/NEW01473.html); FDA Approves Fi
Generic Ciprofloxacin Injection, USP 
(http://www.fda.gov/bbs/topics/NEWS/

rst 

 
2006/NEW01438.html); Questions and Answers 
about Unapproved Drugs and FDA’s Enforcement
Action Against Carbinoxamine Products 
(http://www.fda.gov/cder/drug/unapp

 

r 
oved_drugs/qa.pdf); Drugs Marketed in the 
United States That Do Not Have Required FDA 
Approval (http://www.fda.gov/cder/drug/unappr 
oved_drugs/default.htm); Federal Register 
Notices; CDC/DHS Strategic National Stockpile 
(SNS) program. HHS website: HHS Aw
BioShield Contract for Two Additional Medica
Counter

ards 
l 

measures for Radiological or Nuclear 
Incidents (http://www.hhs.gov/news/press/2006p 
res/20060213.html)  

 
DER 

d 

 
 

es 
g 

n 

CDER has instituted multiple layers of 
verification and validation for ensuring the
accuracy of performance information. C
relies on data extracted from information 
systems to support demonstrating performance 
toward most performance goals and targets. 
CDER has developed manuals of policies an
procedures (MaPPs) or other standard 
operating procedures for using or entering data 
into information systems. There are quality 
controls built in to the information systems – 
controls that help ensure the integrity and 
accuracy of the data entered. CDER has a 
number of analysts who have expertise in 
extracting information from these systems. 
Their knowledge and experience working with 
the data, and their familiarity and experience
with the business of the Center provide another
layer of validation. Further, the Center requir
a multi-level clearance process for verifyin
and validating the accuracy of the informatio
provided in the annual performance report.  

  
Long Term Objective: Improve information systems for pro
about product safety.  

  

blem detection and public communication 

Measure FY Target Result 

2010 Act upon 55% of issues 
within timelines Nov 30, 2010 222301

2009 Act upon 50% of issues within 
timelines Nov 30, 2009 

2008 Conduct pilot and act upon 
50% of issues within timelines

Conducted pilot and acted 
upon 50% of issues within 

timelines  
(Target Met)

2007 Implement safety issue 
trackin

Implemented 
g system (Target Met)

2006 N/A 
Standardized 

communication processes 
(Target Met)

: Improve the Safe Use of 
Drugs in Patients and Consumers. 
(Output)  

2005 N/A 

Reviewed and provided 
comments on 100% of 

RiskMAPs for NMEs or 
products FDA or sponsor 

initiated discussions  
(Target Met)

222201: Reduce the Unit Cost 2010 $12 per report Nov 30, 2010 
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Measure FY Target Result 
2009 $12 per report Nov 30, 2009 

2008 $13 per report $10.59 per report 
(Target Exceeded)

2007 $15 per report $13.64 per report 
(Target Exceeded)

2006 N/A $16.47 per report 
(Historical Actual)

associated with turning a submitted 
ve

eco
(Efficiency)  

N ort 

Adverse E
verified r

nt Report into a 
rd in the database. 

2005 /A $17.35 per rep
(Historical Actual)

2007 12.5% 19.6% 
(Target Exceeded) 

2006 

222202

N  /A 13.2% 
(Historical Actual)

:  Red
in hospitals t
adoption of b
administratio
(Outcome) 

N

uce medication errors 
hrough increased 
ar code medication 
n technology.  

2005 /A 9.4% 
(Historical Actual) 

  

Data Source  Data Validation  Measure  

222301  C r
D ish
I  i
h

DC/DHS Strategic National Stockpile (SNS) prog
epartment of Energy/REAC/TS (Oakridge), publ

ndustry, published Federal Register Notices, CDER
ttp://www.fda.gov/cder/drugprepare

am, database from 
ed guidance for 
nternet site 

 
default.htm./   

 

222201  D g System (DQRS), Adverse Event Reporting 
System (AERS), OMB Form 300 on Drug S FMS cost data 

.fda.gov/cber/gdlns/barco

rug Quality Reportin AERS, UFMS, and OCIO 
quality control processes  afety, U

and published FDA CDER/CBER guidance for Industry, internet site 
http://www  
de.htm.  

  
L afety p s ear erventions m to 
c

ong Term Objective: Detect s
onsumers  

roblem lier and better target int  to prevent har

  
Measure FY Target Result 

2010  700 December 31, 2010 

2009 600 

224201

Dece 09 mber 31, 20

2008 500 534 
(Target Exceeded)

2007 500 583 
(Target Exceeded)

2006 N/A 510 
(Historical Actual)

: Number of foreign and 
domestic high-risk human drug 
inspections.  (Output)  

2005 N/A 600 
(Historical Actual) 

  
Data Measure  Data Validation  Source  
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http://www.fda.gov/cder/rdmt/default.htm);
http://www.fda.gov/cder/rdmt/default.htm);


Measure  Data 
Source  Data Va da ion  li t

2  two main information technology systems to track an
mance go ities: the F ments and Co

System (FACTS) and the Operational and Administrative System
(OASIS). FAC udes data o  inspections; f
collections; laboratory analyses; and, the time spent on each. OA
coordinated wi  Customs and Bo ection, provides
regulated produ  being imported as l as where they are
provides inform n compliance a  to imports. F
developing the n Accomplishm  Regulatory Comp

 system. MARCS will incorporate the capabilities of these two field legacy 
d inc dditional functi  

24201  Field Data 
Systems.  

ORA uses
perfor

d verify field 
mpliance Tracking al activ ield Accomplish

 Import Support 
ield exams; sample 

SIS, which is 
TS incl n the number of

th U.S.
cts are

rder Prot
wel

 data on what FDA 
 arriving. It also 

ation o
Missio

ctions related
ent and

DA is currently 
liance Services 

(MARCS)
systems an lude a onality. 

  
 1 d NDAs/B nd Priority ND LAs within 10 m and 
2
 
Context:  This performance goal focuses primarily on improving the effectiveness and efficiency with 
which the FDA processes new drug and biologics licensing applications.  Central to that focus is FDA’s 
c t to meeting PDUFA goals nts.  The Food and Drug Admi
Am ents Act of 2007 r f new 

ugs lishments, and approved 
products.  A s to measure the time to “first 
action.”  The onse, approvable, not 
approvable, or approval letter) at the end of the review of the original NDA/BLA submission (the first 
review cycle).  The “first action time” refers to the time it takes to review and take an action on the 

ubm hic  
the original re
“Total appro f the review cycles plus the 
time taken b es raised in the complete response or approvable/not 
approvable letter(s) and to re-submit the application for review.  CDER’s featured targets under this 

ications represent drugs offering significa eatments.  In FY 2009, 
FDA continues to n the target set fo
 
P have the performance n rs for the FY 20 rt 
u st inform on CDER’s performance toward the
p m FY 2007.  In  CDER me PDUFA review p or 
reviewing priority NDAs and BLAs, including meeting the goal for reviewing priority NMEs and new 
BLAs, but did not meet the PDUFA review performance goals for reviewing stand As, 
including not meeting the goal for reviewing standard NMEs and new BLAs. CDER met Y 2007 
performance target for priority reviews.  However, CDER narrowly missed its targ  of 
standard applications.  CDER's 88% performance on standa lications represents ear
the impact of a shift in Center policy to l emphasis on post-market safety s on 
pre-market review decisions.   
 
2.  Number of Written Requests (WRs) issued fo ugs that need to be studied in the pediatric 
population and number of drugs reported to the pediatric advisory committee on adverse events for 
drugs that receive pediatric exclusivity. (223101) 
 

.  Percentage of Standar
23202)  

LAs a As/B onths.   (223201 

ommitmen  and requireme nistration 
endm

human dr
eauthorized collection of user fees to enhance the review process o

 and biological products and established fees for applications, esta
key determinant in knowing if CDER is effective and efficient i
 first action is the first regulatory action CDER takes (complete resp

b

original s ission.  This statistic is different from “total approval time” w
receipt of the application until it is approved, which may take mo
val time” includes time spent reviewing an application in each o
y the sponsor to respond to the issu

h is the time it takes from
 than one review cycle.  

performance goal are to measure time to first action  “priority” submissions and “standard” 
submissions.  Applications for drugs similar to those already marketed are designated standard, while 
priority appl

for

nt advances over existing tr
maintai r this goal in the PDUFA legislation.   

erformance:  CDER will not 
ntil November 2009.  The late
erformance goal is fro

 final umbe 08 submission coho
ation 

FY 2007,
 targets for this 
erformance goals ft the 

ard NDAs and BL
 its F

et of 90% review
rd app ly indications of 

review decisions aput equa

r dr
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C he t of the Pediatric Program’s perform R covers the activities and 
r s of the various laws passed to ensure safe and effective drug products are available for 

inc s to 
m ture d ty 
for conducting pediatric hich 
provides FDA the autho d 
biological products.  In F  the 
pediatric advisory comm
 
Performance:  The targ
sponsors for drugs that n  
committee on adverse ev
Requests to sponsors for aceuticals for Children Act.  

dvisory committee on adverse events for drugs that receive pediatric exclusivity represents 

 

tions, 

 
icant 

 

e manufacturers costs and reduce barriers to competition, as they allow 
h

phs for 29 categories of drug products to eliminate 
nsafe and ineffective products from the OTC market.  The ability to reach these goals is contingent upon 

ontext:  T
equirement

contex ance goal in CDE

children, 
anufac

luding the B
rs who con

est Pharmaceuticals for Children Act (BPCA), which provides incentive
uct studies in children including a 6-month extension of marketing exclusivi
studies requested by FDA, and the Pediatric Research Equity Act (PREA) w
rity to require pediatrics studies for certain new and already marketed drug an
Y 2009, the targets are five written requests and seven drugs reported to
ittee. 

et for FY 2008 performance was to issue at least 8 written requests to drug 
eed to be studied in the pediatric population and report to the pediatric advisory
ents for 8 drugs that receive pediatric exclusivity.  CDER issued 5 Written 
on-patent drugs, as required y the Best Pharmb

CDER reported to 2 Pediatric Advisory Committee meetings on adverse events for 19 drugs that received 
pediatric exclusivity. CDER's 5 Written Requests (WRs) issued for drugs and 19 drugs reported to the 
pediatric a
early indications of the impact of a shift in Center policy.  
 
3.  The total number of actions taken on abbreviated new drug applications in a fiscal year. 
(223205) 
 
Context:  The Office of Generic Drugs (OGD) has experienced a dramatic increase in workload, with the 
number of generic drug applications almost doubling over the past 4 years at a time when staffing levels 
have increased less than 20%.  Consequently, the previous measure (the percentage of new applications
for which first action is taken within 180 days) no longer reflects FDA’s current program management 
challenge to increase throughput and productivity to address the higher workload while maintaining 
standards of quality and safety.  Therefore, FDA has determined that a more meaningful performance 
goal for the generic drug program is the number of total actions taken on abbreviated new drug 
applications. The total number of actions includes approvals, tentative approvals, not approvable, and 
approvable actions on applications.   
 
Performance:  In FY 2008, the Office of Generic Drugs exceeded its goal by more than 150 ac
while also exceeding the number of actions in FY 2007.  In FY 2009, the target is 1900 actions, an 
increase of almost 7% over the FY 2008 target.  This reflects the estimated increase in performance as 
new staff, hired in FY 2008, are trained and achieve full performance levels. 
 
4.  Percentage of Rx-to-OTC Switch applications within 10 months of receipt in which there was a
complete review action and the number of OTC Drug Monographs on which there was signif
progress. (223206) 
 
Context:  OTC drug products can be legally marketed in the United States under an approved new drug 
application (NDA) or pursuant to an OTC drug monograph.  OTC drugs can be approved under an NDA
through an Rx-to-OTC switch or by direct to OTC.  OTC drug monographs are "recipes" for marketing 
OTC drug products without the need for FDA pre-clearance. The monographs list the allowed active 
ingredients, dosage or concentration, the required labeling, and packaging and testing requirements if 
applicable. The monographs sav
bot  large and small companies to enter the market place with OTC drug products that have to meet the 
same, uniform criteria.  Final monographs (agency final rules) need to be completed for a number of large 
product categories (e.g., external analgesics, internal analgesics, antimicrobials, oral health care products, 
laxatives).  FDA is working to review OTC monogra
u
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the addition of experienced staff in all facets of rulemaking development as well as improvement in the
efficiency of the FDA document clearance process.    
 
Performance:  FDA exceeded its FY 2008 target by completing review and action on 100% of Rx-to-
OTC switch and direct to OTC applications within 10 months of receipt.  All Rx-to-OTC switch 
applications received in FY 2008 with action goal dates in FY 2008 were acted on within 10 months of 
receipt.  There were 4 approval actions encompassing a total 7 switch products.   
 

 

DA made significant progress on the following 9 monographs:  (1) Internal Analgesic, Antipyretic, and 
); (2) 

le 

s; 
beling Rule (proposed rule published 12/06); 

nd (9) Cold Cough Allergy, Bronchodilator and Antiasthmatic Drug Products – Labeling for 

.  Reduction in FDA approval time for the fastest 50 percent of standard New Molecular 

ess 
f 

mpetition 

at increase the business risk and costs to the innovator. Higher costs 
an create barriers to competition both from new drugs with therapeutic value – but not blockbuster 

w 
iatives to reduce those 

ources of uncertainty.  The targeted reductions in this FDA outcome goal represent approximately 10.5 

1.6 percent reduction in total capital costs, now estimated at $802 million, translating 
 a savings of $12.8 million per NME approved. 

s 
s 

F
Antirheumatic Drug Products - Organ Specific Warnings, Final Rule (proposed rule published 12/06
Pediatric Dosing for OTC Cold, Cough, Allergy, Bronchodilator, and Antiasthmatic Drug Products - 
Amendment of the Final Rule (Advisory Committee meeting held 10/18/07 ; Part 15 Hearing held 
10/2/08) ; (3) UVA Testing and Labeling for OTC Sunscreen Drug Products, Final Rule (proposed ru
published 8/07); (4) OTC Topical Acne Drug Products Containing Benzoyl Peroxide, Final Rule; (5) 
Vaginal Contraceptive Drug Products – Proposed Amendment to the Proposed Rule ; (6) Laxative 
Professional Labeling, Proposed Rule; (7) Topical Antimicrobial Drug Products - Consumer Antiseptic
(8) Labeling for OTC Drug Product - Convenience Size La
a
Bronchodilators to Treat Asthma (Ephedrine Single Ingredient) Final Rule. 
 
5
Entities/Biologics Licensing Applications approved for CDER and CBER, using the 3-year 
submission cohort for FY 2005-2007.  (223207) 
 
Context:  Reducing unnecessary delays in the approval time for safe and effective drugs that truly 
represent new therapies [i.e., new molecular entities (NMEs) and biologics] means earlier patient acc
for these medicines. Reducing unnecessary delays in drug approval also helps to both control the cost o
new drug development, cited as a factor affecting the cost to consumers, and supports market co
among innovators. This is both good for the drug industry and good for consumers. New drug 
development presents uncertainties th
c
potential, and new innovators that don’t have access to the capital available to more established 
pharmaceutical companies. Although some scientific and technical uncertainties are inherent and 
unavoidable in drug innovation, others can be reduced or eliminated, helping speed patient access to ne
drugs, and reducing the cost of drug development.  FDA has begun major init
s
percent reductions in total FDA review times for priority and standard NMEs and BLAs. Using Tufts 
estimates of potential cost reductions by phase of drug development, a 10 percent reduction in regulatory 
review time yields a 
to
 
Performance:  The FDA approval time for the fastest 50 percent of standard NME and biologics 
licensing applications (BLAs) approved in CDER and CBER for the FY 2001-2003 cohort is 523 days a
compared to 575 days for the baseline FY 1999-2001 submission cohort. This is a reduction of 52 day
versus the FY 2005-2007 target of a reduction of 61 days.  Performance for the FY 2004 submission 
cohort was 547 days. 
 
6.  Reduction in FDA time to approval or tentative approval for the fastest 70 percent of original 
generic drug applications approved or tentatively approved of those submitted using the 3-year 
submission cohort for FY 2005-2007. (223208) 
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Context:  FDA achievement of this goal will create earlier access to lower cost drug alternatives for 
patients. The high cost of drugs limits patient access to treatment. The lower income and uninsured 
opulations are particularly affected.  Research has shown that 42 percent of the uninsured do not fill 

hat 
lity of 

 
cantly improve access 

 treatment.  Optimal access and use of generic drugs will enable policy decision makers to contain costs 

ns 

he 
 

ontext:  In the Federal Government’s response to a biological, chemical, or radiological/nuclear attack 
S). 
 

essive and proactive approach to identify and facilitate 
evelopment of new therapeutic options as well as to obtain information on existing approved drugs that 

 and 

n 

ate 
encies, 

ures 

er for the Enterprise Executive Committee:  

 

ic. 

se 
 in pediatric patients.  The drug 

previously was approved to treat adults after exposure to inhaled anthrax.  

p
prescriptions because of financial reasons. The Center for Medicaid and Medicare Services has stated t
the new Medicaid prescription drug coverage has come in under budget and points to the availabi
more generic products as a factor in this outcome.  Increasing the availability of generic drugs will make
many important treatments more affordable to the poor and the elderly and signifi
to
in both the Medicare and Medicaid programs. This will only become more important as more of the top 
selling brand name drugs go off patent over the next few years.  
 
Performance:  The FDA approval time for the fastest 70 percent of original generic drug applicatio
approved for the FY 2003-2005 cohort is 17.8 months as compared to 17.9 months for the baseline FY 
1998-2000 submission cohort.  This is an increase from the FY 2002-2004 cohort of 16.0 months.  In t
last several years, submissions of abbreviated new drug applications have increased exponentially.  
 
7.  Number of medical countermeasures in which there has been coordination and facilitation in 
development. (223102) 
 
C
or to a natural disaster, drugs will be mobilized from the CDC’s Strategic National Stockpile (SN
However, not all drugs in the SNS are FDA-approved as countermeasures against threat agents or
emerging infections.  FDA has been taking an aggr
d
may be used for an unapproved indication.  Identification of gaps in the therapeutic armamentarium
development of a plan to address these gaps will move the FDA closer to a goal of labeling medical 
countermeasures that reside in the SNS.  For example, although ciprofloxacin and doxycycline are FDA 
approved for post-exposure prophylaxis of anthrax, these drugs are not recommended for use in children 
and pregnant women unless no other drug is available.  Amoxicillin may be recommended as a
alternative for these special populations, but it is not FDA approved and the optimal dose and dosing 
frequency are unknown.  Hollow fiber studies with amoxicillin may provide data to develop appropri
dosing regimens.  FDA is also active in department and agency efforts to prepare for other emerg
such as natural disasters and pandemics.  In FY 2009, the target remains at 4 countermeasures. 
 
Performance:  In FY 2008, CDER facilitated the development of and access to medical countermeas
for counterterrorism and emerging infections through these actions: 
 

• FDA extended the expiry of Tamiflu (oseltamivir) capsules from 5 years to 7 years. 
• FDA assisted the HHS/PHEMCE Radiological/Nuclear Integrated Program Team 

(R/N IPT) in preparing a White Pap
“Neupogen in the Strategic National Stockpile to Address Neutropenia Associated 
with Acute Radiation Syndrome -- Issues Regarding Potential Use in an Emergency.” 

• FDA provided comments to the Department of Health and Human Services (HHS) 
regarding a plan for anticipated information needs to support submission of an NDA
for approval of a “home MedKit” containing antiviral drugs as a mitigation strategy 
for a potential influenza pandem

• Levaquin (levofloxacin) tablets, injection, and oral solution were approved for 
inhalational anthrax (post-exposure) to reduce the incidence or progression of disea
following exposure to aerosolized B. anthracis
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• To prepare the American population for an anthrax attack, FDA posted on its inte
site revised home preparation instructions for doxycycline dosing for children an
adults who are not able to swallow pills, at:  
http://www.fda.gov/cder/drug/infopage/penG_doxy/home_prep.htm

rnet 
d 

. 
• FDA awarded a contract for hollow fiber studies and mathematical modeling to 

determine the optimal dosing regimen for amoxicillin for anthrax post-exposure 
prophylaxis for pregnant women and children. 

  
8.  Improve the Safe Use of Drugs in Patients and Consumers. (222301) 
 
Context:  CDER is implementing a policy of more transparency in ensuring patients and physicians hav
the most up-to-date and complete information necessary to make treatment decisions.  The FDA 
Amendments Act of 2007 (FDAAA) recognizes FDA’s critical role in assuring the safe and appropriate 
use of drugs after they are marketed.  FDAAA gives FDA substantial new resources for medical product 
afety, as well as a variety of regulatory tools and authorities to ensure the safe and appropriate use of 

e 

ng that marketed products are used as safely and 

 
re-

e 

 

 

problem  
com
pro

 
form
im
ele al re-keying, along with other efficiencies.  These 

g a 
subm
wil
can nd to 
dru

s
drugs.   Congress, along with the recommendations made over the past two years by the Institute of 
Medicine, the Government Accountability Office (GAO), and a multitude of others, directed FDA to shift 

s regulatory paradigm to recognize that ensuriit
effectively as possible is equally as important as getting new safe and effective drugs to market quickly 
and efficiently.   With increased focus and resources on post-marketing, CDER is establishing procedures
and tools for tracking, managing, and monitoring safety issues in much the same way CDER tracks p
market issues according to PDUFA requirements.  Activities in FY 2006 and FY 2007 to standardize 
communications policies and procedures and to develop a tracking system to capture information about 
known and emerging safety issues established a foundation upon which CDER can now begin to build th
capacity and capability to more effectively manage safety issues in a timely fashion.  In FY 2009 the 
target is to act on 50% of the issues within timelines. 
 
Performance:  In FY 2008, CDER met its target of acting upon at least 50 percent of the identified 
priority postmarket safety issues within an established timeframe.  During the first year of this new 
process, CDER focused its efforts on increasing its staff resources for tracking, managing, and monitoring
postmarket safety issues.  CDER conducted a pilot for prioritizing postmarket safety issues, developing 
action plans and timelines for those issues, and monitoring and managing progress toward those plans.   
 
9.  Reduce the Unit Cost associated with turning a submitted Adverse Event Report into a verified 
record in the database. (222201) 
 
Context:  The collection and analysis of data by FDA staff must occur throughout the entire life cycle of
the product to identify unexpected safety risks associated with the use of a human drug that could not 
have been predicted by clinical trials and biostatistical analysis. Reports of these unexpected safety 

s, called adverse events, are captured in the Adverse Event Reporting System (AERS), a critical
ponent of FDA's post-marketing safety surveillance systems for all drug and therapeutic biologic 

ducts.  Information captured in AERS allows FDA scientists and statisticians to search for patterns 
that may indicate an emerging safety hazard, which is the first step in analyzing the potential causes and

ulating an effective risk management response.  FDA is working to make AERS more efficient by 
proving the data entry work processes and reengineering the system to increase the percentage of 
ctronic submissions, to reduce the amount of manu

system improvements will allow the FDA to reduce the average cost and time associated with turnin
itted Adverse Event Report into a verified record in the database.  This improvement in efficiency 

l allow scientists and statisticians to access safety information sooner, and will free up resources that 
 be redirected to risk analysis activities that directly improve our ability to recognize and respo
g safety problems. 
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ance:  The average cost associated with turning a submitted Adverse Event Report into a 
ified record in the database has been decreasing since FY 2
iness processes and improve the information systems that are used to process records

cost per report was $21.91/per report.  In FY 2004, the cost per report was $19.30/per report.  In FY
the cost per report was $17.35/per report.  In FY 2006, the cost per report was $16.47/per report.  In F

, the cost per report was $13.64/per report.  In FY 2008, the actual cost per report was $10.59/pe
ort.  The proposed FY 2009 target of $12 per report is an incrre

exp cted addition of periodic reports that have not been previously entered in the past. The cost decreas
for the FY 2008 actual of $10.59 per report as compared to the target value of
mainly to the high volume of electronic submissions, thereby offsetting the cost per report.  The overall 
savings to FDA from electronic submission continues to increase due the increasing numbers of received 
reports.  In the absence of electronic submissions, the program costs for manual data entry would be 
nearly double what they are today. 
  
10.  Reduce medication errors in hospitals through increased adoption of bar code medication 
administration technology. (222202)  
 
Context:  In November 1999, the Institute of Medicine released a report estimating that as many as 
98,000 patients die from medical errors in hospitals alone.  Many of these deaths, as well as additional 
non-fatal illnesses, are associated with errors involving FDA regulated medical products, especially 
medications.  A significant percentage of drug related mortality and morbidity results from errors that ar
preventable.  In addition to their human cost, these errors impose significant economic costs on the U.S.
health care system.  The total cost of preventable adverse events has been estimated at $17 billion.  
Preventing some of the adverse drug events related to medication errors in U.S. hospitals will 
significantly reduce related morbidity, mortality and health care costs.  Research to date has demonstr
the ability of bar code scanners at the point of care to intercept errors in dispensing and adm
medications and thereby prevent related adverse events.  Consequently, this measure tracks the adoption 
rate of bar code medication administration technology in hospitals, with the expectation that increase
adoption rates will be directly related to decreased medication error-related adverse events.   
 
Performance:  The results of the American Society of Health-System Pharmacists (ASHP) national 
survey of pharmacy practice in hospital settings: prescribing and transcribing-2007 were published in 
2008.  Over the last few years the adoption rate of bar code medication administration technology has 
grown each year, up to 19.6% overall in 2007.  
 
11.  Number of foreign and domestic high-risk human drug inspections. (224201) 
 
Context: FDA is continuing to develop a more quantitative risk model to help predict where FDA’s 
inspections are most likely to achieve the greatest public health impact.  The Risk-Based Site Selection 
Model provides a risk score for each facility, which is a function of four component risk factors – 
Product, Process, Facility, and Knowledge. In the FY 2007 model, the Agency developed several 
enhancements and improvements and will continue to explore ways to enhance calculations of process 
risk and facility sub-scores in FY 2010.  As enhancements are made to FDA’s data collection efforts and 
to the Risk-Based Site Selection Model, FDA will improve its ability to focus inspections on the highest
risk public health concerns in a cost-effective way.  For FY 2010, the target has been increased to 700 to
reflect the FY 2009 Appropriations. 

Performance: FDA exceeded the FY 2008 goal of 500 by inspecting 534 high-risk foreign and domestic
drug manufacturers. 
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FDA Online Performance Appendix Performance Measures Table  

Program: Biologics  
   

Long Term Objective: Increase the number of safe and effective new medical products available to 
patients  

  
Measure FY Target Result 

2010 90% Nov 30, 2011 

2009 90% Nov 30, 2010 

2008 90% Nov 30, 2009 

233201: Complete review and action on 
standard original PDUFA NDA/BLA 
submissions within 10 months of 
receipt. (Output)  

100% 2007 90% (Target Exceeded)

2006 90% 100% 
(Target Exceeded)

2005 90% 100% 
(Target Exceeded)

2010 90% Apr 30, 2011 

2009 90% Apr 30, 2010 

2008 90% Apr 30, 2009 

2007 90% 100% 
(Target Exceeded)

2006 90% 100% 
(Target Exceeded)

233202: Complete review and action on 
priority original PDUFA NDA/BLA 
submissions within 6 months of receipt. 
(Output)  

2005 90% 100% 
(Target Exceeded)

2010 90% Nov 30, 2011 233203: Complete review and action on 

2009 90% Nov 30, 2010 

2008 90% Nov 30, 2009 

2007 

standard PDUFA efficacy supplements 
within 10 months of receipt. (Output)  

90% 100% 
(Target Exceeded)

2006 90% 100% 
(Target Exceeded)

2005 90% 100% 
(Target Exceeded)

2010 90% Nov 30, 2011 

2009 90% Nov 30, 2010 

2008 90% Nov 30, 2009 

2007 90% 100% 

233205: Complete review and action on 
complete blood bank and source plasma 
BLA submissions within 12 months 
after submission date. (Output)  

(Target Exceeded)
100% 

(Target Not In Place)2006 N/A 

2005 N/A 100% 
(Target Not In Place) 
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Measure FY Target Result 
2010 90% Nov 30, 2011 233206

2009 90% Nov 30, 2010 

2008 90% Nov 30, 2009 

2 99% 007 90% (Target Exceeded)

2006 N/A 100% 
(Target Not In Place)

: Complete review and action on 
d source plasma 

(Target Not In Place) 

complete blood bank an
BLA supplements within 12 months 
after submission date. (Output)  

2005 N/A 100% 

  

Measure  Data Source    Data Validation

233201 
233202 
233203 

CBER’s regulatory 
management systems  

Th r Biolog aluation and Res various 
databases to manage its diverse programs and to ass formance. 
Th pal CBER d e is the Regulato em-
Biol cense Appl on (RMS-BLA). Th
VA ed, Oracle d e that is used to trac license 
ap ns, and supp t submissions; prov  to 
facilitate the review p  (product, applicatio one 
tra i tee, industry co er 
inf on); and prod  wide variety of managem rts. The 
Re y Informatio gement Staff (R  is 
respon le for maintain uality and i A. 
Th cs Investi al New Drug Managem em (BIMS) 
is s VAX-base e database that 
Investig al New Drug Applications (IND), Inve nal Device 
Ex n (IDE), and er Files (MF) sub roduct, 
application status, and othe nformation to facilitate th process; 
an  wide v  management repo numerous 
me ms establish quality control in th ntrol 
Ce e applicatio w offices, the Regulatory Information 
Ma ent Staff, an ral built into BIMS
Th  Logging an g System (BLT) ks the 
va plications r  by the Office of Blood Research and 
Review.  The Office also has an NDA trackin
ret from these s are reviewed and valid  the RIMS 
an plication re If errors a  
corrected. 
Fe gulations (2 , Part 600.14 and porting 
of deviations in the manufacture of biological  the 
saf rity, or pote  the product. The B t 
De eports (B (previously called nt 
rep nable the Ag o evaluate and mon nts, to 
pro eld staff and lishments with tren
reporte ions and unexpected events, and to priately 
to   biological  deviations to protect ic health 

233205 
233206  
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Long Term O event safety problems by modernizing science-based standards and tools to 
ces nd distribu

  

bjective: Pr
ensure high-quality manufacturing, pro sing, a tion.  

Measure FY Target Result 

2010 See goal-by-goal section 
below.  Nov 30, 2010

2009 

234101: Increase manufacturing 

See goal-by-goal section 
below. Nov 30, 2009 

diversity and capacity for pandemic 
influenza vaccine production. (Output)  

2 See goal al section, 
below. 

Accom . See 
g low.  008 -by go plished targets

oal-by-goal section be
(Target Met)

2007 See goal-by goal section, 
below. 

See 
goal-by-goal section, below.  
Accomplished targets. 

(Target Met)

2006 N/A goal-by goal section, below.  
Accomplished targets. See 

(Target Met)

2005 N/A N/A 
  

Measure  Data Source  Data Validation  

234101  CBER’s Office of Vaccines R
CBER’s Medical Director for 
Threat Preparedness 

te esearch and Review; and 
Emerging and Pandemic 

The data are validated by the appropria
CBER offices and officials. 

  
roblems earlier and better target interventions to prevent ha

  

Long Term Objective: Detect safety p rm to 
consumers.  

Measure FY Target Result 
2010 1,000 December, 2010 

2009 870 December, 2009 

234202: Number of high risk registered 
domestic blood bank and biologics 
manufacturing inspections.   (Output)  

2008 870 1,014 
(Target Exceeded)

2010 518 December, 2010 

2009 380 December, 2009 

2008 325 383 
(Target Exceeded)

2007 325 427 
(Target Exceeded)

234203: Number of highest priority 
human tissue establishment inspections.   
(Output)  

 2006 N/A 354 
(Historical Actual)
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Measure  Data tion  Data ValidaSource  
2
2

 two main i ation ack and verify ormance 
e F com in TS) and 

d Admi istrative Syst ort Support (OASIS). FACTS incl  data 
s; f ons; labor and, the 

time spent on each. OASIS, which is coo d with U.S. Customs tection, 
provides data on what FDA regul mpo re 
arriving. It also prov orm s r
currently developing n Accom nt and Regulato
(MARCS) system. MARCS will incorporate the capabilities o
systems and include nal 

34202 
34203   

Fie
Systems  

RA uses
goal activities: th
the Operational an
on the number of ins

ld Data O nform  technol s to tr
plishments and Compliance Track

em Imp

ogy system  field perf
ield Ac

n
g System (FAC

udes
pection ield exams; sample collecti

rdinate
atory analyses; 
 and Border Pro

ated products are being i
ation on compliance action

plishme

rted as well as where they a
elated to imports. FDA is 

ry Compliance Services 
ides inf
 the Missio

f these two field legacy 
additio functionality.  

  
 1.  Complete review and action on standard original PDUFA NDA and BL  
months of receipt.  (233201) 
 
Context:  The Prescription Drug User Fee Act (PDUFA) aut s the FDA to collect fe m the 
prescription drug and biologic drug industries to expe an drugs and biologics so 
they can reach the market more quickly. Standard or nal BLAs are license applications for biological 

ot intended as therapies for serious or life-threatening diseases. In FY 2010, FDA continues to 
maintain the target set for this goal in the PDUFA legislation.   

Performan ceipt, which FDA calls the cohort year, and 
complete p not available until the prescribed review time, i.e., 10 months after receipt, 
is expired.  In FY 2007, CBER exceeded its goal by mpleting review and action on 100 percent of 9 

 2008 performance data for this goal will not be available until November 2009. 

2. Complet nd act on priority inal PDUF /BLA submissions within 6 months 

 
A to t fees from the prescription drug an

industries to expedite the review of human drugs and biologics so they can reach the ma ore 
quickly.  A BLA will receive priority rev the product w be a significant e 

ment, diagnosis or prevent
he set for this goal in the PDUFA legi

Performance: FDA tracks PDUFA performance by year-of-receipt, which FDA calls the cohort year and 
complete performance data are not available until the prescribed review time, i.e., eipt, 
is expired.  In FY 2007, CBER exceeded its goal by completing review and action  6 
priority applications within 6 months of receipt, and has me ceeded this perf e 
1994.  The FY 2008 performance data for this goal will not be available until Apri

 
3. Complete review and action on standard PDUFA efficacy supplements w  
receipt.  (233203) 
 
Context:  PDUFA authorizes the FDA to collect fees from the prescription drug and biologic industries 
to expedite the review of human drugs and biologics so they can reach the market more quickly.  An 
efficacy supplement is a change to an approved licensed product to modify the “approved effectiveness” 
of a product such as a new indication, and normally requires clinical data.   In FY 2010, FDA continues to 
maintain the target set for this goal in the PDUFA legislation.   

A submissions within 10

horize es fro
dite the review of hum

igi
products, n

 
ce: FDA tracks PDUFA performance by year-of-re
erformance data are 

co
standard applications within 10 months of receipt, and has met or exceeded this performance goal since 
1994.  The FY
 

e review a  orig A NDA
of receipt. (233202) 

Context:  PDUFA authorizes the FD  collec d biologic drug 
rket m

improvement in thiew if ould 
safety or effectiveness of the treat
FY 2010, FDA continues to maintain t
 

ion of a serious or life-threatening disease.  In 
target slation.   

6 months after rec
 on 100 percent of

t or ex ormance goal sinc
l 2009. 

ithin 10 months of
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nce  tracks PDUFA performance by year  FDA calls the cohort year and 
er  data are not available until the pre e, i.e., 10 months after receipt, 

ed. 
 PD c

oa
until November 2009. 
   
4. Complete review 
within 12 months afte

 
Context:  In FY 2010, ank 
and source plasma BL ission.  Since so few complete blood 
bank and source plasma submissions are received by BER, the actual performance may be significantly 

ipt, 

 

 

ubmission. User fee resources are not available for blood bank and source plasma application review. 

 tracks performance by year-of-receipt, which FDA calls the cohort year and 
complete performance data are not available until the prescribed review time, i.e., 12 months after receipt.  

hin 
mber 

  
uction.  

34101) 

ge.  Vaccines 
will need to be produced for pandemic influenza strains on a short notice, and FDA needs to provide new 

re continued progress in preparation for a pandemic outbreak.   In FY 2007, the targets 
cluded: Issue one guidance or concept paper to facilitate development of non-egg-based influenza 

Performa
complete p

: FDA
formance

-of-receipt, which
scribed review tim

is expir   In FY 200
UFA effi
mance g

7, CBER exceeded its goal by completing review and action on 100 percent of 9 
acy supplements within 10 months of receipt, and has met or exceeded most of 
ls since 1994.  The FY 2008 performance data for this goal will not be available 

and action on complete blood bank and source plasma BLA submissions 
r submission date. (233205) 

 CBER has established the goal of reviewing and acting upon complete blood b
A submissions within 12 months after subm

standard
these perfor

 C
different than the target.  User fee resources are not available for blood bank and source plasma 
application review. 
 
Performance:  CBER tracks performance by year-of-receipt, which FDA calls the cohort year and 
complete performance data are not available until the prescribed review time, i.e., 12 months after rece
is expired.  In FY 2007, CBER exceeded its goal by reviewing and acting on 100 percent of 5 
submissions within 12 months of receipt. The FY 2008 performance data for this goal will not be 
available until November 2009. 

5. Complete review and action on complete blood bank and source plasma BLA supplements 
within 12 months after submission date. (233206) 

Context:  In FY 2010, CBER has established the performance goal of reviewing and acting upon 
complete blood bank and source plasma BLA supplement submissions within 12 months after 
s
 
Performance:  CBER

In FY 2007, CBER exceeded its goal by reviewing and acting on 99 percent of 371 supplements wit
12 months of receipt.  The FY 2008 performance data for this goal will not be available until Nove
2009. 

6. Increase manufacturing diversity and capacity for pandemic influenza vaccine prod
(2
 
Context: During FY 2006, the Biologics Program received appropriated funding under P.L. 109-148 to 
establish the infrastructure and surge capability to react to a potential disease pandemic.  Influenza 
pandemics are explosive global events in which most, if not all, persons worldwide are at risk for 
infection and illness.  Pandemic influenza strains, such as avian influenza, can rapidly chan

and accelerated pathways to facilitate their rapid production and evaluation.   This goal changes on a 
yearly basis to ensu
in
vaccines; evaluate the potency of monovalent influenza vaccines from at least three manufacturers by 
using quality systems guidelines; demonstrate two new or improved methods for improved influenza 
vaccine manufacture; and develop at least four influenza virus vaccine strains optimized for growth in 
non-egg culture systems by using quality systems guidelines. 
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In FY 2008, the pandemic preparedness targets were to:  facilitate rapid development, evaluation and 

d 
s to detect possible adverse effects, both pre-specified and non-pre-

emic 
 the pilot vaccine adverse-effects program and to 

 

-egg 
ines and co-sponsoring two workshops with WHO an pandemic vaccines. In FY 

y 
eassortants based on the A/Puerto Rico/8/34 virus backbone. 

nd 
le activities including: 

/2006 

n-

posted guidelines on the WHO website of The WHO Guidelines on regulatory preparedness for 
 

es 
m a broad range of countries.  The goals of these workshops were to build a global network of 

t 

ypes in need of an inspectional history to 
 risk, and emergency response situations.  Inspections for the goal are conducted to 

availability of at least one new pandemic influenza vaccine and one new trivalent (seasonal influenza) 
vaccine; demonstrate one improved method for evaluating the safety, potency or immunogenicity of 
influenza vaccines; and establish international regulatory cooperation, harmonization and information 
sharing in vaccine evaluation and safety activities by participating in one international workshop or 
conference. The FY 2009 pandemic preparedness targets include: starting a pilot program to develop an
evaluate new method
specified, of newly licensed vaccines, including pandemic influenza vaccines, in large population 
databases and participating in at least one international workshop or conference.  The FY 2010 pand
preparedness targets will be to complete and evaluate
participate in at least one international workshop or conference.  

Performance:  In FY 2006, CBER accomplished all of it targets for this goal. The targets 
include: developing a concept paper on clinical data needed to support license of new trivalent vaccines 
and of pandemic vaccines; drafting a guidance on cell substrates to facilitate development on non
based influenza vacc
2007, CBER met all of its pandemic targets. The targets include: issuing the guidance “Clinical Data 
Needed to Support the Licensure of Pandemic Influenza Vaccines” to facilitate development of non-egg-
based influenza vaccines; evaluating the potency of five influenza vaccines (four inactivated and one live) 
using quality systems guidelines; and demonstrating four methods for improved influenza manufacture 
and develop four influenza virus vaccine strains optimized for growth in non-egg culture systems b
using reverse genetics to rescue r
 
In FY 2008, CBER accomplished all of it targets for this goal.  CBER facilitated rapid development a
evaluation of a new pandemic vaccine through multip
 
♦ Completing production of an H5 reassortant, "Influenza A virus reassortant A/Duck/Laos/3295

(H5N1), DUCK/LAOS-PR8/CBER-RG1 reference strain" and distributing it to the recipients 
including the National Institute for Biological Standards and Control (NIBSC) in the UK and Taiwa
CDC in China; 

♦ Characterizing attenuated reassortant of A/duck/Laos/3295/06 with modified internal gene;    
♦ Completing collaborative calibration (with National Biological Standards Board-UK) for 

A/Anhui/2/2005 
 
CBER 
pandemic influenza vaccines.  The guidelines, co-authored by WHO, FDA and Health Canada, resulted
from three technical workshops that were convened with representation of national regulatory authoriti
NRAs) fro(

key regulatory authorities engaged in and responsible for pandemic influenza vaccine regulation and to 
develop regulatory guidelines for preparedness of human pandemic influenza vaccines.  The guidelines 
are intended to provide, both NRAs and vaccine manufacturers, state of-the art advice concerning 
regulatory pathways for human pandemic influenza vaccines; regulatory considerations to take into 
account in evaluating the quality, safety and efficacy of vaccine candidates; and requirements for 
effective postmarketing surveillance of human pandemic influenza vaccines. 
 
