
 




Date 

From 

Subject 

To 

  DEPARTMENT OF HEALTH AND HUMAN SERVICES Food and Drug Administration 

Memorandum 
September 12 , 20 13 

Director, Division of Planning, Evaluation and Management 

Final FY 2014 Office of Regulatory Affairs (ORA) Field Workplan 

Regi onal Food and Drug Directors 
Distri ct Directors 
Regional Laboratory Directors: Northeast, Southeast, Arkansas, Pacific Northwest, Pacific Southwest, 
WEAC, and FCC 
Investigations Branch Directors 
Laboratory Branch Directors 

The Final FY 2014 ORA Field Workplan is based primarily on the Centers' compliance 
program forecasts . Th e forei gn inspections were spread by the ORA Office of Medical 
Products and Tobacco Operation s (OMPTO) and the Office of Food and Feed 
Operations (OFFO). Laboratory allocations were planned by the ORA Of fice of 
Regulatory Science (ORS) using the Lab Progra m Optimization. Finally, import 
allocations were reviewed by the Divis ion of Import Operations (DIO). 

The FY 20 14 Workplan reflects ORA's pl anning level of 2,363 operational Full-Time 
Equivalents (FTE) . There wa s no increase in operational FTE for the fo llowing fo ur 
program areas: 1) Foods and Cosmetics, 2) Biologic s, 3) Anima l Drugs and Feeds, and 
4) Devices and Radiological Healt h. As a res ult of the Generic Drug User Fee 
Amendments (GDUFA), the Human Drugs program increased by 10 investigational 
FTE. In addition, the operational FTE for Center for Tobacco Products (CTP) increased 
by 7 FTE. The FY 2014 Field Workplan uses the Centers' and ORA's risk-based approaches 
for allocating resources within the six program areas. 

The FY 20 14 Workplan only includes resources for ORA investigators and analysts; it does not 
plan operations conducted by States under contract. 

IMPORTANT: Regional offices should be prepared to assist Districts within their jurisdiction 
to meet workplan obligations because some Di strict workplans have increased above their 
current on-board staffing levels. 

NEW DIRECTOR OF WORK PLANNING BRANCH 
Celia Gabrel has joined the Division of Planning, Evaluation and Management (DPEM) as the 
new Work Planning Branch Director. She can be contacted at (30 1) 796-3304. 



NE W MAJOR M ODI FICATION (1 ) : 

New to the FY 2014 Foods and Cosmetics Workplan is a set of resources planned under the 
following program, "Responsive Investigative/Laboratory Operations." In response to events 
that occur each year, this new category of resources was developed to address those unexpected 
events that include Emerging Issues, Outbreaks and Emergency Response, For-Cause Situations 
(e.g. domestic/import sample collections and analysis for specific program s) and District 

Discretion activities. In addition, CFSAN will be issuing the FY 2014 Sample Co llection 

Operation Planning Effort (SC OPE); a link to SCOPE is located on the CFSAN intranet site at: 

http://inside.fda. gov: 9003/Programslnitiati ves/F ood/F ield Programs/ucm2 7293 7 .htm . 

CFSAN may provide updates regarding the SCOPE throughout the year and therefore thi s site 

should be monitored periodically. 


NEW MAJOR MODIF ICATION (2) : 

The FY 2014 Human Drugs Workplan has been increased by 10 investigational FIE from FY 

2013 for GDUFA inspection activities. In additi on, Sterile Drug Process Inspections (56002A) 

are now pla1med separately from the main Drug Process Inspection program (56002). A 

significant shift from domestic to foreign inspections is included across several of the drug 

programs. Finally, Pharmacy Compounding inspect ions have increased from 2 to 7 FI E. 


ADDIT IONAL WORKPLAN DOCUMENTS 

 

FY 2014 Workplan Changes: 

The "FY 2014 Workplan Changes" spreadsheets provide a comprehensive listing of FY 2014 
program levels compared to the FY 2013 ORA Field Workplan. These documents can be used 
to identify specific resource shifts and programmatic cuts or increases. 

Servicing L aboratories T a b le (Updated for Lab Program Optimization): 

The Servicing Laboratories Table is included to serve as a reference. The Office of Regulatory 
Science (ORS) based FY 20 14 laboratory allocations on this T able which has been modified to 
reflect the ORA Lab Program Optimization report. 