 7. Number of high risk registered domestic blood bank and biologics manufacturing inspections.  
(234202) 
 
Context: FDA will increase risk-based compliance and enforcement activities by inspecting the highes
priority registered manufacturers of biological products.  The highest priority firms will be those whose 

perations are determined to be the highest risk, new product to
evaluate and stratify
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ensure compliance with Current Good Manufacturing Practices (CGMPs), and to ensure, as appropriat
the safety, purity and potency of biological products.  The biologics inventory includes high-risk 
establishments such as blood collection facilities, plasma fractionator establishments, and vaccine 
manufacturing establishments, especially seasonal and pandemic influenza vaccines.  In FY 2010, the 
target has been increased to 1,000 inspections to reflect historical accomplishments. 
 
Performance:  In FY 2008, FDA exceeded the high risk inspection goal of 870 by inspecting 1,0
banks and biologics manufacturing establishments. 

8. Number of highest priority human tissue establishment inspections.   (234203) 
 
Context: Beginning in FY 2006 as a result of new regulations, the 

e, 

14 blood 

 

human tissue inspection goal was 
ess 

ine 

 

spections 

created.  FDA’s responsibility for enforcing the new regulations and the need to quickly ass
compliance makes tissues one of the highest priorities.  Two new rules took effect regarding human 
tissue: one requiring tissue facilities to register with FDA became effective January 2004; while the 
“Donor Eligibility Rule” became effective May 2005.  The Field conducts tissue inspections to determ
if human tissues for transplantation are in compliance with FDA tissue regulations and to assure 
consumer protection from unsuitable tissue products and disease transmission which may endanger public
health.  In FY 2009, FDA increased this goal by 55 additional tissue inspections, over the FY 2008 target, 
in order to cover more of the firms that registered as a result of the new regulations.  In FY 2010, the 
target was increased by 138 inspections. 
 

erformance:  In FY 2008, FDA exceeded the human tissue goal of 325 by conducting 383 inP
under new regulations. 
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FDA Online Performance Appendix Performance Measures Table  

Program: Animal Drugs and Feeds Program  
     
Long Term Objective: Increase the number of safe and effective new medical products available to 

atients.  p
  

Measure FY Target Result 
2010 90% w/in 180 days Jan 2012 243201: Complete review and 

2009 90% w/in 180 days Jan 2011 
ac ion on original NADAs & 
reactivations of such applications 

t

2008 90% w/in 180 days Jan 2010 

2007 90% w/in 200 days 100% of 7 w/in 200 days  
(Target Exceeded)

2006 90% w/in 230 days 100% of 7 w/in 230 days  
(Target Exceeded)

received during the fiscal year. 
(Output) 

2005 90% w/in 270 days 100% of 4 w/in 270 days  
(Target Exceeded)

2010 90% w/in 680 days Jan 2012 

2009 90% w/in 700 days Jan 2011 

243202: Complete review and 
action on Non-administrative 
original ANADAs and reactivations 
of such applications received during 
the fiscal year. (Output) 2008 N/A NA 

 
  

Measure  Data Source  Data Validation  

243201 
243202 

Submission Tracking and 
Reporting System 
(STARS).  

STARS tracks submissions, reflects the Center’s target submission 
processing times and monitors submissions during the developmental or 
investigational stages and the resulting application for marketing of the 
product.  

  
Long Term Objective: Detect safety problems earlier and better target interventions to prevent harm to 
consumers.  

  
Measure FY Target Result 

2010 250 December, 2010 244202

2009 233 December, 2009 

: Number of domestic and 
foreign high risk animal drug and 
feed inspections.   (Output)  

2008 233 244 
(Target Exceeded)

2010 490 December, 2010 244203

2009 490 December, 2009 

2008 490 555 
(Target Exceeded)

2007 490 523 
(Target Exceeded)

: Number of targeted 
prohibited material BSE 
inspections.  (Output)  

2006 N/A 516 
(Historical Actual) 
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Measure FY Target Result 

N/A 588 
(Historical Actual) 2005 

  

Measure  Data Data Validation  Source  
244202 ORA uses two n information t y systems to track and d 

ance tivities: hments and Com cking 
stem (FAC d the O strative System pport 

IS). FA cludes  inspections; fie ample 
tions; la ory analyses; and, nt on each. OASIS, 

rdinated w S. Custo ction, provides d t FDA 
regulated products are being imported as well as where th
provides info n on com ed to im
developing the Mission Accomplishment and Regulatory Co
(MARCS) sy ARCS capabiliti  
systems and i e addition

244203  Systems.  perform
Sy
(OAS
collec
coo

Field Data  mai echnolog verify fiel
goal ac
TS) an

 the Field Accomplis
perational and Admini

pliance Tra
 Import Su

CTS in
borat

data on the number of
the time spe

ld exams; s
which is 

ith U. ms and Border Prote ata on wha
ey are arriving. It also 
ports. FDA is currently 

mpliance Services 
rmatio pliance actions relat

stem. M
nclud

 will incorporate the 
al functionality.  

es of these two field legacy

  
1. Complete review and action on original NADAs & reactivations of such a ed 

43201) 
 
C 10 g d targe zation of ADU ntinued 
a eframe(s) over a five-year period (FY 2009-FY 2013 e goal and 
targets reflect e Center’s ability to maintain FY 2008 review time 
frames for specified new animal drug application reviews.   
 
P ce:  Based on the final performance update for FY 2007, FDA exceeded all ADUFA 
performance goals.  FDA reviewed and acted on all seven (7) original NADAs and reactivations of such 

ions 7 
anc Y 2008 

 
2. Complete review and action on Non-administrative original ANADAs and reactivations 

is new measure reflects the FY 2008 au orization of the new Animal Generic Drug User 
Fee Act (AGDUFA).  The FY 2009 and FY 2010 goa and reflect one of the AG user fee 
goals to complete the review of 90% of specified abbreviated applications for the approval of 
a  decreasing time frames over a five-year period ( 3).    
 
Performance:  AGDUFA is a new performance goal and target as of FY 2009.  Perform  data is not 
available to report in this budget submission since the progr  currently underg ion.   
 
3.  foreign h sk animal drug and feed inspection
 
C y for this revised goal are to reduce the occurrence 
of illness and death by focusing resources on manufacturing establishments and other industry 
components that have the greatest potential for risk.  This will result in different in ies as 
establishment processes come under co nd present low sk, or as new risks are identified.  In FY 
2008, this revised goal focused on pre-market approval inspections and implemen MP 
inspection plans for animal drug and feed manufacturing facilities that utilized risk modeling to identify 
the highest risk firms to be inspected.  The FY 2008 target was ntained in FY 2009 because this was a 
new, risk-based goal for which we had no historical experience, and were unsure how the new site-

pplications receiv
during the fiscal year.   (2

ontext:  The FY 2009 and FY 20
chievement of statutory review tim

 one of the ADUFA user fee goals and th

oal an ts reflects reauthori FA and co
).   Th

erforman

applicat  received during FY 200
e assessment for F

within 200 days.  As of September 30, 2008, the preliminary 
data indicates FDA has exceeded the ADUFA goal(s).     perform

of such applications received during the fiscal year.  (243202) 
 
Context:  Th th

l  targets DUFA 
generic new 

FY 2009-FY 201nimal drugs within incrementally

ance
oing implementatam is

  Number of domestic and

ontext:  Important features of the risk-based strateg

igh ri s.  (244202) 

spection frequenc
ntrol a er ri

ting risk-based cG

mai
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selection met would evolve.  I  2010, the target is being slightly increased as a result of the 
FY 2009 Appropriation while evaluatio e new metho y continues. 
 
Performance: In FY 2008, FDA exceeded this inspection goal of 233 by inspecting 244 high risk animal 
drug and feed establishments. 
 
4 er  pr
 
Context:  FDA developed 
enforcement action to ensu
regulations.  Using an inve ng 
prohibited material, FDA w
BSE feed rule.  Inventories ch 
as consolidations, business 
 
Performance: In FY 2008
prohibited materials as part  
 

hodology n FY
n of th dolog

.  Numb of targeted ohibited material BSE inspections   (244203) 

a comprehensive public protection strategy of education, inspection and 
re compliance with the Bovine Spongiform Encephalopathy (BSE) feed 
ntory of all known renderers and feed mills processing products containi
ill continue to conduct annual inspections to determine compliance with the 

 of these firms may vary from year to year based on changes at the firm su
closures, relocations, etc.   

, FDA completed the inspection of all 555 firms known to be processing with 
of a concentrated effort to prevent an outbreak of BSE in the U.S.

 
 
 

 37



FDA Online Performance Appendix Performance Measures Table  

Program: Medical Devices and Radiological Health  

 the best available science.  

   
Long Term Objective: Improve the medical product review process to increase the predictability and 
ransparency of decisions usingt

  
Measure FY Target Result 

2010 60% in 180 days and 
90% in 295 days Jan 31, 2012 

2009 60% in 180 days and 90% 
in 295 days Jan 31, 2011 

2008 60% in 180 days and 90% 
in 295 days Jan 31, 2010 

253203: Percentage of received Original 
Premarket Approval (PMA), Panel-
track PMA Supplement, and Premarket 
Report Submissions reviewed and 
decided upon within 180 and 295 days. 
(Outcome)  

2007 90% in 320 days 96% of 33  
(Target Met)

2006 NA 81% of 40  
(Target Met)

2005 NA N/A 

2010 85% in 180 days and 
95% in 210 days Jan 31, 2012 253204

2009 85% in 180 days and 95% 
in 210 days Jan 31, 2011 

2008 85% in 180 days and 95% 
in 210 days Jan 31, 2010 

2007 90% 97% of 132  
(Target Met)

2006 N/A 95% of 136  
(Target Met)

: Percentage of 180 day PMA 
plements reviewed and decided upon 

within 180 and 210 days. (Outcome)  

2005 N/A 95% of 101  

sup

(Target Met)

2010 90% in 90 days and 98% 
in 150 days Jan 31, 2012 253205

2009 90% in 90 days and 98% 
in 150 days Jan 31, 2011 

2008 90% in 90 days and 98% 
in 150 days Jan 31, 2010 

2007 80% in 90 days 92% of 3,531  
(Target Met)

2006 N/A 91% of 3,530  
(Target Met)

: Percentage of 510 (k)s 
(Premarket Notifications) reviewed and 
decided upon within 90 and 150 days. 
(Outcome)  

2005 N/A 91% of 3,382  
(Target Met)

2010 300 December, 2010 253201

2009 300 December, 2009 

2008 300 301 
(Target Exceeded) 

: Number of Medical Device 
Bioresearch Monitoring (BIMO) 
inspections. (Output)  

2007 295 323 
(Target Exceeded) 
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Measure FY Target Result 

N/A 336 
(Historical Actual) 2006 

2005 N/A 335 
(Historical Actual)

2007 290 days Feb 28, 2010 253206: Reduction in FDA’s total 

2006 N/A Oc 9 t 31, 200
approval time f st 50 percent 

 

me)  

(Historical Actual) 

or the faste
As approvof expedited PM ed, using the 

submission cohort for FYs 2005-2007. 
The baseline for this goal is the three 
year average of total FDA approval time
for the fastest 50 percent approved for 
the applications filed during FYs 1999-
2001. (Outco

2005 N/A 322 days 

MDUFMA, and MDUFMA as amended review goa oals 253203, 253204, and 153205) are A 
review time only, and do not include time that s when t ing to ques  raised 
by FDA.  This means that FDA cannot determine exactly when all the applications in a review e 
completed.  The actual results reported for this goal are as of the tim ted, and as the final  the 
cohort are resolved, small changes to previously reported results may occur. 
 

ls (G
elapse

 based on FD
tions or issues
 

he sponsor is respond
cohort will b

applications ines no

Measure  Data Source  Data Validation  

253203 CDRH Premarket 
253204 
253205 
253201 
253206  

Tracking System and 
Receipt Cohorts and 
Field Data Systems.  

To hel re A ng and re ket 
activities, CDRH utilize ket Tracking Sys tains 
various types of  Premarket submissions. FDA 
emplo ain and repor  
among these are groupin  submissions i nd 
receip ts. Decision cohorts are groupings of sub  which 
a decision was made within a specified time frame, w horts are 
groupi submissions t re received within a s e. 
The Prem rformance goals are based on receipt cohorts. Final data 
for receipt c horts are usually not available at the end ion 
year. Because the review o cation received o f the 
submission year,  time frame, may not be 

mpl r at inal data fo on or 
al year may not ear or more after the end of the 

goal y

p ensu gency consistency in tracki
s the Premar

porting Premar
tem, which con

data taken directly from the
conventions for monitoring 

gs of Premarket
ys cert ting performance;

nto decision a
missions upon
hile receipt co

t cohor

ngs of 
arket pe

hat we pecified time fram

o of the submiss
n the last day of an appli

 e.g., a PMA with 180 day
 least 6 months or longer, f

ailable for u
co
go

eted fo r the submissi
 be av p to a y

ear.  

 
Long Term Objective: Prevent safety problems by modernizing science-based stand  to 
ensure high-quality manufacturing, processing, and distribution.  

  

ards and tools

Measure FY Target Result 
2010 97% De 10 cember 31, 20

2009 97% 

254101

De 9 cember 31, 200

2008 97% 97% 
(Target Met)

2007 97% 97% 

: Percentage of an estimated 
8,800 domestic mammography facilities 
that meet inspection standards, with less 

(Target Met)

2006 N/A 97% 
(Historical Actual)

than 3% with Level I (serious) 
problems. (Outcome)  

2005 N/A 97% 
(Historical Actual) 
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Measure FY Target Result 
2010 1,365 Decem 2010 ber, 254201

2009 1,340 Decem 2009  ber, 

: Number of domestic and 
foreign Class II and Class III device 
inspections.  (Output)  

1,431 2008 1,270 (Target Exceeded)

2007 1,195 1,468 
(Target Exceeded)

2006 N/A 1,506 
(Historical Actual)

2005 N/A 1,495 
(Historical Actual) 

  

Measure  Data Source  Data Validation  

254101  Mammography Program 
Reporting and 
Information System 

The Mammography Program Reporting and Information System (MPRIS)
is a set of applications used to support all aspects of the FDA 
implementation of the Mammograph

(MPRIS)  

 

y Quality Standards Act of 1992. This 
includes the collection, processing and maintenance of data on 
mammography facility accre ation, FDA inspections and 
compliance actions. MPRIS is pository of 

 

ditation and certific
 envisioned as a centralized re

information that supports FDA’s mission to improve the quality of 
mammography and improves the overall quality, reliability, integrity, and
accessibility of facility certification, inspection, and compliance data by 
eliminating multiple versions of the data while expanding and automating 
data edits, validation, and security of a single integrated database.  

254201  Field Data Systems.  

 

d 

eveloping the Mission Accomplishment and Regulatory 
Compliance Serv es (MARCS) system. MARCS will incorporate the 

ORA uses two main information technology systems to track and verify 
field performance goal activities: the Field Accomplishments and 
Compliance Tracking System (FACTS) and the Operational and 
Administrative System Import Support (OASIS). FACTS includes data on
the number of inspections; field exams; sample collections; laboratory 
analyses; and, the time spent on each. OASIS, which is coordinated with 
U.S. Customs and Border Protection, provides data on what FDA regulate
products are being imported as well as where they are arriving. It also 
provides information on compliance actions related to imports. FDA is 
currently d

ic
capabilities of these two field legacy systems and include additional 
functionality.  

  
Long Term O Improve information systems for pr etection and public ication 

  

bjective: oblem d commun
about product safety.  

Measure FY T  arget Result 
2010 95% Decem , 2010 ber 31

2009 95% December 31, 2009 

98% 2008 95% (Targe ededt Exce )

252201: Participation rate of fac
the MedSun Network. (Ou

ilities in 
tcome)  

2007 90% (Ta et) 
90% 

rget M
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Data Measure  Data Validation  Source  
252201  CDRH 

Adverse 
FDA’s ad

Events 
Reports  

verse ev orting system est component is t  
Surveillance Netw edSun) prog edSun is an initiat
educate all health professionals about ical importance of being  of, 
monitoring for, a rting adverse  medical errors a  
FDA and/or the m urer, and to e that new safety informat dly 
communicated to dical commu reby improving p

ent rep
ork (M

’s new
ram. M

he Medical Device
ive designed both to 

 the crit
 events,

 aware
nd other problems tond repo

anufact
 the me

nsure 
nity the

ion is rapi
atient care.  

 
1. Percentage of received Original Premarket Approval (PMA), Panel-track PMA Supplement, 
and Premarket Report Submissions reviewed and decided upon within 180 and 295 203) 
 
Context:  Complete decision constitutes the compre nsive review of the application package initially 
received by FDA and FDA   PMAs involve potenti ost 
chance of significantly improving the treatment of patients.  The DUFMA, and 

A d
 tim o

meet FDA’s standards for safety and
applications ore time to o ance 
targets for Original PMA application
within 180 days and 90% within 295
2012. 
 
Performance:  CDRH has exceeded
96% of Original PMA applications w
standard PMAs is 295 days.  The FY l 

01
 

2. Percentage of 180 day PMA su 0 days. 
(253204)    
 
Context:  Complete decision constitu
received by FDA and FDA’s decisio
for each application: approval, appro l.  
PMAs involve potentially high-risk d  the 
treatment of patients.  Supplemental ved 
products such as technology changes
complete the review process for these products quickly and thoroughly.  Due to the renegotiation of 
MDUFMA, the Performance targets for 180 day PM Supplements will be to arrive at a decision on 85% 

 
Performance as exceeded performance for this goal in FY 2007 by reviewing iving at a 

 applications.  The FY 2008 performance data for this goal will not 

 
3. Percentage of 510(k)s (Premarket Notifications) reviewed and decided upon within 90 and 150 
days. (253205) 
 
Context:  Complete decision constitutes the comprehensive review of the application package initially 
received by FDA and FDA’s decision letter.  A deci n will result in one of the follo ions 
for each application: substantially equivalent or not substantially equivalent.  This goal for review and 

 days. (253

he
’s decision letter. ally high-risk devices with the m

 steps taken in M
MDUFM
approval

as amended, that will re
es for all filed applicati

 will take m

uce approval times for PMA applications are expected to reduce 
ns, while recognizing that some applications may not ultimately 
 effectiveness and that performance measures based on all 
bserve.  Due to the renegotiation of MDUFMA, the Perform
s will be to arrive at a decision on 60% of Original PMA applications 
 days.  This target will remain stable from FY 2008 through FY 

 performance for this goal in FY 2007 by arriving at a decision on 
ithin 320 days. The current baseline for FDA decision time for 
 2008 performance data for this goal will not be available unti

January 2 0. 

pplements reviewed and decided upon within 180 and 21

tes the comprehensive review of the application package initially 
n letter.  A decision will result in one of the following designations 
vable, approvable pending GMP inspection, not approvable, denia
evices that have the highest likelihood of significantly improving
applications are generally submitted for changes in already appro
 or the addition of a new indication.  It is essential that FDA 

A 
of applications within 180 days and 95% within 210 days.  This target will remain stable from FY 2008 
through FY 2012. 

:  CDRH h  and arr
decision on 97% of PMA Supplements
be available until January 2010. 

sio wing designat
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decision on 510(k)s within 90 days addresses the statutory view a 510(k) within 90 days.  
Due to the renegotiation of MDUFMA, the Performance ta will be to arrive at a decision 

f a ons wi Y 
ug 2. 

 
Performan H ha t a 
decision on 92% of 510(k
January 2010. 
 

Y 2009, 
o a 

duction in FDA’s total approval time for the fastest 50 percent of expedited PMAs approved, 
the submission cohort for FYs 2005-2007. The baseline for this goal is the three year average of 

 
FMA commits FDA to significant improvements in device review performance. This is 

important to the entire device industry, which is expanding in size and technical complexity. The industry 

ith timeliness, quality, scientific consistency, and international harmonization. Most of the 
evice industry is small and rapidly changing. Many small and new start-up firms rely heavily on FDA 

 
ited 

 also for the most complex (Class III) devices, and also have significant clinical 
impact.  For example, a drug-eluting cardiac stent could, if used properly, reduce repeat angioplasty of 

 
al time for the fastest 50 percent of Original PMAs approved for the FY 

003-2005 cohort is 322 days compared to 360 days for the baseline FY 1999-2001 submission cohort.  

of an estimated 8,800 domestic mammography facilities that meet inspection 
tandards, with less than 3% with Level I (serious) problems. (254101) 

 requirement to re
rgets for 510(k)s 

on 90% o
2008 thro

pplicati
h FY 201

ce:  CDR

thin 90 days and 98% within 150 days.  This target will remain stable from F

s exceeded performance for this goal in FY 2007 by reviewing and arriving a
)s.  The FY 2008 performance data for this goal will not be available until 

4. Number of Medical Device Bioresearch Monitoring (BIMO) inspections. (253201) 
 

ontext:  FDA’s mission includes assuring the protection of human research subjects, the quality and C
integrity of research, and the advancement of new medical technologies.  A FDA-regulated research 
community that consists of Clinical Investigators, Sponsors and Monitors, and Institutional Review 
Boards has a shared responsibility to oversee this research in a truthful and ethical manner.  For F
this performance goal continues to reflect the FY 2007 change in the selection of firms for inspection t
more risk based approach.  There are no projected changes to this goal in FY 2010. 
 
Performance: In FY 2008, FDA exceeded this goal of 300 by conducting 301 medical device related 
Bioresearch Monitoring inspections. 
 
5. Re

sing u
total FDA approval time for the fastest 50 percent approved for the applications filed during FYs 1999-
2001. (253206) 

Context:  MDU

is relying on FDA to take a leadership role in regulating a rapidly emerging frontier of medical device 
technology w
d
for guidance and outreach, and the reviews from these firms take extra FDA time and energy. 

• About 25 percent of PMAs are for breakthrough technologies; and 
• Over 25 percent of PMAs are from first-time submitters. 

 
The area of expedited devices is particularly important because they are the most complex, raise new 
medical and scientific issues, and FDA often works with first time or small device sponsors. These
devices are for uses that have not been approved yet, and could have great clinical impact. Our exped
program is the area where we have the most improvements to make. 
 
Standard PMAs are

bypass surgery by 15-30 percent. 

Performance:  The FDA approv
2

 
6. Percentage 
s
 
Context:  This goal will ensure that mammography facilities remain in compliance with established 
quality standards and improve the quality of mammography in the United States.  Under the 
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Mammography Quality Standards Act (MQSA), which was reauthorized in 2004, annual MQSA 
inspections are performed by trained inspectors with FDA, with State agencies under contract to FDA, 
and with States that are certifying agencies.  State inspectors conduct approximately 90 percent of 
inspections.  Inspectors perform science-based inspections to determine the radiation dose, to assess 

hantom image quality, and to empirically evaluate the quality of the facility's film processing.  MQSA 

A 
hese include: an Internet website, collaboration with NIH to provide a list of MQSA-

ertified facilities, and a toll-free facility hot line.   

erformance:  FDA met this goal in FY 2008 by ensuring that 97 percent of an estimated 8,800 

 by 

. Number of domestic and foreign Class II and Class III device inspections. (254201)   

ting unsafe and ineffective devices from reaching the consumer will 
e advanced by detecting and intercepting unsafe and ineffective product at the manufacturing level.  By 

o FY 2008 Supplemental funding increases in the Field Devices Program.  For FY 2010, 
the target has been increased to 1,365 to reflect the FY 2009 Appropriations. 

 reporting with the Medical 
twork of user facilities that constitute a 

presentative profile of user reports.  MedSun is a critical component in increasing the percent of the 
of 

s in MedSun Network to 98% and 
aintained a cohort of 350 facilities. 

 

p
requires FDA to collect fees from facilities to cover the cost of their annual facility inspections.  FDA also 
employs an extensive outreach program to inform mammography facilities and the public about MQS
requirements.  T
c

 
P
mammography facilities met inspection standards with less than 3 percent level 1 (serious) problems.  
Inspection data continue to show facilities' compliance with the national standards for the quality of 
mammography images.  Improving the quality of images should lead to more accurate interpretation
physicians and, therefore, to improved early detection of breast cancer.  FDA works cooperatively with 
the States to achieve this goal. 
 
7
  
Context:  The ultimate goal of preven
b
utilizing risk-based inspection strategies and focusing on surveillance throughout a products life-cycle 
FDA will be better able to protect the public health by ensuring both the quality and effectiveness of 
medical devices available in the U.S. marketplace.  The FY 2009 target was increased to 1,340 
inspections due t

 
Performance:  FDA exceeded the FY 2008 medical device performance goal of 1,270 by inspecting 
1,431 foreign and domestic high-risk Class II and Class III medical device manufacturers.    
 
8. Participation rate of facilities in the MedSun Network. (252201) 
 
Context:  FDAMA gives FDA the mandate to replace universal user facility
Product Surveillance Network (MedSun) that is composed of a ne
re
population covered by active surveillance, which will allow for more rapid identification and analysis 
adverse events.  FDA will ensure the active participation of 95% of Medsun facilities in FY 2009. 
 
Performance:  In FY 2008, FDA expanded actively participating site
m
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FDA Online Performance Appendix Performance Measures Table  

Program: National Center for Toxicological Research (NCTR)  
 

Long Term Objective: Provide consumers with clear and timely information to protect them 
from foodborne illness and promote better nutrition. 
 

Measure FY Target Result 

2010 ata collected in the December 2010 Interpret d
Delta Vitamin Obesity Study 

2009 N/A N/A 

262401: Develop biomarkers to assist 
in identifying the correlation between 
an individual’s nutrition, genetic 
profile, health, and susceptibility to 
chronic disease in support of 
personalized nutrition and health. 
(Output) 

2008 N/A N/A 

   

 

Measure  Data Source  Data Validation  

262401 NCTR Project Management System; peer-
review through FDA/NCTR Science 
Advisory Board and the NTP Scientific 
Board of Counselors; presentations at 
national and international scientific 
meetings; use of the predictive and 
knowledge-based systems by the FDA 
reviewers and other government regulators; 

NCTR provides peer-reviewed research that supports 
FDA’s regulatory function. To accomplish this mission, it
is incumbent upon NCTR to solicit feedback from its 
stakeholders and partners, which include FDA produ
centers, other government agencies, industry, and 
academia. The NCTR Science Advisory Board (SAB)—
composed of non-government scientists from industry, 
academia, and consumer o

and manuscripts prepared for publication in 
peer-reviewed journals. 

experts representing all of the FDA product centers—
guided by a charter that requires an intensive review of
each of the Center’s scientific programs at l

 

ct 

rganizations, and subject matter 
is 

 
east once 

every five years to ensure quality programs and overall 
s regulatory needs. Scientific and 

monetary collaborations include Interagency Agreements 

 often 

according to a standardized process outlined in the 
“NCTR Protocol Handbook.” NCTR’s Project 
Management System tracks all planned and actual 
expenditures on each research project. The Quality 
Assurance Staff monitors experiments that fall within the 
Good Laboratory Practices (GLP) guidelines. NCTR’s 

nual report of research accomplishments, goals, and 
ublications is published and available on FDA.gov. 

Research findings are published in peer-reviewed journals 
and presented at national and international scientific 
conferences. 

applicability to FDA’

with other government agencies, Cooperative Research 
and Development Agreements that facilitate technology 
transfer with industry, and informal agreements with 
academic institutions. NCTR also uses an in-house 
strategy to ensure the quality of its research and the 
accuracy of data collected. Research protocols are
developed collaboratively by principal investigators and 
scientists at FDA product centers and are developed 

an
p
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Long Term Ob ducts 
available to patients.   

 

jective: Increase the number of safe and effective new medical pro

Measure FY Target Result 

2010 

ess based upon the 
liver toxicity knowledge base 

velop translat arkers 
udying pediat cts (e.g. 

1) Demonstratable tool to use in the 
drug-review proc

2) De
for st

able biom
ric produ

ketamine, methylphenidate)

December 2010 

2

263101: Use new omics 
echnologies and pattern-

009 
Analyz

attern-recognition ithms to 
other tissues and diseases

December 20
e imaging data by application 

of p  algor 09 

2008 

mics data in the r  process 
etermine limitati  the 

algorithms (e.g. staging disease) 

1) 7 VXDS su ions 
reviewed usin cs tools 
(Target Met) 
2) Algorithm able to classify 
four disease categories  

1) O
2) D

eview
ons of

bmiss
g omi

(Target Met) 

2007 

1) System
2) Proof-o
recogni
brain sc

s b
f-p

tion c
an in

iology in drug review  
rinciple that pattern 
an supplement MRS 
terpretation 

1) Urinary biomarkers for 
kidney failure  
(Target Met) 
2) AZT effects on 
mitochondria  
(Target Met) 
3) Prototype algorithm was 
successfully developed from 30 
MRS brain scans  
(Target Met) 

2006 N/A 
Hepatotoxicity of Type 2 
diabetes drugs  
(Target Met) 

t
recognition algorithms to 
analyze imagin arly-
stage disease d d to 
s
c
w

2005 

 gene 

g data for e
iagnosis an

tudy how an FDA-regulated 
ompound or product interacts 
ith the human body. (Output)  

N/A 

1) Biomarkers of liver toxicity  
(Target Met) 
2) PPAR effects on liver-gene 
expression 
 (Target Met) 
3) Age-related changes in
expression  
(Target Met) 

2010 Add metabol
Arra

omics module to 
yTrack™ December 2010 263102

2009 Expand ArrayTrack™ December 2009 

2008 Bioinformat  ics data package SNPTrack Version 1 developed
(Target Met) 

: Develop computer-
based models and infrastructure 
to predict the health risk of 
biologically active products. 
(Output) 

2007 Utility of Ar
for reviewer

(Target Met) 

ray Track™ and training 
s 

1) JMP® and ArrayTrack™ 
integration  
(Target Met) 
2) Regulatory training on 
ArrayTrack™  
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Measure FY Target Result 

2006 Interpret DNA study using 
ArrayTrack™ 

Microarray studies on 
nutritional supplements, 
comfrey and aristolochic acid. 
(Target Met) 

2005 ArrayTrack™ implemented Develop a computer-based system to 
integrate databases, libraries and 
analytical tools  (Target Met) 

 

Measure  Data Source  Data Validation  

263101 NCTR Project Mana
263102  

gem ste
review through FDA/NCTR Scien
Board and the NTP Scientific Boa
Counselors; presentations at natio
international scientific m s; 
predictive and knowledg d systems by the 
FDA reviewers and other government 
regulators; and manuscripts prepared for 
publication in peer-reviewed jour

-re hat supports 
gulatory function. To accomplish this mission, 

 N om its 
d partne ct 

ernm dustry, and 
academia. The NCTR S
(SAB)—composed of n  from 
industry, academia, and anizations, and 

r
is gui  that requires an 
f each of the Center’s scientific 

 at least once nsure 
rams and o

regulatory needs. Scien tary 
collaborations include I  
other government agen
Development Agreeme
transfer with industry, a reements with 
academic institutions. N  

y to ensure the q e 
cy of data collec tocols are often 

developed collaborative
scientists at FDA produ
according to a standard
“NCTR Protocol Hand

ement System tr  and actual 
ex itures on each re
Assurance Staff monito
the Good Laboratory Practices (GLP) guidelines. 
NCTR’s annual report omplishments, 

lications vailable on 
FDA.gov. Research fin d in peer-

 journals and p  and 
tional scientific 

ent Sy m; peer-
ce Advisory 

NCTR provides peer
FDA’s re

rd of 
nal and 
use of the 

it is incumbent upon
stakeholders an
centers, other goveeting

e-base

nals.  subject matter experts 
product centers—
intensive review o
programs
quality prog

viewed research t

CTR to solicit feedback fr
rs, which include FDA produ

ent agencies, in
cience Advisory Board 
on-government scientists
 consumer org
epresenting all of the FDA 
ded by a charter

every five years to e
verall applicability to FDA’s 
tific and mone
nteragency Agreements with
cies, Cooperative Research and 
nts that facilitate technology 
nd informal ag
CTR also uses an in-house

uality of its research and th
ted. Research pro
ly by principa

strateg
accura

l investigators and 
ct centers and are developed 
ized process outlined in the 
book.” NCTR’s Project 
acks all planManag

pend
ned

search project. The Quality 
rs experiments that fall within 

of research acc
goals, and pub  is published and a

dings are publishe
reviewed
interna

resented at national
conferences.  

 
Long Term Objective: Improve the medical product review process to increase the 
predictability and transparency of decisions using the best available scie

 
nce.   

Measure FY Target Result 
263201: Develop science base 
for supporting FDA regulatory 
review of new and emerging 
technologies. (Output)  

2010 

Validate SOPs for detection of 
nanoscale materials in FDA- 
regulated products in collaboration 
with ORA/ARL 

0 December 201
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Measure FY Target Result 

2009 Operational joint NCTR/ORA 
ity Nanotechnology Core Facil December 2009 

2008 N/A N/A 
 

Measure  Data Source  Data Validation  

263201 NCTR Project Management System; 
peer-review throu  
Science Advisory TP 

NCTR provides peer-reviewed research that supports FDA’s 
regulatory function. To acco , it is incumbent 
upon NCTR to solicit feedb lders and 

artners t 
ies
(S

ndustry
tter e

 b of 
t  

ensure q
regulato e 
Interage
Coopera
facilitate
agreeme
house st
accuracy
develop
scientist o 
a standa
Handbo
planned e 
Quality 
the Goo
annual r
publicat  
findings ted at 
national 

gh FDA/NCTR
 Board and the N

Scientific Board of Counselors; 
presentations at national and 
international scientific meetings; use of 
the predictive and knowledge-based 
systems by the FDA reviewers and 
other government regulators; and 
manuscripts prepared for publication in 
peer-reviewed journals. 

p
agenc
Board 
i
ma
guided
the Cen

mplish this mission
ack from its stakeho

, which include FDA product centers, other governmen
, industry, and academia. The NCTR Science Advisory 
AB)—composed of non-government scientists from 

, academia, and consumer organizations, and subject 
xperts representing all of the FDA product centers—is 
y a charter that requires an intensive review of each 
er’s scientific programs at least once every five years to
uality programs and overall applicability to FDA’s 
ry needs. Scientific and monetary collaborations includ
ncy Agreements with other government agencies, 
tive Research and Development Agreements that 
 technology transfer with industry, and informal 
nts with academic institutions. NCTR also uses an in-
rategy to ensure the quality of its research and the 
 of data collected. Research protocols are often 

ed collaboratively by principal investigators and 
s at FDA product centers and are developed according t
rdized process outlined in the “NCTR Protocol 
ok.” NCTR’s Project Management System tracks all 
 and actual expenditures on each research project. Th
Assurance Staff monitors experiments that fall within 
d Laboratory Practices (GLP) guidelines. NCTR’s 
eport of research accomplishments, goals, and 
ions is published and available on FDA.gov. Research
 are published in peer-reviewed journals and presen
and international scientific conferences. 

 
Long Term Objective: Prevent safety problems by
tools to ensure high-quality manufacturing, process

 

 modernizing science-based standards and 
ing, and distribution.   

Measure FY Target Result 

2010 field situations 
2) Begin research on Bisphenol 
A (BPA), a component in baby 

1) Rapid 
foodborn
to fresh produce; evaluate in 

detection toolkits for 
e pathogens applicable 

bottles and formula containers

December 2010 

264101

2009 1) Rapid  detection   2
 pathogen

) Antibiotic resistance markers December 2009 

: Develop risk assessment 
methods and build biological dose-
response models in support of Food 
P

200

y and PCR-
ical assay 

developed  
(Target Met) 

rotection. (Output)  

8 

Ricin screening assay Cell-based assa
based biochem
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Measure FY Target Result 

007 

y ethods for 

(Target Me
2) Addition nella 
biochip  

Flow cytometry technolog 1) Test kits and m
pathogens  

t) 
al Salmo2

(Target Met) 

2006 N/A antibiotic resistance marke
Method to screen 131 

rs 
(Target Met) 

2005 N/A Salmonella biochip  
(Target Met) 

 

Data Source  Data Validation  Measure  

264101 ; 

selors; 
presentations at national and 
international scientific meetings; use of 
the predictive and knowledge-based 
systems by the FDA reviewers and other 
government regulators; and manuscripts 
prepared for publication in peer-
reviewed journals. 

m 
ect 

 
 

’s 

 tracks all 
planned and actual expenditures on each research project. The 

in 
P) guidelines. NCTR’s 

ents, goals, and 
publications shed and available on FD esearch 

-reviewed journ resented 
entific conferences. 

NCTR Project Management System
peer-review through FDA/NCTR 
Science Advisory Board and the NTP 
Scientific Board of Coun

NCTR provides peer-reviewed research that supports FDA’s 
regulatory function. To accomplish this mission, it is incumbent 
upon NCTR to solicit feedback from its stakeholders and 
partners, which include FDA product centers, other government 
agencies, industry, and academia. The NCTR Science Advisory 
Board (SAB)—composed of non-government scientists fro
industry, academia, and consumer organizations, and subj
matter experts representing all of the FDA product centers—is
guided by a charter that requires an intensive review of each of
the Center’s scientific programs at least once every five years to 
ensure quality programs and overall applicability to FDA
regulatory needs. Scientific and monetary collaborations include 
Interagency Agreements with other government agencies, 
Cooperative Research and Development Agreements that 
facilitate technology transfer with industry, and informal 
agreements with academic institutions. NCTR also uses an in-
house strategy to ensure the quality of its research and the 
accuracy of data collected. Research protocols are often 
developed collaboratively by principal investigators and 
scientists at FDA product centers and are developed according 
to a standardized process outlined in the “NCTR Protocol 
Handbook.” NCTR’s Project Management System

Quality Assurance Staff monitors experiments that fall with
the Good Laboratory Practices (GL
annual report of research accomplishm

 is publi
 publishe

A.gov. R
als and pfindings are d in peer

at national and international sci
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Long Term Objective: Detect safety problems earlier and better target interventions to prevent 
harm to consumers.   

 
Measure Y F Target Result 

2010 1) MAQC—draft guidance 
document for microarray standards
2) Identify gender-specific 
biomarkers that enabl mproved 
risk/benefit decisi r 
treatments 

D

e i
ons fo

ecember 2010 264201

2009 Biological effects nganese 
nanoparticles 

D of ma ecember 2009 

2008 Microarray data standards MAQC-II results are in and 15 
ts on track for March 
ission  

manuscrip
2009 subm
(Target Met) 

2007 
ket
Carb

a
on nanomaterials methods and 

mine research 
1) Ketamine-induced 
neurotoxicity in primate model  
(Target Met) 
2) Synthesis methods for 
nanotubes  
(Target Met) 

2006 

N/A 

1) Behavioral effects of 
acrylamide  
(Target Met) 
2) Concurrent 
neuropathological analysis  
(Target Met) 

: Develop standard 
biomarkers to establish risk 
measures for FDA-regulated 
products. (Output)  

2005 uman 

N/A 

1) Neuro-imaging in nonh
primates  
(Target Met) 
2) Data from PET technology  
(Target Met) 

 

Measure  Data Source  Data Validation  
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Measure  Data Source  Data Validation  

264201 NCTR Project 
nt System; 

rough 

nd the 
ientific Board of 

Counselors; presentations 
at national and 
international scientific 
meetings; use of the 
predictive and knowledg
based systems by the FDA 
reviewers and other 
government regulators; 
and manuscripts prepared
for publication in peer-
reviewed journals. 

NCTR provides peer-reviewed research that supports FDA’s regulatory 
tion. To accompli ssion, it is incumbent upon to solicit 

dbac rtners, w product 
centers, , and academia. The NCTR 
Science mposed of non-government scientists 
from ind anizations, and subject matter 
experts  product centers—is guided by a charter 
that requ sive review of each of the Center’s scientific programs at 

st onc ty p ll 
applicab regulatory needs. Scientific and monetary 

llabor greement
agencies, Cooperative Research and Developm
technology transfer with industry, and inform academic 
institutions. NCTR also uses an in-house strat he quality of its 

earch ften 
develop y principal investi
product centers and are developed according t process 
outlined in the “NCTR Protocol Handbook.” N nt 
System tracks all planned and actual expendit  research project. 
The Quality Assurance Staff monitors experim ithin the Good 

boratory Practices (GLP) guidelines. NCTR ch 
plishments, goals, and publications is p  

FDA.gov. Research find blished in  journals and 
presented at national an national scientif

Manageme
peer-review th
FDA/NCTR Science 
Advisory Board a
NTP Sc

e- co

 res

func sh this mi  NCTR 
fee k from its stakeholders and pa

other government agencies, industry
hich include FDA 

 Advisory Board (SAB)—co
ustry, academia, and consumer org

representing all of the FDA
ires an inten

lea e every five years to ensure quali
ility to FDA’s 

rograms and overa

ations include Interagency A s with other government 
ent Agreements that facilitate 

al agreements with 
egy to ensure t

 and the accuracy of data collected. R
ed collaboratively b

esearch protocols are o
gators and scientists at FDA 
o a standardized 
CTR’s Project Manageme

ures on each
ents that fall w

La
accom

’s annual report of resear
ublished and available on
peer-reviewedings are pu

d inter ic conferences. 

 
1. Develop biomarkers to assist in identifying the correlation between an individual’s 
nutrition, genetic profile, health, and susceptibility to chronic diseas
personalized nutrition and health. (262401)   

 
Context:  NCTR’s goal is to define the correlations between an individu n, health, 
and genetic profile.  This research will provide b seline data that supports the FDA goal of 

g cons nd timely information to help promote personalized nutrition and 
health.  Identifying biomarkers of health, susceptibility to chronic disease, and gene-
micronutrient interactions is essential to gaining a more complete scientific understanding of 
health.  NCTR is implementing a novel research program for personalized nutrition and health 
that relies on the “challenge homeostasis” concept for identifying markers of health and 
susceptibility.  This approach implements a safe, but acute, challenge to the body’s ability to 
regulate and maintain balance. NCTR will use its current omics capabilities, in conjunction with 
its expanded genomic analyses capabilities, to conduct this research.  The intervention design 
proposed by NCTR establishes a model that may be used by the emerging International 
Micronutrient Genomics Project that will compare gene-micronutrient interactions across 
populations and cultures.  
 
Performance:  The NCTR Division of Personalized Nutrition and Medicine (DPNM) developed 
a community-based participatory research strategy for personalizing healthcare.  The approach is 
to analyze genetic and nutrition interactions involved in the predisposition, development, and 
severity of obesity.  The Delta Vitamin pilot study was conducted in 2008 at the Boys, Girls, and 
Adults Community Development Center Summer Camp in collaboration with the USDA–
Agricultural Research Service Delta Obesity Prevention Research Unit.  This study introduced 

e in support of 

al’s nutritio
a

providin umers clear a
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the concept of biomedical research to the local community.   The research compared the 
participating children’s serum vitamin levels before and after a five week improved diet of 

ier roposed re  
study to include genetic and meta
2010 goal is to begin to define th to 
develop p co  
commun
 
2. Use n hnologies
for early osi roduct 
interacts .

 
Context: of new
metabolo  and
technolog ss
understan late
accelerate technolo
FDA accelerate its rate of innova
knowledge with microPET imagi
drug response.  Devices such as m
information will serve to individu , 
and allow for monitoring the effic

     
as 

rain 
ply pattern-recognition algorithms to identify 

 
 

t is 

y 

 

pport large datasets generated using new technologies such as 

 

health foods.  The p

ersonalized dietary re
ities. 

ew omics tec
-stage disease diagn
 with the human body

  With the advent 
mics, and genomics,
ies, FDA has the nece
d how an FDA-regu
d rate at which 

search program for the 2009 Delta Vitamin Study expands the
bolomic analyses of the local community participants.  The FY 
e correlations between an individual’s diet and genetic profile 
mmendations which may improve the health of individuals and

 and pattern-recognition algorithms to analyze imaging data 
s and to study how an FDA-regulated compound or p
 (263101)  

 technologies such as toxicoinformatics, proteomics, 
 the expanding capabilities of noninvasive imaging 
ary tools to detect disease at an earlier stage and to better 
d compound or product interacts with the human body.  The 
gical advances are being made in the marketplace dictates that 

tion in the regulatory-research arena.  Combining genomic 
ng is expected to facilitate the search for genetic predictors of 
icroPET that reveal clinical and pharmacogenomic 
alize medicine both for the diagnosis and treatment of disease
acy of treatment regimens. 

Performance: In FY 2008, NCTR scientists expanded a pattern-recognition algorithm that w
developed to increase the ease and accuracy of interpreting complex magnetic resonance 
spectroscopy (MRS) scans from more than 30 brain scans to include a set of almost 150 b
scans.  In FY 2009, the goal is to develop and ap
early biomarkers of brain disease and to use algorithms to analyze imaging data of other tissues
and diseases such as breast and prostate cancer.  NCTR’s FY 2010 goal in this area, to develop
translatable biomarkers for studying pediatric products, is especially critical as advances in 
pediatric and obstetric surgery have resulted in an increase in complexity, duration, and number 
of anesthetic procedures.  To minimize risks to children resulting from the use of anesthesia, i
necessary to understand the effects of anesthetic drugs on the developing nervous system by 
determining the time-course of neuronal-cell death induced by ketamine administered repeatedl
in living animals.  NCTR will conduct studies using noninvasive microPET imaging to 
determine clinical relevance to the pediatric population. 

3. Develop computer-based models and infrastructure to predict the health risk of 
biologically active products. (263102) 
 

ontext:  To effectively suC
toxicoinformatics, proteomics, metabolomics, and genomics, NCTR scientists develop and 
enhance scientific analytical software in collaboration with colleagues from government, 
academia, and industry to advance the incorporation of this data analysis into the regulatory 
process.  NCTR’s key objective is to develop computer-based models and infrastructure to 
predict the health risk of biologically active products.  ArrayTrack™ is software invented by 
NCTR scientists that allows for the management, analysis, and interpretation of vast amounts of
omics data, and is an important tool for the American public to benefit from the vast amount of 
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bioinformatic data being generated from the new technologies.  The expanded use of 
ArrayTrack™ and other bioinformatic tools allows FDA to support the rapid translation of 
scientific research into reliable and safer treatments, and better risk evaluations by improving the 
analysis and management of available data. 
  
Performance:  In FY 2008, NCTR developed a bioinformatics infrastructure, SNPTrack 
Version 1, for genotyping-data management, analysis, and interpretation which has been used in 

XDS reviews.  The FY 2009 and FY 2010 goals to expand ArrayTrack™ to accommodate the 

 Lilly for their clinical gene-expression data storage 
and baseline analysis.  ArrayTrack™ was chosen as Eli Lilly’s data management and analysis 

r gene-

 

Facility 

y research program will expand as 
the number of nanoscale products the regulated community seeks to market increases.  The FDA 

s, and 
a 

 

d exposure to nanoscale materials.  
Research plans in this area for FY 2010 include studies to quantify the migration of nanosilver 

ur.  

. Develop risk assessment methods and build biological dose-response models in support 

 
ood-

ct 

 

V
analysis of other omics data such as proteomics and metabolomics will even further simplify and 
enhance FDA’s data analysis and review process.  Another important accomplishment in FY 
2008 is the selection of ArrayTrack™ by Eli

tool because of its architectural structure, quality, security, and its ability to support thei
expression studies.  
 
4. Develop science base for supporting FDA regulatory review of new and emerging 
technologies. (263201) 

Context:  NCTR’s goal to develop a science base to support the FDA regulatory review of new 
and emerging technologies by establishing a joint NCTR/ORA Nanotechnology Core 
will strengthen the FDA’s ability to prevent potential health-endangering products from entering 
the marketplace.  It is anticipated that NCTR’s nanotechnolog

has already reviewed and approved some nanotechnology-based products, and expects a 
significant increase in the use of nanoscale materials in drugs, devices, biologics, cosmetic
food. Improved understanding of nanomaterials, their transport, and their toxicity will provide 
framework for regulatory guidelines for safe and effective use of nanomaterials in FDA-
regulated foods, cosmetics, and medical products and provide early recognition of potential 
safety issues before they become adverse events in the patient population.   
 
Performance:  In FY 2008, NCTR identified collaborations, funding, and resource requirements
to facilitate the establishment of the NCTR/ORA Nanotechnology Core Facility.  NCTR is 
currently conducting studies in FY 2009, which will extend into FY 2010, to understand the 
toxicological and biological impact of animal exposure to nanomaterials. It is important for FDA 
to understand the toxicological consequences of the administration of nanoscale drugs, 
intentional exposure to nanoscale devices, and unintende

from food-contact materials, and determine the conditions under which migration will occ
 
5
of Food Protection. (264101)   

Context:  To address research needs and build the FDA’s capability to assess and reduce f
related health threats, NCTR researchers evaluate key regulatory issues of food safety, condu
multidisciplinary studies to develop risk-assessment methods, and develop biological dose-
response models vital to food security.  Identifying the prevalence of antibiotic-resistant genes
and the genetic fingerprinting of these genes will help identify similar strains isolated from 
different samples.  Another food-related health threat, especially for infants and children, is the 
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presence of Bisphenol A (BPA), an endocrine disruptor that can mimic hormones and
compound used in a wide variety of household items including baby bottles, drinking bottle
liners for canned food.  NCTR will be initiating studies in collaboration with the NIEHS 
National Toxicology Program to address the

 a 
s, and 

 health concerns associated with exposures to low 
ses of BPA during critical periods of perinatal development.  Effects reported include 

nds, 

 

d 

presentations given at national meetings, including the annual Society of 
oxicology meeting in March 2008.  Both assay systems developed at NCTR will be applied in 

ion 
ts to human health.  In FY 2010 NCTR will work toward the 

development of rapid- detection toolkits for foodborne pathogens.  The goal is for these toolkits 

ucts. 

 
r FDA-

 of safe and effective 
edical products available to the public by integrating new automated tools and standards into 

l 

o 
ore 

 

sulting in more cost-effective product development. 
 

R organized and led the eighth Microarray Quality Control 
(MAQC) meeting as part of the second phase of the MAQC project, which is focused on the 

tory 
y 

can 

do
alterations in central nervous system (CNS) anatomy, lesions in prostate and mammary gla
urinary tract abnormalities, and the early onset of puberty.  

Performance:  NCTR will support the implementation of the Food Protection Plan by hiring 
five researchers and providing equipment to develop test systems for neurotoxins (including 
Class B select agents) and develop tests to rapidly identify and characterize strains of the 
foodborne microbial pathogen Salmonella.  NCTR’s development of a ricin-screening assay an
a PCR-based biochemical assay in FY 2008 resulted in three manuscripts being submitted for 
publication and five 
T
FY 2009 to validate new technologies for rapid identification of contaminants and intervent
strategies to reduce threa

to be applicable to fresh produce and also be usable in the field.  These goals and the goal to 
identify antibiotic-resistant markers will allow the FDA to reduce the spread of foodborne 
outbreaks and enable the development of intervention strategies to reduce the frequency of multi-
drug resistant pathogens in the U.S. food supply.   
 
6. Develop standard biomarkers to establish risk measures for FDA-regulated prod
(264201)   

Context:  NCTR’s research to develop standard biomarkers to establish risk measures fo
regulated products prevent potential health-endangering products from remaining in and 
continuing to enter the marketplace.  NCTR’s research increases the number
m
the review and evaluation of FDA-regulated products at all stages of the product lifecycle.  
FDA’s ability to identify gender-specific biomarkers will provide improved risk/benefit 
decisions for treatments.  The resulting treatments that focus on specific population needs wil
help provide personalized nutrition and medicine to the American public.  By increasing the 
understanding of the biological effects and toxicity of nanomaterials, FDA will be able t
identify biomarkers of toxicity, thus providing early recognition of potential safety issues bef
they become adverse events in the general population.  In addition, the regulatory guidelines for
nanomaterials will assist industry in identifying the most promising uses of this technology 
re

Performance:  In FY 2008, NCT

reproducibility of gene expression experiments and the standardization of microarray data 
analysis.  A document outlining “best practices” in the development and validation of 
microarray-based predictive models, published in 2008, will provide the research and regula
communities with a foundation to confidently use microarrays in clinical practice and regulator
decision-making.  The goal of this project is to ensure that accurate and reliable predictions 
be made based on an individual’s microarray profile and that companies will bring more 
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effective diagnostic tools to market.  It will also help in the FDA review process as more
based data is included with industry’s voluntary exploratory data submissions (VXDS).  The FY 
2009 goal to study the biological effects of manganese nanoparticles will help FDA to 
understand the toxicological consequences of exposure to nanomaterials.  The FY 2010 goal in 
this area, to identify gender-specific biomarkers that enable improved risk/benefit decisio
treatments, is expected to substantially reduce error rates when compared to using standard 
biomarkers which apply to both sexes.  

 array-

ns for 
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FDA Online Performance Appendix Performance Measures Table  

Program: Office of Regulatory Affairs (ORA)  
   

Long Term Objective: Improve the medical product review process to increase the predictability and 
transparency of decisions using the best available science.  

  
Measure FY Target Result 

2010 300 December, 2010 253201

2009 300 December, 2009 

2008 300 301 
(Target Exceeded)

2007 295 323 
(Target Exceeded)

2006 N/A 336 
(Historical Actual)

: Number of Medical Device 
Bioresearch Monitoring (BIMO) 
inspections. (Output)  

2005 N/A 335 
(Historical Actual) 

  

Measure  Data Source  Data Validation  

253201  CDRH Premarket 
Tracking System 
and Receipt 
Cohorts and Field 
Data Systems.  

To help ensure Agency consistency in tracking and reporting Premarket 
activities, CDRH utilizes the Premarket Tracking System, which contains 
various types of data taken directly from the Premarket submissions. FDA 
employs certain conventions for monitoring and reporting performance; among 
these are groupings of Premarket submissions into decision and receipt cohorts. 
Decision cohorts are groupings of submissions upon which a decision was made 
within a specified time frame, while receipt cohorts are groupings of 
submissions that were received within a specified time frame. The Premarket 
performance goals are based on receipt cohorts. Final data for receipt cohorts are 
usually not available at the end of the submission year. Because the review of an 
application received on the last day of the submission year, e.g., a PMA with 
180 day time frame, may not be completed for at least 6 months or longer, final 
data for the submission or goal year may not be available for up to a year or 
more after the end of the goal year.  

  
Long Term Objective: Detect safety problems earlier and better target interventions to prevent harm to 
consumers.  

  
Measure FY Target Result 

2010 80,000 December, 2010 214201

2009 80,000 December, 2009 

2008 80,000 80,543 
(Target Exceeded)

2007 60,000 84,088 
(Target Exceeded)

2006 N/A 89,034 
(Historical Actual)

: Number of prior notice 
import security reviews.   (Output)  

2005 N/A 86,187 
(Historical Actual) 
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Measure FY Target Result 
2010 140,000 December, 2010 214202

2009 120,000 December, 2009 

2008 85 100,718 ,000 (Target Exceeded)

2007 7  1,000 94,743
(Target E dedxcee )

2006 N/A 94,545 
(Historical Actual)

: Number of import food 

2005 N 7 

field exams.  (Output)  

/A 84,99
(Historical Actual)

2010 1, Dec , 2010 000 ember214203

2009 1,000  Dec , 2009ember

: Number of Filer 
Evaluations.   (Output)  

1,356 2008 1,000 (Target Exceeded)
1,355 2007 1,000 (Target Exceeded)

2006 N/ 1,441 A (Historical Actual)

2005 N/A 1,407 
(Historical Actual)

2010 5,000 December, 2010 

2009 5,000 December, 2009 

2008 4,000 5,926 
(Target Exceeded)

2007 3,000 5,510 
(Target Exceeded)

2006 N/A 5,846 
(Historical Actual)

214204: Num  
of FDA refus t) 

ber of examinations
ed entries.   (Outpu  

2005 N/A 5,655 
(Historical Actual)

2010 6,750 December, 2010 214205

2009 6,100 December, 2009 

2 6,230 008 5,700 (Target Exceeded)

2007 5,625 6,421 
(Target Exceeded)

2006 N/A  6,795 
(Historical Actual)

: Number of high risk food 

2005 N/A 

inspections.   (Output)  

7,568 
(Historical Actual)

2010 5 dat nge 
addition ersions

a excha
s/conv Dec 10 ember, 20214303: Convert data from new 

eLEXNET participating 
laboratories via automated 
exchange or convert data from 2009 5 data ange 

addition ersions 
 exch

s/conv Dec 09 ember, 20
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Measure FY Target Result 
existing manual data streams to 
automated data exchange.   
(Outcome)  

5 dat abs (  2008 a entry l 11 data entry labs 
Target Exceeded)

2010 700 Dec 10 ember, 20224201

2009 600 Dec 09 ember, 20

534 2008 500 (Target Exceeded)
583 2007 500 (Target Exceeded)
510 2006 N/A (Historical Actual)

: Number of foreign and 
domestic high-risk human drug 
inspections.   (Output)  

600 2005 N/A (Historical Actual)

2010 1,000 Dece 010 mber, 2234202

2009 870 Dece 009 mber, 2

: Number of high risk 
registered domestic blood bank and 
biologics manufacturing 
inspections.   (Output)  

2008 870 1,014 
(Target Exceeded)

2010 518 December, 2010 

2009 380 December, 2009 

2008 325 383 

234203

(Target Exceeded)

2007 325 427 
(Target Exceeded)

: Number of highest priority 
human tissue establishment 
inspections.   (Output)  

2006 N/A 354 
(Historical Actual)

2010 250 December, 2010 

2009 233 December, 2009 

244202: Number of domestic and 
foreign high risk animal drug and 
feed inspections.   (Output)  

2008 233 244 
(Target Exceeded)

2010 490 December, 2010 

2009 490 December, 2009 

2008 490 555 
(Target Exceeded)

2007 490 523 
(Target Exceeded)

2006 N/A 516 
(Historical Actual)

244203: Number of targeted 
prohibited material BSE 
inspections.  (Output)  

2005 N/A 588 
(Historical Actual)

2010 1,365 December, 2010 

2009 December, 2009 1,340 

254201: Number of domestic and 
foreign Class II and Class
device inspections.   (Outpu

 III 
t)  

2008 (Target Exceeded) 1,270 1,431 
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Measure FY Target Result 

2007 1,195 1,468 
(Target Exceeded)

2006 N/A 1,506 
(Historical Actual)

2005 N/A 1,495 
(Historical Actual)

2010 1  3 labs December, 2010 

2009 

214206

13  Decem 2009  labs ber, 

: Maintain accreditation for 
ORA labs.  (Outcome)  

13 labs 2008 13 labs (Target Met)
13 labs 2007 13 labs (Target Met)

2006 N/A 13 labs 
(Historical Actual)

2005 N/A 6 labs 
(Historical Actual)

2010 2,500 rad 0 chem  & 2,10 December, 2010

2009 2,500 rad 0 chem & 1,65 December, 2009 

2008 2,500 rad 0 chem 2,50   & 1,20 0 rad & 1,200 chem
(Target Met)

2007 1,000 rad 0 chem 1,000 rad 0 chem  & 1,20 & 1,20
(Target Met)

2006 N/A 1,20   0 chem
(Target Met)

214305: Increase laboratory surge 
capacity in the event of terrorist 

 

attack on the food supply. 
(Radiological and chemical 
samples/week).  (Outcome) 

2005 N/A 0 
 

Measure  Data 
Source  Data Validation  

214201 
214202 

224201 
234202 
234202 
244202  
244203 
254201 
214206 
214305 

Field Data 
Systems.  

ORA uses two nformation technol  systems to track and verify rformance 
goal activities eld Accomplishm and Compliance Tra TS) 

 the Operat nd Administrativ em Import Support (OASIS). 
udes data o umber of inspec  exams; sample tory 

analyses; and, e spent on each. IS, which is coordina oms 
and Border Pr , provides data at FDA regulated pro ported 
as well as where they are arriving. It a rovides information on comp e actions 
related to impo A is currently d ping the Mission Ac
Regulatory Com ce Services (MARCS) system. MARCS will inco e the 
capabilities of wo field legacy systems and include additi

214203 
214204 
214205 
214303 

and
incl

main i
: the Fi

ogy
ents 

 field pe
cking System (FAC

ional a
n the n

e Syst
tions; field

FACTS 
collections; labora

 the tim
otection

 OAS
on wh

ted with U.S. Cust
ducts are being im

lso p
evelo

lianc
complishment and rts. FD

plian
these t

rporat
onal functionality.  

 
e Bio ch Monitoring (BIMO) inspections. (

ing the protection of human research subjects, the quality and 
integrity of research, and the advancement of new medica ologies.  A FDA-
community that consists of Clinical Investigators, Sponsors and Monitors, and Ins

1.  Number of Medical Devic
 
Context:  FDA’s mission includes assur

resear 253201) 

l techn regulated research 
titutional Review 

 58



Boards has a shared responsibility to oversee this research in a truthful and ethical manner.  For FY 2009, 
this performance goal continues to reflect the FY 2007 change in the selection of firms for inspection to a 
more risk based approach.  There are no projected change is goal in FY 2010
 
Performance: In FY 2008, FDA exceeded this goal of 30 onducting 301 me d 
Bioresearch Monitoring inspections. 
 

ort ty reviews.  ) 

Context:   FDA’s  Prior Notice Cent C)  was estab  response to regul ed in 
conjunction with the Public Health Security and Bioterrorism Preparedness Act of 2002 (BTA).  Its 
mission is to identify imported food a d products th e intentionally cont h 
biological, chemical, or radiological agents, or which may pose significant health risks merican 
public, from entering into the U.S.  FDA will continue to focus much of its resources on Intensive Prior 
Notice Import Security Reviews of products that pose the highest potential bioterrorism  the U.S. 
consumer.  All flagged entries (100% eviewed every   FDA expects that
compliance activities increase and targeting for high risk products becomes more sophisticated, the total 
number of intensive prior notice security reviews conducte PNC may decr s. 

, FD ived 1 submission NC 
rity rev excee rget of 80,

ntially contaminated food and animal food/feed produ
s held for potential bio nother 

refused for prior notice violations. These operations actively strengthen the U.S. f e 
early warning for potential bioterroris ts.  In onded 
mail inquiries, and conducted 546 informed compliance calls to the import trade in o ate 
better compliance with the submissio curate, timely notice information. 
 
3. Number of import food field exams on products wi pect histories.  (214202) 
 
Context:   The volume of imported food shipments has been rising steadily in recent years and this trend 

reviewed approximately 9.4 m  of imported food out of an 
estimated 17.2 m ts in FY 2008.  In FY 2009, FDA expects 

at i
ula . 
s to achieve the
physically exam
nducts are more
roach to improv
 and follow thr e 
ge of food impo ces to 
 the number of i o 
 exams over the FY 2008 accomplishments.  In FY 2010, FDA will use the FY 2009 resources to 
 the number of import food field exams by 20,000 exams which brings the FY 2010 Target to 
 exams. 

Performance:  In FY 2008, FDA exceeded the targe by completing 100,718 field 
ed:  It’s 

ifficult to estimate the target for this goal because there are several different risk factors that affect how 

ble 

s to th . 

0 by c dical device relate

2. Number of prior notice imp
 

 securi (214201

er (PN lished in ations promulgat

nd fee at may b aminated wit
to the A

 risks to
 as prior notice ) are r  year.

d by the ease in future year
 
Performance:  During FY 2008
conducted 80,543 import secu
identify and intercept pote
the U.S.  One shipment wa

A rece 0,065,863 prior notice s on which the P
iews ( ding the performance ta 000 reviews) to 

cts before they entered 
309 shipments were 

 supply and 
security concerns and a

ood provid
to 25,220 phone and e-

rder to facilit
t threa  addition, the PNC resp

n of ac  prior 

th sus

is likely to continue.  FDA illion line entries
illion lines of FDA regulated produc

approxim ely 9.5 mill
ted entries

on line entries of imported food within a total of more than 18.7 million lines of 
 To manage this ever-increasing volume of imports, FDA uses risk management 
 greatest food protection with available resources.  While the percentage of 
ined may decline as imports continue their explosive growth, the exams that 
 targeted and more effective than ever before.  ORA continues to think that the 
e the safety and security of food import lines is to devote resources to expand 
ough on potentially high-risk import entries rather than simply increasing th
rt lines given a field exam.  In FY 2009, FDA used Food Protection Resour
mport food field exams by 20,000 exams which brings the FY 2009 Target t

FDA reg
strategie
imports 
ORA co
best app
targeting
percenta
increase
120,000
increase
140,000
  

t of 85,000 
examinations of imported food lines.   Explanation of why this goal was significantly exceed
d
many exams will be done in a certain year, including unplanned agency initiatives and emergencies.  
Therefore, FDA estimates a conservative target number each year to assure that there is still a reasona
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opportunity to meet the goal.   However, FDA has concluded that future targets should be adjusted 
upward based on actual performance data for the last several years.   
  
4. Number of Filer Evaluations of import filers.   (214203) 

 
stration (FDA) receives electronic import entry data for assessing 

e admissibility of regulated imported articles.  The accuracy of these data directly relates to the level of 
ty and compliance of imported articles 

ubject to FDA’s jurisdiction.   Entry data affects FDA’s determination of the labeling, quality, safety, 

 and 

is 
oal is an agency-wide goal and performance data includes activities from all five program areas; 

en 
o 

destruction or 
xportation rests with the Bureau of Customs and Border Protection (CBP), FDA monitors the disposition 

 cooperation 
ith CBP, FDA will, at times, supervise destruction or examine products prior to export in order to assure 

e 

DA 

 
sk food establishments are those that produce, prepare, pack or hold foods that are at 

gh potential risk of microbiological or chemical contamination due to the nature of the foods or the 
tions such 

o 

inspection frequencies vary depending on the products produced and the nature of the establishment.  

Context: The Food and Drug Admini
th
confidence that American consumers can expect in the quality, safe
s
approval status, and efficacy of FDA-regulated import articles.  FDA uses an electronic entry screening 
system, Operational and Administrative System for Import Support (OASIS), to screen import entry data 
transmitted by import filers.  Filers who fail an evaluation must implement a Corrective Action Plan
pass a tightened evaluation.  This protects public health by ensuring reporting compliance for imported 
articles that FDA regulates.  FDA will continue to develop and apply methods to evaluate filer accuracy 
that are consistent with evolving security and import regulation practices.  The FY 2010 target is being 
maintained. 
 
Performance: In FY 2008, FDA exceeded this goal of 1,000 by performing 1,356 filer evaluations.  Th
g
however, the majority of the performance activities and resources are from the Foods program.  
 
5. Number of examinations of FDA refused entries.  (214204) 
 
Context:  FDA is responsible for the protection of the U.S. public regarding foods, drugs, devices, 
electronic products and cosmetics.  This protection includes refusing entry of products into the U.S. wh
they are deemed violative and assuring these violative products are either destroyed or exported and d
not enter into domestic commerce.  Although primary responsibility for supervising 
e
of refused shipments and maintains an open file until the product is exported or destroyed.  In
w
that the refused product is actually exported.  This performance goal only counts FDA supervised 
destruction or exportation of refused entries.  In other cases FDA relies on notification from CBP that th
refused products have been destroyed or exported.  The FY 2009 target was increased to 5,000 
examinations to better reflect the recent historical actuals for this goal.  For FY 2010, the target will be 
maintained. 
 
Performance:  In FY 2008, FDA exceeded this goal of 4,000 by performing 5,926 examinations of F
refused entries as they were delivered for exportation to assure that the products refused by FDA were 
exported.  This goal is an agency wide goal and performance data will include activities from all five 
program areas; however, the majority of the performance activities and resources are from the Foods 
program.   
 
6. Number of high risk food inspections.   (214205) 

Context: High ri
hi
processes used to produce them.  This category also includes foods produced for at risk popula
as infants.  The Field intends to inspect such establishments annually, or more frequently for those wh
have a history of violations.  The FDA inventory of high-risk establishments is dynamic and subject to 
change.   For example, firms go out of business, new high-risk food firms enter the market, or the 
definition of high risk evolves based on new information on food hazards.  High-risk establishment 
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Inspection priorities may be based on a firm’s compliance history.  The FY 2009 target was increase
6,100 inspections of high-risk food establishments to better reflect the

d to 
 recent historical actuals for this 

al.  For FY 2010, the target has been increased to 6,750 to reflect the FY 2009 Appropriations. 

Performance:  In FY 2008, FDA exceeded this goal of 5,700 by performing 6,230 inspections of high-

Y 
oratories representing multiple government agencies and all 50 states are contributing data 

to the eLEXNET system allowing the program to successfully populate its database with valuable 

ponent 
sing data 

xchange participation will enhance the utility of the data, improve data quality, and increase the 

f data 

 

tion 

l 

ity sub-scores in FY 2010.  As enhancements are made to FDA’s data collection efforts and 
 the Risk-Based Site Selection Model, FDA will improve its ability to focus inspections on the highest-

 
stic 

acturers. 

nk and biologics manufacturing inspections.  
(234202) 

st 

 
riate, 

go
 

risk domestic food establishments. 
 
7. Convert data from new eLEXNET participating laboratories via automated exchange or 

convert data from existing manual data streams to automated data exchange.  (214303)  
 
Context: The electronic Laboratory Exchange Network (eLEXNET) is a seamless, integrated, secure 
network that allows multiple agencies (federal, State and local health laboratories on a voluntary basis) 
engaged in food safety activities to compare, communicate, and coordinate findings of laboratory 
analyses.  eLEXNET enables health officials to assess risks, analyze trends and provides the necessary 
infrastructure for an early-warning system that identifies potentially hazardous foods. As of the end of F
2008, 151 lab
in
information for use in threat detection, risk assessment, inspection planning, and traceback analysis.  
eLEXNET plays a crucial role in the Nation's food testing laboratory system and is an integral com
of the Nation’s overall public health laboratory information system.  FDA anticipates that increa
e
effectiveness of the nation’s food security efforts. 
 
Performance:  In FY 2008, FDA exceeded its performance goal by achieving automatic exchange o
from 11 laboratories.  This goal was significantly exceeded due to a one-time opportunity to add 9 
laboratories with automated data exchange capabilities through a single data network (portal).   
 
8. Number of foreign and domestic high-risk human drug inspections. (224201) 

Context: FDA is continuing to develop a more quantitative risk model to help predict where FDA’s 
inspections are most likely to achieve the greatest public health impact.  The Risk-Based Site Selec
Model provides a risk score for each facility, which is a function of four component risk factors – 
Product, Process, Facility, and Knowledge. In the FY 2007 model, the Agency developed severa
enhancements and improvements and will continue to explore ways to enhance calculations of process 
risk and facil
to
risk public health concerns in a cost-effective way.  For FY 2010, the target has been increased to 700 to 
reflect the FY 2009 Appropriations. 

Performance: FDA exceeded the FY 2008 goal of 500 by inspecting 534 high-risk foreign and dome
drug manuf
 
9. Number of high risk registered domestic blood ba

 
Context: FDA will increase risk-based compliance and enforcement activities by inspecting the highe
priority registered manufacturers of biological products.  The highest priority firms will be those whose 
operations are determined to be the highest risk, new product types in need of an inspectional history to 
evaluate and stratify risk, and, emergency response situations.  Inspections for the goal are conducted to
ensure compliance with Current Good Manufacturing Practices (CGMPs), and to ensure, as approp
the safety, purity and potency of biological products.  The biologics inventory includes high-risk 
establishments such as blood collection facilities, plasma fractionator establishments, and vaccine 
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manufacturing establishments, especially seasonal and pandemic influenza vaccines.  In FY 2010, the 
target has been increased to 1,000 inspections to reflect historical accomplishments. 
 
Performance:  In FY 2008, FDA exceeded this high risk inspection goal of 870 by inspecting 1,014 

 
0. Number of highest priority human tissue establishment inspections.   (234203) 

as 
reated.  FDA’s responsibility for enforcing the new regulations and the need to quickly assess 

ermine 

, 
 

1. Number of domestic and foreign high risk animal drug and feed inspections.  (244202) 

ence 

omponents that have the greatest potential for risk.  This will result in different inspection frequencies as 
 identified.  In FY 

2008, this revised goal focused on pre-market approval inspections and implementing risk-based cGMP 
ify 

a 

of the 

 

12. Number of targeted prohibited material BSE inspections   (244203) 

oped a comprehensive public protection strategy of education, inspection and 
nforcement action to ensure compliance with the Bovine Spongiform Encephalopathy (BSE) feed 

o conduct annual inspections to determine compliance with the 
SE feed rule.  Inventories of these firms may vary from year to year based on changes at the firm such 

blood banks and biologics manufacturing establishments. 

1
 
Context: Beginning in FY 2006 as a result of new regulations, the human tissue inspection goal w
c
compliance makes tissues one of the highest priorities.  Two new rules took effect regarding human 
tissue: one requiring tissue facilities to register with FDA became effective January 2004; while the 
“Donor Eligibility Rule” became effective May 2005.  The Field conducts tissue inspections to det
if human tissues for transplantation are in compliance with FDA tissue regulations and to assure 
consumer protection from unsuitable tissue products and disease transmission which may endanger public 
health.  In FY 2009, FDA increased this goal by 55 additional tissue inspections, over the FY 2008 target
in order to cover more of the firms that registered as a result of the new regulations.  In FY 2010, the
target was increased by 138 inspections to reflect the FY 2009 Appropriations. 
 
Performance:  In FY 2008, FDA exceeded the human tissue goal of 325 by conducting 383 inspections 
under new regulations. 
 
1
 
Context:  Important features of the risk-based strategy for this revised goal are to reduce the occurr
of illness and death by focusing resources on manufacturing establishments and other industry 
c
establishment processes come under control and present lower risk, or as new risks are

inspection plans for animal drug and feed manufacturing facilities that utilized risk modeling to ident
the highest risk firms to be inspected.  The FY 2008 target was maintained in FY 2009 because this was 
new, risk-based goal for which we had no historical experience, and were unsure how the new site-
selection methodology would evolve.  In FY 2010, the target is being slightly increased as a result 
FY 2009 Appropriation while evaluation of the new methodology continues. 
 
Performance: In FY 2008, FDA exceeded this inspection goal of 233 by inspecting 244 high risk animal
drug and feed establishments. 
 

 
Context:  FDA devel
e
regulations.  Using an inventory of all known renderers and feed mills processing products containing 
prohibited material, FDA will continue t
B
as consolidations, business closures, relocations, etc.   
 
Performance: In FY 2008, FDA completed the inspection of all 555 firms known to be processing with 
prohibited materials as part of a concentrated effort to prevent an outbreak of BSE in the U.S. 
 
13. Number of domestic and foreign Class II and Class III device inspections.  (254201) 
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Context:  The ultimate goal of preventing unsafe and ineffective devices from reaching the consumer will 
be advanced by detecting and intercepting unsafe and ineffective product at the manufacturing level.  By 

tilizing risk-based inspection strategies and focusing on surveillance throughout a products life-cycle 

 2009 target was increased to 1,340 
inspections due to FY 2008 Supplemental funding increases in the Field Devices Program.  For FY 2010, 

ccurate, 

 procedures, thereby 
proving the quality of operations and the reliability of FDA's science.  Such accreditations allow FDA 

rena. 

itation 
r 13 laboratories: Denver District Lab, Forensic Chemistry Center, Arkansas Regional Lab, Pacific 

acific 

ne contamination is the 
bility to rapidly test large numbers of samples of potentially contaminated foods for the presence of 

 USDA/FSIS and HHS/FDA, was created.  FERN is a nationwide 
boratory network that integrates existing federal and State food testing laboratory resources capable of 

spond to national 
mergencies involving unsafe food products.  Improvements in surge capacity will have public health 

ealth 
 

s 
 

 fiscal year will not show surge capacity until the 
llowing year. With FY 2008 Food Protection increases, ORA added three additional FERN chemical 

09 which 
ill increase the surge capacity in FY 2010 to 2,100 chemical samples per week. 

u
FDA will be better able to protect the public health by ensuring both the quality and effectiveness of 
medical devices available in the U.S. marketplace.  The FY

the target has been increased to 1,365 to reflect the FY 2009 Appropriations. 
 
Performance:  FDA exceeded the FY 2008 medical device performance goal of 1,270 by inspecting 
1,431 foreign and domestic high-risk Class II and Class III medical device manufacturers.    
 
14. Establish and maintain accreditation for ORA labs.  (214206) 
 
Context:  FDA is a science-based agency that depends on its regulatory laboratories for timely, a
and defensible analytical results in meeting its consumer protection mandate.  Our laboratories have 
enjoyed a long history of excellence in science upon which the agency has built its reputation as a leading 
regulatory authority in the world health community.  Accreditation of laboratory quality management 
systems provides a mechanism for harmonizing and strengthening processes and
im
to maintain its reputation as a source of scientifically sound information and guidance both domestically 
and in the international a
 
Performance:  In FY 2008, FDA met this laboratory accreditation goal. FDA maintained accred
fo
Regional Lab Northwest, San Francisco District Lab, Winchester Engineering and Analytical Center, 
New York Regional Lab, Southeast Regional Lab, San Juan District Lab, Detroit District Lab, P
Regional Lab Southwest, and Kansas City District Lab. All ORA Field Laboratories are accredited to ISO 
17025 by the American Association for Laboratory Accreditation.  FCC is accredited by the ASCLD 
(American Society of Crime Laboratory Directors). 
 
15. Increase laboratory surge capacity in the event of terrorist attack on the food supply.   

(Radiological and chemical samples/week)   (214305)     
 
Context: A critical component of controlling threats from deliberate food-bor
a
contaminants.  To address the need for this surge capacity, The Food Emergency Response Network 
(FERN), a joint effort between
la
analyzing foods for agents of concern in order to prevent, prepare for, and re
e
value even in non-deliberate food contamination by assisting FDA in identifying and removing 
contaminated food products from the marketplace as soon as possible in order to protect the public h
and mitigate disruption in the U.S. food supply chain.  FDA awards FERN Cooperative Agreements for
chemistry and radiological FERN labs to the States.  After receiving the funding, State FERN laboratorie
can take up to one year to reach full capacity due to the need for training and testing to ensure confidence
in the laboratory results.  As a result, labs funded in one
fo
labs in FY 2008 which will increase the surge capacity in FY 2009 to 1,650 chemical samples per week.  
With the FY 2009 Appropriation, ORA will add three additional FERN chemical labs in FY 20
w
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Performance:  In FY 2008, FDA met this performance goal surge capacity target of 2,500 rad samples 
per week based on the awarding of cooperative agreements to 3 state radiological labs in FY 2007 
resulting in a surge capacity increase of 500 rad samples per lab (1,500 total) in FY 2008.  FDA also 
maintained the surge capacity for 1,200 chemical samples (known analyte) per week.   
 
The FERN laboratories are increasingly providing critical analytical surge capacity during food 
emergency events.  An FDA assignment directed samples to the FERN labs in the Salmonella outbreak in 

eppers, with over 150 samples tested.  FERN laboratories also participated in the FDA surveillance 
o 

ance the 
od safety and security efforts of state, local, and tribal regulatory bodies. 

p
assignment for the political conventions.  All of these efforts contribute to increasing FDA’s capacity t
analyze food samples relative to biological, chemical or radiological acts of terrorism and enh
fo
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FDA Online Performance Appendix Performance Measures Table  

Program: Headquarters and the Office of the Commissioner  
   

ong Term Objective: Strengthen FDA’s base of operations.  L
  

Measure FY Target Result 

2010 

0 FTE 
* per HHS guidance, 
FY09 studies are on-hold 
and FY10 studies are 
also anticipated to be on-

September 2010 

hold. 

291401: The number of 
Commercial Activities that will be 
reviewed for competitive sourcing 
per “Green Plan”. (Efficiency)  

2009 154 FTE by Sept 15 September 2009 

2008 130 FTE by Sept 15 
(target changed by HHS) 

152 FTE by Sept 15  
(Target Met) 

2007 308 by Sept 15 354 FTE by 9/15/07  
(Target Met) 

2006 
N/A Study cancelled in February 2007 

with the approval of the CSO.  
(Target Met) 

2005 
N/A 350 FTE (combined with FY 

2004)  
(Target Met) 

  
  

Measure  Data Source  Data Validation  

291401  Fair Act Inventory, EASE, EHRP Annual Fair Act Inventory Report & Competitive Sourcing 
(Green Plan) Report  

  
Measure FY Target Result 

2010 

Continue OBI dev., UFMS 2010 
initiatives (To be defined), improve 
AS-IS UFMS processes to gain 
transparency, agility and efficiency 
and in the process address 
deficiencies in the areas of SOD 
violations and other control 
deficiencies.       

September 2010 291402

2009 Begin migration to version 11-5-10 
of ORACLE Federal Financials 

September 2009 

2008 

Stabilize UFMS environment 
Explore/ analyze effects of moving to 
a later version of ORACLE Federal 
Financials 

All HHS OPDIVS are 
now in UFMS 
production. Stabilization 
for IHS is underway  
(Target Met) 

: FDA’s implementation 
of HHS’s Unified Financial 
Management System (UFMS). 
(Efficiency)  

2007 

Finalize decision on an activity-based 
costing application and make it 
operational for its user fee programs 

Finalized the decision on 
an activity-based costing 
application and made it 
operational for its user 
fee programs.  
(Target Met) 
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Measure FY Target Result 
N/A Goal accomplished 

through various activities 
discussed under 
Performance text  
(Target Met) 

2006 

2005 
N/A Impl he General 

nd the Payroll 
interface  
(Target Met) 

emented t
Ledger a

  
  

Measure  Data Source  Data Validation  

291402  FDA Office of Management tem
FAIR Act Inventory. The agen ill 
the data from the Federal Pro ent
System (FPDS). The sources passed in 
the General Ledger & Federal Administrator, 
the Purchasing & Accounts P ; a  
Accounts Receivable. These s re being 
prepared to transition to the Financial Business 
solutions systems.  

nsu e ing and 
 a anagement 

mance goal taking steps 
to routinely moni d take appropriate 
actions as needed
for these perform
Chief Financial O
Commission Cor y 
and annual full-ti d 
data-runs, the FD ventory and the FY 
2001 FDA Work ng Plan, monthly 
statements from bank card companies and the FDA 
Small Purchase System.  

 & Sys
cy w

s, 2001 
rely on 

FDA will e r
reporting of the

curem
 encom

 Data perfor

ayable
ources a

nd the

consistency in the track
dministrative m
s. In addition, FDA is 
tor this data an
. Data is from a variety of sources 
ance goals including the Annual 
fficer’s Report, Civilian and 

ps personnel databases, monthl
me equivalent (FTE) reports an
A FAIR Act In
force Restructuri

  
Long Term Objective: Respond more quickly and effectively to emerging safety problems, through 

orm ebetter inf ation, better coordination and b tter communication.  
  