Co mp lia nce Programs a nd Reporting Progr a m Ass ignment Codes (PACs): 

This document provides a listing of reporting PACs by Compliance Program, which is included 
in the Foods and Cosmetics section of the Workplan. DPEM included this list as a reference for 
Field investigators and analysts, since the Foods Workplan is organized by PPS and only 
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includes Planning PACs. The listing should match the PODS Report 7E PAC groupings. Since 

new PACs may be added or archived throughout the year, please check DPEM's intranet site for 

an up-to-date PAC Master List organized by program Centers: 

http:// inside.fda.gov: 9003 /PolicyProcedures/GuidanceRegulations/PACMasterList/default.htm . 


FY 2014 Workplan CD: 

The FY 20 14 Workplan also has been published in a CD format. You may make and distribute 
as many copies of this CD as needed. For further instructions, consult ' A User's Guide ­
READ ME FIRST' located on the CD. If you have any technical questions, please e-mail Anita 
McCurdy at Anita.McCurdy@fda.hhs.gov . 

Please address any questions about the attachments or programs in the Field Workplan to the 
program/project's planning analyst identified on the workplanning sheets (Form FDA 2622). 
Policy concerns should be directed to Celia Gabrel at (30 1) 796-3304. 

 
Division of Planning, Evaluation and 
Management (DPEM) 
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FOODS AND COSMETICS 
FY 2014 WORKPLAN CHANGES 

PAC PROGRAM/ASSIGNMENT 

WORKPLAN 
FTEs 

FY 2013 

WORKPLAN 
FTEs 

FY 2014 

FTE 
DIFFERENCE 

03F810* Foodborne Biological Hazards 460.5 530.8 70.3 
03F811* Domestic High-Risk Inspections 242.2 162.5 -79.7 
03F812* Domestic Non-High-Risk Inspections 44.0 38.0 -6.0 
03F830* CFSAN Environmental Sampling Assignments 97.7 42.4 -55.3 
03R233* Foreign Food Inspections 44.2 49.9 5.7 
03F813* Responsive Investigative/Laboratory Operations 116.4 200.7 84.3 
03 Foodborne Biological Hazards 1005.0 1024.3 19.3 
04F810* Pesticides and Chemical Contaminants 172.6 129.4 -43.2 
04839 Total Diet Study 28.6 23.6 -5.0 
04 Pesticides and Chemical Contaminants 201.2 153.0 -48.2 
07001 Mycotoxins in Domestic and Imported Foods 18.9 29.1 10.2 
07 Molecular  Biology and Natural Toxins 18.9 29.1 10.2 
09F810* Food and Color Additives Petition Review 15.0 7.7 -7.3 
09 Food and Color Additives Petition Review 15.0 7.7 -7.3 
18F810* Technical Assistance: Food & Cosmetics 3.2 1.9 -1.3 
18002 Retail Food Protection- State Program 27.0 27.0 
18003 (NCIMS) Milk Safety Program 20.1 20.0 -0.1 
18004 Molluscan Shellfish Evaluation Program 14.5 16.1 1.6 
18 Technical Assistance: Food & Cosmetics 64.8 65.0 0.2 
21F810* Food Composition, Standards, Labeling, & Econ 39.6 52.8 13.2 
21 Food Composition, Standards, Labeling, & Econ 39.6 52.8 13.2 
29001 Cosmetics: Domestic and Imports 8.6 21.3 12.7 
29 Colors and Cosmetics Technology 8.6 21.3 12.7 

Total Mission Direct: Pre and Annual Planned FTEs 1353.1 1353.2 0.1 

* Planning PACS ONLY, operations should be reported under the appropriate Compliance Program PAC, 
see Page I-III (after the Center Resource Summary Sheet) for a detailed listing of reporting PACs. 
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SERV I CI NG L ABORAT ORI ES
 
FOR GUIDANCE ONLY  - CONTACT THE OFFICE OF REGULATORY SCIENCE FOR QUESTIONS
 

CHEM I STS / ENTOM OLOGI ST S/BI OL OGI ST S

 

 
 

    
                    

 
 

 
 
 
 
 
 
 
 
  
 
 
 
 
 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

 
 
 
 
 
 
 
 
 

 
 
 

 
 
 

     
     
     
     