Measure FY Target Result 

2010 

Pilot EON I sharing 

d 
 and 

 
ent 

September MS data 
with Federal and State 
counterparts.   Enhance 
surveillance and detection 
capabilities within the Office of 
Emergency Operations. 
Revise and exercise FDA’s 
Emergency Operations Plan an
provide training on the plan
annexes. Coordinate 
participation in inter-agency 
work-groups, and implement an
Agency-wide National Incid
Management System (NIMS) 
plan 

2010 292201: Im ’s ability to 
 
ve 
t)  

2009 

d enhancement of 
EON IMS and GIS capabilities. 

emergency response plans, and 
develop an Agency-wide 

S

prove FDA
respond quickly and efficiently to
crises and emergencies that invol
FDA regulated products. (Outpu

Continue

Coordinate FDA’s participation 
in exercises and interagency 
work-groups, update remaining 

eptember 2009 
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Measure  FY Target Result 
National Incident Management 
System (NIMS) implementation 
plan. 

2008 

Continued enhancement of EON 
IMS increased knowledge mgmt 

 GIS capabilities. Test FDA 
emergency response plan for 
pandemic flu and coordinate 
FDA’s participation in other 
exercises and workgroup. 

E 3 
im g 08.  
In
e s 
k gmt and GIS 
c A-wide 
Incident Command System 
(ICS) training conducted 
for Head-quarters and field 

lized Pandemic 
Influenza Emergency 

ndemic 

and

ON IMS Version 3.
plemented Au
cludes significant 

nhancements to further it
nowledge m
apabilities. FD

offices. Fina

Response Plan and began 
planning an FDA Pa
Influenza Exercise for Oct 
2008  
(Target Met) 

2007 

te
 i

Develop an
response p
influenza 

 

r pandemic influenza 
developed Sept 2007.  

Continue E
Coordina
exercises,

nhancement EON IMS 
 FDA’s participation in 
ncluding TOPOFF 4 
 FDA emergency 

lan for pandemic 

EON IMS version 3.2.1 
implemented December 
2007 and used in the 
preparation and response to
natural disasters and crises 
and emergencies. FDA 
emergency response plan 
fo

(Target Met) 

2  

EON IMS Version 2.4 
August 06. deployed to 
OCM/ OE d in 

and used 
nd to 

emergencies  
(Target Met) 

N/A 

006
O locate

 FDA field offices
to prep and respo

2005 

N EON IMS version 2.2 
implemented in March 
2005 and used during the 
April 2005 TOP-OFF 3 
Exercise  
(Target Met) 

/A 

  
  

Measure  Data Source  tion  Data Valida

292201  Office of Crisis 
Management/Office of 
Emergency Operations.  

Dat iew of ctivities 
and rk ment 
Syst

a validation is based on a rev
 the Emergency Operations Netwo
em project plan and schedule.  

the past period’s a
 Incident Manage
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 1.  The num ommercial Activities that will be reviewed for competitive sourcing per 
“Green Plan”.  (291401)  
 
Context:  FDA plans to study at least 154 FTE ar based on the FAIR Act Inventory of 2003. To 
accomplish this, FDA conducts an intensive an r , 
organizational, geographic, and business persp p  all 
commercial positions that have not undergone n o
sufficient number of positions that will satisfy ng th
established goals. The commercial positions ar anag
logical business units to determine what will b lected
units are publicly announced and subjected to A-76 pe
more standard and/or streamline cost risons.   
 
Performance:  FY 2006 and FY 2007 studies were combined and as a result, FD
announce 308 commercial FTE positions by September 15.  FDA exceeded this g 
354 commercial FTE positions.  A total of thirteen streamline studies were anno
studies resulted in an in-house win for FDA, with a projected annual savings of 
exceeding the FY 2007 target, HHS officially reduced the target and required FDA to announce 130 
commercial FTE positions. However, FDA exceeded this goal by 8.6 %, announ mercial 
FTE positions by September 15.  For FY 2009
guidance, FY09 studies are on-hold and FY10 
 
2.  FDA’s implementation of HHS’s Unified ystem
 
Context: The Department announced in FY 2001 o establish a 
management system to replace its operating division's individual financial mana al 
of the UFMS project is to reduce costs, mitigate security risks, and provide time
information across DHHS.  FDA, CDC, NIH, and the Program Support Center (which covers the 
remaining components other than CMS and its contractors) began the design of  this 
goal had originally been dropped after FDA had implemented UFMS, FDA has ed 
in the implementation of the UFMS system across the Department.  A new FY 2
added based on FDA’s efforts to stabi e UFMS environment now that all O
and to explore/analyze the effects of moving to a later version of ORACLE Fed
DHHS one step closer to FMFIA compliance.  In FY 2009 the Department will acle Federal 
Financials version 11-5-10 and also implement iProcurement and PRISM as the global solutions for 
requisitioning and acquisitions. 
 
Performance: UFMS has been fully i ented in FDA. Because UFMS is a
all OPDIVs must share it, FDA remains involved and participates in all future p  of 
other OPDIVs in the Department. As such, in FY 2006, we participated in the P rt Center’s 
phased implementation of UFMS and did so again in Y 2007 for Indian Health Services (which went 
live on October 1, 2007).  In FY 2008, FDA is stabilizing the UFMS environment and 
exploring/analyzing the effects of moving to a later version of ORACLE Federal Financials.  In FY 2009, 

ded to U .1 (Oracle 11.5.10.2) successfu  deploying other 
initiatives that are currently in progress. They include Oracle Business Intelligence (OBI) Prototype for 

M plier Man
Automated nts Proce N) 
Generation,  Cancell  several Oracle Security and 
Performance Patches were and continue to be deployed to make UFMS compliant with Federal and 
business standards.  Plans for FY 2010 include continue OBI development work, UFMS 2010 initiatives 
(To be defined), improve AS-IS UFMS processes to gain transparency, agility and efficiency and in the 
process address deficiencies in the areas of SOD violations and other control deficiencies. 

ber of C

per ye
nual review of its FAIR invento
ectives.  Once the review is com
a competitive sourcing study i
FDA's requirement in meeti
e presented to FDA senior m
e reviewed that year. The se

competitive sourcing com

y data from functional
leted, FDA evaluates
rder to identify a 
e OMB and DHHS 
ement in the form of 
 commercial business 
tition either as one or 

A was required to 
 goal by 15%, announcin
unced.  All thirteen 
$3,219,000.  Due to 

cing 152 com

compa

, the target remains 154 FTE positions; however, per HHS 
studies are also anticipated to be 

 Financial Management S

 that it intended t

on-hold  

 (UFMS).  (291402)  

unified financial 
gement systems. The go
ly and accurate 

the UFMS.  Although
continued to be involv
008 target has been 
PDIVS have gone live, 

eral Financials, bringing 
migrate to Or

lize th

mplem n integrated system and 
hased implementations
rogram Suppo

 F

FDA Upgra FMS Release 4 lly and is currently

FDA, O&  2009 initiatives (Sup
User Provisioning, Gra
 Smart Pay II, PO Mass

agement and Automation, eTravel, Audit Portal Migration, 
ssing, Cash Management, Common Account Number (CA
ation) just to mention a few.  Also
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3.  Improve FDA’s ability to respond quickly and efficiently to crises and emergencies that involve 

DA regulated products.  (292201)   

 
oducts.  

n 
em 

ue to enhance the Emergency Operations Network 
cident Management System (EON IMS) and Geographic Information System (GIS) capabilities and 

 
in 

 uses the EON 
S to assist in the coordination and strategic management of FDA's response to numerous incidents 

roduct defects that pose a risk to human or animal health; e.g.; melamine contaminated pet food, peanut 
lities of 

e mid-
edness 

d-
esponse capabilities by incorporating subject matter expertise 

to strategic planning and day to day operations; improve Agency preparedness by conducting exercises 
 

F
 
Context: FDA’s Office of Crisis Management (OCM), which includes the Office of Emergency 
Operations and Office of Security Operations, is charged with meeting the DHHS goal to improve FDA’s
ability to respond quickly and efficiently to crises and emergencies that involve FDA regulated pr
OCM is responsible for ensuring that FDA’s emergency preparedness and response capabilities are i
accordance with the  requirements of the National Response Plan, National Incident Management Syst
and several Homeland Security Presidential Directives (HSPD), including HSPD-5, “Management of 
Domestic Incidents,”  HSPD-8, “National Preparedness,” and HSPD-9, “Defense of United States 
Agriculture and Food.”  In FY 2009, FDA will contin
In
continue to coordinate FDA’s participation in exercises and work-groups, including National Level 
Exercises (NLEs). 
 
Performance:  In FY 2008, the Emergency Operations Network Incident Management System (EON
IMS) designed, developed and implemented production system version 3.3 and will release a version 
2009 to establish a web-based portal for regulated industry; state and local health officials to submit 
reports of potentially harmful food as required by the Food & Drug Administration Amendment Act of 
2007 (FDAAA). The FDA Office of Crisis Management/Office of Emergency Operations
IM
regarding FDA regulated commodities, including outbreaks, natural disasters, and actual or potential 
p
butter contaminated with salmonella, and botulism in chili sauce.  OCM used the mapping capabi
EON IMS to generate geo-coded maps to support preparedness efforts for the 2008 hurricane season, 
response activities related to outbreaks involving salmonella in imported produce, flooding in th
west, and wildfires and earthquakes in California.  EON IMS has also been used to support prepar
exercises that have included international, federal, state and local partners.  OCM finalized the FDA 
Pandemic Influenza Emergency Response Plan during FY08 and conducted an FDA-wide Pandemic 
Influenza Exercise in October 2008.  OCM will also update the FDA Emergency Response Plan, 3 
incident-specific emergency response plans and develop an agency-wide National Incident Management 
System (NIMS) implementation plan in FY 2009. 
 
OCM will enhance FDA's Incident Command System (ICS) structure and its ability to respond to foo
related events in FY 2010 by improving r
in
to assess response capabilities to foodborne illness/outbreaks; and further integrate emergency policy and
planning into Agency emergency operations. 
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FDA Linkages to HHS Strategic Plan  

t of FDA's strategic goals with HHS Strategic Plan goals.  
 
The table below shows the alignmen

HHS Strategic Goals  

FDA Goal 
1: 
Strengthen 
FDA for 
today and 
tomorrow. 

FDA Goal 
2: Improve 
patient & 
consumer 
safety. 

FDA Goal 
3: Increase 
access to 
new 
medical 
and food 
products. 

FDA Goal 4: 
Improve 
quality and 
safety of 
manufactured 
products and 
the supply 
chain. 

1 Health Care Improve the safety, quality, affordability 
and accessibility of health care, including behavioral 
health care and long-term care. 

    

1.1 Broaden health insurance and long-term care 
coverage. No No No No 
1.2 Increase health care service availability and 
accessibility. No No  No 

1.3 Improve health care quality, safety and cost/value. No    
1.4 Recruit, develop, and retain a competent health care 
workforce.  No No No 

2 Public Health Promotion and Protection, Disease 
Prevention, and Emergency Preparedness Prevent and 
control disease, injury, illness and disability across the 
lifespan, and protect the public from infectious, 
occupational, environmental and terrorist threats. 

    

2.1 Prevent the spread of infectious diseases. No    
2.2 Protect the public against injuries and environmental 
threats. No  No No 
2.3 Promote and encourage preventive health care, 
including mental health, lifelong healthy behaviors and 
ecovery. 

No  No No 
r
2.4 Prepare for and respond to natural and man-made 
disasters. No    
3 Human Services Promote the economic and social 
well-being of individuals, families, and communities.     
3.1 Promote the economic independence and social well- No No No No being of individuals and families across the lifespan. 
3.2 Protect the safety and foster the well being of No No No No children and youth. 
3.3 Encourage the development of strong, healthier and No No No No supportive communities. 
3.4 Address the needs, strengths and abilities of No No No No vulnerable populations. 
4 Scientific Research and Development Advance 

    scientific and biomedical research and development 
related to health and human services. 
4.1 Strengthen the pool of qualified health and behavioral No No No  science researchers. 
4.2 Increase basic scientific knowledge to improve     
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FDA Goal FDA Goal FDA Goal FDA Goal 4: 

HHS Strategic Goals  

1: 
Strengthen 
FDA for 
today and 
tomorrow. 

2: Improve 
patient & 
consumer 
safety. 

3: Increase Improve 
access to 
new 

quality and 
safety of 

medical 
and food 
products. 

manufactured 
products and 
the supply 
chain. 

human health and human development. 
4.3 Conduct and oversee applied research to improve 

  health and well-being.   
4.4 Communicate and transfer research results into 
clinical, public health and human service practice. N No Noo   
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Summary of Full Cost  

(Budgetary Resources in Millions)  

  OPDIV 
HHS Strategic Goals and Objectives  FY 

2008 
FY FY 

2009 2010 
1: Health Care Improve the safety, quality, affordability and accessibility of 

      health care, including behavioral health care and long-term care. 
1.1 Broaden health insurance and long-term care coverage.       
1.2 Increase health care service availability and accessibility. $426 $498 $  565

Complete review and action on the safety evaluation of direct irect food 
and color additive petitions, including petitions for food contact substances, within 
360 days of receipt.  (213301)  

$58 $63 $73 
 and ind

Complete review and action on standard original PDUFA NDA/BLA submissions 
within 10 months of receipt.  (233201)  

$49 $59 $67 

Complete review and action on priority original PDUFA NDA/BLA submissions 
within 6 months of receipt.  (233202)  

$32 $39 $44 

Complete review and action on standard PDUFA efficacy supplements within 10 
months of receipt.  (233203)  

$75 $88 $100 

Complete review and action on complete blood bank and source plasma BLA 
submissions within 12 months after submission date.  (233205)  

$19 $21 $25 

Complete review and action on complete blood bank and source plasma BLA 
supplements within 12 months after submission date. (233206)  

$18 $21 $24 

Percentage of received Original Premarket Approval (PMA), Panel-track PMA 
Supplement, and Premarket Report Submissions reviewed and decided upon 
within 180 and 295 days.  (253203)   

$46 $66 $75 

Percentage of 180 day PMA supplements reviewed and decided upon within 180 
and 210 days.  (253204)  

$21 $25 $28 

Percentage of 510 (k)s (Premarket Notifications) reviewed and decided upon 
within 90 and 150 days. (253205)  

$98 $116 $130 

1.3 Improve health care quality, safety and cost/value. $834 $972 $1,143 

Reduce the Unit Cost associated with turning a submitted Adverse Event Report 
into a verified record in the database. (222201)  

$8 $18 $21 

Percentage of Standard NDAs/BLAs within 10 months.  (223201)  $251 $297 $346 

Percentage of Priority NDAs/BLAs within 6 months (223202)  $92 $105 $123 

The total number of actions taken on abbreviated new drug applications in a fiscal 
year. (223205) 

$80 $91 $117 

Percentage of Rx-to-OTC Switch applications within 10 months receipt in which 
there was a complete review action.  (223206)  

$16 $18 $21 

Complete review and action on original NADAs & reactivations of such 
applications received during FY 2009. (243201)   

$53 $61 $73 

Complete review and action on Non-administrative original ANADAs and 
reactivations of such applications received during FY 2010.  (243202) 

$0 $10 $16 

Number of foreign and domestic high-risk human drug inspections. (224201)  $123 $123 $138 

The number of high-risk registered domestic blood bank and biologics 
manufacturing inspections.  (234202)  

$26 $26 $29 

The number of highest priority human tissue establishments to be inspected. 
(234203)  

$11 $12 $14 
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Number of domestic and foreign high risk ani ions.  
(244202)  

$29 $34 $45 mal drug and feed inspect

Number of targeted prohibited materia $44 $52 $62 l BSE inspections   (244203)  
Number of domestic and foreign Class II and Class III device inspections.  5 6 
(254201)  

$7 $86 $9

Percentage of an estimated 8,800 domestic mammography facilities that meet 
01)     inspection standards, with less than 3% with Level I (serious) problems. (2541 $27 $37 $42

1.4 Recruit, develop, and retain a competent health care workforce.       
2: Public Health Promotion and Protection, Disease Prevention, and 
Emergency Preparedness Prevent and control disease, injury, illness and 
disability across the lifespan, and protect the public from infectious, occupational, 
environmental and terrorist threats 

      

2.1 Prevent the spread of infectious diseases. $229 $284 $412 

Number of state, local, and tribal regulatory agencies in the U.S. and its Territories 
enrolled in the draft Voluntary National Retail Food Regulatory Program 
Standards  (214101)  

$62 $73 $116 

Percentage of the enrolled jurisdictions which meet 2 or more of the Standards.   
(214102)   

$62 $73 $116 

Number of import food field exams.  (214202)  $51 $72 $102 

Number of Filer Evaluations.  (214203)  $25 $31 $39 

Increase manufacturing diversity and capacity for pandemic influenza vaccine 
production.   (234101)  

$30 $35 $38 

2.2 Protect the public against injuries and environmental threats. $421 $514 $641 

Number of high risk food inspections.  (214205)  $204 $265 $341 
Establish and maintain accreditation for ORA labs.  (214206)  $ $ $162 185 224 

Number of examinations of FDA refused entries.  (214204)  $25 $31 $39 

Participation rate of facilities in the MedSun Network. (252201)  $31 $34 $37 
2.3 Promote and encourage preventive health care, including mental health, 
lifelong healthy behaviors and recovery.       

2.4 Prepare for and respond to natural and man-made disasters. $39 $38 $45 

Number of prior notice import security reviews. (214201)  $13 $16 $19 

Convert laboratories that participate in eLEXNET via manual data entry to $2 $4 $4 
automated data exchange.  (214303)  

Number of medical countermeasures in which there has been coordination and 
facilitation in development (223102)  

$24 $18 $21 

3: Human Services Promote the economic and social well-being of individuals, 
families and communities.       

3.1 Promote the economic independence and social well-being of individuals and 
families across the lifespan.       

3.2 Protect the safety and foster the well being of children and youth. $8 $9 $11 
Number of Written Requests (WRs) issued for drugs that need to be studied
pediatric population and number of drugs reported to the pediatric advis

 in the 
ory 

01) committee on adverse events for drugs that receive pediatric exclusivity.  (2231
$8 $9 $11 

3.3 Encourage the development of strong, healthy and supportive communities.       
3.4 Address the needs, strengths and abilities of vulnerable populations.       
Strategic Goal 4: Scientific Research and Development  Advance scientific and 
biomedical research and development related to health and human services.       
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4.1 Strengthen the pool of qualified health and behavioral science researchers.       
4.2 Increase basic scientific knowledge to improve human health and human 
development. $39 $50 $54 

Use new “omics” technologies and pattern recognition algorithms to analyze
imaging data for early-stage disease diagnosis and to study how an FDA-reg

 
ulated 

compound or product interacts with the human body. (263101) 
$23 $28 $26 

Develop risk assessment methods and build biological dose-response models in 
support of Food Security.  (264101)   

$8 $9 $13 

Develop science base for supporting FDA regulatory review of new and e
technologies. (263201) 

merging $0 $5 $6 

Develop standard biomarkers to establish risk measures for FDA-regulated 
products. (264201) 

$8 $9 $9 

4.3 Conduct and oversee applied research to improve health and well-being. $22 $23 $28 
Number of Medical Device Bioresearch Monitoring (BIMO) inspections (253201)  $13 $16 $18 
Develop computer-based models and infrastructure to predict the health risk of 
biologically active products. (263102)   

$9 $6 $9 

4.4 Communicate and transfer research results into clinical, public health and 
human service practice. $104 $155 $202 

Improve the Safe Use of Drugs in Patients and Consumers (222301)  $ $104 155 $202 
Total  $2,122 $2,543 $3,099 
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Findings and Recommendations for FDA Evaluations
leted in FY 2008 

 
 
1 dy:  On port

 
in the HHS Program Information Center and Comp

. Food and Drug Administration (FDA) Condom Label Comprehension Stu Stage e Re  of 
Findings 

 
P of th elin

cument, “Latex Condoms 
f Cons s Sta rds fo

arketed latex condoms, and the 
e document, ss II cial 

e of Natural Rubber Latex.”  
cess

 
F ose with  educ n (tw

higher 
 age, rac nic com

neighborhoods where the respondents resided. 

The study also found that most participants understood the basic m in e  
and proposed labeling that latex condoms help protect against transmission of sexually 
transmitted infections (>80% correct responses). When comparing equivalent questions 
between the current and proposed latex condom labeling, for every comparison with a 
significant difference in rates of comprehension, the difference favored the current latex 
condom labeling over the proposed latex condom labeling. Most study participants did not 
understand the more complex messages about the relative degree of protection provided by 
condoms against different sexually transmitted infections (<30% correct responses). The 
study was not designed to determine the reasons for the differences in consumer 
comprehension of the two labeling versions.   

 
Recommendations 
 
 No recommendations were presented in the study. 
 
2. Findings from Six Consumer Focus Groups on Indoor Tanning Equipment Warning Statement Label

urpose The study was designed to measure and compare consumer understanding e lab g 
recommended for latex condoms under FDA’s 1998 guidance do
for Men, Information for 510(k) Premarket Notifications: Use o ensu nda r 
Abbreviated Submissions,” which is found on currently m
latex condom labeling proposed in the 2005 draft guidanc “Cla  Spe
Controls Guidance Document: Labeling for Male Condoms Mad
The results of the study were used in FDA’s final rulemaking pro . 

indings The study found that readers with lower reading levels and th
variables not highly corre

less atio o 
lated) had lower comprehension scores than those with 

reading levels. However, there were no differences based on
the type of 

e, eth ity, in e, or 

 
essage  both th  current

 
 
Purpose The FDA retained Edge Research to conduct six consumer focus groups on indoor tanning 

equipment warning statement labeling.  The purpose of this qualitative research was to better 
understand: 

 
• Reactions to and perceptions of the current indoor tanning equipment warning 

statement label – overall, as well as the language, messaging, order and format of the 
statement 

• Reactions to and perceptions of the proposed indoor tanning equipment warning 
statement label –  overall, as well as the language, messaging, order and format of 
the statement 

• Compare and contrast the two warning labels on: comprehension, likelihood to read, 
and impact on behavior 

• Feedback on the location of the warning statement label on the tanning bed, 
including suggestions for location to increase its efficacy (notice and read) 
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Findings  Participants h indoor tanning – 
from ally, to those 
who have a membership at a tanning salon and go on a regular basis, to those who stopped 
because of the risks.  In most of the groups and without prompting, respondents mentioned 

in cancer.  Those who “tan” on a regular basis said that while they are aware of these risks, 
they continue to go for beauty and relaxation. 

 in the focus groups represented a range of experiences wit
 those who had just considered but never tried, to those who visit occasion

some of the dangers associated with indoor tanning – specifically, damage to the skin and 
sk

 
Focus group respondents reviewed both the current and proposed warning statement labels, 
and discussed them in detail.  When many saw the current label, their first reaction was tha
it looked like “legal mumbo jumbo” that they see on so many products these days, and hav
thus become “desensitized” to.  Some of the wording, as well as the paragraph format an
length, added to this perception.  At the same time, there were some who found the 
information alarming, and thought it communicated a message to “proc

t 
e 

d 

eed with caution.” 
 

Reactions to the proposed warning statement label were stronger across the board.  The 
streamlined format and messaging made it more attention grabbing and easier to process,
made the range of messages stand out as important.   

 

 and 

Respondents were asked to compare and contrast the two statements on several dimensions.  
 

us 

 
ents had several other recommendations on how to call attention to the warning 

label – add color, a symbol, and/or make the font larger.   

ecommendations 

No recommendations were presented in the study.   

3. Indepen

Almost all (but three participants in one of the teen groups) said they would be more likely to
read the proposed statement.  The shorter length and bulleted format made it easer to foc
on the risks and directives.  When they saw the two statements on a picture of a life-size 
tanning bed, this preference was even stronger. 
 
At the end of each focus group, participants were shown a life-size image of a tanning bed, 
with the warning statement label placed on the left side of the canopy (foot end), next to an 
exposure schedule and a statement with a warning regarding electrical hazards (in the 
center).  Most agreed that the placement could be improved, and had a variety of 
recommendations. 

Respond

 
R
 

 
dent Evaluation of FDA’s First Cycle Review Performance - Final Report 

 
urpose This study sought to identify and examine what factors contribute to and detract from FDA’s 

ct of FDA’s initiatives to enhance first-cycle review performance during 

 
Findings   T
 

ication, or 74-Day Letter, is an effective tool in 

listed in 
the 74-Day Letter resolved by the action date.  Of those that resolved the potential 

P
ability to make an approval decision during the first-cycle review for products that are 
ultimately approved without major new data submissions.  This evaluation contract was to 
determine the impa
the five-year period of PDUFA III.   

he study found that: 

• The Filing Review Notif
communicating deficiencies to sponsors.  Sixty-two percent of applications 
submitted during FY 2005 – FY 2007 had potential review issues that were 
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review issues conveyed in the letter, 62% were approved in the first cycle, indicat
that FDA successfully identified and communicated important review issues to the 
sponsor in the Filing Review Notification. 

• Priority review designation, which is given to applications for products that offer 
major advances in treatment or provide a treatment where no adequate therapy 
exists, had the most significant impact

ing 

 

 on first-cycle approval rates.  Applications 
with a Priority designation had a higher first-cycle approval rate (68%) than products 

 

(92%). 
 

ared to that of products with non-

 

d with 80% of assessed good review 

 
Recommend
 

• ing 
tivities and timeframes. 

uld continue to use the 74-Day Letter to communicate application deficiencies early 

s & Initiatives --

with Standard review designation (36%).  

• Applications were more likely to be approved in the first cycle if a major deficiency 
was identified pre-submission (40%) than if major deficiencies were identified 
during the review (19%).  Applications for which no major deficiency was identified 
either pre-submission or during the review had a high first-cycle approval rate 

• Products with a novel mechanism of action targeting life-threatening conditions had 
a greater first-cycle approval rate (62%) comp
novel mechanism of actions addressing non-life-threatening conditions (39%). 

• Applications that complied with most or all of the assessed good review 
manufacturing procedures activities had the highest first-cycle approval rates. For 
applications assessed after the FY 2005 good review manufacturing procedures 
rollout, application reviews that complie
manufacturing procedures activities and timeframes or more had a first-cycle 
approval rate of 71% compared to the first-cycle approval rate of 50% for those 
application reviews that complied with 20% of good review manufacturing 
procedures assessed activities.  

ations 

FDA should continue with good review manufacturing procedures implementation, ensur
adoption of both good review manufacturing procedures ac

 
• FDA sho

in the review process. 
 
4. Independent Evaluation of FDA’s Prescription Drug User Fee Act III -- Evaluation  

Task Order -- Post Marketing Commitments Study Report 
 
Purpose The Food and Drug Administration (FDA) evaluates new drug and biological products prior 

to approval for marketing in the United States.  In these instances, FDA may request that a 
sponsor seeking approval of a new drug or biological product conduct a postmarketing study
to provide additional information about the safety, efficacy or optimal use of a drug or 
biological product that is important bu

 

t not necessary for market approval. FDA 
udy to identify possible improvements to its existing postmarketing 
rocesses.  The study retrospectively analyzed 743 unique PMCs agreed 

 
Findings 

commissioned this st
commitment (PMC) p
upon between FY 2002 and FY 2005.  

The study showed that PMCs were most often requested based on a need for additional data 
(21 percent) or analysis that did not significantly impact the overall assessment of safety and 
efficacy to warrant delaying approval. The next most common rationales were potential 

 77



safety signals (13 percent), underrepresented subpopulations (12 percent) and drug-drug 
interaction concerns (10 percent).   

 
The study found that sponsors generally agreed (86 percent) that the PMC program has a 

e 
 were 

stioned the value and/or rationale of 
specific PMCs. These sponsors noted that in some cases, the supporting studies were 

always met.  Milestones for protocol submissions and final study reports were met by 

ain 

 
Recommend
 

•  in the 
h informal communication after the 

ary discipline review is conducted, but before it is finalized. Notification would not 
e that a PMC request was forthcoming, but rather grant the sponsor additional time 

on. 

the current status of PMCs. In many instances, new PMC schedules 

tions, these commitments were reported as 

here 

positive public health impact.  More than half (51 percent) of fulfilled PMCs assessed in th
study cohort resulted in a label change. The most common reasons for the label changes
validated safety and efficacy concerns (30 percent of fulfilled studies with a label change), 
validated drug-drug interaction concerns (18 percent), and expanded use in subpopulations 
(16 percent).  However, 50 percent of sponsors que

ongoing at the time of approval of the product, and the PMC was simply a mechanism to 
ensure the results were submitted to FDA.  Others reported that they believed the PMC 
supported a reviewer's academic interests. 
 
The study also found that the PMC milestones agreed on by FDA and the sponsor were not 

sponsors 76 percent and 60 percent of the time, respectively. FDA reviewers met their goal 
dates for completing annual status report reviews (90days) 53 percent of the time, and final 
study report reviews (12 months or per PDUFA timelines) 61 percent of the time. The m
reason for FDA failure to meet review goal dates was competing workload priorities.   
 
Overall, the study found evidence that indicates PMCs positively impact public health, but 
need to be used judiciously to ensure that only commitments addressing important issues 
regarding safety, efficacy and optimal use are requested. 

ations 

FDA should make efforts to notify sponsors of issues that could lead to PMCs earlier
review process. This could be achieved throug
prelimin
guarante
to understand the concern, develop a feasible study to propose, or provide evidence 
demonstrating that the study is not necessary. Providing earlier notification would likely 
result in fewer PMCs and better study design for those that are ultimately agreed up

 
• FDA should reflect renegotiated timelines in their internal databases and PMC website when 

tracking and reporting 
had been renegotiated and agreed upon by both sponsor and FDA, because the original 
schedule proved to be infeasible for reasons unrelated to the sponsor’s level of effort to 
conduct the study.  However, as required by regula
delayed if they missed any milestone date in the original study schedule. This practice 
negatively impacts the perception of timeliness of the PMC pool by combining studies 
currently underway using a revised, agreed-upon timeline with those studies that are truly 
delayed. For situations where delays occurred due to circumstances beyond the control of the 
sponsor, a possible option for FDA to consider is to release and reissue commitments w
FDA and the sponsor agree that the original study schedule cannot be met and a revised 
schedule is needed. 
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GAO Hig

ach year, about 76 m
require hosp
inconsistent 
 
Overall Goa
 
Challenge: 
based, cost-e
 
FDA Action

• Full am to provide incentives for meat and poultry 
plants whose processes control foodbor

 
Challenge: 
 
FDA Action

• Buil
mak

• Imp l 
imp

 
hallenge: ontamination by responding 

y contamination through risk-based, cost effective allocation of resources.  

d
(htt

h Risk Issue - Transforming Federal Oversight of Food Safety  
 
E illion people contract a foodborne illness in the United States; about 325,000 

italization; and about 5,000 die.  The fragmented US system of oversight has caused 
oversight, ineffective coordination, and inefficient use of resources.  

l: Reduce illnesses caused by contamination of the food supply.  

Prevent or deter intentional and unintentional contamination of food supply through risk-
ffective allocation of resources.  

s: 
y implement the Salmonella Initiative Progr

ne pathogens.  

Early detection of contamination of the food supply.  

s: 
d a quality public health infrastructure with data that is readily accessible to key decision-
ers and front-line personnel.  
rove Food and Drug Administration (FDA) detection systems and improve risk-based annua
ort activities.  

Protect human health and mitigate impact of food supply cC
rapidly to food suppl
 
FDA Actions: 

• Enhancement of the Food Emergency Response Network (FERN) to ensure better geographic 
coverage.  

• Implement Supply Chain Source Verification Requirements to accelerate both the response and 
the return to normalcy.  

• Initiate the development of new Rapid Response Teams built on California Food Emergency 
Response Team (CalFERT) model. 

 
More information about specific milestones the agency will accomplish to achieve this goal, including 
i entification of the agency official responsible for each milestone can be found here 

p://www.whitehouse.gov/omb/expectmore/issue_summary/issue_31.html) and here 
p://www.whitehouse.gov/omb/expectmore/issue_summary/issueDetailedPlan_31.pdf(htt ) 
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	Introduction 
	The FY 2010 Online Performance Appendix is one of several documents that fulfill the Department of Health and Human Services’ (HHS) performance planning and reporting requirements. HHS achieves full compliance with the Government Performance and Results Act of 1993 and Office of Management and Budget Circulars A-11 and A-136 through the HHS agencies’ FY 2010 Congressional Justifications and Online Performance Appendices, the Agency Financial Report, and the HHS Citizens’ Report. These documents are available at http://www.hhs.gov/asrt/ob/docbudget/index.html.
	The FY 2010 Congressional Justifications and accompanying Online Performance Appendices contain the updated FY 2008 Annual Performance Report and FY 2010 Annual Performance Plan. The Agency Financial Report provides fiscal and high-level performance results. The HHS Citizens’ Report summarizes key past and planned performance and financial information.
	MESSAGE FROM THE FDA COMMISSIONER
	I am pleased to present the FY 2010 Online Performance Appendix for the Food and Drug Administration (FDA).    
	At FDA, we manage our programs to achieve measurable results and objectives that protect and advance the public health through a life-cycle approach to the safety of the products we regulate.  This Performance Report reflects the goals and objectives in the Department of Health and Human Services Strategic Plan and the FDA Strategic Action Plans.  
	In FY 2008, FDA has met and/or exceeded 97% of its performance goals based on data available as of March 31, 2009.  FDA has met and/or exceeded 98% of its performance goals for the previous two years.  In fact, since 2002, FDA has met and/or exceeded at least 92% of its performance goals.  This is an excellent record of achievement over the years, and reflects well on the effort and professionalism of FDA’s employees.
	In accordance with the requirements of the Reports Consolidation Act of 2000, I, as the Agency Head, assert that the performance information in this report is accurate, complete and reliable, based on available data in FDA’s performance information systems.  The FY 2008 Performance Report includes descriptions of the means by which HHS requires us to verify and validate performance data and related data issues, including the completeness and reliability of the data.  Where required, the programs have included discussions of the actions planned and completed to improve the completeness and reliability of the data.
	At FDA, we pledge to continue to speed innovations that make our food and cosmetics supply safer and make medical products effective, safer, and more affordable for both human and animal consumption.  We also pledge to continue to ensure that the public receives accurate and timely science-based information so they can use medical products and foods to improve their health.  We will continue to be good stewards of the resources that Congress provides and build a healthier America for generations to come.
	      Joshua M. Sharfstein, M.D.
	Principal Deputy Commissioner
	      Acting Commissioner of Food and Drugs
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	Summary of Performance Targets and Results
	Fiscal Year
	Total Targets
	Targets with Results Reported
	Percent of Targets with Results Reported
	Total Targets Met
	Percent of Targets Met
	2005 
	2006 
	2007 
	2008 
	2009 
	2010
	FDA Online Performance Appendix Performance Measures Table 
	Program: Foods 
	  
	Long Term Objective: Increase access to safe and nutritious new food products. 
	 
	Measure
	FY
	Target
	Result
	213301: Complete review and action on the safety evaluation of direct and indirect food and color additive petitions, including petitions for food contact substances, within 360 days of receipt. (Output) 
	2010
	70%
	Oct 31, 2011
	2009
	60%
	Oct 31, 2010
	2008
	60%
	Oct 31, 2009
	2007
	50%
	100%(Target Exceeded)
	2006
	70%
	87%(Target Exceeded)
	2005
	75%
	100%(Target Exceeded)
	 
	Measure 
	Data Source 
	Data Validation 
	213301 
	CFSAN’s electronic workflow system 
	The Food Additives Regulatory Management (FARM) Project’s electronic information management system is designed to support electronic processing, review, maintenance, and reporting for food ingredient submissions. This includes management of food and color additive petitions, Food Contact Notifications (FCNs) (until FY 2008), Generally Recognized as Safe Notices (GRNs) and Biotechnology Consultations, by providing modern electronic information management tools necessary for the food ingredient reviewers and managers to maximize their productivity. FARM allows reviewers to spend more time reviewing submissions, since they spend less time searching for, processing, and sharing information. FARM is currently able to support industry electronic submission of food ingredient submissions and correspondence in a consistent/standard electronic format further improving efficiencies for industry and FDA. Freedom of Information (FOI) requests and other communications disclosing information to industry and consumers are done electronically through the FARM System. CFSAN's electronic workflow system within FARM provides real-time tracking information on the progress, status, and timeliness of premarket submissions as well as the capability to generate ad-hoc reports including information and statistics on all significant events during the review process. 
	 
	Long Term Objective: Prevent safety problems by modernizing science-based standards and tools to ensure high-quality manufacturing, processing, and distribution. 
	 
	Measure
	FY
	Target
	Result
	214101: Number of state, local, and tribal regulatory agencies in the U.S. and its Territories enrolled in the draft Voluntary National Retail Food Regulatory Program Standards. (Outcome) 
	2010
	347 enrolled
	Dec 31, 2010
	2009
	332 enrolled
	Dec 31, 2009
	2008
	317 enrolled
	320 enrolled(Target Not Met)
	2007
	240 enrolled
	302 enrolled(Target Not Met)
	2006
	N/A
	259 enrolled(Target Not In Place)
	2005
	N/A
	185 enrolled(Target Not In Place)
	214102: Percentage of the enrolled jurisdictions which meet 2 or more of the Standards (Outcome) 
	2010
	32%
	Dec 31, 2010
	2009
	32%
	Dec 31, 2009
	2008
	32%
	32%(Target Met)
	2007
	26%
	32%(Target Exceeded)
	2006
	N/A
	24%(Target Not In Place)
	 
	Measure 
	Data Source 
	Data Validation 
	214101214102 
	Listing of Jurisdictions Enrolled in the draft Voluntary National Retail Food Regulatory Program Standards: http://www.cfsan.fda.gov/~dms/ret-jur.html. 
	Food Code adoption is tracked through the contract with the Association of Food and Drug Officials (AFDO) and measured as a percent of the U.S. Population. A listing of jurisdictions enrolled in the draft voluntary national retail food regulatory program standards can be found on the CFSAN web page at http://www.cfsan.fda.gov/~dms/ret-jur.html. This listing identifies regulatory agencies that have enrolled in the draft Voluntary National Retail Food Regulatory Program Standards and have agreed to publish their status as they perform their self assessments; and develop and implement strategic plans to meet all the Standards. Information is self-reported by the jurisdictions to FDA staff who compile the information and maintain the listing. 
	 
	Long Term Objective: Provide consumers with clear and timely information to protect them from food-borne illness and promote better nutrition. 
	 
	Measure
	FY
	Target
	Result
	212401: Increase by 40 percent the percentage of American consumers who correctly identify that trans fat increases the risk of heart disease. (Outcome) 
	2007
	45%
	May 31, 2009
	2005
	N/A
	32%(Target Not In Place)
	212402: Increase by 10 percent the percentage of American consumers who correctly identify that saturated fat increases the risk of heart disease. (Outcome) 
	2007
	81%
	May 31, 2009
	2005
	N/A
	74%(Target Not In Place)
	212403: Improve by 10 percent the percentage of American consumers who correctly identify that omega-3 fat is a possible factor in reducing the risk of heart disease. (Outcome) 
	2007
	34%
	May 31, 2009
	2005
	N/A
	31%(Target Not In Place)
	 
	Measure 
	Data Source 
	Data Validation 
	212401212402212403 
	Health and Diet Survey
	 
	Long Term Objective: Detect safety problems earlier and better target interventions to prevent harm to consumers. 
	 