     
     
     
     
     

     
     
     

     
     
     

  
  
  
  
  
  
  
  
  

  
  
  

  
  
  

 
 
 
 
 
 
 
 
 

 
 
 

 
 
 

 
 
 
 
 

 
 

 
 

 
 
 
 

 
 

  
  
  
  
  

  
  

  
  

  
  
  

  
  
  

 
 

 
 
 

 
 

 
 
 

 
 

 
 

 

 
 
 
 
 
 
 
 
 

 
 
 

 
 
 

 
 
 
 
 
 
 
 
 

 
 
 

 
 
 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

 

 
 
 
 
 
 
 

 
 
 
 
 
 

 
 

 
 
 
 
 
 

 
 

     
     
     
     
     
     

     
     

  
  
  
  
  
  

  
  

 
 
 
 
 
 

 
 

 
 

 
 

 
 

 
 

  
  
  
  
  
  

  
  

 
 

 
 
 
 

 
 

 
 
 
 
 
 

 
 

 
 
 
 
 
 

 
 

 
 
 
 
 
 

 
 

 

 
 
 
 
 
 
 
 

 
 
 
 
 

 
 
 

 

 
 
 
 
 

 
 
 

 

     
     
     
     
     

     
     
     

     

  
  
  
  
  

  
  
  

  

 
 
 
 
 

 
 
 

 

 
 
 
 
 

 
 
 

 

  
  
  
  
  

  
  
  

  

 
 
 
 

 
 
 
 

 

 
 
 
 
 

 
 
 

 

 
 
 
 
 

 
 
 

 

 
 
 
 
 

 
 
 

 
 

 
 
 

 
 
 
 

 
 
 
 

     
     
     
     

  
  
  
  

 
 
 
 

 
 
 
 

  
  
  
  

 
 

 
 

 
 
 
 

 
 
 
 

 
 
 
 

 
                      
 

 
 
 
 
 
 

 
 
 
 

 
 
 

 
 
 
 

 
 
 

     
     
     
     

     
     
     

  
  
  
  

  
  
  

 
 
 
 

 
 
 

 
 

 
 

 
 
 

  
  
  
  

  
  
  

 
 

 
 

 
 

 

 
 
 
 

 
 
 

 
 
 
 

 
 
 

 
 
 
 

 
 
 

 
                      

  NATIONAL & SPECIAL SERVICING LABS INDICATED WITH DASHES (e.g. -WEA-) 

+     National Expert: Collecting Districts Check with ORS (HFC-140) Except for Breaded Shrimp - See Compliance Program for list of laboratories
 

++   National Expert: Collecting Districts Check with ORS (HFC-140)
 

+++ PRN can be used as an overflow lab for pesticide samples if the other four labs can no longer accept samples. When PRN gets full, KAN can be used as a secondary overflow lab.

  SWID - TX & NM Column:  Samples collected in TX or NM will be analyzed by the Labs listed.

  SWID - CA & AZ Column:  Samples collected in CA or AZ will be analyzed by the Labs listed. 1
 



 
 

  

  

   

    

         

                 
                   
                 


 




SERVI CI NG LABORATORI ES 
FOR GUIDANCE ONLY - CONTACT THE OFFICE OF REGULATORY SCIENCE FOR QUESTIONS
 

CHEM I STS / ENTOM OLOGI STS/BI OLOGI STS

 
 
 

     
                    

 
   
                     
                     
                     
                     
   
                     
                     
                     
                     
    
                     
                     
                     
                     
                     
                     
                     
                         
                       
                           

NATIONAL & SPECIAL SERVICING LABS INDICATED WITH DASHES (e.g. -WEA-) 

The Analyzing Laboratories for Samples Collected Under 56008A/L/H, Drug Product Surveillance will be assigned by ORS (HFC-140) based on expertise of drug lab for each specific drug sampled. 
SWID - TX & NM Column: Samples collected in TX or NM will be analyzed by the Labs listed. 
SWID - CA & AZ Column: Samples collected in CA or AZ will be analyzed by the Labs listed. 
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SERVI CI NG LABORATORI ES
 
FOR GUIDANCE ONLY - CONTACT THE OFFICE OF REGULATORY SCIENCE FOR QUESTIONS
 

CHEM I ST S / ENT OM OLOGI STS/BI OLOGI STS
 
 
  

 

    
                    

 
 

 
 
 
 

 
 
 
 
 

 
 
 
 
 

     
     
     
     
     

  
  
  
  
  

 
 
 
 
 

 
 
 
 
 

  
  
  
  
  

 
 
 
 
 

 
 
 
 
 

 
 
 
 
 

 
 
 
 
 

 

 
 
 
 
 
 
 
 
 
 
 
 
 

 
 
 

 
 

 
 

 
 
 
 

 
 
 

 
 
 

 
 

 
 

 
 
 
 

 
 
 

     
     
     

     
     

     
     

     
     
     
     

     
     
     

  
  
  

  
  

  
  

  
  
  
  

  
  
  

 
 
 

 
 

 
 

 
 
 
 

 
 
 

 
 
 

 
 

 
 

 
 
 
 

 
 
 

  
  
  

  
  

  
  

  
  
  
  

  
  
  

 
 
 

 
 

 
 

 
 
 
 
 
 

 

 
 
 

 
 

 
 

 
 
 
 

 
 
 

 
 
 

 
 

 
 

 
 
 
 

 
 
 

 
 
 

 
 

 
 

 
 
 
 

 
 
 

 
 

 

 
 

 
 

     
     

  
  

 
 

 
 

  
  

 
 

 
 

 
 

 
 

 

 
 
 
 
 
 
 
 

 
 
 
 
 
 

 
 
 

 
 
 
 
 
 
 

 
 

     
     
     
     
     
     

     
     
     

  
  
  
  
  
  
  

  
  

 
 
 
 
 
 
 

 
 

 
 
 
 
 
 
 

 
 

  
  
  
  
  
  
  

  
  

 
 
 
 
 
 
 

 
 

 
 
 
 
 
 
 

 
 

 
 
 
 
 
 
 

 
 

 
 
 
 
 
 
 

 
 

NATIONAL & SPECIAL SERVICING LABS INDICATED WITH DASHES (e.g.  -WEA-)

   SWID - TX & NM Column:  Samples collected in TX or NM will be analyzed by the Labs listed.
   SWID - CA & AZ Column:  Samples collected in CA or AZ will be analyzed by the Labs listed. 

3 



 
  

      

 

      

      

   

   

   

        

                
                   
                 

             


 




SERVI CI NG LABORATORI ES 
FOR GUIDANCE ONLY - CONTACT THE OFFICE OF REGULATORY SCIENCE FOR QUESTIONS
 

M I CROBI OLOGI STS

 
 
 

     
                     

 
     


 
 
 
 
 
 
 
 
 
 
 
 
 
 

 
 

 
 
 
 
 
 
 
 
 
 
 
 
 

 
 

 
 
 
 
 
 
 
 
 
 
 
 
 

 
 

 
 
 
 
 
 
 
 
 
 
 
 
 

 
 

 
 
 
 
 
 
 
 
 
 
 
 
 

 
 

 
 
 
 
 
 
 
 
 
 
 
 
 

 
 

 
 
 

 
 

 
 

 
 
 
 
 
 

 
 

 
 
 
 
 
 
 
 
 
 
 
 
 

 
 

 
 
 
 
 
 
 
 
 
 
 
 
 

 
 

 
 
 
 
 
 
 
 
 
 
 
 
 

 
 

 
 
 
 
 
 
 
 
 
 
 
 
 

 
 

 
 
 
 
 
 
 
 
 
 
 
 
 

  
  

  
  
  
  
  
  
  
  
  
  
  
  
  

 
 
 
 

 
 

 
 

 
 

 
 

 
 
 

 
 

 
 
 
 
 
 
 
 
 
 
 
 
 

 
 

 
 
 
 
 
 
 
 
 
 
 
 
 

 
 

 
 
 
 
 
 
 
 
 
 
 
 
 

       

 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

  
  

 
 

 
 

 
 

 
 

       

 
 
 

 
 

 

 
 

 

 
 

 

 
 

 

 
 

 

 
 

 

 
 

 

 
 

 

 
 

 

 
 

 

 
 

 

  
  

  

 
 

 

 
 

 

 
 

 

 
 

 
                        
 
    

 
 

 
 
 

 
 
 

 
 
 

 
 
 

 
 
 

 
 
 

 
 
 

 
 
 

 
 
 

 
 
 

 
 
 

  
  
  

 
 
 

 
 
 

 
 
 

 
 
 

                          

NATIONAL & SPECIAL SERVICING LABS INDICATED WITH DASHES (e.g. -WEA-) 

*Import Foods: SWID CA & AZ samples collected for micro analysis only go to PRL-NW. No split samples. Samples requiring any chem analysis go to PRL-SW. 
SWID - TX & NM Column: Samples collected in TX or NM will be analyzed by the Labs listed. 
SWID - CA & AZ Column: Samples collected in CA or AZ will be analyzed by the Labs listed. 