	Measure
	FY
	Target
	Result
	214201: Number of prior notice import security reviews.   (Output) 
	2010
	80,000
	December, 2010
	2009
	80,000
	December, 2009
	2008
	80,000
	80,543(Target Exceeded)
	2007
	60,000
	84,088(Target Exceeded)
	2006
	N/A
	89,034(Historical Actual)
	2005
	N/A
	86,187(Historical Actual)
	214202: Number of import food field exams.  (Output) 
	2010
	140,000
	December, 2010
	2009
	120,000
	December, 2009
	2008
	85,000
	100,718(Target Exceeded)
	2007
	71,000
	94,743(Target Exceeded)
	2006
	N/A
	94,545(Historical Actual)
	2005
	N/A
	84,997(Historical Actual)
	214203: Number of Filer Evaluations.   (Output) 
	2010
	1,000
	December, 2010
	2009
	1,000
	December, 2009
	2008
	1,000
	1,356(Target Exceeded)
	2007
	1,000
	1,355(Target Exceeded)
	2006
	N/A
	1,441(Historical Actual)
	2005
	N/A
	1,407(Historical Actual)
	Measure
	FY
	Target
	Result
	214204: Number of examinations of FDA refused entries.   (Output) 
	2010
	5,000
	December, 2010
	2009
	5,000
	December, 2009
	2008
	4,000
	5,926(Target Exceeded)
	2007
	3,000
	5,510(Target Exceeded)
	2006
	N/A
	5,846(Historical Actual)
	2005
	N/A
	5,655(Historical Actual)
	214205: Number of high risk food inspections.   (Output) 
	2010
	6,750
	December, 2010
	2009
	6,100
	December, 2009
	2008
	5,700
	6,230(Target Exceeded)
	2007
	5,625
	6,421(Target Exceeded)
	2006
	N/A
	6,795(Historical Actual)
	2005
	N/A
	7,568(Historical Actual)
	214303: Convert data from new eLEXNET participating laboratories via automated exchange or convert data from existing manual data streams to automated data exchange.   (Outcome)
	2010
	5 data exchange additions/conversions
	December, 2010
	2009
	5 data exchange additions/conversions
	December, 2009
	2008
	5 data entry labs
	11 labs(Target Exceeded)
	214206: Maintain accreditation for ORA labs.  (Outcome) 
	2010
	13 labs
	December, 2010
	2009
	13 labs
	December, 2009
	2008
	13 labs
	13 labs(Target Met)
	2007
	13 labs
	13 labs(Target Met)
	2006
	N/A
	13 labs(Historical Actual)
	2005
	N/A
	6 labs(Historical Actual)
	214305: Increase laboratory surge capacity in the event of terrorist attack on the food supply. (Radiological and chemical samples/week).  (Outcome) 
	2010
	2,500 rad & 2,100 chem
	December, 2010
	2009
	2,500 rad & 1,650 chem
	December, 2009
	2008
	2,500 rad & 1,200 chem
	2,500 rad & 1,200 chem (Target Met)
	2007
	1,000 rad & 1,200 chem
	1,000 rad & 1,200 chem (Target Met)
	2006
	N/A
	1,200 chem (Target Met)
	2005
	N/A
	0
	 
	Measure 
	Data Source 
	Data Validation 
	214201214202214203214204214205214303214206214305 
	Field Data Systems 
	ORA uses two main information technology systems to track and verify field performance goal activities: the Field Accomplishments and Compliance Tracking System (FACTS) and the Operational and Administrative System Import Support (OASIS). FACTS includes data on the number of inspections; field exams; sample collections; laboratory analyses; and, the time spent on each. OASIS, which is coordinated with U.S. Customs and Border Protection, provides data on what FDA regulated products are being imported as well as where they are arriving. It also provides information on compliance actions related to imports. FDA is currently developing the Mission Accomplishment and Regulatory Compliance Services (MARCS) system. MARCS will incorporate the capabilities of these two field legacy systems and include additional functionality. 
	Other Outcome Indicators Measured in the HHS Strategic Plan
	Measure
	FY
	Target
	Result
	Reduce the incidence of infection with key foodborne pathogens: Campylobacter species.
	2010
	12.3 cases/100,000
	December, 2011
	2009
	TBD
	December, 2010
	2008
	TBD*
	December, 2009
	2007
	N/A
	12.8 cases/100,000(Target Exceeded)
	2006
	N/A
	12.7 cases/100,000(Historical Actual)
	2005
	N/A
	12.7 cases/100,000(Historical Actual)
	Reduce the incidence of infection with key foodborne pathogens: Escherichia coli O157:H7.
	2010
	1.0 cases/100,000
	December, 2011
	2009
	TBD
	December, 2010
	2008
	TBD*
	December, 2009
	2007
	N/A
	1.2 cases/100,000(Target Exceeded)
	2006
	N/A
	1.3 cases/100,000(Historical Actual)
	2005
	N/A
	1.1 cases/100,000(Historical Actual)
	Reduce the incidence of infection with key foodborne pathogens: Listeria monocytogenes.
	2010
	.24 cases/100,000
	December, 2011
	2009
	TBD
	December, 2010
	2008
	TBD*
	December, 2009
	2007
	N/A
	.27 cases/100,000(Target Exceeded)
	2006
	N/A
	.31 cases/100,000(Historical Actual)
	2005
	N/A
	.30 cases/100,000(Historical Actual)
	Reduce the incidence of infection with key foodborne pathogens: Salmonella species.
	2010
	6.8 cases/100,000
	December, 2011
	2009
	TBD
	December, 2010
	2008
	TBD*
	December, 2009
	2007
	N/A
	14.9 cases/100,000(Target Exceeded)
	2006
	N/A
	14.7 cases/100,000(Historical Actual)
	2005
	N/A
	14.5 cases/100,000(Historical Actual)
	 *  CDC has not published the final FY 2007 FoodNet data, although it was expected to be published this fall. 
	1. Complete review and action on the safety evaluation of direct and indirect food and color additive petitions, including petitions for food contact substances, within 360 days of receipt.  (213301)
	Context:  The likely number of submissions to the food and color additives premarket review program was uncertain for FY 2007 and FY 2008 because of statutory triggers in section 409(h) of the FD&C Act that might have dramatically increased the number of submissions to this program.  The factors impacting the uncertainty in submission numbers have lessened and performance has stabilized despite reduced program resources.
	Performance:  Because of the 360 day review time associated with this goal, the FY 2008 actual data would not normally be available until October 2009; however, all petitions filed in FY 2008 have been completed as of the end of March 2009.  Although this program has reached or exceeded its performance goal each of the last four years, program resources have been reduced.  One reason goals have continued to be met is that the actual number of submissions has fallen off over that time period.  An increase in the number or complexity of incoming submissions could reduce performance.  
	2. Number of state, local, and tribal regulatory agencies in the U.S. and its Territories enrolled in the draft Voluntary National Retail Food Regulatory Program Standards and the percentage of the enrolled jurisdictions which meet 2 or more of the Standards.   (214101 and 214102) 
	Context:  Strong and effective regulatory programs at the state, local and tribal level are needed to prevent foodborne illness and reduce the occurrence of foodborne illness risk factors in retail and foodservice operations. The voluntary use of the Program Standards by a food inspection program reflects a commitment toward continuous improvement and the application of effective risk-based strategies for reducing foodborne illness.  The success that FDA’s National Retail Food Team has had in increasing enrollment and use of the Standards reflects continued recognition that the Standards help programs improve food safety in foodservice and retail food establishments. Effective use of the Standards is assured by having enrolled complete program self-assessments to identify program strengths and areas for improvement.
	Performance:   FDA exceeded its FY 2008 target by enrolling 18 additional states, local and tribal retail food inspection programs enrolled in the FDA Voluntary National Retail Food Regulatory Program Standards. This raised the total number of enrolled jurisdictions to 320.  102 of these 320, or 32%, of the enrolled jurisdictions reported meeting at least 2 of the 9 Program Standards, based on their own self assessments.   The FY 2009 targets in the Outputs Table are based on an expectation of enrolling fifteen additional enrolled jurisdictions.  These targeted increases are more modest than previous year’s enrollments in recognition that, in addition to enrolling new jurisdictions, ORA personnel must devote time and resources to assisting the growing number of enrollees with Program Standards implementation.  In fact, the target for FY 2009 is to maintain the current percentage of those enrolled jurisdictions that meet 2 or more of the Standards at 32%. Based on enrollment activity in the first quarter of FY 2009 we are on target for meeting the existing FY 2009 Targets.  The FY 2010 Targets shown in the table above are based on an expectation that additional local jurisdictions will enroll in FY 2010 and make progress toward meeting the Standards as the result, in part, of FY 2009 efforts by FDA to make funds available to jurisdictions who agree to provide FDA with written reports on their progress.
	3.  Increase consumer understanding of diet-disease relationships, and in particular, the relationships between dietary fats and the risk of coronary heart disease (CHD).   (212401, 212402, 212403)
	Context:   Coronary Heart Disease (CHD) is the leading cause of death among Americans, accounting for more than 1 in 5 deaths annually. CHD is also the leading cause of premature, permanent disability in the labor force. Dietary factors, especially consumption of some fats, play a significant role in CHD risk.  One modifiable factor that is important for reducing mortality and morbidity associated with heart disease is consumer understanding of the consequences of dietary choices with respect to CHD. Increased understanding will strengthen motivation to adopt and maintain recommended healthy dietary behavior and to make informed dietary choices.  The target is directly in line with several of the Department's priorities and strategic goals. First, improving the American diet through informed choice about fats that increase or reduce the risk of heart disease is one of several important steps toward reducing the enormous morbidity and mortality burden of CHD. This burden is borne disproportionately by minority populations, including African-Americans, Hispanics, and Native Americans. As the leading cause of death and a significant cause of illness and disability, CHD also imposes substantial costs on the U.S. health care system.
	Performance:  The baseline data for FY 2005 has been developed.   Although the target year for accomplishment was FY 2007, the Health and Diet Survey is currently in the field and data is expected to be available for analysis by the end of May, 2009.
	4. Number of prior notice import security reviews.  (214201)
	Context:   FDA’s  Prior Notice Center (PNC)  was established in response to regulations promulgated in conjunction with the Public Health Security and Bioterrorism Preparedness Act of 2002 (BTA).  Its mission is to identify imported food and feed products that may be intentionally contaminated with biological, chemical, or radiological agents, or which may pose significant health risks to the American public, from entering into the U.S.  FDA will continue to focus much of its resources on Intensive Prior Notice Import Security Reviews of products that pose the highest potential bioterrorism risks to the U.S. consumer.  All flagged entries (100%) are reviewed every year.  FDA expects that as prior notice compliance activities increase and targeting for high risk products becomes more sophisticated, the total number of intensive prior notice security reviews conducted by the PNC may decrease in future years.
	Performance:  During FY 2008, FDA received 10,065,863 prior notice submissions on which the PNC conducted 80,543 import security reviews (exceeding the performance target of 80,000 reviews) to identify and intercept potentially contaminated food and animal food/feed products before they entered the U.S.  One shipment was held for potential biosecurity concerns and another 309 shipments were refused for prior notice violations. These operations actively strengthen the U.S. food supply and provide early warning for potential bioterrorist threats.  In addition, the PNC responded to 25,220 phone and e-mail inquiries, and conducted 546 informed compliance calls to the import trade in order to facilitate better compliance with the submission of accurate, timely prior notice information.
	5. Number of import food field exams on products with suspect histories.  (214202)
	Context:   The volume of imported food shipments has been rising steadily in recent years and this trend is likely to continue.  FDA reviewed approximately 9.4 million line entries of imported food out of an estimated 17.2 million lines of FDA regulated products in FY 2008.  In FY 2009, FDA expects approximately 9.5 million line entries of imported food within a total of more than 18.7 million lines of FDA regulated entries.  To manage this ever-increasing volume of imports, FDA uses risk management strategies to achieve the greatest food protection with available resources.  While the percentage of imports physically examined may decline as imports continue their explosive growth, the exams that ORA conducts are more targeted and more effective than ever before.  ORA continues to think that the best approach to improve the safety and security of food import lines is to devote resources to expand targeting and follow through on potentially high-risk import entries rather than simply increasing the percentage of food import lines given a field exam.  In FY 2009, FDA used Food Protection Resources to increase the number of import food field exams by 20,000 exams which brings the FY 2009 Target to 120,000 exams over the FY 2008 accomplishments.  In FY 2010, FDA will use the FY 2009 resources to increase the number of import food field exams by 20,000 exams which brings the FY 2010 Target to 140,000 exams.
	Performance:  In FY 2008, FDA exceeded the target of 85,000 by completing 100,718 field examinations of imported food lines.   Explanation of why this goal was significantly exceeded:  It’s difficult to estimate the target for this goal because there are several different risk factors that affect how many exams will be done in a certain year, including unplanned agency initiatives and emergencies.  Therefore, FDA estimates a conservative target number each year to assure that there is still a reasonable opportunity to meet the goal.   However, FDA has concluded that future targets should be adjusted upward based on actual performance data for the last several years.  
	 
	6. Number of Filer Evaluations of import filers.   (214203)
	Context: The Food and Drug Administration (FDA) receives electronic import entry data for assessing the admissibility of regulated imported articles.  The accuracy of these data directly relates to the level of confidence that American consumers can expect in the quality, safety and compliance of imported articles subject to FDA’s jurisdiction.   Entry data affects FDA’s determination of the labeling, quality, safety, approval status, and efficacy of FDA-regulated import articles.  FDA uses an electronic entry screening system, Operational and Administrative System for Import Support (OASIS), to screen import entry data transmitted by import filers.  Filers who fail an evaluation must implement a Corrective Action Plan and pass a tightened evaluation.  This protects public health by ensuring reporting compliance for imported articles that FDA regulates.  FDA will continue to develop and apply methods to evaluate filer accuracy that are consistent with evolving security and import regulation practices.  The FY 2010 target is being maintained.
	Performance: In FY 2008, FDA exceeded this goal of 1,000 by performing 1,356 filer evaluations.  This goal is an agency-wide goal and performance data includes activities from all five program areas; however, the majority of the performance activities and resources are from the Foods program. 
	7. Number of examinations of FDA refused entries.  (214204)
	Context:  FDA is responsible for the protection of the U.S. public regarding foods, drugs, devices, electronic products and cosmetics.  This protection includes refusing entry of products into the U.S. when they are deemed violative and assuring these violative products are either destroyed or exported and do not enter into domestic commerce.  Although primary responsibility for supervising destruction or exportation rests with the Bureau of Customs and Border Protection (CBP), FDA monitors the disposition of refused shipments and maintains an open file until the product is exported or destroyed.  In cooperation with CBP, FDA will, at times, supervise destruction or examine products prior to export in order to assure that the refused product is actually exported.  This performance goal only counts FDA supervised destruction or exportation of refused entries.  In other cases FDA relies on notification from CBP that the refused products have been destroyed or exported.  The FY 2009 target was increased to 5,000 examinations to better reflect the recent historical actuals for this goal.  For FY 2010, the target will be maintained.
	Performance:  In FY 2008, FDA exceeded this goal of 4,000 by performing 5,926 examinations of FDA refused entries as they were delivered for exportation to assure that the products refused by FDA were exported.  This goal is an agency wide goal and performance data will include activities from all five program areas; however, the majority of the performance activities and resources are from the Foods program.  
	8. Number of high risk food inspections.   (214205)
	Context: High risk food establishments are those that produce, prepare, pack or hold foods that are at high potential risk of microbiological or chemical contamination due to the nature of the foods or the processes used to produce them.  This category also includes foods produced for at risk populations such as infants.  The Field intends to inspect such establishments annually, or more frequently for those who have a history of violations.  The FDA inventory of high-risk establishments is dynamic and subject to change.   For example, firms go out of business, new high-risk food firms enter the market, or the definition of high risk evolves based on new information on food hazards.  High-risk establishment inspection frequencies vary depending on the products produced and the nature of the establishment.  Inspection priorities may be based on a firm’s compliance history.  The FY 2009 target was increased to 6,100 inspections of high-risk food establishments to better reflect the recent historical actuals for this goal.  For FY 2010, the target has been increased to 6,750 to reflect the FY 2009 Appropriations.
	Performance:  In FY 2008, FDA exceeded this goal of 5,700 by performing 6,230 inspections of high-risk domestic food establishments.
	9. Convert data from new eLEXNET participating laboratories via automated exchange or convert data from existing manual data streams to automated data exchange.  (214303) 
	Context: The electronic Laboratory Exchange Network (eLEXNET) is a seamless, integrated, secure network that allows multiple agencies (federal, State and local health laboratories on a voluntary basis) engaged in food safety activities to compare, communicate, and coordinate findings of laboratory analyses.  eLEXNET enables health officials to assess risks, analyze trends and provides the necessary infrastructure for an early-warning system that identifies potentially hazardous foods. As of the end of FY 2008, 151 laboratories representing multiple government agencies and all 50 states are contributing data into the eLEXNET system allowing the program to successfully populate its database with valuable information for use in threat detection, risk assessment, inspection planning, and traceback analysis.  eLEXNET plays a crucial role in the Nation's food testing laboratory system and is an integral component of the Nation’s overall public health laboratory information system.  FDA anticipates that increasing data exchange participation will enhance the utility of the data, improve data quality, and increase the effectiveness of the nation’s food security efforts.
	Performance:  In FY 2008, FDA exceeded its performance goal by achieving automatic exchange of data from 11 laboratories.  Explanation of why this goal was significantly exceeded: This goal was significantly exceeded due to a one-time opportunity to add 9 laboratories with automated data exchange capabilities through a single data network (portal).  
	10. Establish and maintain accreditation for ORA labs.  (214206)
	Context:  FDA is a science-based agency that depends on its regulatory laboratories for timely, accurate, and defensible analytical results in meeting its consumer protection mandate.  Our laboratories have enjoyed a long history of excellence in science upon which the agency has built its reputation as a leading regulatory authority in the world health community.  Accreditation of laboratory quality management systems provides a mechanism for harmonizing and strengthening processes and procedures, thereby improving the quality of operations and the reliability of FDA's science.  Such accreditations allow FDA to maintain its reputation as a source of scientifically sound information and guidance both domestically and in the international arena.
	Performance:  In FY 2008, FDA met this laboratory accreditation goal. FDA maintained accreditation for 13 laboratories: Denver District Lab, Forensic Chemistry Center, Arkansas Regional Lab, Pacific Regional Lab Northwest, San Francisco District Lab, Winchester Engineering and Analytical Center, New York Regional Lab, Southeast Regional Lab, San Juan District Lab, Detroit District Lab, Pacific Regional Lab Southwest, and Kansas City District Lab. All ORA Field Laboratories are accredited to ISO 17025 by the American Association for Laboratory Accreditation.  FCC is accredited by the ASCLD (American Society of Crime Laboratory Directors).
	11. Increase laboratory surge capacity in the event of terrorist attack on the food supply.   (Radiological and chemical samples/week)   (214305)    
	Context: A critical component of controlling threats from deliberate food-borne contamination is the ability to rapidly test large numbers of samples of potentially contaminated foods for the presence of contaminants.  To address the need for this surge capacity, The Food Emergency Response Network (FERN), a joint effort between USDA/FSIS and HHS/FDA, was created.  FERN is a nationwide laboratory network that integrates existing federal and State food testing laboratory resources capable of analyzing foods for agents of concern in order to prevent, prepare for, and respond to national emergencies involving unsafe food products.  Improvements in surge capacity will have public health value even in non-deliberate food contamination by assisting FDA in identifying and removing contaminated food products from the marketplace as soon as possible in order to protect the public health and mitigate disruption in the U.S. food supply chain.  FDA awards FERN Cooperative Agreements for chemistry and radiological FERN labs to the States.  After receiving the funding, State FERN laboratories can take up to one year to reach full capacity due to the need for training and testing to ensure confidence in the laboratory results.  As a result, labs funded in one fiscal year will not show surge capacity until the following year. With FY 2008 Food Protection increases, ORA added three additional FERN chemical labs in FY 2008 which will increase the surge capacity in FY 2009 to 1,650 chemical samples per week.  With the FY 2009 Appropriation, ORA will add three additional FERN chemical labs in FY 2009 which will increase the surge capacity in FY 2010 to 2,100 chemical samples per week.
	Performance:  In FY 2008, FDA met this performance goal surge capacity target of 2,500 rad samples per week based on the awarding of cooperative agreements to 3 state radiological labs in FY 2007 resulting in a surge capacity increase of 500 rad samples per lab (1,500 total) in FY 2008.  FDA also maintained the surge capacity for 1,200 chemical samples (known analyte) per week.  
	The FERN laboratories are increasingly providing critical analytical surge capacity during food emergency events.  An FDA assignment directed samples to the FERN labs in the Salmonella outbreak in peppers, with over 150 samples tested.  FERN laboratories also participated in the FDA surveillance assignment for the political conventions.  All of these efforts contribute to increasing FDA’s capacity to analyze food samples relative to biological, chemical or radiological acts of terrorism and enhance the food safety and security efforts of state, local, and tribal regulatory bodies.
	FDA Online Performance Appendix Performance Measures Table 
	Program: Human Drugs 
	  
	Long Term Objective: Improve the medical product review process to increase the predictability and transparency of decisions using the best available science. 
	 
	Measure
	FY
	Target
	Result
	223201: Percentage of Standard NDAs/BLAs within 10 months. (Output) 
	2010
	90%
	Nov 30, 2011
	2009
	90%
	Nov 30, 2010
	2008
	90%
	Nov 30, 2009
	2007
	90%
	88%(Target Not Met)
	2006
	90%
	95%(Target Exceeded)
	2005
	90%
	99%(Target Exceeded)
	223202: Percentage of Priority NDAs/BLAs within 6 months. (Output) 
	2010
	90%
	Nov 30, 2011
	2009
	90%
	Nov 30, 2010
	2008
	90%
	Nov 30, 2009
	2007
	90%
	90%(Target Met)
	2006
	90%
	97%(Target Exceeded)
	2005
	90%
	88%(Target Not Met)
	223101: Number of Written Requests (WRs) issued for drugs that need to be studied in the pediatric population and number of drugs reported to the pediatric advisory committee on adverse events for drugs that receive pediatric exclusivity. (Output) 
	2010
	7/7
	Nov 30, 2010
	2009
	5/7
	Nov 30, 2009
	2008
	8/8
	5/19 (Target Not Met)
	2007
	7/7
	30/13 (Target Met)
	2006
	N/A
	18/12 (Historical Actual)
	2005
	N/A
	12/14 (Historical Actual)
	223205: The total number of actions taken on abbreviated new drug applications in a fiscal year. (Output) 
	2010
	1900
	Nov 30, 2010
	2009
	1900
	Nov 30, 2009
	2008
	1780
	1934(Target Exceeded)
	2007
	N/A
	1779(Historical Actual)
	2006
	N/A
	1456(Historical Actual)
	2005
	N/A
	1496(Historical Actual)
	223206: Percentage of Rx-to-OTC Switch applications within 10 months of receipt in which there was a complete review action and the number of OTC Drug Monographs on which there was significant progress. (Output) 
	2010
	100%/5
	Nov 30, 2010
	2009
	100%/5
	Nov 30, 2009
	2008
	100%/5
	100%/9 (Target Met)
	2007
	100%/5
	100%/9 (Target Met)
	2006
	NA
	100%/8 (Historical Actual)
	2005
	NA
	100%/17 (Historical Actual)
	223207: Reduction in FDA approval time for the fastest 50 percent of standard New Molecular Entities/Biologics Licensing Applications approved for CDER and CBER, using the 3-year submission cohort for FY 2005-2007. (Outcome) 
	2007
	514 Days
	May 31, 2011
	2006
	N/A
	May 31, 2010
	2005
	N/A
	May 31, 2009
	223208: Reduction in FDA time to approval or tentative approval for the fastest 70 percent of original generic drug applications approved or tentatively approved of those submitted using the 3-year submission cohort for FY 2005-2007. (Outcome) 
	2007
	16.4 months
	May 31, 2010
	2006
	N/A
	May 31, 2009
	2005
	N/A
	17.8 months(Historical Actual)
	223102: Number of medical countermeasures in which there has been coordination and facilitation in development. (Output) 
	2010
	4
	Nov 30, 2010
	2009
	4
	Nov 30, 2009
	2008
	5
	6(Target Exceeded)
	2007
	4
	4(Target Met)
	2006
	N/A
	6(Historical Actual)
	2005
	N/A
	11(Historical Actual)
	 
	Measure 
	Data Source 
	Data Validation 
	223201223202 223101223206223208 
	Review performance monitoring is being done in terms of cohorts, e.g., FY 2003 cohort includes applications received from October 1, 2002, through September 30, 2003. CDER uses the Center-wide Oracle Management Information System (COMIS) and New Drug Evaluation/Management Information System (NDE/MIS). FDA has a quality control process in place to ensure the reliability of the performance data in COMIS. The Pediatric Exclusivity Database tracks all data regarding pediatric exclusivity as mandated by FDAMA and reauthorized by BCPA. Specifically, this database tracks the number of WRs issued and the number of products for which pediatric studies have been submitted and for which exclusivity determinations have been made. The Pediatric Page database captures all information regarding waivers, deferrals, and completed studies for applications that are subject to the Pediatric Research Equity Act. Published monographs that establish acceptable ingredients, doses, formulations, and consumer labeling for OTC drugs. 
	The Center-wide ORACLE Management Information System (COMIS) is CDER’s enterprise-wide system for supporting premarket and postmarket regulatory activities. COMIS is the core database upon which most mission-critical applications are dependent. The type of information tracked in COMIS includes status, type of document, review assignments, status for all assigned reviewers, and other pertinent comments. CDER has in place a quality control process for ensuring the reliability of the performance data in COMIS. Document room task leaders conduct one hundred percent daily quality control of all incoming data done by their IND and NDA technicians. Senior task leaders then conduct a random quality control check of the entered data in COMIS. The task leader then validates that all data entered into COMIS are correct and crosschecks the information with the original document. CDER uses the Pediatric Exclusivity database and the Pediatric Research Equity Act Tracking System (PREATS) to track information such as number of written requests issued and the number of products for which pediatric studies have been submitted and for which exclusivity determinations have been made as well as information related to the PREA legislation. 
	223205223207 
	Review performance monitoring is being done in terms of cohorts, e.g., FY 2003 cohort includes applications received from October 1, 2002, through September 30, 2003. CDER uses the Center-wide Oracle Management Information System (COMIS) and New Drug Evaluation/Management Information System (NDE/MIS). FDA has a quality control process in place to ensure the reliability of the performance data in COMIS. The Pediatric Exclusivity Database tracks all data regarding pediatric exclusivity as mandated by FDAMA and reauthorized by BCPA. Specifically, this database tracks the number of WRs issued and the number of products for which pediatric studies have been submitted and for which exclusivity determinations have been made. The Pediatric Page database captures all information regarding waivers, deferrals, and completed studies for applications that are subject to the Pediatric Research Equity Act. Published monographs that establish acceptable ingredients, doses, formulations, and consumer labeling for OTC drugs. 
	The Center-wide ORACLE Management Information System (COMIS) is CDER’s enterprise-wide system for supporting premarket and postmarket regulatory activities. COMIS is the core database upon which most mission-critical applications are dependent. The type of information tracked in COMIS includes status, type of document, review assignments, status for all assigned reviewers, and other pertinent comments. CDER has in place a quality control process for ensuring the reliability of the performance data in COMIS. Document room task leaders conduct one hundred percent daily quality control of all incoming data done by their IND and NDA technicians. Senior task leaders then conduct a random quality control check of the entered data in COMIS. The task leader then validates that all data entered into COMIS are correct and crosschecks the information with the original document.CDER uses the Pediatric Exclusivity database and the Pediatric Research Equity Act Tracking System (PREATS) to track information such as number of written requests issued and the number of products for which pediatric studies have been submitted and for which exclusivity determinations have been made as well as information related to the PREA legislation. 
	223102 
	FDA websites: CDER Drug and Biologic Approval Reports (http://www.fda.gov/cder/rdmt/default.htm); Guidance Documents (http://www.fda.gov/cder/guidance/index.htm); FDA Approves Treatment for Nerve-Poisoning Agents for Use by Trained Emergency Medical Services Personnel (http://www.fda.gov/bbs/topics/NEWS/2006/NEW01473.html); FDA Approves First Generic Ciprofloxacin Injection, USP (http://www.fda.gov/bbs/topics/NEWS/2006/NEW01438.html); Questions and Answers about Unapproved Drugs and FDA’s Enforcement Action Against Carbinoxamine Products (http://www.fda.gov/cder/drug/unapproved_drugs/qa.pdf); Drugs Marketed in the United States That Do Not Have Required FDA Approval (http://www.fda.gov/cder/drug/unapproved_drugs/default.htm); Federal Register Notices; CDC/DHS Strategic National Stockpile (SNS) program. HHS website: HHS Awards BioShield Contract for Two Additional Medical Countermeasures for Radiological or Nuclear Incidents (http://www.hhs.gov/news/press/2006pres/20060213.html) 
	CDER has instituted multiple layers of verification and validation for ensuring the accuracy of performance information. CDER relies on data extracted from information systems to support demonstrating performance toward most performance goals and targets. CDER has developed manuals of policies and procedures (MaPPs) or other standard operating procedures for using or entering data into information systems. There are quality controls built in to the information systems – controls that help ensure the integrity and accuracy of the data entered. CDER has a number of analysts who have expertise in extracting information from these systems. Their knowledge and experience working with the data, and their familiarity and experience with the business of the Center provide another layer of validation. Further, the Center requires a multi-level clearance process for verifying and validating the accuracy of the information provided in the annual performance report. 
	 
	Long Term Objective: Improve information systems for problem detection and public communication about product safety. 
	 
	Measure
	FY
	Target
	Result
	222301: Improve the Safe Use of Drugs in Patients and Consumers. (Output) 
	2010
	Act upon 55% of issues within timelines
	Nov 30, 2010
	2009
	Act upon 50% of issues within timelines
	Nov 30, 2009
	2008
	Conduct pilot and act upon 50% of issues within timelines
	Conducted pilot and acted upon 50% of issues within timelines (Target Met)
	2007
	Implement safety issue tracking system
	Implemented(Target Met)
	2006
	N/A
	Standardized communication processes(Target Met)
	2005
	N/A
	Reviewed and provided comments on 100% of RiskMAPs for NMEs or products FDA or sponsor initiated discussions (Target Met)
	222201: Reduce the Unit Cost associated with turning a submitted Adverse Event Report into a verified record in the database. (Efficiency) 
	2010
	$12 per report
	Nov 30, 2010
	2009
	$12 per report
	Nov 30, 2009
	2008
	$13 per report
	$10.59 per report(Target Exceeded)
	2007
	$15 per report
	$13.64 per report(Target Exceeded)
	2006
	N/A
	$16.47 per report(Historical Actual)
	2005
	N/A
	$17.35 per report(Historical Actual)
	222202:  Reduce medication errors in hospitals through increased adoption of bar code medication administration technology.  (Outcome)
	2007
	12.5%
	19.6%(Target Exceeded)
	2006
	N/A
	13.2%(Historical Actual)
	2005
	N/A
	9.4%(Historical Actual)
	 
	Measure 
	Data Source 
	Data Validation 
	222301 
	CDC/DHS Strategic National Stockpile (SNS) program, database from Department of Energy/REAC/TS (Oakridge), published guidance for Industry, published Federal Register Notices, CDER internet site http://www.fda.gov/cder/drugprepare/default.htm. 
	222201 
	Drug Quality Reporting System (DQRS), Adverse Event Reporting System (AERS), OMB Form 300 on Drug Safety, UFMS cost data and published FDA CDER/CBER guidance for Industry, internet site http://www.fda.gov/cber/gdlns/barcode.htm. 
	AERS, UFMS, and OCIO quality control processes 
	 
	Long Term Objective: Detect safety problems earlier and better target interventions to prevent harm to consumers 
	 
	Measure
	FY
	Target
	Result
	224201: Number of foreign and domestic high-risk human drug inspections.  (Output) 
	2010
	700
	December 31, 2010
	2009
	600
	December 31, 2009
	2008
	500
	534(Target Exceeded)
	2007
	500
	583(Target Exceeded)
	2006
	N/A
	510(Historical Actual)
	2005
	N/A
	600(Historical Actual)
	 
	Measure 
	Data Source 
	Data Validation 
	224201 
	Field Data Systems. 
	ORA uses two main information technology systems to track and verify field performance goal activities: the Field Accomplishments and Compliance Tracking System (FACTS) and the Operational and Administrative System Import Support (OASIS). FACTS includes data on the number of inspections; field exams; sample collections; laboratory analyses; and, the time spent on each. OASIS, which is coordinated with U.S. Customs and Border Protection, provides data on what FDA regulated products are being imported as well as where they are arriving. It also provides information on compliance actions related to imports. FDA is currently developing the Mission Accomplishment and Regulatory Compliance Services (MARCS) system. MARCS will incorporate the capabilities of these two field legacy systems and include additional functionality. 
	 
	 1.  Percentage of Standard NDAs/BLAs and Priority NDAs/BLAs within 10 months.   (223201 and 223202) 
	Context:  This performance goal focuses primarily on improving the effectiveness and efficiency with which the FDA processes new drug and biologics licensing applications.  Central to that focus is FDA’s commitment to meeting PDUFA goals and requirements.  The Food and Drug Administration Amendments Act of 2007 reauthorized collection of user fees to enhance the review process of new human drugs and biological products and established fees for applications, establishments, and approved products.  A key determinant in knowing if CDER is effective and efficient is to measure the time to “first action.”  The first action is the first regulatory action CDER takes (complete response, approvable, not approvable, or approval letter) at the end of the review of the original NDA/BLA submission (the first review cycle).  The “first action time” refers to the time it takes to review and take an action on the original submission.  This statistic is different from “total approval time” which is the time it takes from the original receipt of the application until it is approved, which may take more than one review cycle.  “Total approval time” includes time spent reviewing an application in each of the review cycles plus the time taken by the sponsor to respond to the issues raised in the complete response or approvable/not approvable letter(s) and to re-submit the application for review.  CDER’s featured targets under this performance goal are to measure time to first action for “priority” submissions and “standard” submissions.  Applications for drugs similar to those already marketed are designated standard, while priority applications represent drugs offering significant advances over existing treatments.  In FY 2009, FDA continues to maintain the target set for this goal in the PDUFA legislation.  
	Performance:  CDER will not have the final performance numbers for the FY 2008 submission cohort until November 2009.  The latest information on CDER’s performance toward the targets for this performance goal is from FY 2007.  In FY 2007, CDER met the PDUFA review performance goals for reviewing priority NDAs and BLAs, including meeting the goal for reviewing priority NMEs and new BLAs, but did not meet the PDUFA review performance goals for reviewing standard NDAs and BLAs, including not meeting the goal for reviewing standard NMEs and new BLAs. CDER met its FY 2007 performance target for priority reviews.  However, CDER narrowly missed its target of 90% review of standard applications.  CDER's 88% performance on standard applications represents early indications of the impact of a shift in Center policy to put equal emphasis on post-market safety review decisions as on pre-market review decisions.  
	2.  Number of Written Requests (WRs) issued for drugs that need to be studied in the pediatric population and number of drugs reported to the pediatric advisory committee on adverse events for drugs that receive pediatric exclusivity. (223101)
	Context:  The context of the Pediatric Program’s performance goal in CDER covers the activities and requirements of the various laws passed to ensure safe and effective drug products are available for children, including the Best Pharmaceuticals for Children Act (BPCA), which provides incentives to manufacturers who conduct studies in children including a 6-month extension of marketing exclusivity for conducting pediatric studies requested by FDA, and the Pediatric Research Equity Act (PREA) which provides FDA the authority to require pediatrics studies for certain new and already marketed drug and biological products.  In FY 2009, the targets are five written requests and seven drugs reported to the pediatric advisory committee.
	Performance:  The target for FY 2008 performance was to issue at least 8 written requests to drug sponsors for drugs that need to be studied in the pediatric population and report to the pediatric advisory committee on adverse events for 8 drugs that receive pediatric exclusivity.  CDER issued 5 Written Requests to sponsors for on-patent drugs, as required by the Best Pharmaceuticals for Children Act.  CDER reported to 2 Pediatric Advisory Committee meetings on adverse events for 19 drugs that received pediatric exclusivity. CDER's 5 Written Requests (WRs) issued for drugs and 19 drugs reported to the pediatric advisory committee on adverse events for drugs that receive pediatric exclusivity represents early indications of the impact of a shift in Center policy. 
	3.  The total number of actions taken on abbreviated new drug applications in a fiscal year. (223205)
	Context:  The Office of Generic Drugs (OGD) has experienced a dramatic increase in workload, with the number of generic drug applications almost doubling over the past 4 years at a time when staffing levels have increased less than 20%.  Consequently, the previous measure (the percentage of new applications for which first action is taken within 180 days) no longer reflects FDA’s current program management challenge to increase throughput and productivity to address the higher workload while maintaining standards of quality and safety.  Therefore, FDA has determined that a more meaningful performance goal for the generic drug program is the number of total actions taken on abbreviated new drug applications. The total number of actions includes approvals, tentative approvals, not approvable, and approvable actions on applications.  
	Performance:  In FY 2008, the Office of Generic Drugs exceeded its goal by more than 150 actions, while also exceeding the number of actions in FY 2007.  In FY 2009, the target is 1900 actions, an increase of almost 7% over the FY 2008 target.  This reflects the estimated increase in performance as new staff, hired in FY 2008, are trained and achieve full performance levels.
	4.  Percentage of Rx-to-OTC Switch applications within 10 months of receipt in which there was a complete review action and the number of OTC Drug Monographs on which there was significant progress. (223206)
	Context:  OTC drug products can be legally marketed in the United States under an approved new drug application (NDA) or pursuant to an OTC drug monograph.  OTC drugs can be approved under an NDA through an Rx-to-OTC switch or by direct to OTC.  OTC drug monographs are "recipes" for marketing OTC drug products without the need for FDA pre-clearance. The monographs list the allowed active ingredients, dosage or concentration, the required labeling, and packaging and testing requirements if applicable. The monographs save manufacturers costs and reduce barriers to competition, as they allow both large and small companies to enter the market place with OTC drug products that have to meet the same, uniform criteria.  Final monographs (agency final rules) need to be completed for a number of large product categories (e.g., external analgesics, internal analgesics, antimicrobials, oral health care products, laxatives).  FDA is working to review OTC monographs for 29 categories of drug products to eliminate unsafe and ineffective products from the OTC market.  The ability to reach these goals is contingent upon the addition of experienced staff in all facets of rulemaking development as well as improvement in the efficiency of the FDA document clearance process.   
	Performance:  FDA exceeded its FY 2008 target by completing review and action on 100% of Rx-to-OTC switch and direct to OTC applications within 10 months of receipt.  All Rx-to-OTC switch applications received in FY 2008 with action goal dates in FY 2008 were acted on within 10 months of receipt.  There were 4 approval actions encompassing a total 7 switch products.  
	FDA made significant progress on the following 9 monographs:  (1) Internal Analgesic, Antipyretic, and Antirheumatic Drug Products - Organ Specific Warnings, Final Rule (proposed rule published 12/06); (2) Pediatric Dosing for OTC Cold, Cough, Allergy, Bronchodilator, and Antiasthmatic Drug Products - Amendment of the Final Rule (Advisory Committee meeting held 10/18/07 ; Part 15 Hearing held 10/2/08) ; (3) UVA Testing and Labeling for OTC Sunscreen Drug Products, Final Rule (proposed rule published 8/07); (4) OTC Topical Acne Drug Products Containing Benzoyl Peroxide, Final Rule; (5) Vaginal Contraceptive Drug Products – Proposed Amendment to the Proposed Rule ; (6) Laxative Professional Labeling, Proposed Rule; (7) Topical Antimicrobial Drug Products - Consumer Antiseptics; (8) Labeling for OTC Drug Product - Convenience Size Labeling Rule (proposed rule published 12/06); and (9) Cold Cough Allergy, Bronchodilator and Antiasthmatic Drug Products – Labeling for Bronchodilators to Treat Asthma (Ephedrine Single Ingredient) Final Rule.
	5.  Reduction in FDA approval time for the fastest 50 percent of standard New Molecular Entities/Biologics Licensing Applications approved for CDER and CBER, using the 3-year submission cohort for FY 2005-2007.  (223207)
	Context:  Reducing unnecessary delays in the approval time for safe and effective drugs that truly represent new therapies [i.e., new molecular entities (NMEs) and biologics] means earlier patient access for these medicines. Reducing unnecessary delays in drug approval also helps to both control the cost of new drug development, cited as a factor affecting the cost to consumers, and supports market competition among innovators. This is both good for the drug industry and good for consumers. New drug development presents uncertainties that increase the business risk and costs to the innovator. Higher costs can create barriers to competition both from new drugs with therapeutic value – but not blockbuster potential, and new innovators that don’t have access to the capital available to more established pharmaceutical companies. Although some scientific and technical uncertainties are inherent and unavoidable in drug innovation, others can be reduced or eliminated, helping speed patient access to new drugs, and reducing the cost of drug development.  FDA has begun major initiatives to reduce those sources of uncertainty.  The targeted reductions in this FDA outcome goal represent approximately 10.5 percent reductions in total FDA review times for priority and standard NMEs and BLAs. Using Tufts estimates of potential cost reductions by phase of drug development, a 10 percent reduction in regulatory review time yields a 1.6 percent reduction in total capital costs, now estimated at $802 million, translating to a savings of $12.8 million per NME approved.
	Performance:  The FDA approval time for the fastest 50 percent of standard NME and biologics licensing applications (BLAs) approved in CDER and CBER for the FY 2001-2003 cohort is 523 days as compared to 575 days for the baseline FY 1999-2001 submission cohort. This is a reduction of 52 days versus the FY 2005-2007 target of a reduction of 61 days.  Performance for the FY 2004 submission cohort was 547 days.
	6.  Reduction in FDA time to approval or tentative approval for the fastest 70 percent of original generic drug applications approved or tentatively approved of those submitted using the 3-year submission cohort for FY 2005-2007. (223208)
	Context:  FDA achievement of this goal will create earlier access to lower cost drug alternatives for patients. The high cost of drugs limits patient access to treatment. The lower income and uninsured populations are particularly affected.  Research has shown that 42 percent of the uninsured do not fill prescriptions because of financial reasons. The Center for Medicaid and Medicare Services has stated that the new Medicaid prescription drug coverage has come in under budget and points to the availability of more generic products as a factor in this outcome.  Increasing the availability of generic drugs will make many important treatments more affordable to the poor and the elderly and significantly improve access to treatment.  Optimal access and use of generic drugs will enable policy decision makers to contain costs in both the Medicare and Medicaid programs. This will only become more important as more of the top selling brand name drugs go off patent over the next few years. 
	Performance:  The FDA approval time for the fastest 70 percent of original generic drug applications approved for the FY 2003-2005 cohort is 17.8 months as compared to 17.9 months for the baseline FY 1998-2000 submission cohort.  This is an increase from the FY 2002-2004 cohort of 16.0 months.  In the last several years, submissions of abbreviated new drug applications have increased exponentially.  
	7.  Number of medical countermeasures in which there has been coordination and facilitation in development. (223102)
	Context:  In the Federal Government’s response to a biological, chemical, or radiological/nuclear attack or to a natural disaster, drugs will be mobilized from the CDC’s Strategic National Stockpile (SNS). However, not all drugs in the SNS are FDA-approved as countermeasures against threat agents or emerging infections.  FDA has been taking an aggressive and proactive approach to identify and facilitate development of new therapeutic options as well as to obtain information on existing approved drugs that may be used for an unapproved indication.  Identification of gaps in the therapeutic armamentarium and development of a plan to address these gaps will move the FDA closer to a goal of labeling medical countermeasures that reside in the SNS.  For example, although ciprofloxacin and doxycycline are FDA approved for post-exposure prophylaxis of anthrax, these drugs are not recommended for use in children and pregnant women unless no other drug is available.  Amoxicillin may be recommended as an alternative for these special populations, but it is not FDA approved and the optimal dose and dosing frequency are unknown.  Hollow fiber studies with amoxicillin may provide data to develop appropriate dosing regimens.  FDA is also active in department and agency efforts to prepare for other emergencies, such as natural disasters and pandemics.  In FY 2009, the target remains at 4 countermeasures.
	Performance:  In FY 2008, CDER facilitated the development of and access to medical countermeasures for counterterrorism and emerging infections through these actions:
	 FDA extended the expiry of Tamiflu (oseltamivir) capsules from 5 years to 7 years.
	 FDA assisted the HHS/PHEMCE Radiological/Nuclear Integrated Program Team (R/N IPT) in preparing a White Paper for the Enterprise Executive Committee:  “Neupogen in the Strategic National Stockpile to Address Neutropenia Associated with Acute Radiation Syndrome -- Issues Regarding Potential Use in an Emergency.”
	 FDA provided comments to the Department of Health and Human Services (HHS) regarding a plan for anticipated information needs to support submission of an NDA for approval of a “home MedKit” containing antiviral drugs as a mitigation strategy for a potential influenza pandemic.
	 Levaquin (levofloxacin) tablets, injection, and oral solution were approved for inhalational anthrax (post-exposure) to reduce the incidence or progression of disease following exposure to aerosolized B. anthracis in pediatric patients.  The drug previously was approved to treat adults after exposure to inhaled anthrax. 
	 To prepare the American population for an anthrax attack, FDA posted on its internet site revised home preparation instructions for doxycycline dosing for children and adults who are not able to swallow pills, at:  http://www.fda.gov/cder/drug/infopage/penG_doxy/home_prep.htm.
	 FDA awarded a contract for hollow fiber studies and mathematical modeling to determine the optimal dosing regimen for amoxicillin for anthrax post-exposure prophylaxis for pregnant women and children.
	8.  Improve the Safe Use of Drugs in Patients and Consumers. (222301)
	Context:  CDER is implementing a policy of more transparency in ensuring patients and physicians have the most up-to-date and complete information necessary to make treatment decisions.  The FDA Amendments Act of 2007 (FDAAA) recognizes FDA’s critical role in assuring the safe and appropriate use of drugs after they are marketed.  FDAAA gives FDA substantial new resources for medical product safety, as well as a variety of regulatory tools and authorities to ensure the safe and appropriate use of drugs.   Congress, along with the recommendations made over the past two years by the Institute of Medicine, the Government Accountability Office (GAO), and a multitude of others, directed FDA to shift its regulatory paradigm to recognize that ensuring that marketed products are used as safely and effectively as possible is equally as important as getting new safe and effective drugs to market quickly and efficiently.   With increased focus and resources on post-marketing, CDER is establishing procedures and tools for tracking, managing, and monitoring safety issues in much the same way CDER tracks pre-market issues according to PDUFA requirements.  Activities in FY 2006 and FY 2007 to standardize communications policies and procedures and to develop a tracking system to capture information about known and emerging safety issues established a foundation upon which CDER can now begin to build the capacity and capability to more effectively manage safety issues in a timely fashion.  In FY 2009 the target is to act on 50% of the issues within timelines.
	Performance:  In FY 2008, CDER met its target of acting upon at least 50 percent of the identified priority postmarket safety issues within an established timeframe.  During the first year of this new process, CDER focused its efforts on increasing its staff resources for tracking, managing, and monitoring postmarket safety issues.  CDER conducted a pilot for prioritizing postmarket safety issues, developing action plans and timelines for those issues, and monitoring and managing progress toward those plans.  
	9.  Reduce the Unit Cost associated with turning a submitted Adverse Event Report into a verified record in the database. (222201)
	Context:  The collection and analysis of data by FDA staff must occur throughout the entire life cycle of the product to identify unexpected safety risks associated with the use of a human drug that could not have been predicted by clinical trials and biostatistical analysis. Reports of these unexpected safety problems, called adverse events, are captured in the Adverse Event Reporting System (AERS), a critical component of FDA's post-marketing safety surveillance systems for all drug and therapeutic biologic products.  Information captured in AERS allows FDA scientists and statisticians to search for patterns that may indicate an emerging safety hazard, which is the first step in analyzing the potential causes and formulating an effective risk management response.  FDA is working to make AERS more efficient by improving the data entry work processes and reengineering the system to increase the percentage of electronic submissions, to reduce the amount of manual re-keying, along with other efficiencies.  These system improvements will allow the FDA to reduce the average cost and time associated with turning a submitted Adverse Event Report into a verified record in the database.  This improvement in efficiency will allow scientists and statisticians to access safety information sooner, and will free up resources that can be redirected to risk analysis activities that directly improve our ability to recognize and respond to drug safety problems.
	Performance:  The average cost associated with turning a submitted Adverse Event Report into a verified record in the database has been decreasing since FY 2003 due to FDA efforts to streamline its business processes and improve the information systems that are used to process records.  In FY 2003, the cost per report was $21.91/per report.  In FY 2004, the cost per report was $19.30/per report.  In FY 2005, the cost per report was $17.35/per report.  In FY 2006, the cost per report was $16.47/per report.  In FY 2007, the cost per report was $13.64/per report.  In FY 2008, the actual cost per report was $10.59/per report.  The proposed FY 2009 target of $12 per report is an increase over the FY 2008 value due to the expected addition of periodic reports that have not been previously entered in the past. The cost decrease for the FY 2008 actual of $10.59 per report as compared to the target value of $13 per report is due mainly to the high volume of electronic submissions, thereby offsetting the cost per report.  The overall savings to FDA from electronic submission continues to increase due the increasing numbers of received reports.  In the absence of electronic submissions, the program costs for manual data entry would be nearly double what they are today.
	10.  Reduce medication errors in hospitals through increased adoption of bar code medication administration technology. (222202) 
	Context:  In November 1999, the Institute of Medicine released a report estimating that as many as 98,000 patients die from medical errors in hospitals alone.  Many of these deaths, as well as additional non-fatal illnesses, are associated with errors involving FDA regulated medical products, especially medications.  A significant percentage of drug related mortality and morbidity results from errors that are preventable.  In addition to their human cost, these errors impose significant economic costs on the U.S. health care system.  The total cost of preventable adverse events has been estimated at $17 billion.  Preventing some of the adverse drug events related to medication errors in U.S. hospitals will significantly reduce related morbidity, mortality and health care costs.  Research to date has demonstrated the ability of bar code scanners at the point of care to intercept errors in dispensing and administration of medications and thereby prevent related adverse events.  Consequently, this measure tracks the adoption rate of bar code medication administration technology in hospitals, with the expectation that increased adoption rates will be directly related to decreased medication error-related adverse events.  
	Performance:  The results of the American Society of Health-System Pharmacists (ASHP) national survey of pharmacy practice in hospital settings: prescribing and transcribing-2007 were published in 2008.  Over the last few years the adoption rate of bar code medication administration technology has grown each year, up to 19.6% overall in 2007. 
	11.  Number of foreign and domestic high-risk human drug inspections. (224201)
	Context: FDA is continuing to develop a more quantitative risk model to help predict where FDA’s inspections are most likely to achieve the greatest public health impact.  The Risk-Based Site Selection Model provides a risk score for each facility, which is a function of four component risk factors – Product, Process, Facility, and Knowledge. In the FY 2007 model, the Agency developed several enhancements and improvements and will continue to explore ways to enhance calculations of process risk and facility sub-scores in FY 2010.  As enhancements are made to FDA’s data collection efforts and to the Risk-Based Site Selection Model, FDA will improve its ability to focus inspections on the highest-risk public health concerns in a cost-effective way.  For FY 2010, the target has been increased to 700 to reflect the FY 2009 Appropriations.
	Performance: FDA exceeded the FY 2008 goal of 500 by inspecting 534 high-risk foreign and domestic drug manufacturers.
	FDA Online Performance Appendix Performance Measures Table 
	Program: Biologics 
	  
	Long Term Objective: Increase the number of safe and effective new medical products available to patients 
	 
	Measure
	FY
	Target
	Result
	233201: Complete review and action on standard original PDUFA NDA/BLA submissions within 10 months of receipt. (Output) 
	2010
	90%
	Nov 30, 2011
	2009
	90%
	Nov 30, 2010
	2008
	90%
	Nov 30, 2009
	2007
	90%
	100%(Target Exceeded)
	2006
	90%
	100%(Target Exceeded)
	2005
	90%
	100%(Target Exceeded)
	233202: Complete review and action on priority original PDUFA NDA/BLA submissions within 6 months of receipt. (Output) 
	2010
	90%
	Apr 30, 2011
	2009
	90%
	Apr 30, 2010
	2008
	90%
	Apr 30, 2009
	2007
	90%
	100%(Target Exceeded)
	2006
	90%
	100%(Target Exceeded)
	2005
	90%
	100%(Target Exceeded)
	233203: Complete review and action on standard PDUFA efficacy supplements within 10 months of receipt. (Output) 
	2010
	90%
	Nov 30, 2011
	2009
	90%
	Nov 30, 2010
	2008
	90%
	Nov 30, 2009
	2007
	90%
	100%(Target Exceeded)
	2006
	90%
	100%(Target Exceeded)
	2005
	90%
	100%(Target Exceeded)
	233205: Complete review and action on complete blood bank and source plasma BLA submissions within 12 months after submission date. (Output) 
	2010
	90%
	Nov 30, 2011
	2009
	90%
	Nov 30, 2010
	2008
	90%
	Nov 30, 2009
	2007
	90%
	100%(Target Exceeded)
	2006
	N/A
	100%(Target Not In Place)
	2005
	N/A
	100%(Target Not In Place)
	233206: Complete review and action on complete blood bank and source plasma BLA supplements within 12 months after submission date. (Output) 
	2010
	90%
	Nov 30, 2011
	2009
	90%
	Nov 30, 2010
	2008
	90%
	Nov 30, 2009
	2007
	90%
	99%(Target Exceeded)
	2006
	N/A
	100%(Target Not In Place)
	2005
	N/A
	100%(Target Not In Place)
	 
	Measure 
	Data Source 
	Data Validation 
	233201233202233203233205233206 
	CBER’s regulatory management systems 
	The Center for Biologics Evaluation and Research (CBER) uses various databases to manage its diverse programs and to assess performance. The principal CBER database is the Regulatory Management System-Biologics License Application (RMS-BLA). The RMS-BLA is CBER’s VAX-based, Oracle database that is used to track all biologics license applications, and supplement submissions; provide information to facilitate the review process (product, application status, milestone tracking, facility, review committee, industry contacts, and other information); and produce a wide variety of management reports. The Regulatory Information Management Staff (RIMS) monitors and is responsible for maintaining data quality and integrity in RMS-BLA.
	The Biologics Investigational New Drug Management System (BIMS) is CBER’s VAX-based, Oracle database that is used to track all Investigational New Drug Applications (IND), Investigational Device Exemption (IDE), and Master Files (MF) submissions; provide product, application status, and other information to facilitate the review process; and produce a wide variety of management reports.  There are numerous mechanisms established for quality control in the Document Control Center, the application review offices, the Regulatory Information Management Staff, and several built into BIMS itself.
	The Blood Logging and Tracking System (BLT) records and tracks the various applications reviewed by the Office of Blood Research and Review.  The Office also has an NDA tracking system. The data retrieved from these systems are reviewed and validated by the RIMS and the application review offices. If errors are detected, they are corrected.
	Federal regulations (21 CFR, Part 600.14 and 606.171) require reporting of deviations in the manufacture of biological products that affect the safety, purity, or potency of the product. The Biological Product Deviation Reports (BPDRs) (previously called error and accident reports) enable the Agency to evaluate and monitor establishments, to provide field staff and establishments with trend analyses of the reported deviations and unexpected events, and to respond appropriately to reported  biological product deviations to protect the pubic health
	Long Term Objective: Prevent safety problems by modernizing science-based standards and tools to ensure high-quality manufacturing, processing, and distribution. 
	 
	Measure
	FY
	Target
	Result
	234101: Increase manufacturing diversity and capacity for pandemic influenza vaccine production. (Output) 
	2010
	See goal-by-goal section below.
	Nov 30, 2010
	2009
	See goal-by-goal section below.
	Nov 30, 2009
	2008
	See goal-by goal section, below.
	Accomplished targets. See goal-by-goal section below. (Target Met)
	2007
	See goal-by goal section, below.
	Accomplished targets. See goal-by-goal section, below. (Target Met)
	2006
	N/A
	Accomplished targets. See goal-by goal section, below. (Target Met)
	2005
	N/A
	N/A
	 
	Measure 
	Data Source 
	Data Validation 
	234101 
	CBER’s Office of Vaccines Research and Review; and CBER’s Medical Director for Emerging and Pandemic Threat Preparedness
	The data are validated by the appropriate CBER offices and officials.
	 
	Long Term Objective: Detect safety problems earlier and better target interventions to prevent harm to consumers. 
	 
	Measure
	FY
	Target
	Result
	234202: Number of high risk registered domestic blood bank and biologics manufacturing inspections.   (Output) 
	2010
	1,000
	December, 2010
	2009
	870
	December, 2009
	2008
	870
	1,014(Target Exceeded)
	234203: Number of highest priority human tissue establishment inspections.   (Output) 
	2010
	518
	December, 2010
	2009
	380
	December, 2009
	2008
	325
	383(Target Exceeded)
	2007
	325
	427(Target Exceeded)
	2006
	N/A
	354(Historical Actual)
	Measure 
	Data Source 
	Data Validation 
	234202
	234203  
	Field Data Systems 
	ORA uses two main information technology systems to track and verify field performance goal activities: the Field Accomplishments and Compliance Tracking System (FACTS) and the Operational and Administrative System Import Support (OASIS). FACTS includes data on the number of inspections; field exams; sample collections; laboratory analyses; and, the time spent on each. OASIS, which is coordinated with U.S. Customs and Border Protection, provides data on what FDA regulated products are being imported as well as where they are arriving. It also provides information on compliance actions related to imports. FDA is currently developing the Mission Accomplishment and Regulatory Compliance Services (MARCS) system. MARCS will incorporate the capabilities of these two field legacy systems and include additional functionality. 
	 
	 1.  Complete review and action on standard original PDUFA NDA and BLA submissions within 10 months of receipt.  (233201)
	Context:  The Prescription Drug User Fee Act (PDUFA) authorizes the FDA to collect fees from the prescription drug and biologic drug industries to expedite the review of human drugs and biologics so they can reach the market more quickly. Standard original BLAs are license applications for biological products, not intended as therapies for serious or life-threatening diseases. In FY 2010, FDA continues to maintain the target set for this goal in the PDUFA legislation.  
	Performance: FDA tracks PDUFA performance by year-of-receipt, which FDA calls the cohort year, and complete performance data are not available until the prescribed review time, i.e., 10 months after receipt, is expired.  In FY 2007, CBER exceeded its goal by completing review and action on 100 percent of 9 standard applications within 10 months of receipt, and has met or exceeded this performance goal since 1994.  The FY 2008 performance data for this goal will not be available until November 2009.
	2. Complete review and act on priority original PDUFA NDA/BLA submissions within 6 months of receipt. (233202)
	Context:  PDUFA authorizes the FDA to collect fees from the prescription drug and biologic drug industries to expedite the review of human drugs and biologics so they can reach the market more quickly.  A BLA will receive priority review if the product would be a significant improvement in the safety or effectiveness of the treatment, diagnosis or prevention of a serious or life-threatening disease.  In FY 2010, FDA continues to maintain the target set for this goal in the PDUFA legislation.  
	Performance: FDA tracks PDUFA performance by year-of-receipt, which FDA calls the cohort year and complete performance data are not available until the prescribed review time, i.e., 6 months after receipt, is expired.  In FY 2007, CBER exceeded its goal by completing review and action on 100 percent of 6 priority applications within 6 months of receipt, and has met or exceeded this performance goal since 1994.  The FY 2008 performance data for this goal will not be available until April 2009.
	3. Complete review and action on standard PDUFA efficacy supplements within 10 months of receipt.  (233203)
	Context:  PDUFA authorizes the FDA to collect fees from the prescription drug and biologic industries to expedite the review of human drugs and biologics so they can reach the market more quickly.  An efficacy supplement is a change to an approved licensed product to modify the “approved effectiveness” of a product such as a new indication, and normally requires clinical data.   In FY 2010, FDA continues to maintain the target set for this goal in the PDUFA legislation.  
	Performance: FDA tracks PDUFA performance by year-of-receipt, which FDA calls the cohort year and complete performance data are not available until the prescribed review time, i.e., 10 months after receipt, is expired.   In FY 2007, CBER exceeded its goal by completing review and action on 100 percent of 9 standard PDUFA efficacy supplements within 10 months of receipt, and has met or exceeded most of these performance goals since 1994.  The FY 2008 performance data for this goal will not be available until November 2009.
	4. Complete review and action on complete blood bank and source plasma BLA submissions within 12 months after submission date. (233205)
	Context:  In FY 2010, CBER has established the goal of reviewing and acting upon complete blood bank and source plasma BLA submissions within 12 months after submission.  Since so few complete blood bank and source plasma submissions are received by CBER, the actual performance may be significantly different than the target.  User fee resources are not available for blood bank and source plasma application review.
	Performance:  CBER tracks performance by year-of-receipt, which FDA calls the cohort year and complete performance data are not available until the prescribed review time, i.e., 12 months after receipt, is expired.  In FY 2007, CBER exceeded its goal by reviewing and acting on 100 percent of 5 submissions within 12 months of receipt. The FY 2008 performance data for this goal will not be available until November 2009.
	5. Complete review and action on complete blood bank and source plasma BLA supplements within 12 months after submission date. (233206)
	Context:  In FY 2010, CBER has established the performance goal of reviewing and acting upon complete blood bank and source plasma BLA supplement submissions within 12 months after submission. User fee resources are not available for blood bank and source plasma application review.
	Performance:  CBER tracks performance by year-of-receipt, which FDA calls the cohort year and complete performance data are not available until the prescribed review time, i.e., 12 months after receipt.  In FY 2007, CBER exceeded its goal by reviewing and acting on 99 percent of 371 supplements within 12 months of receipt.  The FY 2008 performance data for this goal will not be available until November 2009.
	6. Increase manufacturing diversity and capacity for pandemic influenza vaccine production.  (234101)
	Context: During FY 2006, the Biologics Program received appropriated funding under P.L. 109-148 to establish the infrastructure and surge capability to react to a potential disease pandemic.  Influenza pandemics are explosive global events in which most, if not all, persons worldwide are at risk for infection and illness.  Pandemic influenza strains, such as avian influenza, can rapidly change.  Vaccines will need to be produced for pandemic influenza strains on a short notice, and FDA needs to provide new and accelerated pathways to facilitate their rapid production and evaluation.   This goal changes on a yearly basis to ensure continued progress in preparation for a pandemic outbreak.   In FY 2007, the targets included: Issue one guidance or concept paper to facilitate development of non-egg-based influenza vaccines; evaluate the potency of monovalent influenza vaccines from at least three manufacturers by using quality systems guidelines; demonstrate two new or improved methods for improved influenza vaccine manufacture; and develop at least four influenza virus vaccine strains optimized for growth in non-egg culture systems by using quality systems guidelines.
	In FY 2008, the pandemic preparedness targets were to:  facilitate rapid development, evaluation and availability of at least one new pandemic influenza vaccine and one new trivalent (seasonal influenza) vaccine; demonstrate one improved method for evaluating the safety, potency or immunogenicity of influenza vaccines; and establish international regulatory cooperation, harmonization and information sharing in vaccine evaluation and safety activities by participating in one international workshop or conference. The FY 2009 pandemic preparedness targets include: starting a pilot program to develop and evaluate new methods to detect possible adverse effects, both pre-specified and non-pre-specified, of newly licensed vaccines, including pandemic influenza vaccines, in large population databases and participating in at least one international workshop or conference.  The FY 2010 pandemic preparedness targets will be to complete and evaluate the pilot vaccine adverse-effects program and to participate in at least one international workshop or conference. 
	Performance:  In FY 2006, CBER accomplished all of it targets for this goal. The targets
	include: developing a concept paper on clinical data needed to support license of new trivalent vaccines and of pandemic vaccines; drafting a guidance on cell substrates to facilitate development on non-egg based influenza vaccines and co-sponsoring two workshops with WHO an pandemic vaccines. In FY 2007, CBER met all of its pandemic targets. The targets include: issuing the guidance “Clinical Data Needed to Support the Licensure of Pandemic Influenza Vaccines” to facilitate development of non-egg-based influenza vaccines; evaluating the potency of five influenza vaccines (four inactivated and one live) using quality systems guidelines; and demonstrating four methods for improved influenza manufacture and develop four influenza virus vaccine strains optimized for growth in non-egg culture systems by using reverse genetics to rescue reassortants based on the A/Puerto Rico/8/34 virus backbone.
	In FY 2008, CBER accomplished all of it targets for this goal.  CBER facilitated rapid development and evaluation of a new pandemic vaccine through multiple activities including:
	 Completing production of an H5 reassortant, "Influenza A virus reassortant A/Duck/Laos/3295/2006 (H5N1), DUCK/LAOS-PR8/CBER-RG1 reference strain" and distributing it to the recipients including the National Institute for Biological Standards and Control (NIBSC) in the UK and Taiwan-CDC in China;
	 Characterizing attenuated reassortant of A/duck/Laos/3295/06 with modified internal gene;   
	 Completing collaborative calibration (with National Biological Standards Board-UK) for A/Anhui/2/2005
	CBER posted guidelines on the WHO website of The WHO Guidelines on regulatory preparedness for pandemic influenza vaccines.  The guidelines, co-authored by WHO, FDA and Health Canada, resulted from three technical workshops that were convened with representation of national regulatory authorities (NRAs) from a broad range of countries.  The goals of these workshops were to build a global network of key regulatory authorities engaged in and responsible for pandemic influenza vaccine regulation and to develop regulatory guidelines for preparedness of human pandemic influenza vaccines.  The guidelines are intended to provide, both NRAs and vaccine manufacturers, state of-the art advice concerning regulatory pathways for human pandemic influenza vaccines; regulatory considerations to take into account in evaluating the quality, safety and efficacy of vaccine candidates; and requirements for effective postmarketing surveillance of human pandemic influenza vaccines.
	 7. Number of high risk registered domestic blood bank and biologics manufacturing inspections.  (234202)
	Context: FDA will increase risk-based compliance and enforcement activities by inspecting the highest priority registered manufacturers of biological products.  The highest priority firms will be those whose operations are determined to be the highest risk, new product types in need of an inspectional history to evaluate and stratify risk, and emergency response situations.  Inspections for the goal are conducted to ensure compliance with Current Good Manufacturing Practices (CGMPs), and to ensure, as appropriate, the safety, purity and potency of biological products.  The biologics inventory includes high-risk establishments such as blood collection facilities, plasma fractionator establishments, and vaccine manufacturing establishments, especially seasonal and pandemic influenza vaccines.  In FY 2010, the target has been increased to 1,000 inspections to reflect historical accomplishments.
	Performance:  In FY 2008, FDA exceeded the high risk inspection goal of 870 by inspecting 1,014 blood banks and biologics manufacturing establishments.
	8. Number of highest priority human tissue establishment inspections.   (234203)
	Context: Beginning in FY 2006 as a result of new regulations, the human tissue inspection goal was created.  FDA’s responsibility for enforcing the new regulations and the need to quickly assess compliance makes tissues one of the highest priorities.  Two new rules took effect regarding human tissue: one requiring tissue facilities to register with FDA became effective January 2004; while the “Donor Eligibility Rule” became effective May 2005.  The Field conducts tissue inspections to determine if human tissues for transplantation are in compliance with FDA tissue regulations and to assure consumer protection from unsuitable tissue products and disease transmission which may endanger public health.  In FY 2009, FDA increased this goal by 55 additional tissue inspections, over the FY 2008 target, in order to cover more of the firms that registered as a result of the new regulations.  In FY 2010, the target was increased by 138 inspections.
	Performance:  In FY 2008, FDA exceeded the human tissue goal of 325 by conducting 383 inspections under new regulations.
	FDA Online Performance Appendix Performance Measures Table 
	Program: Animal Drugs and Feeds Program 
	    
	Long Term Objective: Increase the number of safe and effective new medical products available to patients. 
	 
	Measure
	FY
	Target
	Result
	243201: Complete review and action on original NADAs & reactivations of such applications received during the fiscal year. (Output)
	2010
	90% w/in 180 days
	Jan 2012
	2009
	90% w/in 180 days
	Jan 2011
	2008
	90% w/in 180 days
	Jan 2010
	2007
	90% w/in 200 days
	100% of 7 w/in 200 days (Target Exceeded)
	2006
	90% w/in 230 days
	100% of 7 w/in 230 days (Target Exceeded)
	2005
	90% w/in 270 days
	100% of 4 w/in 270 days (Target Exceeded)
	243202: Complete review and action on Non-administrative original ANADAs and reactivations of such applications received during the fiscal year. (Output)
	2010
	90% w/in 680 days
	Jan 2012
	2009
	90% w/in 700 days
	Jan 2011
	2008
	N/A
	NA
	 
	Measure 
	Data Source 
	Data Validation 
	243201
	243202
	Submission Tracking and Reporting System (STARS). 
	STARS tracks submissions, reflects the Center’s target submission processing times and monitors submissions during the developmental or investigational stages and the resulting application for marketing of the product. 
	 
	Long Term Objective: Detect safety problems earlier and better target interventions to prevent harm to consumers. 
	 
	Measure
	FY
	Target
	Result
	244202: Number of domestic and foreign high risk animal drug and feed inspections.   (Output) 
	2010
	250
	December, 2010
	2009
	233
	December, 2009
	2008
	233
	244(Target Exceeded)
	244203: Number of targeted prohibited material BSE inspections.  (Output) 
	2010
	490
	December, 2010
	2009
	490
	December, 2009
	2008
	490
	555(Target Exceeded)
	2007
	490
	523(Target Exceeded)
	2006
	N/A
	516(Historical Actual)
	2005
	N/A
	588(Historical Actual)
	 
	Measure 
	Data Source 
	Data Validation 
	244202244203 
	Field Data Systems. 
	ORA uses two main information technology systems to track and verify field performance goal activities: the Field Accomplishments and Compliance Tracking System (FACTS) and the Operational and Administrative System Import Support (OASIS). FACTS includes data on the number of inspections; field exams; sample collections; laboratory analyses; and, the time spent on each. OASIS, which is coordinated with U.S. Customs and Border Protection, provides data on what FDA regulated products are being imported as well as where they are arriving. It also provides information on compliance actions related to imports. FDA is currently developing the Mission Accomplishment and Regulatory Compliance Services (MARCS) system. MARCS will incorporate the capabilities of these two field legacy systems and include additional functionality. 
	 
	1. Complete review and action on original NADAs & reactivations of such applications received during the fiscal year.   (243201)
	Context:  The FY 2009 and FY 2010 goal and targets reflects reauthorization of ADUFA and continued achievement of statutory review timeframe(s) over a five-year period (FY 2009-FY 2013).   The goal and targets reflect one of the ADUFA user fee goals and the Center’s ability to maintain FY 2008 review time frames for specified new animal drug application reviews.  
	Performance:  Based on the final performance update for FY 2007, FDA exceeded all ADUFA performance goals.  FDA reviewed and acted on all seven (7) original NADAs and reactivations of such applications received during FY 2007 within 200 days.  As of September 30, 2008, the preliminary performance assessment for FY 2008 data indicates FDA has exceeded the ADUFA goal(s).    
	2. Complete review and action on Non-administrative original ANADAs and reactivations of such applications received during the fiscal year.  (243202)
	Context:  This new measure reflects the FY 2008 authorization of the new Animal Generic Drug User Fee Act (AGDUFA).  The FY 2009 and FY 2010 goal and targets reflect one of the AGDUFA user fee goals to complete the review of 90% of specified abbreviated applications for the approval of generic new animal drugs within incrementally decreasing time frames over a five-year period (FY 2009-FY 2013).   
	Performance:  AGDUFA is a new performance goal and target as of FY 2009.  Performance data is not available to report in this budget submission since the program is currently undergoing implementation.  
	3.  Number of domestic and foreign high risk animal drug and feed inspections.  (244202)
	Context:  Important features of the risk-based strategy for this revised goal are to reduce the occurrence of illness and death by focusing resources on manufacturing establishments and other industry components that have the greatest potential for risk.  This will result in different inspection frequencies as establishment processes come under control and present lower risk, or as new risks are identified.  In FY 2008, this revised goal focused on pre-market approval inspections and implementing risk-based cGMP inspection plans for animal drug and feed manufacturing facilities that utilized risk modeling to identify the highest risk firms to be inspected.  The FY 2008 target was maintained in FY 2009 because this was a new, risk-based goal for which we had no historical experience, and were unsure how the new site-selection methodology would evolve.  In FY 2010, the target is being slightly increased as a result of the FY 2009 Appropriation while evaluation of the new methodology continues.
	Performance: In FY 2008, FDA exceeded this inspection goal of 233 by inspecting 244 high risk animal drug and feed establishments.
	4.  Number of targeted prohibited material BSE inspections   (244203)
	Context:  FDA developed a comprehensive public protection strategy of education, inspection and enforcement action to ensure compliance with the Bovine Spongiform Encephalopathy (BSE) feed regulations.  Using an inventory of all known renderers and feed mills processing products containing prohibited material, FDA will continue to conduct annual inspections to determine compliance with the BSE feed rule.  Inventories of these firms may vary from year to year based on changes at the firm such as consolidations, business closures, relocations, etc.  
	Performance: In FY 2008, FDA completed the inspection of all 555 firms known to be processing with prohibited materials as part of a concentrated effort to prevent an outbreak of BSE in the U.S.
	FDA Online Performance Appendix Performance Measures Table 
	Program: Medical Devices and Radiological Health 
	  
	Long Term Objective: Improve the medical product review process to increase the predictability and transparency of decisions using the best available science. 
	 
	Measure
	FY
	Target
	Result
	253203: Percentage of received Original Premarket Approval (PMA), Panel-track PMA Supplement, and Premarket Report Submissions reviewed and decided upon within 180 and 295 days. (Outcome) 
	2010
	60% in 180 days and 90% in 295 days
	Jan 31, 2012
	2009
	60% in 180 days and 90% in 295 days
	Jan 31, 2011
	2008
	60% in 180 days and 90% in 295 days
	Jan 31, 2010
	2007
	90% in 320 days
	96% of 33 (Target Met)
	2006
	NA
	81% of 40 (Target Met)
	2005
	NA
	N/A
	253204: Percentage of 180 day PMA supplements reviewed and decided upon within 180 and 210 days. (Outcome) 
	2010
	85% in 180 days and 95% in 210 days
	Jan 31, 2012
	2009
	85% in 180 days and 95% in 210 days
	Jan 31, 2011
	2008
	85% in 180 days and 95% in 210 days
	Jan 31, 2010
	2007
	90%
	97% of 132 (Target Met)
	2006
	N/A
	95% of 136 (Target Met)
	2005
	N/A
	95% of 101 (Target Met)
	253205: Percentage of 510 (k)s (Premarket Notifications) reviewed and decided upon within 90 and 150 days. (Outcome) 
	2010
	90% in 90 days and 98% in 150 days
	Jan 31, 2012
	2009
	90% in 90 days and 98% in 150 days
	Jan 31, 2011
	2008
	90% in 90 days and 98% in 150 days
	Jan 31, 2010
	2007
	80% in 90 days
	92% of 3,531 (Target Met)
	2006
	N/A
	91% of 3,530 (Target Met)
	2005
	N/A
	91% of 3,382 (Target Met)
	253201: Number of Medical Device Bioresearch Monitoring (BIMO) inspections. (Output) 
	2010
	300
	December, 2010
	2009
	300
	December, 2009
	2008
	300
	301(Target Exceeded)
	2007
	295
	323(Target Exceeded)
	2006
	N/A
	336(Historical Actual)
	2005
	N/A
	335(Historical Actual)
	253206: Reduction in FDA’s total approval time for the fastest 50 percent of expedited PMAs approved, using the submission cohort for FYs 2005-2007. The baseline for this goal is the three year average of total FDA approval time for the fastest 50 percent approved for the applications filed during FYs 1999-2001. (Outcome) 
	2007
	290 days
	Feb 28, 2010
	2006
	N/A
	Oct 31, 2009
	2005
	N/A
	322 days(Historical Actual)
	MDUFMA, and MDUFMA as amended review goals (Goals 253203, 253204, and 153205) are based on FDA review time only, and do not include time that elapses when the sponsor is responding to questions or issues raised by FDA.  This means that FDA cannot determine exactly when all the applications in a review cohort will be completed.  The actual results reported for this goal are as of the times noted, and as the final applications in the cohort are resolved, small changes to previously reported results may occur.
	Measure 
	Data Source 
	Data Validation 
	253203253204
	253205253201253206 
	CDRH Premarket Tracking System and Receipt Cohorts and Field Data Systems. 
	To help ensure Agency consistency in tracking and reporting Premarket activities, CDRH utilizes the Premarket Tracking System, which contains various types of data taken directly from the Premarket submissions. FDA employs certain conventions for monitoring and reporting performance; among these are groupings of Premarket submissions into decision and receipt cohorts. Decision cohorts are groupings of submissions upon which a decision was made within a specified time frame, while receipt cohorts are groupings of submissions that were received within a specified time frame. The Premarket performance goals are based on receipt cohorts. Final data for receipt cohorts are usually not available at the end of the submission year. Because the review of an application received on the last day of the submission year, e.g., a PMA with 180 day time frame, may not be completed for at least 6 months or longer, final data for the submission or goal year may not be available for up to a year or more after the end of the goal year. 
	Long Term Objective: Prevent safety problems by modernizing science-based standards and tools to ensure high-quality manufacturing, processing, and distribution. 
	 
	Measure
	FY
	Target
	Result
	254101: Percentage of an estimated 8,800 domestic mammography facilities that meet inspection standards, with less than 3% with Level I (serious) problems. (Outcome) 
	2010
	97%
	December 31, 2010
	2009
	97%
	December 31, 2009
	2008
	97%
	97%(Target Met)
	2007
	97%
	97%(Target Met)
	2006
	N/A
	97%(Historical Actual)
	2005
	N/A
	97%(Historical Actual)
	254201: Number of domestic and foreign Class II and Class III device inspections.  (Output) 
	2010
	1,365
	December, 2010
	2009
	1,340
	December, 2009
	2008
	1,270
	1,431(Target Exceeded)
	2007
	1,195
	1,468(Target Exceeded)
	2006
	N/A
	1,506(Historical Actual)
	2005
	N/A
	1,495(Historical Actual)
	 
	Measure 
	Data Source 
	Data Validation 
	254101 
	Mammography Program Reporting and Information System (MPRIS) 
	The Mammography Program Reporting and Information System (MPRIS) is a set of applications used to support all aspects of the FDA implementation of the Mammography Quality Standards Act of 1992. This includes the collection, processing and maintenance of data on mammography facility accreditation and certification, FDA inspections and compliance actions. MPRIS is envisioned as a centralized repository of information that supports FDA’s mission to improve the quality of mammography and improves the overall quality, reliability, integrity, and accessibility of facility certification, inspection, and compliance data by eliminating multiple versions of the data while expanding and automating data edits, validation, and security of a single integrated database. 
	254201 
	Field Data Systems. 
	ORA uses two main information technology systems to track and verify field performance goal activities: the Field Accomplishments and Compliance Tracking System (FACTS) and the Operational and Administrative System Import Support (OASIS). FACTS includes data on the number of inspections; field exams; sample collections; laboratory analyses; and, the time spent on each. OASIS, which is coordinated with U.S. Customs and Border Protection, provides data on what FDA regulated products are being imported as well as where they are arriving. It also provides information on compliance actions related to imports. FDA is currently developing the Mission Accomplishment and Regulatory Compliance Services (MARCS) system. MARCS will incorporate the capabilities of these two field legacy systems and include additional functionality. 
	 
	Long Term Objective: Improve information systems for problem detection and public communication about product safety. 
	 
	Measure
	FY
	Target
	Result
	252201: Participation rate of facilities in the MedSun Network. (Outcome) 
	2010
	95%
	December 31, 2010
	2009
	95%
	December 31, 2009
	2008
	95%
	98%(Target Exceeded)
	2007
	90%
	90%(Target Met)
	 
	Measure 
	Data Source 
	Data Validation 
	252201 
	CDRH Adverse Events Reports 
	FDA’s adverse event reporting system’s newest component is the Medical Device Surveillance Network (MedSun) program. MedSun is an initiative designed both to educate all health professionals about the critical importance of being aware of, monitoring for, and reporting adverse events, medical errors and other problems to FDA and/or the manufacturer, and to ensure that new safety information is rapidly communicated to the medical community thereby improving patient care. 
	1. Percentage of received Original Premarket Approval (PMA), Panel-track PMA Supplement, and Premarket Report Submissions reviewed and decided upon within 180 and 295 days. (253203)
	Context:  Complete decision constitutes the comprehensive review of the application package initially received by FDA and FDA’s decision letter.  PMAs involve potentially high-risk devices with the most chance of significantly improving the treatment of patients.  The steps taken in MDUFMA, and MDUFMA as amended, that will reduce approval times for PMA applications are expected to reduce approval times for all filed applications, while recognizing that some applications may not ultimately meet FDA’s standards for safety and effectiveness and that performance measures based on all applications will take more time to observe.  Due to the renegotiation of MDUFMA, the Performance targets for Original PMA applications will be to arrive at a decision on 60% of Original PMA applications within 180 days and 90% within 295 days.  This target will remain stable from FY 2008 through FY 2012.
	Performance:  CDRH has exceeded performance for this goal in FY 2007 by arriving at a decision on 96% of Original PMA applications within 320 days. The current baseline for FDA decision time for standard PMAs is 295 days.  The FY 2008 performance data for this goal will not be available until January 2010.
	2. Percentage of 180 day PMA supplements reviewed and decided upon within 180 and 210 days. (253204)   
	Context:  Complete decision constitutes the comprehensive review of the application package initially received by FDA and FDA’s decision letter.  A decision will result in one of the following designations for each application: approval, approvable, approvable pending GMP inspection, not approvable, denial.  PMAs involve potentially high-risk devices that have the highest likelihood of significantly improving the treatment of patients.  Supplemental applications are generally submitted for changes in already approved products such as technology changes or the addition of a new indication.  It is essential that FDA complete the review process for these products quickly and thoroughly.  Due to the renegotiation of MDUFMA, the Performance targets for 180 day PMA Supplements will be to arrive at a decision on 85% of applications within 180 days and 95% within 210 days.  This target will remain stable from FY 2008 through FY 2012.
	Performance:  CDRH has exceeded performance for this goal in FY 2007 by reviewing and arriving at a decision on 97% of PMA Supplements applications.  The FY 2008 performance data for this goal will not be available until January 2010.
	3. Percentage of 510(k)s (Premarket Notifications) reviewed and decided upon within 90 and 150 days. (253205)
	Context:  Complete decision constitutes the comprehensive review of the application package initially received by FDA and FDA’s decision letter.  A decision will result in one of the following designations for each application: substantially equivalent or not substantially equivalent.  This goal for review and decision on 510(k)s within 90 days addresses the statutory requirement to review a 510(k) within 90 days.  Due to the renegotiation of MDUFMA, the Performance targets for 510(k)s will be to arrive at a decision on 90% of applications within 90 days and 98% within 150 days.  This target will remain stable from FY 2008 through FY 2012.
	Performance:  CDRH has exceeded performance for this goal in FY 2007 by reviewing and arriving at a decision on 92% of 510(k)s.  The FY 2008 performance data for this goal will not be available until January 2010.
	4. Number of Medical Device Bioresearch Monitoring (BIMO) inspections. (253201)
	Context:  FDA’s mission includes assuring the protection of human research subjects, the quality and integrity of research, and the advancement of new medical technologies.  A FDA-regulated research community that consists of Clinical Investigators, Sponsors and Monitors, and Institutional Review Boards has a shared responsibility to oversee this research in a truthful and ethical manner.  For FY 2009, this performance goal continues to reflect the FY 2007 change in the selection of firms for inspection to a more risk based approach.  There are no projected changes to this goal in FY 2010.
	Performance: In FY 2008, FDA exceeded this goal of 300 by conducting 301 medical device related Bioresearch Monitoring inspections.
	5. Reduction in FDA’s total approval time for the fastest 50 percent of expedited PMAs approved, using the submission cohort for FYs 2005-2007. The baseline for this goal is the three year average of total FDA approval time for the fastest 50 percent approved for the applications filed during FYs 1999-2001. (253206)
	Context:  MDUFMA commits FDA to significant improvements in device review performance. This is important to the entire device industry, which is expanding in size and technical complexity. The industry is relying on FDA to take a leadership role in regulating a rapidly emerging frontier of medical device technology with timeliness, quality, scientific consistency, and international harmonization. Most of the device industry is small and rapidly changing. Many small and new start-up firms rely heavily on FDA for guidance and outreach, and the reviews from these firms take extra FDA time and energy.
	 About 25 percent of PMAs are for breakthrough technologies; and
	 Over 25 percent of PMAs are from first-time submitters.
	The area of expedited devices is particularly important because they are the most complex, raise new medical and scientific issues, and FDA often works with first time or small device sponsors. These devices are for uses that have not been approved yet, and could have great clinical impact. Our expedited program is the area where we have the most improvements to make.
	Standard PMAs are also for the most complex (Class III) devices, and also have significant clinical impact.  For example, a drug-eluting cardiac stent could, if used properly, reduce repeat angioplasty of bypass surgery by 15-30 percent.
	Performance:  The FDA approval time for the fastest 50 percent of Original PMAs approved for the FY 2003-2005 cohort is 322 days compared to 360 days for the baseline FY 1999-2001 submission cohort. 
	6. Percentage of an estimated 8,800 domestic mammography facilities that meet inspection standards, with less than 3% with Level I (serious) problems. (254101)
	Context:  This goal will ensure that mammography facilities remain in compliance with established quality standards and improve the quality of mammography in the United States.  Under the Mammography Quality Standards Act (MQSA), which was reauthorized in 2004, annual MQSA inspections are performed by trained inspectors with FDA, with State agencies under contract to FDA, and with States that are certifying agencies.  State inspectors conduct approximately 90 percent of inspections.  Inspectors perform science-based inspections to determine the radiation dose, to assess phantom image quality, and to empirically evaluate the quality of the facility's film processing.  MQSA requires FDA to collect fees from facilities to cover the cost of their annual facility inspections.  FDA also employs an extensive outreach program to inform mammography facilities and the public about MQSA requirements.  These include: an Internet website, collaboration with NIH to provide a list of MQSA-certified facilities, and a toll-free facility hot line.  
	Performance:  FDA met this goal in FY 2008 by ensuring that 97 percent of an estimated 8,800 mammography facilities met inspection standards with less than 3 percent level 1 (serious) problems.  Inspection data continue to show facilities' compliance with the national standards for the quality of mammography images.  Improving the quality of images should lead to more accurate interpretation by physicians and, therefore, to improved early detection of breast cancer.  FDA works cooperatively with the States to achieve this goal.
	7. Number of domestic and foreign Class II and Class III device inspections. (254201)  
	Context:  The ultimate goal of preventing unsafe and ineffective devices from reaching the consumer will be advanced by detecting and intercepting unsafe and ineffective product at the manufacturing level.  By utilizing risk-based inspection strategies and focusing on surveillance throughout a products life-cycle FDA will be better able to protect the public health by ensuring both the quality and effectiveness of medical devices available in the U.S. marketplace.  The FY 2009 target was increased to 1,340 inspections due to FY 2008 Supplemental funding increases in the Field Devices Program.  For FY 2010, the target has been increased to 1,365 to reflect the FY 2009 Appropriations.
	Performance:  FDA exceeded the FY 2008 medical device performance goal of 1,270 by inspecting 1,431 foreign and domestic high-risk Class II and Class III medical device manufacturers.   
	8. Participation rate of facilities in the MedSun Network. (252201)
	Context:  FDAMA gives FDA the mandate to replace universal user facility reporting with the Medical Product Surveillance Network (MedSun) that is composed of a network of user facilities that constitute a representative profile of user reports.  MedSun is a critical component in increasing the percent of the population covered by active surveillance, which will allow for more rapid identification and analysis of adverse events.  FDA will ensure the active participation of 95% of Medsun facilities in FY 2009.
	Performance:  In FY 2008, FDA expanded actively participating sites in MedSun Network to 98% and maintained a cohort of 350 facilities.
	 
	FDA Online Performance Appendix Performance Measures Table 
	Program: National Center for Toxicological Research (NCTR) 
	Long Term Objective: Provide consumers with clear and timely information to protect them from foodborne illness and promote better nutrition.
	Measure
	FY
	Target
	Result
	262401: Develop biomarkers to assist in identifying the correlation between an individual’s nutrition, genetic profile, health, and susceptibility to chronic disease in support of personalized nutrition and health. (Output)
	2010
	Interpret data collected in the Delta Vitamin Obesity Study
	December 2010
	2009
	N/A
	N/A
	2008
	N/A
	N/A
	  
	Measure 
	Data Source 
	Data Validation 
	262401
	NCTR Project Management System; peer-review through FDA/NCTR Science Advisory Board and the NTP Scientific Board of Counselors; presentations at national and international scientific meetings; use of the predictive and knowledge-based systems by the FDA reviewers and other government regulators; and manuscripts prepared for publication in peer-reviewed journals.
	NCTR provides peer-reviewed research that supports FDA’s regulatory function. To accomplish this mission, it is incumbent upon NCTR to solicit feedback from its stakeholders and partners, which include FDA product centers, other government agencies, industry, and academia. The NCTR Science Advisory Board (SAB)—composed of non-government scientists from industry, academia, and consumer organizations, and subject matter experts representing all of the FDA product centers—is guided by a charter that requires an intensive review of each of the Center’s scientific programs at least once every five years to ensure quality programs and overall applicability to FDA’s regulatory needs. Scientific and monetary collaborations include Interagency Agreements with other government agencies, Cooperative Research and Development Agreements that facilitate technology transfer with industry, and informal agreements with academic institutions. NCTR also uses an in-house strategy to ensure the quality of its research and the accuracy of data collected. Research protocols are often developed collaboratively by principal investigators and scientists at FDA product centers and are developed according to a standardized process outlined in the “NCTR Protocol Handbook.” NCTR’s Project Management System tracks all planned and actual expenditures on each research project. The Quality Assurance Staff monitors experiments that fall within the Good Laboratory Practices (GLP) guidelines. NCTR’s annual report of research accomplishments, goals, and publications is published and available on FDA.gov. Research findings are published in peer-reviewed journals and presented at national and international scientific conferences.
	Long Term Objective: Increase the number of safe and effective new medical products available to patients.  
	Measure
	FY
	Target
	Result
	263101: Use new omics technologies and pattern-recognition algorithms to analyze imaging data for early-stage disease diagnosis and to study how an FDA-regulated compound or product interacts with the human body. (Output) 
	2010
	1) Demonstratable tool to use in the drug-review process based upon the liver toxicity knowledge base
	2) Develop translatable biomarkers for studying pediatric products (e.g. ketamine, methylphenidate)
	December 2010
	2009
	Analyze imaging data by application of pattern-recognition algorithms to other tissues and diseases
	December 2009
	2008
	1) Omics data in the review process 2) Determine limitations of the algorithms (e.g. staging disease)
	1) 7 VXDS submissions reviewed using omics tools(Target Met)
	2) Algorithm able to classify four disease categories (Target Met)
	2007
	1) Systems biology in drug review 2) Proof-of-principle that pattern recognition can supplement MRS brain scan interpretation
	1) Urinary biomarkers for kidney failure 
	(Target Met)2) AZT effects on mitochondria 
	(Target Met)3) Prototype algorithm was successfully developed from 30 MRS brain scans (Target Met)
	2006
	N/A
	Hepatotoxicity of Type 2 diabetes drugs (Target Met)
	2005
	N/A
	1) Biomarkers of liver toxicity 
	(Target Met)2) PPAR effects on liver-gene expression
	 (Target Met)3) Age-related changes in gene expression (Target Met)
	263102: Develop computer-based models and infrastructure to predict the health risk of biologically active products. (Output)
	2010
	Add metabolomics module to ArrayTrack™
	December 2010
	2009
	Expand ArrayTrack™
	December 2009
	2008
	Bioinformatics data package
	SNPTrack Version 1 developed (Target Met)
	2007
	Utility of Array Track™ and training for reviewers
	1) JMP® and ArrayTrack™ integration 
	(Target Met)2) Regulatory training on ArrayTrack™ (Target Met)
	2006
	Interpret DNA study using ArrayTrack™
	Microarray studies on nutritional supplements, comfrey and aristolochic acid.
	(Target Met)
	2005
	Develop a computer-based system to integrate databases, libraries and analytical tools 
	ArrayTrack™ implemented
	(Target Met)
	Measure 
	Data Source 
	Data Validation 
	263101263102 
	NCTR Project Management System; peer-review through FDA/NCTR Science Advisory Board and the NTP Scientific Board of Counselors; presentations at national and international scientific meetings; use of the predictive and knowledge-based systems by the FDA reviewers and other government regulators; and manuscripts prepared for publication in peer-reviewed journals. 
	NCTR provides peer-reviewed research that supports FDA’s regulatory function. To accomplish this mission, it is incumbent upon NCTR to solicit feedback from its stakeholders and partners, which include FDA product centers, other government agencies, industry, and academia. The NCTR Science Advisory Board (SAB)—composed of non-government scientists from industry, academia, and consumer organizations, and subject matter experts representing all of the FDA product centers—is guided by a charter that requires an intensive review of each of the Center’s scientific programs at least once every five years to ensure quality programs and overall applicability to FDA’s regulatory needs. Scientific and monetary collaborations include Interagency Agreements with other government agencies, Cooperative Research and Development Agreements that facilitate technology transfer with industry, and informal agreements with academic institutions. NCTR also uses an in-house strategy to ensure the quality of its research and the accuracy of data collected. Research protocols are often developed collaboratively by principal investigators and scientists at FDA product centers and are developed according to a standardized process outlined in the “NCTR Protocol Handbook.” NCTR’s Project Management System tracks all planned and actual expenditures on each research project. The Quality Assurance Staff monitors experiments that fall within the Good Laboratory Practices (GLP) guidelines. NCTR’s annual report of research accomplishments, goals, and publications is published and available on FDA.gov. Research findings are published in peer-reviewed journals and presented at national and international scientific conferences. 
	Long Term Objective: Improve the medical product review process to increase the predictability and transparency of decisions using the best available science.  
	Measure
	FY
	Target
	Result
	263201: Develop science base for supporting FDA regulatory review of new and emerging technologies. (Output) 
	2010
	Validate SOPs for detection of nanoscale materials in FDA- regulated products in collaboration with ORA/ARL
	December 2010
	2009
	Operational joint NCTR/ORA Nanotechnology Core Facility
	December 2009
	2008
	N/A
	N/A
	Measure 
	Data Source 
	Data Validation 
	263201
	NCTR Project Management System; peer-review through FDA/NCTR Science Advisory Board and the NTP Scientific Board of Counselors; presentations at national and international scientific meetings; use of the predictive and knowledge-based systems by the FDA reviewers and other government regulators; and manuscripts prepared for publication in peer-reviewed journals.
	NCTR provides peer-reviewed research that supports FDA’s regulatory function. To accomplish this mission, it is incumbent upon NCTR to solicit feedback from its stakeholders and partners, which include FDA product centers, other government agencies, industry, and academia. The NCTR Science Advisory Board (SAB)—composed of non-government scientists from industry, academia, and consumer organizations, and subject matter experts representing all of the FDA product centers—is guided by a charter that requires an intensive review of each of the Center’s scientific programs at least once every five years to ensure quality programs and overall applicability to FDA’s regulatory needs. Scientific and monetary collaborations include Interagency Agreements with other government agencies, Cooperative Research and Development Agreements that facilitate technology transfer with industry, and informal agreements with academic institutions. NCTR also uses an in-house strategy to ensure the quality of its research and the accuracy of data collected. Research protocols are often developed collaboratively by principal investigators and scientists at FDA product centers and are developed according to a standardized process outlined in the “NCTR Protocol Handbook.” NCTR’s Project Management System tracks all planned and actual expenditures on each research project. The Quality Assurance Staff monitors experiments that fall within the Good Laboratory Practices (GLP) guidelines. NCTR’s annual report of research accomplishments, goals, and publications is published and available on FDA.gov. Research findings are published in peer-reviewed journals and presented at national and international scientific conferences.
	Long Term Objective: Prevent safety problems by modernizing science-based standards and tools to ensure high-quality manufacturing, processing, and distribution.  
	Measure
	FY
	Target
	Result
	264101: Develop risk assessment methods and build biological dose-response models in support of Food Protection. (Output) 
	2010
	1) Rapid detection toolkits for foodborne pathogens applicable to fresh produce; evaluate in field situations
	2) Begin research on Bisphenol A (BPA), a component in baby bottles and formula containers
	December 2010
	2009
	1) Rapid pathogen detection 
	2) Antibiotic resistance markers
	December 2009
	2008
	Ricin screening assay
	Cell-based assay and PCR-based biochemical assay developed (Target Met)
	2007
	Flow cytometry technology
	1) Test kits and methods for pathogens 
	(Target Met)2) Additional Salmonella biochip (Target Met)
	2006
	N/A
	Method to screen 131 antibiotic resistance markers (Target Met)
	2005
	N/A
	Salmonella biochip (Target Met)
	Measure 
	Data Source 
	Data Validation 
	264101
	NCTR Project Management System; peer-review through FDA/NCTR Science Advisory Board and the NTP Scientific Board of Counselors; presentations at national and international scientific meetings; use of the predictive and knowledge-based systems by the FDA reviewers and other government regulators; and manuscripts prepared for publication in peer-reviewed journals.
	NCTR provides peer-reviewed research that supports FDA’s regulatory function. To accomplish this mission, it is incumbent upon NCTR to solicit feedback from its stakeholders and partners, which include FDA product centers, other government agencies, industry, and academia. The NCTR Science Advisory Board (SAB)—composed of non-government scientists from industry, academia, and consumer organizations, and subject matter experts representing all of the FDA product centers—is guided by a charter that requires an intensive review of each of the Center’s scientific programs at least once every five years to ensure quality programs and overall applicability to FDA’s regulatory needs. Scientific and monetary collaborations include Interagency Agreements with other government agencies, Cooperative Research and Development Agreements that facilitate technology transfer with industry, and informal agreements with academic institutions. NCTR also uses an in-house strategy to ensure the quality of its research and the accuracy of data collected. Research protocols are often developed collaboratively by principal investigators and scientists at FDA product centers and are developed according to a standardized process outlined in the “NCTR Protocol Handbook.” NCTR’s Project Management System tracks all planned and actual expenditures on each research project. The Quality Assurance Staff monitors experiments that fall within the Good Laboratory Practices (GLP) guidelines. NCTR’s annual report of research accomplishments, goals, and publications is published and available on FDA.gov. Research findings are published in peer-reviewed journals and presented at national and international scientific conferences.
	Long Term Objective: Detect safety problems earlier and better target interventions to prevent harm to consumers.  
	Measure
	FY
	Target
	Result
	264201: Develop standard biomarkers to establish risk measures for FDA-regulated products. (Output) 
	2010
	1) MAQC—draft guidance document for microarray standards
	2) Identify gender-specific biomarkers that enable improved risk/benefit decisions for treatments
	December 2010
	2009
	Biological effects of manganese nanoparticles
	December 2009
	2008
	Microarray data standards
	MAQC-II results are in and 15 manuscripts on track for March 2009 submission (Target Met)
	2007
	Carbon nanomaterials methods and ketamine research
	1) Ketamine-induced neurotoxicity in primate model 
	(Target Met)2) Synthesis methods for nanotubes (Target Met)
	2006
	N/A
	1) Behavioral effects of acrylamide (Target Met)
	2) Concurrent neuropathological analysis (Target Met)
	2005
	N/A
	1) Neuro-imaging in nonhuman primates (Target Met)
	2) Data from PET technology (Target Met)
	Measure 
	Data Source 
	Data Validation 
	264201
	NCTR Project Management System; peer-review through FDA/NCTR Science Advisory Board and the NTP Scientific Board of Counselors; presentations at national and international scientific meetings; use of the predictive and knowledge-based systems by the FDA reviewers and other government regulators; and manuscripts prepared for publication in peer-reviewed journals.
	NCTR provides peer-reviewed research that supports FDA’s regulatory function. To accomplish this mission, it is incumbent upon NCTR to solicit feedback from its stakeholders and partners, which include FDA product centers, other government agencies, industry, and academia. The NCTR Science Advisory Board (SAB)—composed of non-government scientists from industry, academia, and consumer organizations, and subject matter experts representing all of the FDA product centers—is guided by a charter that requires an intensive review of each of the Center’s scientific programs at least once every five years to ensure quality programs and overall applicability to FDA’s regulatory needs. Scientific and monetary collaborations include Interagency Agreements with other government agencies, Cooperative Research and Development Agreements that facilitate technology transfer with industry, and informal agreements with academic institutions. NCTR also uses an in-house strategy to ensure the quality of its research and the accuracy of data collected. Research protocols are often developed collaboratively by principal investigators and scientists at FDA product centers and are developed according to a standardized process outlined in the “NCTR Protocol Handbook.” NCTR’s Project Management System tracks all planned and actual expenditures on each research project. The Quality Assurance Staff monitors experiments that fall within the Good Laboratory Practices (GLP) guidelines. NCTR’s annual report of research accomplishments, goals, and publications is published and available on FDA.gov. Research findings are published in peer-reviewed journals and presented at national and international scientific conferences.
	1. Develop biomarkers to assist in identifying the correlation between an individual’s nutrition, genetic profile, health, and susceptibility to chronic disease in support of personalized nutrition and health. (262401)  
	Context:  NCTR’s goal is to define the correlations between an individual’s nutrition, health, and genetic profile.  This research will provide baseline data that supports the FDA goal of providing consumers clear and timely information to help promote personalized nutrition and health.  Identifying biomarkers of health, susceptibility to chronic disease, and gene-micronutrient interactions is essential to gaining a more complete scientific understanding of health.  NCTR is implementing a novel research program for personalized nutrition and health that relies on the “challenge homeostasis” concept for identifying markers of health and susceptibility.  This approach implements a safe, but acute, challenge to the body’s ability to regulate and maintain balance. NCTR will use its current omics capabilities, in conjunction with its expanded genomic analyses capabilities, to conduct this research.  The intervention design proposed by NCTR establishes a model that may be used by the emerging International Micronutrient Genomics Project that will compare gene-micronutrient interactions across populations and cultures. 
	Performance:  The NCTR Division of Personalized Nutrition and Medicine (DPNM) developed a community-based participatory research strategy for personalizing healthcare.  The approach is to analyze genetic and nutrition interactions involved in the predisposition, development, and severity of obesity.  The Delta Vitamin pilot study was conducted in 2008 at the Boys, Girls, and Adults Community Development Center Summer Camp in collaboration with the USDA–Agricultural Research Service Delta Obesity Prevention Research Unit.  This study introduced the concept of biomedical research to the local community.   The research compared the participating children’s serum vitamin levels before and after a five week improved diet of healthier foods.  The proposed research program for the 2009 Delta Vitamin Study expands the study to include genetic and metabolomic analyses of the local community participants.  The FY 2010 goal is to begin to define the correlations between an individual’s diet and genetic profile to develop personalized dietary recommendations which may improve the health of individuals and communities.
	2. Use new omics technologies and pattern-recognition algorithms to analyze imaging data for early-stage disease diagnosis and to study how an FDA-regulated compound or product interacts with the human body. (263101) 
	Context:  With the advent of new technologies such as toxicoinformatics, proteomics, metabolomics, and genomics, and the expanding capabilities of noninvasive imaging technologies, FDA has the necessary tools to detect disease at an earlier stage and to better understand how an FDA-regulated compound or product interacts with the human body.  The accelerated rate at which technological advances are being made in the marketplace dictates that FDA accelerate its rate of innovation in the regulatory-research arena.  Combining genomic knowledge with microPET imaging is expected to facilitate the search for genetic predictors of drug response.  Devices such as microPET that reveal clinical and pharmacogenomic information will serve to individualize medicine both for the diagnosis and treatment of disease, and allow for monitoring the efficacy of treatment regimens.
	Performance: In FY 2008, NCTR scientists expanded a pattern-recognition algorithm that was developed to increase the ease and accuracy of interpreting complex magnetic resonance spectroscopy (MRS) scans from more than 30 brain scans to include a set of almost 150 brain scans.  In FY 2009, the goal is to develop and apply pattern-recognition algorithms to identify early biomarkers of brain disease and to use algorithms to analyze imaging data of other tissues and diseases such as breast and prostate cancer.  NCTR’s FY 2010 goal in this area, to develop translatable biomarkers for studying pediatric products, is especially critical as advances in pediatric and obstetric surgery have resulted in an increase in complexity, duration, and number of anesthetic procedures.  To minimize risks to children resulting from the use of anesthesia, it is necessary to understand the effects of anesthetic drugs on the developing nervous system by determining the time-course of neuronal-cell death induced by ketamine administered repeatedly in living animals.  NCTR will conduct studies using noninvasive microPET imaging to determine clinical relevance to the pediatric population.
	3. Develop computer-based models and infrastructure to predict the health risk of biologically active products. (263102)
	Context:  To effectively support large datasets generated using new technologies such as toxicoinformatics, proteomics, metabolomics, and genomics, NCTR scientists develop and enhance scientific analytical software in collaboration with colleagues from government, academia, and industry to advance the incorporation of this data analysis into the regulatory process.  NCTR’s key objective is to develop computer-based models and infrastructure to predict the health risk of biologically active products.  ArrayTrack™ is software invented by NCTR scientists that allows for the management, analysis, and interpretation of vast amounts of omics data, and is an important tool for the American public to benefit from the vast amount of bioinformatic data being generated from the new technologies.  The expanded use of ArrayTrack™ and other bioinformatic tools allows FDA to support the rapid translation of scientific research into reliable and safer treatments, and better risk evaluations by improving the analysis and management of available data.
	Performance:  In FY 2008, NCTR developed a bioinformatics infrastructure, SNPTrack Version 1, for genotyping-data management, analysis, and interpretation which has been used in VXDS reviews.  The FY 2009 and FY 2010 goals to expand ArrayTrack™ to accommodate the analysis of other omics data such as proteomics and metabolomics will even further simplify and enhance FDA’s data analysis and review process.  Another important accomplishment in FY 2008 is the selection of ArrayTrack™ by Eli Lilly for their clinical gene-expression data storage and baseline analysis.  ArrayTrack™ was chosen as Eli Lilly’s data management and analysis tool because of its architectural structure, quality, security, and its ability to support their gene-expression studies. 
	4. Develop science base for supporting FDA regulatory review of new and emerging technologies. (263201)
	Context:  NCTR’s goal to develop a science base to support the FDA regulatory review of new and emerging technologies by establishing a joint NCTR/ORA Nanotechnology Core Facility will strengthen the FDA’s ability to prevent potential health-endangering products from entering the marketplace.  It is anticipated that NCTR’s nanotechnology research program will expand as the number of nanoscale products the regulated community seeks to market increases.  The FDA has already reviewed and approved some nanotechnology-based products, and expects a significant increase in the use of nanoscale materials in drugs, devices, biologics, cosmetics, and food. Improved understanding of nanomaterials, their transport, and their toxicity will provide a framework for regulatory guidelines for safe and effective use of nanomaterials in FDA-regulated foods, cosmetics, and medical products and provide early recognition of potential safety issues before they become adverse events in the patient population.  
	Performance:  In FY 2008, NCTR identified collaborations, funding, and resource requirements to facilitate the establishment of the NCTR/ORA Nanotechnology Core Facility.  NCTR is currently conducting studies in FY 2009, which will extend into FY 2010, to understand the toxicological and biological impact of animal exposure to nanomaterials. It is important for FDA to understand the toxicological consequences of the administration of nanoscale drugs, intentional exposure to nanoscale devices, and unintended exposure to nanoscale materials.  Research plans in this area for FY 2010 include studies to quantify the migration of nanosilver from food-contact materials, and determine the conditions under which migration will occur. 
	5. Develop risk assessment methods and build biological dose-response models in support of Food Protection. (264101)  
	Context:  To address research needs and build the FDA’s capability to assess and reduce food-related health threats, NCTR researchers evaluate key regulatory issues of food safety, conduct multidisciplinary studies to develop risk-assessment methods, and develop biological dose-response models vital to food security.  Identifying the prevalence of antibiotic-resistant genes and the genetic fingerprinting of these genes will help identify similar strains isolated from different samples.  Another food-related health threat, especially for infants and children, is the presence of Bisphenol A (BPA), an endocrine disruptor that can mimic hormones and a compound used in a wide variety of household items including baby bottles, drinking bottles, and liners for canned food.  NCTR will be initiating studies in collaboration with the NIEHS National Toxicology Program to address the health concerns associated with exposures to low doses of BPA during critical periods of perinatal development.  Effects reported include alterations in central nervous system (CNS) anatomy, lesions in prostate and mammary glands, urinary tract abnormalities, and the early onset of puberty. 
	Performance:  NCTR will support the implementation of the Food Protection Plan by hiring five researchers and providing equipment to develop test systems for neurotoxins (including Class B select agents) and develop tests to rapidly identify and characterize strains of the foodborne microbial pathogen Salmonella.  NCTR’s development of a ricin-screening assay and a PCR-based biochemical assay in FY 2008 resulted in three manuscripts being submitted for publication and five presentations given at national meetings, including the annual Society of Toxicology meeting in March 2008.  Both assay systems developed at NCTR will be applied in FY 2009 to validate new technologies for rapid identification of contaminants and intervention strategies to reduce threats to human health.  In FY 2010 NCTR will work toward the development of rapid- detection toolkits for foodborne pathogens.  The goal is for these toolkits to be applicable to fresh produce and also be usable in the field.  These goals and the goal to identify antibiotic-resistant markers will allow the FDA to reduce the spread of foodborne outbreaks and enable the development of intervention strategies to reduce the frequency of multi-drug resistant pathogens in the U.S. food supply.  
	6. Develop standard biomarkers to establish risk measures for FDA-regulated products. (264201)  
	Context:  NCTR’s research to develop standard biomarkers to establish risk measures for FDA-regulated products prevent potential health-endangering products from remaining in and continuing to enter the marketplace.  NCTR’s research increases the number of safe and effective medical products available to the public by integrating new automated tools and standards into the review and evaluation of FDA-regulated products at all stages of the product lifecycle.  FDA’s ability to identify gender-specific biomarkers will provide improved risk/benefit decisions for treatments.  The resulting treatments that focus on specific population needs will help provide personalized nutrition and medicine to the American public.  By increasing the understanding of the biological effects and toxicity of nanomaterials, FDA will be able to identify biomarkers of toxicity, thus providing early recognition of potential safety issues before they become adverse events in the general population.  In addition, the regulatory guidelines for nanomaterials will assist industry in identifying the most promising uses of this technology resulting in more cost-effective product development.
	Performance:  In FY 2008, NCTR organized and led the eighth Microarray Quality Control (MAQC) meeting as part of the second phase of the MAQC project, which is focused on the reproducibility of gene expression experiments and the standardization of microarray data analysis.  A document outlining “best practices” in the development and validation of microarray-based predictive models, published in 2008, will provide the research and regulatory communities with a foundation to confidently use microarrays in clinical practice and regulatory decision-making.  The goal of this project is to ensure that accurate and reliable predictions can be made based on an individual’s microarray profile and that companies will bring more effective diagnostic tools to market.  It will also help in the FDA review process as more array-based data is included with industry’s voluntary exploratory data submissions (VXDS).  The FY 2009 goal to study the biological effects of manganese nanoparticles will help FDA to understand the toxicological consequences of exposure to nanomaterials.  The FY 2010 goal in this area, to identify gender-specific biomarkers that enable improved risk/benefit decisions for treatments, is expected to substantially reduce error rates when compared to using standard biomarkers which apply to both sexes. 
	 
	FDA Online Performance Appendix Performance Measures Table 
	Program: Office of Regulatory Affairs (ORA) 
	  
	Long Term Objective: Improve the medical product review process to increase the predictability and transparency of decisions using the best available science. 
	 
	Measure
	FY
	Target
	Result
	253201: Number of Medical Device Bioresearch Monitoring (BIMO) inspections. (Output) 
	2010
	300
	December, 2010
	2009
	300
	December, 2009
	2008
	300
	301(Target Exceeded)
	2007
	295
	323(Target Exceeded)
	2006
	N/A
	336(Historical Actual)
	2005
	N/A
	335(Historical Actual)
	 
	Measure 
	Data Source 
	Data Validation 
	253201 
	CDRH Premarket Tracking System and Receipt Cohorts and Field Data Systems. 
	To help ensure Agency consistency in tracking and reporting Premarket activities, CDRH utilizes the Premarket Tracking System, which contains various types of data taken directly from the Premarket submissions. FDA employs certain conventions for monitoring and reporting performance; among these are groupings of Premarket submissions into decision and receipt cohorts. Decision cohorts are groupings of submissions upon which a decision was made within a specified time frame, while receipt cohorts are groupings of submissions that were received within a specified time frame. The Premarket performance goals are based on receipt cohorts. Final data for receipt cohorts are usually not available at the end of the submission year. Because the review of an application received on the last day of the submission year, e.g., a PMA with 180 day time frame, may not be completed for at least 6 months or longer, final data for the submission or goal year may not be available for up to a year or more after the end of the goal year. 
	 
	Long Term Objective: Detect safety problems earlier and better target interventions to prevent harm to consumers. 
	 
	Measure
	FY
	Target
	Result
	214201: Number of prior notice import security reviews.   (Output) 
	2010
	80,000
	December, 2010
	2009
	80,000
	December, 2009
	2008
	80,000
	80,543(Target Exceeded)
	2007
	60,000
	84,088(Target Exceeded)
	2006
	N/A
	89,034(Historical Actual)
	2005
	N/A
	86,187(Historical Actual)
	214202: Number of import food field exams.  (Output) 
	2010
	140,000
	December, 2010
	2009
	120,000
	December, 2009
	2008
	85,000
	100,718(Target Exceeded)
	2007
	71,000
	94,743(Target Exceeded)
	2006
	N/A
	94,545(Historical Actual)
	2005
	N/A
	84,997(Historical Actual)
	214203: Number of Filer Evaluations.   (Output) 
	2010
	1,000
	December, 2010
	2009
	1,000
	December, 2009
	2008
	1,000
	1,356(Target Exceeded)
	2007
	1,000
	1,355(Target Exceeded)
	2006
	N/A
	1,441(Historical Actual)
	2005
	N/A
	1,407(Historical Actual)
	214204: Number of examinations of FDA refused entries.   (Output) 
	2010
	5,000
	December, 2010
	2009
	5,000
	December, 2009
	2008
	4,000
	5,926(Target Exceeded)
	2007
	3,000
	5,510(Target Exceeded)
	2006
	N/A
	5,846(Historical Actual)
	2005
	N/A
	5,655(Historical Actual)
	214205: Number of high risk food inspections.   (Output) 
	2010
	6,750
	December, 2010
	2009
	6,100
	December, 2009
	2008
	5,700
	6,230(Target Exceeded)
	2007
	5,625
	6,421(Target Exceeded)
	2006
	N/A
	6,795(Historical Actual)
	2005
	N/A
	7,568(Historical Actual)
	214303: Convert data from new eLEXNET participating laboratories via automated exchange or convert data from existing manual data streams to automated data exchange.   (Outcome) 
	2010
	5 data exchange additions/conversions
	December, 2010
	2009
	5 data exchange additions/conversions
	December, 2009
	2008
	5 data entry labs
	11 data entry labs(Target Exceeded)
	224201: Number of foreign and domestic high-risk human drug inspections.   (Output) 
	2010
	700
	December, 2010
	2009
	600
	December, 2009
	2008
	500
	534(Target Exceeded)
	2007
	500
	583(Target Exceeded)
	2006
	N/A
	510(Historical Actual)
	2005
	N/A
	600(Historical Actual)
	234202: Number of high risk registered domestic blood bank and biologics manufacturing inspections.   (Output) 
	2010
	1,000
	December, 2010
	2009
	870
	December, 2009
	2008
	870
	1,014(Target Exceeded)
	234203: Number of highest priority human tissue establishment inspections.   (Output) 
	2010
	518
	December, 2010
	2009
	380
	December, 2009
	2008
	325
	383(Target Exceeded)
	2007
	325
	427(Target Exceeded)
	2006
	N/A
	354(Historical Actual)
	244202: Number of domestic and foreign high risk animal drug and feed inspections.   (Output) 
	2010
	250
	December, 2010
	2009
	233
	December, 2009
	2008
	233
	244(Target Exceeded)
	244203: Number of targeted prohibited material BSE inspections.  (Output) 
	2010
	490
	December, 2010
	2009
	490
	December, 2009
	2008
	490
	555(Target Exceeded)
	2007
	490
	523(Target Exceeded)
	2006
	N/A
	516(Historical Actual)
	2005
	N/A
	588(Historical Actual)
	254201: Number of domestic and foreign Class II and Class III device inspections.   (Output) 
	2010
	1,365
	December, 2010
	2009
	1,340
	December, 2009
	2008
	1,270
	1,431(Target Exceeded)
	2007
	1,195
	1,468(Target Exceeded)
	2006
	N/A
	1,506(Historical Actual)
	2005
	N/A
	1,495(Historical Actual)
	214206: Maintain accreditation for ORA labs.  (Outcome) 
	2010
	13 labs
	December, 2010
	2009
	13 labs
	December, 2009
	2008
	13 labs
	13 labs(Target Met)
	2007
	13 labs
	13 labs(Target Met)
	2006
	N/A
	13 labs(Historical Actual)
	2005
	N/A
	6 labs(Historical Actual)
	214305: Increase laboratory surge capacity in the event of terrorist attack on the food supply. (Radiological and chemical samples/week).  (Outcome) 
	2010
	2,500 rad & 2,100 chem
	December, 2010
	2009
	2,500 rad & 1,650 chem
	December, 2009
	2008
	2,500 rad & 1,200 chem
	2,500 rad & 1,200 chem (Target Met)
	2007
	1,000 rad & 1,200 chem
	1,000 rad & 1,200 chem (Target Met)
	2006
	N/A
	1,200 chem (Target Met)
	2005
	N/A
	0
	Measure 
	Data Source 
	Data Validation 
	214201
	214202
	214203
	214204
	214205
	214303
	224201
	234202
	234202
	244202 
	244203
	254201
	214206
	214305
	Field Data Systems. 
	ORA uses two main information technology systems to track and verify field performance goal activities: the Field Accomplishments and Compliance Tracking System (FACTS) and the Operational and Administrative System Import Support (OASIS). FACTS includes data on the number of inspections; field exams; sample collections; laboratory analyses; and, the time spent on each. OASIS, which is coordinated with U.S. Customs and Border Protection, provides data on what FDA regulated products are being imported as well as where they are arriving. It also provides information on compliance actions related to imports. FDA is currently developing the Mission Accomplishment and Regulatory Compliance Services (MARCS) system. MARCS will incorporate the capabilities of these two field legacy systems and include additional functionality. 
	1.  Number of Medical Device Bioresearch Monitoring (BIMO) inspections. (253201)
	Context:  FDA’s mission includes assuring the protection of human research subjects, the quality and integrity of research, and the advancement of new medical technologies.  A FDA-regulated research community that consists of Clinical Investigators, Sponsors and Monitors, and Institutional Review Boards has a shared responsibility to oversee this research in a truthful and ethical manner.  For FY 2009, this performance goal continues to reflect the FY 2007 change in the selection of firms for inspection to a more risk based approach.  There are no projected changes to this goal in FY 2010.
	Performance: In FY 2008, FDA exceeded this goal of 300 by conducting 301 medical device related Bioresearch Monitoring inspections.
	2. Number of prior notice import security reviews.  (214201)
	Context:   FDA’s  Prior Notice Center (PNC)  was established in response to regulations promulgated in conjunction with the Public Health Security and Bioterrorism Preparedness Act of 2002 (BTA).  Its mission is to identify imported food and feed products that may be intentionally contaminated with biological, chemical, or radiological agents, or which may pose significant health risks to the American public, from entering into the U.S.  FDA will continue to focus much of its resources on Intensive Prior Notice Import Security Reviews of products that pose the highest potential bioterrorism risks to the U.S. consumer.  All flagged entries (100%) are reviewed every year.  FDA expects that as prior notice compliance activities increase and targeting for high risk products becomes more sophisticated, the total number of intensive prior notice security reviews conducted by the PNC may decrease in future years.
	Performance:  During FY 2008, FDA received 10,065,863 prior notice submissions on which the PNC conducted 80,543 import security reviews (exceeding the performance target of 80,000 reviews) to identify and intercept potentially contaminated food and animal food/feed products before they entered the U.S.  One shipment was held for potential biosecurity concerns and another 309 shipments were refused for prior notice violations. These operations actively strengthen the U.S. food supply and provide early warning for potential bioterrorist threats.  In addition, the PNC responded to 25,220 phone and e-mail inquiries, and conducted 546 informed compliance calls to the import trade in order to facilitate better compliance with the submission of accurate, timely prior notice information.
	3. Number of import food field exams on products with suspect histories.  (214202)
	Context:   The volume of imported food shipments has been rising steadily in recent years and this trend is likely to continue.  FDA reviewed approximately 9.4 million line entries of imported food out of an estimated 17.2 million lines of FDA regulated products in FY 2008.  In FY 2009, FDA expects approximately 9.5 million line entries of imported food within a total of more than 18.7 million lines of FDA regulated entries.  To manage this ever-increasing volume of imports, FDA uses risk management strategies to achieve the greatest food protection with available resources.  While the percentage of imports physically examined may decline as imports continue their explosive growth, the exams that ORA conducts are more targeted and more effective than ever before.  ORA continues to think that the best approach to improve the safety and security of food import lines is to devote resources to expand targeting and follow through on potentially high-risk import entries rather than simply increasing the percentage of food import lines given a field exam.  In FY 2009, FDA used Food Protection Resources to increase the number of import food field exams by 20,000 exams which brings the FY 2009 Target to 120,000 exams over the FY 2008 accomplishments.  In FY 2010, FDA will use the FY 2009 resources to increase the number of import food field exams by 20,000 exams which brings the FY 2010 Target to 140,000 exams.
	Performance:  In FY 2008, FDA exceeded the target of 85,000 by completing 100,718 field examinations of imported food lines.   Explanation of why this goal was significantly exceeded:  It’s difficult to estimate the target for this goal because there are several different risk factors that affect how many exams will be done in a certain year, including unplanned agency initiatives and emergencies.  Therefore, FDA estimates a conservative target number each year to assure that there is still a reasonable opportunity to meet the goal.   However, FDA has concluded that future targets should be adjusted upward based on actual performance data for the last several years.  
	 
	4. Number of Filer Evaluations of import filers.   (214203)
	Context: The Food and Drug Administration (FDA) receives electronic import entry data for assessing the admissibility of regulated imported articles.  The accuracy of these data directly relates to the level of confidence that American consumers can expect in the quality, safety and compliance of imported articles subject to FDA’s jurisdiction.   Entry data affects FDA’s determination of the labeling, quality, safety, approval status, and efficacy of FDA-regulated import articles.  FDA uses an electronic entry screening system, Operational and Administrative System for Import Support (OASIS), to screen import entry data transmitted by import filers.  Filers who fail an evaluation must implement a Corrective Action Plan and pass a tightened evaluation.  This protects public health by ensuring reporting compliance for imported articles that FDA regulates.  FDA will continue to develop and apply methods to evaluate filer accuracy that are consistent with evolving security and import regulation practices.  The FY 2010 target is being maintained.
	Performance: In FY 2008, FDA exceeded this goal of 1,000 by performing 1,356 filer evaluations.  This goal is an agency-wide goal and performance data includes activities from all five program areas; however, the majority of the performance activities and resources are from the Foods program. 
	5. Number of examinations of FDA refused entries.  (214204)
	Context:  FDA is responsible for the protection of the U.S. public regarding foods, drugs, devices, electronic products and cosmetics.  This protection includes refusing entry of products into the U.S. when they are deemed violative and assuring these violative products are either destroyed or exported and do not enter into domestic commerce.  Although primary responsibility for supervising destruction or exportation rests with the Bureau of Customs and Border Protection (CBP), FDA monitors the disposition of refused shipments and maintains an open file until the product is exported or destroyed.  In cooperation with CBP, FDA will, at times, supervise destruction or examine products prior to export in order to assure that the refused product is actually exported.  This performance goal only counts FDA supervised destruction or exportation of refused entries.  In other cases FDA relies on notification from CBP that the refused products have been destroyed or exported.  The FY 2009 target was increased to 5,000 examinations to better reflect the recent historical actuals for this goal.  For FY 2010, the target will be maintained.
	Performance:  In FY 2008, FDA exceeded this goal of 4,000 by performing 5,926 examinations of FDA refused entries as they were delivered for exportation to assure that the products refused by FDA were exported.  This goal is an agency wide goal and performance data will include activities from all five program areas; however, the majority of the performance activities and resources are from the Foods program.  
	6. Number of high risk food inspections.   (214205)
	Context: High risk food establishments are those that produce, prepare, pack or hold foods that are at high potential risk of microbiological or chemical contamination due to the nature of the foods or the processes used to produce them.  This category also includes foods produced for at risk populations such as infants.  The Field intends to inspect such establishments annually, or more frequently for those who have a history of violations.  The FDA inventory of high-risk establishments is dynamic and subject to change.   For example, firms go out of business, new high-risk food firms enter the market, or the definition of high risk evolves based on new information on food hazards.  High-risk establishment inspection frequencies vary depending on the products produced and the nature of the establishment.  Inspection priorities may be based on a firm’s compliance history.  The FY 2009 target was increased to 6,100 inspections of high-risk food establishments to better reflect the recent historical actuals for this goal.  For FY 2010, the target has been increased to 6,750 to reflect the FY 2009 Appropriations.
	Performance:  In FY 2008, FDA exceeded this goal of 5,700 by performing 6,230 inspections of high-risk domestic food establishments.
	7. Convert data from new eLEXNET participating laboratories via automated exchange or convert data from existing manual data streams to automated data exchange.  (214303) 
	Context: The electronic Laboratory Exchange Network (eLEXNET) is a seamless, integrated, secure network that allows multiple agencies (federal, State and local health laboratories on a voluntary basis) engaged in food safety activities to compare, communicate, and coordinate findings of laboratory analyses.  eLEXNET enables health officials to assess risks, analyze trends and provides the necessary infrastructure for an early-warning system that identifies potentially hazardous foods. As of the end of FY 2008, 151 laboratories representing multiple government agencies and all 50 states are contributing data into the eLEXNET system allowing the program to successfully populate its database with valuable information for use in threat detection, risk assessment, inspection planning, and traceback analysis.  eLEXNET plays a crucial role in the Nation's food testing laboratory system and is an integral component of the Nation’s overall public health laboratory information system.  FDA anticipates that increasing data exchange participation will enhance the utility of the data, improve data quality, and increase the effectiveness of the nation’s food security efforts.
	Performance:  In FY 2008, FDA exceeded its performance goal by achieving automatic exchange of data from 11 laboratories.  This goal was significantly exceeded due to a one-time opportunity to add 9 laboratories with automated data exchange capabilities through a single data network (portal).  
	8. Number of foreign and domestic high-risk human drug inspections. (224201)
	Context: FDA is continuing to develop a more quantitative risk model to help predict where FDA’s inspections are most likely to achieve the greatest public health impact.  The Risk-Based Site Selection Model provides a risk score for each facility, which is a function of four component risk factors – Product, Process, Facility, and Knowledge. In the FY 2007 model, the Agency developed several enhancements and improvements and will continue to explore ways to enhance calculations of process risk and facility sub-scores in FY 2010.  As enhancements are made to FDA’s data collection efforts and to the Risk-Based Site Selection Model, FDA will improve its ability to focus inspections on the highest-risk public health concerns in a cost-effective way.  For FY 2010, the target has been increased to 700 to reflect the FY 2009 Appropriations.
	Performance: FDA exceeded the FY 2008 goal of 500 by inspecting 534 high-risk foreign and domestic drug manufacturers.
	9. Number of high risk registered domestic blood bank and biologics manufacturing inspections.  (234202)
	Context: FDA will increase risk-based compliance and enforcement activities by inspecting the highest priority registered manufacturers of biological products.  The highest priority firms will be those whose operations are determined to be the highest risk, new product types in need of an inspectional history to evaluate and stratify risk, and, emergency response situations.  Inspections for the goal are conducted to ensure compliance with Current Good Manufacturing Practices (CGMPs), and to ensure, as appropriate, the safety, purity and potency of biological products.  The biologics inventory includes high-risk establishments such as blood collection facilities, plasma fractionator establishments, and vaccine manufacturing establishments, especially seasonal and pandemic influenza vaccines.  In FY 2010, the target has been increased to 1,000 inspections to reflect historical accomplishments.
	Performance:  In FY 2008, FDA exceeded this high risk inspection goal of 870 by inspecting 1,014 blood banks and biologics manufacturing establishments.
	10. Number of highest priority human tissue establishment inspections.   (234203)
	Context: Beginning in FY 2006 as a result of new regulations, the human tissue inspection goal was created.  FDA’s responsibility for enforcing the new regulations and the need to quickly assess compliance makes tissues one of the highest priorities.  Two new rules took effect regarding human tissue: one requiring tissue facilities to register with FDA became effective January 2004; while the “Donor Eligibility Rule” became effective May 2005.  The Field conducts tissue inspections to determine if human tissues for transplantation are in compliance with FDA tissue regulations and to assure consumer protection from unsuitable tissue products and disease transmission which may endanger public health.  In FY 2009, FDA increased this goal by 55 additional tissue inspections, over the FY 2008 target, in order to cover more of the firms that registered as a result of the new regulations.  In FY 2010, the target was increased by 138 inspections to reflect the FY 2009 Appropriations.
	Performance:  In FY 2008, FDA exceeded the human tissue goal of 325 by conducting 383 inspections under new regulations.
	11. Number of domestic and foreign high risk animal drug and feed inspections.  (244202)
	Context:  Important features of the risk-based strategy for this revised goal are to reduce the occurrence of illness and death by focusing resources on manufacturing establishments and other industry components that have the greatest potential for risk.  This will result in different inspection frequencies as establishment processes come under control and present lower risk, or as new risks are identified.  In FY 2008, this revised goal focused on pre-market approval inspections and implementing risk-based cGMP inspection plans for animal drug and feed manufacturing facilities that utilized risk modeling to identify the highest risk firms to be inspected.  The FY 2008 target was maintained in FY 2009 because this was a new, risk-based goal for which we had no historical experience, and were unsure how the new site-selection methodology would evolve.  In FY 2010, the target is being slightly increased as a result of the FY 2009 Appropriation while evaluation of the new methodology continues.
	Performance: In FY 2008, FDA exceeded this inspection goal of 233 by inspecting 244 high risk animal drug and feed establishments.
	12. Number of targeted prohibited material BSE inspections   (244203)
	Context:  FDA developed a comprehensive public protection strategy of education, inspection and enforcement action to ensure compliance with the Bovine Spongiform Encephalopathy (BSE) feed regulations.  Using an inventory of all known renderers and feed mills processing products containing prohibited material, FDA will continue to conduct annual inspections to determine compliance with the BSE feed rule.  Inventories of these firms may vary from year to year based on changes at the firm such as consolidations, business closures, relocations, etc.  
	Performance: In FY 2008, FDA completed the inspection of all 555 firms known to be processing with prohibited materials as part of a concentrated effort to prevent an outbreak of BSE in the U.S.
	13. Number of domestic and foreign Class II and Class III device inspections.  (254201)
	Context:  The ultimate goal of preventing unsafe and ineffective devices from reaching the consumer will be advanced by detecting and intercepting unsafe and ineffective product at the manufacturing level.  By utilizing risk-based inspection strategies and focusing on surveillance throughout a products life-cycle FDA will be better able to protect the public health by ensuring both the quality and effectiveness of medical devices available in the U.S. marketplace.  The FY 2009 target was increased to 1,340 inspections due to FY 2008 Supplemental funding increases in the Field Devices Program.  For FY 2010, the target has been increased to 1,365 to reflect the FY 2009 Appropriations.
	Performance:  FDA exceeded the FY 2008 medical device performance goal of 1,270 by inspecting 1,431 foreign and domestic high-risk Class II and Class III medical device manufacturers.   
	14. Establish and maintain accreditation for ORA labs.  (214206)
	Context:  FDA is a science-based agency that depends on its regulatory laboratories for timely, accurate, and defensible analytical results in meeting its consumer protection mandate.  Our laboratories have enjoyed a long history of excellence in science upon which the agency has built its reputation as a leading regulatory authority in the world health community.  Accreditation of laboratory quality management systems provides a mechanism for harmonizing and strengthening processes and procedures, thereby improving the quality of operations and the reliability of FDA's science.  Such accreditations allow FDA to maintain its reputation as a source of scientifically sound information and guidance both domestically and in the international arena.
	Performance:  In FY 2008, FDA met this laboratory accreditation goal. FDA maintained accreditation for 13 laboratories: Denver District Lab, Forensic Chemistry Center, Arkansas Regional Lab, Pacific Regional Lab Northwest, San Francisco District Lab, Winchester Engineering and Analytical Center, New York Regional Lab, Southeast Regional Lab, San Juan District Lab, Detroit District Lab, Pacific Regional Lab Southwest, and Kansas City District Lab. All ORA Field Laboratories are accredited to ISO 17025 by the American Association for Laboratory Accreditation.  FCC is accredited by the ASCLD (American Society of Crime Laboratory Directors).
	15. Increase laboratory surge capacity in the event of terrorist attack on the food supply.   (Radiological and chemical samples/week)   (214305)    
	Context: A critical component of controlling threats from deliberate food-borne contamination is the ability to rapidly test large numbers of samples of potentially contaminated foods for the presence of contaminants.  To address the need for this surge capacity, The Food Emergency Response Network (FERN), a joint effort between USDA/FSIS and HHS/FDA, was created.  FERN is a nationwide laboratory network that integrates existing federal and State food testing laboratory resources capable of analyzing foods for agents of concern in order to prevent, prepare for, and respond to national emergencies involving unsafe food products.  Improvements in surge capacity will have public health value even in non-deliberate food contamination by assisting FDA in identifying and removing contaminated food products from the marketplace as soon as possible in order to protect the public health and mitigate disruption in the U.S. food supply chain.  FDA awards FERN Cooperative Agreements for chemistry and radiological FERN labs to the States.  After receiving the funding, State FERN laboratories can take up to one year to reach full capacity due to the need for training and testing to ensure confidence in the laboratory results.  As a result, labs funded in one fiscal year will not show surge capacity until the following year. With FY 2008 Food Protection increases, ORA added three additional FERN chemical labs in FY 2008 which will increase the surge capacity in FY 2009 to 1,650 chemical samples per week.  With the FY 2009 Appropriation, ORA will add three additional FERN chemical labs in FY 2009 which will increase the surge capacity in FY 2010 to 2,100 chemical samples per week.
	Performance:  In FY 2008, FDA met this performance goal surge capacity target of 2,500 rad samples per week based on the awarding of cooperative agreements to 3 state radiological labs in FY 2007 resulting in a surge capacity increase of 500 rad samples per lab (1,500 total) in FY 2008.  FDA also maintained the surge capacity for 1,200 chemical samples (known analyte) per week.  
	The FERN laboratories are increasingly providing critical analytical surge capacity during food emergency events.  An FDA assignment directed samples to the FERN labs in the Salmonella outbreak in peppers, with over 150 samples tested.  FERN laboratories also participated in the FDA surveillance assignment for the political conventions.  All of these efforts contribute to increasing FDA’s capacity to analyze food samples relative to biological, chemical or radiological acts of terrorism and enhance the food safety and security efforts of state, local, and tribal regulatory bodies.
	FDA Online Performance Appendix Performance Measures Table 
	Program: Headquarters and the Office of the Commissioner 
	  
	Long Term Objective: Strengthen FDA’s base of operations. 
	 
	Measure
	FY
	Target
	Result
	291401: The number of Commercial Activities that will be reviewed for competitive sourcing per “Green Plan”. (Efficiency) 
	2010
	0 FTE
	* per HHS guidance, FY09 studies are on-hold and FY10 studies are also anticipated to be on-hold.
	September 2010
	2009
	154 FTE by Sept 15
	September 2009
	2008
	130 FTE by Sept 15 (target changed by HHS)
	152 FTE by Sept 15 (Target Met)
	2007
	308 by Sept 15
	354 FTE by 9/15/07 (Target Met)
	2006
	N/A
	Study cancelled in February 2007 with the approval of the CSO. (Target Met)
	2005
	N/A
	350 FTE (combined with FY 2004) (Target Met)
	 
	 
	Measure 
	Data Source 
	Data Validation 
	291401 
	Fair Act Inventory, EASE, EHRP 
	Annual Fair Act Inventory Report & Competitive Sourcing (Green Plan) Report 
	 
	Measure
	FY
	Target
	Result
	291402: FDA’s implementation of HHS’s Unified Financial Management System (UFMS). (Efficiency) 
	2010
	Continue OBI dev., UFMS 2010 initiatives (To be defined), improve AS-IS UFMS processes to gain transparency, agility and efficiency and in the process address deficiencies in the areas of SOD violations and other control deficiencies.      
	September 2010
	2009
	Begin migration to version 11-5-10 of ORACLE Federal Financials
	September 2009
	2008
	Stabilize UFMS environment Explore/ analyze effects of moving to a later version of ORACLE Federal Financials
	All HHS OPDIVS are now in UFMS production. Stabilization for IHS is underway (Target Met)
	2007
	Finalize decision on an activity-based costing application and make it operational for its user fee programs
	Finalized the decision on an activity-based costing application and made it operational for its user fee programs. (Target Met)
	2006
	N/A
	Goal accomplished through various activities discussed under Performance text (Target Met)
	2005
	N/A
	Implemented the General Ledger and the Payroll interface (Target Met)
	 
	 
	Measure 
	Data Source 
	Data Validation 
	291402 
	FDA Office of Management & Systems, 2001 FAIR Act Inventory. The agency will rely on the data from the Federal Procurement Data System (FPDS). The sources encompassed in the General Ledger & Federal Administrator, the Purchasing & Accounts Payable; and the Accounts Receivable. These sources are being prepared to transition to the Financial Business solutions systems. 
	FDA will ensure consistency in the tracking and reporting of the administrative management performance goals. In addition, FDA is taking steps to routinely monitor this data and take appropriate actions as needed. Data is from a variety of sources for these performance goals including the Annual Chief Financial Officer’s Report, Civilian and Commission Corps personnel databases, monthly and annual full-time equivalent (FTE) reports and data-runs, the FDA FAIR Act Inventory and the FY 2001 FDA Workforce Restructuring Plan, monthly statements from bank card companies and the FDA Small Purchase System. 
	 
	Long Term Objective: Respond more quickly and effectively to emerging safety problems, through better information, better coordination and better communication. 
	 
	Measure
	FY
	Target
	Result
	292201: Improve FDA’s ability to respond quickly and efficiently to crises and emergencies that involve FDA regulated products. (Output) 
	2010
	Pilot EON IMS data sharing with Federal and State counterparts.   Enhance surveillance and detection capabilities within the Office of Emergency Operations.
	Revise and exercise FDA’s Emergency Operations Plan and provide training on the plan and annexes. Coordinate participation in inter-agency work-groups, and implement an Agency-wide National Incident Management System (NIMS) plan
	September 2010
	2009
	Continued enhancement of EON IMS and GIS capabilities. Coordinate FDA’s participation in exercises and interagency work-groups, update remaining emergency response plans, and develop an Agency-wide National Incident Management System (NIMS) implementation plan.
	September 2009
	2008
	Continued enhancement of EON IMS increased knowledge mgmt and GIS capabilities. Test FDA emergency response plan for pandemic flu and coordinate FDA’s participation in other exercises and workgroup.
	EON IMS Version 3.3 implemented Aug 08.  Includes significant enhancements to further its knowledge mgmt and GIS capabilities. FDA-wide Incident Command System (ICS) training conducted for Head-quarters and field offices. Finalized Pandemic Influenza Emergency Response Plan and began planning an FDA Pandemic Influenza Exercise for Oct 2008 (Target Met)
	2007
	Continue Enhancement EON IMS Coordinate FDA’s participation in exercises, including TOPOFF 4 Develop an FDA emergency response plan for pandemic influenza
	EON IMS version 3.2.1 implemented December 2007 and used in the preparation and response to natural disasters and crises and emergencies. FDA emergency response plan for pandemic influenza developed Sept 2007. (Target Met)
	2006
	N/A
	EON IMS Version 2.4 August 06. deployed to OCM/ OEO located in FDA field offices and used to prep and respond to emergencies (Target Met)
	2005
	N/A
	EON IMS version 2.2 implemented in March 2005 and used during the April 2005 TOP-OFF 3 Exercise (Target Met)
	 
	 
	Measure 
	Data Source 
	Data Validation 
	292201 
	Office of Crisis Management/Office of Emergency Operations. 
	Data validation is based on a review of the past period’s activities and the Emergency Operations Network Incident Management System project plan and schedule. 
	 1.  The number of Commercial Activities that will be reviewed for competitive sourcing per “Green Plan”.  (291401) 
	Context:  FDA plans to study at least 154 FTE per year based on the FAIR Act Inventory of 2003. To accomplish this, FDA conducts an intensive annual review of its FAIR inventory data from functional, organizational, geographic, and business perspectives.  Once the review is completed, FDA evaluates all commercial positions that have not undergone a competitive sourcing study in order to identify a sufficient number of positions that will satisfy FDA's requirement in meeting the OMB and DHHS established goals. The commercial positions are presented to FDA senior management in the form of logical business units to determine what will be reviewed that year. The selected commercial business units are publicly announced and subjected to A-76 competitive sourcing competition either as one or more standard and/or streamline cost comparisons.  
	Performance:  FY 2006 and FY 2007 studies were combined and as a result, FDA was required to announce 308 commercial FTE positions by September 15.  FDA exceeded this goal by 15%, announcing 354 commercial FTE positions.  A total of thirteen streamline studies were announced.  All thirteen studies resulted in an in-house win for FDA, with a projected annual savings of $3,219,000.  Due to exceeding the FY 2007 target, HHS officially reduced the target and required FDA to announce 130 commercial FTE positions. However, FDA exceeded this goal by 8.6 %, announcing 152 commercial FTE positions by September 15.  For FY 2009, the target remains 154 FTE positions; however, per HHS guidance, FY09 studies are on-hold and FY10 studies are also anticipated to be on-hold 
	2.  FDA’s implementation of HHS’s Unified Financial Management System (UFMS).  (291402) 
	Context: The Department announced in FY 2001 that it intended to establish a unified financial management system to replace its operating division's individual financial management systems. The goal of the UFMS project is to reduce costs, mitigate security risks, and provide timely and accurate information across DHHS.  FDA, CDC, NIH, and the Program Support Center (which covers the remaining components other than CMS and its contractors) began the design of the UFMS.  Although this goal had originally been dropped after FDA had implemented UFMS, FDA has continued to be involved in the implementation of the UFMS system across the Department.  A new FY 2008 target has been added based on FDA’s efforts to stabilize the UFMS environment now that all OPDIVS have gone live, and to explore/analyze the effects of moving to a later version of ORACLE Federal Financials, bringing DHHS one step closer to FMFIA compliance.  In FY 2009 the Department will migrate to Oracle Federal Financials version 11-5-10 and also implement iProcurement and PRISM as the global solutions for requisitioning and acquisitions.
	Performance: UFMS has been fully implemented in FDA. Because UFMS is an integrated system and all OPDIVs must share it, FDA remains involved and participates in all future phased implementations of other OPDIVs in the Department. As such, in FY 2006, we participated in the Program Support Center’s phased implementation of UFMS and did so again in FY 2007 for Indian Health Services (which went live on October 1, 2007).  In FY 2008, FDA is stabilizing the UFMS environment and exploring/analyzing the effects of moving to a later version of ORACLE Federal Financials.  In FY 2009, FDA Upgraded to UFMS Release 4.1 (Oracle 11.5.10.2) successfully and is currently deploying other initiatives that are currently in progress. They include Oracle Business Intelligence (OBI) Prototype for FDA, O&M 2009 initiatives (Supplier Management and Automation, eTravel, Audit Portal Migration, Automated User Provisioning, Grants Processing, Cash Management, Common Account Number (CAN) Generation, Smart Pay II, PO Mass Cancellation) just to mention a few.  Also several Oracle Security and Performance Patches were and continue to be deployed to make UFMS compliant with Federal and business standards.  Plans for FY 2010 include continue OBI development work, UFMS 2010 initiatives (To be defined), improve AS-IS UFMS processes to gain transparency, agility and efficiency and in the process address deficiencies in the areas of SOD violations and other control deficiencies.
	3.  Improve FDA’s ability to respond quickly and efficiently to crises and emergencies that involve FDA regulated products.  (292201)  
	Context: FDA’s Office of Crisis Management (OCM), which includes the Office of Emergency Operations and Office of Security Operations, is charged with meeting the DHHS goal to improve FDA’s ability to respond quickly and efficiently to crises and emergencies that involve FDA regulated products.  OCM is responsible for ensuring that FDA’s emergency preparedness and response capabilities are in accordance with the  requirements of the National Response Plan, National Incident Management System and several Homeland Security Presidential Directives (HSPD), including HSPD-5, “Management of Domestic Incidents,”  HSPD-8, “National Preparedness,” and HSPD-9, “Defense of United States Agriculture and Food.”  In FY 2009, FDA will continue to enhance the Emergency Operations Network Incident Management System (EON IMS) and Geographic Information System (GIS) capabilities and continue to coordinate FDA’s participation in exercises and work-groups, including National Level Exercises (NLEs).
	Performance:  In FY 2008, the Emergency Operations Network Incident Management System (EON IMS) designed, developed and implemented production system version 3.3 and will release a version in 2009 to establish a web-based portal for regulated industry; state and local health officials to submit reports of potentially harmful food as required by the Food & Drug Administration Amendment Act of 2007 (FDAAA). The FDA Office of Crisis Management/Office of Emergency Operations uses the EON IMS to assist in the coordination and strategic management of FDA's response to numerous incidents regarding FDA regulated commodities, including outbreaks, natural disasters, and actual or potential product defects that pose a risk to human or animal health; e.g.; melamine contaminated pet food, peanut butter contaminated with salmonella, and botulism in chili sauce.  OCM used the mapping capabilities of EON IMS to generate geo-coded maps to support preparedness efforts for the 2008 hurricane season, response activities related to outbreaks involving salmonella in imported produce, flooding in the mid-west, and wildfires and earthquakes in California.  EON IMS has also been used to support preparedness exercises that have included international, federal, state and local partners.  OCM finalized the FDA Pandemic Influenza Emergency Response Plan during FY08 and conducted an FDA-wide Pandemic Influenza Exercise in October 2008.  OCM will also update the FDA Emergency Response Plan, 3 incident-specific emergency response plans and develop an agency-wide National Incident Management System (NIMS) implementation plan in FY 2009.
	OCM will enhance FDA's Incident Command System (ICS) structure and its ability to respond to food-related events in FY 2010 by improving response capabilities by incorporating subject matter expertise into strategic planning and day to day operations; improve Agency preparedness by conducting exercises to assess response capabilities to foodborne illness/outbreaks; and further integrate emergency policy and planning into Agency emergency operations.
	FDA Linkages to HHS Strategic Plan The table below shows the alignment of FDA's strategic goals with HHS Strategic Plan goals. 
	HHS Strategic Goals 
	FDA Goal 1: Strengthen FDA for today and tomorrow.
	FDA Goal 2: Improve patient & consumer safety.
	FDA Goal 3: Increase access to new medical and food products.
	FDA Goal 4: Improve quality and safety of manufactured products and the supply chain.
	1 Health Care Improve the safety, quality, affordability and accessibility of health care, including behavioral health care and long-term care.
	1.1 Broaden health insurance and long-term care coverage.
	No
	No
	No
	No
	1.2 Increase health care service availability and accessibility.
	No
	No
	No
	1.3 Improve health care quality, safety and cost/value.
	No
	1.4 Recruit, develop, and retain a competent health care workforce.
	No
	No
	No
	2 Public Health Promotion and Protection, Disease Prevention, and Emergency Preparedness Prevent and control disease, injury, illness and disability across the lifespan, and protect the public from infectious, occupational, environmental and terrorist threats.
	2.1 Prevent the spread of infectious diseases.
	No
	2.2 Protect the public against injuries and environmental threats.
	No
	No
	No
	2.3 Promote and encourage preventive health care, including mental health, lifelong healthy behaviors and recovery.
	No
	No
	No
	2.4 Prepare for and respond to natural and man-made disasters.
	No
	3 Human Services Promote the economic and social well-being of individuals, families, and communities.
	3.1 Promote the economic independence and social well-being of individuals and families across the lifespan.
	No
	No
	No
	No
	3.2 Protect the safety and foster the well being of children and youth.
	No
	No
	No
	No
	3.3 Encourage the development of strong, healthier and supportive communities.
	No
	No
	No
	No
	3.4 Address the needs, strengths and abilities of vulnerable populations.
	No
	No
	No
	No
	4 Scientific Research and Development Advance scientific and biomedical research and development related to health and human services.
	4.1 Strengthen the pool of qualified health and behavioral science researchers.
	No
	No
	No
	4.2 Increase basic scientific knowledge to improve human health and human development.
	4.3 Conduct and oversee applied research to improve health and well-being.
	4.4 Communicate and transfer research results into clinical, public health and human service practice.
	No
	No
	No
	Summary of Full Cost 
	(Budgetary Resources in Millions) 
	 
	OPDIV
	HHS Strategic Goals and Objectives 
	FY 2008
	FY 2009
	FY 2010
	1: Health Care Improve the safety, quality, affordability and accessibility of health care, including behavioral health care and long-term care.
	 
	 
	 
	1.1 Broaden health insurance and long-term care coverage.
	 
	 
	 
	1.2 Increase health care service availability and accessibility.
	$426
	$498
	$565
	Complete review and action on the safety evaluation of direct and indirect food and color additive petitions, including petitions for food contact substances, within 360 days of receipt.  (213301) 
	$58
	$63
	$73
	Complete review and action on standard original PDUFA NDA/BLA submissions within 10 months of receipt.  (233201) 
	$49
	$59
	$67
	Complete review and action on priority original PDUFA NDA/BLA submissions within 6 months of receipt.  (233202) 
	$32
	$39
	$44
	Complete review and action on standard PDUFA efficacy supplements within 10 months of receipt.  (233203) 
	$75
	$88
	$100
	Complete review and action on complete blood bank and source plasma BLA submissions within 12 months after submission date.  (233205) 
	$19
	$21
	$25
	Complete review and action on complete blood bank and source plasma BLA supplements within 12 months after submission date. (233206) 
	$18
	$21
	$24
	Percentage of received Original Premarket Approval (PMA), Panel-track PMA Supplement, and Premarket Report Submissions reviewed and decided upon within 180 and 295 days.  (253203)  
	$46
	$66
	$75
	Percentage of 180 day PMA supplements reviewed and decided upon within 180 and 210 days.  (253204) 
	$21
	$25
	$28
	Percentage of 510 (k)s (Premarket Notifications) reviewed and decided upon within 90 and 150 days. (253205) 
	$98
	$116
	$130
	1.3 Improve health care quality, safety and cost/value.
	$834
	$972
	$1,143
	Reduce the Unit Cost associated with turning a submitted Adverse Event Report into a verified record in the database. (222201) 
	$8
	$18
	$21
	Percentage of Standard NDAs/BLAs within 10 months.  (223201) 
	$251
	$297
	$346
	Percentage of Priority NDAs/BLAs within 6 months (223202) 
	$92
	$105
	$123
	The total number of actions taken on abbreviated new drug applications in a fiscal year. (223205)
	$80
	$91
	$117
	Percentage of Rx-to-OTC Switch applications within 10 months receipt in which there was a complete review action.  (223206) 
	$16
	$18
	$21
	Complete review and action on original NADAs & reactivations of such applications received during FY 2009. (243201)  
	$53
	$61
	$73
	Complete review and action on Non-administrative original ANADAs and reactivations of such applications received during FY 2010.  (243202)
	$0
	$10
	$16
	Number of foreign and domestic high-risk human drug inspections. (224201) 
	$123
	$123
	$138
	The number of high-risk registered domestic blood bank and biologics manufacturing inspections.  (234202) 
	$26
	$26
	$29
	The number of highest priority human tissue establishments to be inspected. (234203) 
	$11
	$12
	$14
	Number of domestic and foreign high risk animal drug and feed inspections.  (244202) 
	$29
	$34
	$45
	Number of targeted prohibited material BSE inspections   (244203) 
	$44
	$52
	$62
	Number of domestic and foreign Class II and Class III device inspections.  (254201) 
	$75
	$86
	$96
	Percentage of an estimated 8,800 domestic mammography facilities that meet inspection standards, with less than 3% with Level I (serious) problems. (254101) 
	$27
	$37
	$42
	1.4 Recruit, develop, and retain a competent health care workforce.
	 
	 
	 
	2: Public Health Promotion and Protection, Disease Prevention, and Emergency Preparedness Prevent and control disease, injury, illness and disability across the lifespan, and protect the public from infectious, occupational, environmental and terrorist threats
	 
	 
	 
	2.1 Prevent the spread of infectious diseases.
	$229
	$284
	$412
	Number of state, local, and tribal regulatory agencies in the U.S. and its Territories enrolled in the draft Voluntary National Retail Food Regulatory Program Standards  (214101) 
	$62
	$73
	$116
	Percentage of the enrolled jurisdictions which meet 2 or more of the Standards.   (214102)  
	$62
	$73
	$116
	Number of import food field exams.  (214202) 
	$51
	$72
	$102
	Number of Filer Evaluations.  (214203) 
	$25
	$31
	$39
	Increase manufacturing diversity and capacity for pandemic influenza vaccine production.   (234101) 
	$30
	$35
	$38
	2.2 Protect the public against injuries and environmental threats.
	$421
	$514
	$641
	Number of high risk food inspections.  (214205) 
	$204
	$265
	$341
	Establish and maintain accreditation for ORA labs.  (214206) 
	$162
	$185
	$224
	Number of examinations of FDA refused entries.  (214204) 
	$25
	$31
	$39
	Participation rate of facilities in the MedSun Network. (252201) 
	$31
	$34
	$37
	2.3 Promote and encourage preventive health care, including mental health, lifelong healthy behaviors and recovery.
	 
	 
	 
	2.4 Prepare for and respond to natural and man-made disasters.
	$39
	$38
	$45
	Number of prior notice import security reviews. (214201) 
	$13
	$16
	$19
	Convert laboratories that participate in eLEXNET via manual data entry to automated data exchange.  (214303) 
	$2
	$4
	$4
	Number of medical countermeasures in which there has been coordination and facilitation in development (223102) 
	$24
	$18
	$21
	3: Human Services Promote the economic and social well-being of individuals, families and communities.
	 
	 
	 
	3.1 Promote the economic independence and social well-being of individuals and families across the lifespan.
	 
	 
	 
	3.2 Protect the safety and foster the well being of children and youth.
	$8
	$9
	$11
	Number of Written Requests (WRs) issued for drugs that need to be studied in the pediatric population and number of drugs reported to the pediatric advisory committee on adverse events for drugs that receive pediatric exclusivity.  (223101) 
	$8
	$9
	$11
	3.3 Encourage the development of strong, healthy and supportive communities.
	 
	 
	 
	3.4 Address the needs, strengths and abilities of vulnerable populations.
	 
	 
	 
	Strategic Goal 4: Scientific Research and Development  Advance scientific and biomedical research and development related to health and human services.
	 
	 
	 
	4.1 Strengthen the pool of qualified health and behavioral science researchers.
	 
	 
	 
	4.2 Increase basic scientific knowledge to improve human health and human development.
	$39
	$50
	$54
	Use new “omics” technologies and pattern recognition algorithms to analyze imaging data for early-stage disease diagnosis and to study how an FDA-regulated compound or product interacts with the human body. (263101)
	$23
	$28
	$26
	Develop risk assessment methods and build biological dose-response models in support of Food Security.  (264101)  
	$8
	$9
	$13
	Develop science base for supporting FDA regulatory review of new and emerging technologies. (263201)
	$0
	$5
	$6
	Develop standard biomarkers to establish risk measures for FDA-regulated products. (264201)
	$8
	$9
	$9
	4.3 Conduct and oversee applied research to improve health and well-being.
	$22
	$23
	$28
	Number of Medical Device Bioresearch Monitoring (BIMO) inspections (253201) 
	$13
	$16
	$18
	Develop computer-based models and infrastructure to predict the health risk of biologically active products. (263102)  
	$9
	$6
	$9
	4.4 Communicate and transfer research results into clinical, public health and human service practice.
	$104
	$155
	$202
	Improve the Safe Use of Drugs in Patients and Consumers (222301) 
	$104
	$155
	$202
	Total 
	$2,122
	$2,543
	$3,099
	Findings and Recommendations for FDA Evaluations
	in the HHS Program Information Center and Completed in FY 2008
	1. Food and Drug Administration (FDA) Condom Label Comprehension Study: Stage One Report of Findings
	Purpose The study was designed to measure and compare consumer understanding of the labeling recommended for latex condoms under FDA’s 1998 guidance document, “Latex Condoms for Men, Information for 510(k) Premarket Notifications: Use of Consensus Standards for Abbreviated Submissions,” which is found on currently marketed latex condoms, and the latex condom labeling proposed in the 2005 draft guidance document, “Class II Special Controls Guidance Document: Labeling for Male Condoms Made of Natural Rubber Latex.”  The results of the study were used in FDA’s final rulemaking process.
	Findings The study found that readers with lower reading levels and those with less education (two variables not highly correlated) had lower comprehension scores than those with higher reading levels. However, there were no differences based on age, race, ethnicity, income, or the type of neighborhoods where the respondents resided.
	The study also found that most participants understood the basic message in both the current and proposed labeling that latex condoms help protect against transmission of sexually transmitted infections (>80% correct responses). When comparing equivalent questions between the current and proposed latex condom labeling, for every comparison with a significant difference in rates of comprehension, the difference favored the current latex condom labeling over the proposed latex condom labeling. Most study participants did not understand the more complex messages about the relative degree of protection provided by condoms against different sexually transmitted infections (<30% correct responses). The study was not designed to determine the reasons for the differences in consumer comprehension of the two labeling versions.  
	Recommendations
	 No recommendations were presented in the study.
	2. Findings from Six Consumer Focus Groups on Indoor Tanning Equipment Warning Statement Label
	Purpose The FDA retained Edge Research to conduct six consumer focus groups on indoor tanning equipment warning statement labeling.  The purpose of this qualitative research was to better understand:
	 Reactions to and perceptions of the current indoor tanning equipment warning statement label – overall, as well as the language, messaging, order and format of the statement
	 Reactions to and perceptions of the proposed indoor tanning equipment warning statement label –  overall, as well as the language, messaging, order and format of the statement
	 Compare and contrast the two warning labels on: comprehension, likelihood to read, and impact on behavior
	 Feedback on the location of the warning statement label on the tanning bed, including suggestions for location to increase its efficacy (notice and read)
	Findings  Participants in the focus groups represented a range of experiences with indoor tanning – from those who had just considered but never tried, to those who visit occasionally, to those who have a membership at a tanning salon and go on a regular basis, to those who stopped because of the risks.  In most of the groups and without prompting, respondents mentioned some of the dangers associated with indoor tanning – specifically, damage to the skin and skin cancer.  Those who “tan” on a regular basis said that while they are aware of these risks, they continue to go for beauty and relaxation.
	Focus group respondents reviewed both the current and proposed warning statement labels, and discussed them in detail.  When many saw the current label, their first reaction was that it looked like “legal mumbo jumbo” that they see on so many products these days, and have thus become “desensitized” to.  Some of the wording, as well as the paragraph format and length, added to this perception.  At the same time, there were some who found the information alarming, and thought it communicated a message to “proceed with caution.”
	Reactions to the proposed warning statement label were stronger across the board.  The streamlined format and messaging made it more attention grabbing and easier to process, and made the range of messages stand out as important.  
	Respondents were asked to compare and contrast the two statements on several dimensions.  Almost all (but three participants in one of the teen groups) said they would be more likely to read the proposed statement.  The shorter length and bulleted format made it easer to focus on the risks and directives.  When they saw the two statements on a picture of a life-size tanning bed, this preference was even stronger.
	At the end of each focus group, participants were shown a life-size image of a tanning bed, with the warning statement label placed on the left side of the canopy (foot end), next to an exposure schedule and a statement with a warning regarding electrical hazards (in the center).  Most agreed that the placement could be improved, and had a variety of recommendations.
	Respondents had several other recommendations on how to call attention to the warning label – add color, a symbol, and/or make the font larger.  
	Recommendations
	No recommendations were presented in the study.  
	3. Independent Evaluation of FDA’s First Cycle Review Performance - Final Report
	Purpose This study sought to identify and examine what factors contribute to and detract from FDA’s ability to make an approval decision during the first-cycle review for products that are ultimately approved without major new data submissions.  This evaluation contract was to determine the impact of FDA’s initiatives to enhance first-cycle review performance during the five-year period of PDUFA III.  
	Findings   The study found that:
	 The Filing Review Notification, or 74-Day Letter, is an effective tool in communicating deficiencies to sponsors.  Sixty-two percent of applications submitted during FY 2005 – FY 2007 had potential review issues that were listed in the 74-Day Letter resolved by the action date.  Of those that resolved the potential review issues conveyed in the letter, 62% were approved in the first cycle, indicating that FDA successfully identified and communicated important review issues to the sponsor in the Filing Review Notification.
	 Priority review designation, which is given to applications for products that offer major advances in treatment or provide a treatment where no adequate therapy exists, had the most significant impact on first-cycle approval rates.  Applications with a Priority designation had a higher first-cycle approval rate (68%) than products with Standard review designation (36%). 
	 Applications were more likely to be approved in the first cycle if a major deficiency was identified pre-submission (40%) than if major deficiencies were identified during the review (19%).  Applications for which no major deficiency was identified either pre-submission or during the review had a high first-cycle approval rate (92%).
	 Products with a novel mechanism of action targeting life-threatening conditions had a greater first-cycle approval rate (62%) compared to that of products with non-novel mechanism of actions addressing non-life-threatening conditions (39%).
	 Applications that complied with most or all of the assessed good review manufacturing procedures activities had the highest first-cycle approval rates. For applications assessed after the FY 2005 good review manufacturing procedures rollout, application reviews that complied with 80% of assessed good review manufacturing procedures activities and timeframes or more had a first-cycle approval rate of 71% compared to the first-cycle approval rate of 50% for those application reviews that complied with 20% of good review manufacturing procedures assessed activities. 
	Recommendations
	 FDA should continue with good review manufacturing procedures implementation, ensuring adoption of both good review manufacturing procedures activities and timeframes.
	 FDA should continue to use the 74-Day Letter to communicate application deficiencies early in the review process.
	4. Independent Evaluation of FDA’s Prescription Drug User Fee Act III -- Evaluations & Initiatives -- Task Order -- Post Marketing Commitments Study Report
	Purpose The Food and Drug Administration (FDA) evaluates new drug and biological products prior to approval for marketing in the United States.  In these instances, FDA may request that a sponsor seeking approval of a new drug or biological product conduct a postmarketing study to provide additional information about the safety, efficacy or optimal use of a drug or biological product that is important but not necessary for market approval. FDA commissioned this study to identify possible improvements to its existing postmarketing commitment (PMC) processes.  The study retrospectively analyzed 743 unique PMCs agreed upon between FY 2002 and FY 2005. 
	Findings The study showed that PMCs were most often requested based on a need for additional data (21 percent) or analysis that did not significantly impact the overall assessment of safety and efficacy to warrant delaying approval. The next most common rationales were potential safety signals (13 percent), underrepresented subpopulations (12 percent) and drug-drug interaction concerns (10 percent).  
	The study found that sponsors generally agreed (86 percent) that the PMC program has a positive public health impact.  More than half (51 percent) of fulfilled PMCs assessed in the study cohort resulted in a label change. The most common reasons for the label changes were validated safety and efficacy concerns (30 percent of fulfilled studies with a label change), validated drug-drug interaction concerns (18 percent), and expanded use in subpopulations (16 percent).  However, 50 percent of sponsors questioned the value and/or rationale of specific PMCs. These sponsors noted that in some cases, the supporting studies were ongoing at the time of approval of the product, and the PMC was simply a mechanism to ensure the results were submitted to FDA.  Others reported that they believed the PMC supported a reviewer's academic interests.
	The study also found that the PMC milestones agreed on by FDA and the sponsor were not always met.  Milestones for protocol submissions and final study reports were met by sponsors 76 percent and 60 percent of the time, respectively. FDA reviewers met their goal dates for completing annual status report reviews (90days) 53 percent of the time, and final study report reviews (12 months or per PDUFA timelines) 61 percent of the time. The main reason for FDA failure to meet review goal dates was competing workload priorities.  
	Overall, the study found evidence that indicates PMCs positively impact public health, but need to be used judiciously to ensure that only commitments addressing important issues regarding safety, efficacy and optimal use are requested.
	Recommendations
	 FDA should make efforts to notify sponsors of issues that could lead to PMCs earlier in the review process. This could be achieved through informal communication after the preliminary discipline review is conducted, but before it is finalized. Notification would not guarantee that a PMC request was forthcoming, but rather grant the sponsor additional time to understand the concern, develop a feasible study to propose, or provide evidence demonstrating that the study is not necessary. Providing earlier notification would likely result in fewer PMCs and better study design for those that are ultimately agreed upon.
	 FDA should reflect renegotiated timelines in their internal databases and PMC website when tracking and reporting the current status of PMCs. In many instances, new PMC schedules had been renegotiated and agreed upon by both sponsor and FDA, because the original schedule proved to be infeasible for reasons unrelated to the sponsor’s level of effort to conduct the study.  However, as required by regulations, these commitments were reported as delayed if they missed any milestone date in the original study schedule. This practice negatively impacts the perception of timeliness of the PMC pool by combining studies currently underway using a revised, agreed-upon timeline with those studies that are truly delayed. For situations where delays occurred due to circumstances beyond the control of the sponsor, a possible option for FDA to consider is to release and reissue commitments where FDA and the sponsor agree that the original study schedule cannot be met and a revised schedule is needed.
	GAO High Risk Issue - Transforming Federal Oversight of Food Safety 
	Each year, about 76 million people contract a foodborne illness in the United States; about 325,000 require hospitalization; and about 5,000 die.  The fragmented US system of oversight has caused inconsistent oversight, ineffective coordination, and inefficient use of resources. 
	Overall Goal: Reduce illnesses caused by contamination of the food supply. 
	Challenge: Prevent or deter intentional and unintentional contamination of food supply through risk-based, cost-effective allocation of resources. 
	FDA Actions:
	 Fully implement the Salmonella Initiative Program to provide incentives for meat and poultry plants whose processes control foodborne pathogens. 
	Challenge: Early detection of contamination of the food supply. 
	FDA Actions:
	 Build a quality public health infrastructure with data that is readily accessible to key decision-makers and front-line personnel. 
	 Improve Food and Drug Administration (FDA) detection systems and improve risk-based annual import activities. 
	Challenge: Protect human health and mitigate impact of food supply contamination by responding rapidly to food supply contamination through risk-based, cost effective allocation of resources. 
	FDA Actions:
	 Enhancement of the Food Emergency Response Network (FERN) to ensure better geographic coverage. 
	 Implement Supply Chain Source Verification Requirements to accelerate both the response and the return to normalcy. 
	 Initiate the development of new Rapid Response Teams built on California Food Emergency Response Team (CalFERT) model.
	More information about specific milestones the agency will accomplish to achieve this goal, including identification of the agency official responsible for each milestone can be found here (http://www.whitehouse.gov/omb/expectmore/issue_summary/issue_31.html) and here (http://www.whitehouse.gov/omb/expectmore/issue_summary/issueDetailedPlan_31.pdf)