+ Detroit High Throughput Laboratory will serve as a Servicing Laboratory for Salmonella testing for all Districts. 
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SERVI CI NG LABORATORI ES 
FOR GUIDANCE ONLY - CONTACT THE OFFICE OF REGULATORY SCIENCE FOR QUESTIONS 

M I CROBI OLOGI STS 
 
 
 

     
                    

 
 

 
 
 
 
 
 

 
 

 
 
 
 
 

 
 

 
 
 
 
 

 
 

 
 
 
 
 

  
  

  
  
  
  
  

 
 

 
 
 
 
 

 
 

 
 
 
 
 

 
 

 
 
 
 
 

 
 

 
 
 
 
 

 
 

 
 
 
 
 

 
 

 
 
 
 
 

  
  

  
  
  
  
  

 
 

 
 
 
 
 

 
 

 
 
 
 
 

 
 

 
 
 
 
 

 
 

 
 
 
 
 

 
    
                      
   

 
 
 
 
 
 
 
 

 
 
 
 
 

 
 
 
 

 
 
 
 
 

 
 
 
 

 
 
 
 
 

 
 
 
 

  
  
  
  
  

  
  
  
  

 
 
 
 
 

 
 
 
 

 
 
 
 
 

 
 
 
 

 
 
 
 
 

 
 
 
 

 
 
 
 
 

 
 
 
 

 
 
 
 
 

 
 
 
 

 
 
 
 
 

 
 
 
 

  
  
  
  
  

  
  
  
  

 
 
 
 

 
 
 
 
 

 
 
 
 
 

 
 
 
 

 
 
 
 
 

 
 
 
 

 
 
 
 
 

 
 
 
 

   
                       

NATIONAL & SPECIAL SERVICING LABS INDICATED WITH DASHES (e.g. -WEA-) 

SWID - TX & NM Column: Samples collected in TX or NM will be analyzed by the Labs listed. 
SWID - CA & AZ Column: Samples collected in CA or AZ will be analyzed by the Labs listed. 
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SERVI CI NG  LABORATORI ES 
FOR GUIDANCE ONLY - CONTACT THE OFFICE OF REGULATORY SCIENCE FOR QUESTIONS
 

ENGI NEERS/PHYSI CI STS 
        
                     
 
    
                      
    

 
 
 

 
 
 
 

 
 

 
 

 
 
 
 

  
  

    
  

 
 

 
 

 
 

 
 

 
 

 
 

 
 

   
 

 
 

 
 

 
 

 
 

  
  

     
  

 
 

 
 

 
 

 
 

 
 

   
 

   
                      
    

 

 
 

 
 

 
 

  
  

 
 

 
 

 
 

 
 

 
 

 
 

  
  

 
 

 
 

 
 

NATIONAL & SPECIAL SERVICING LABS INDICATED WITH DASHES (e.g. -WEA-) 

SWID - TX & NM Column: Samples collected in TX or NM will be analyzed by the Labs listed. 
SWID - CA & AZ Column: Samples collected in CA or AZ will be analyzed by the Labs listed. 
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RESOURCE SUMMARY BY PROG~ RAM CATEGORY 

FY 2014 


OPERATIONAL FTES TOTAL 
OPERATIONAL 

FTEs 
DOMESTIC IMPORT FOREIGN 

TOTAL ALL PROGRAMS 1470.8 649.6 243.0 2363.4 

FOODS AND COSMETICS 

BIOLOGICS 

HUMAN DRUGS 

ANIMAL DRUGS AND FEEDS 

MEDICAL DEVICES AND RADIOLOGICAL HEALTH 

TOBACCO 

787.0 

129.7 

232.5 

121 .0 

176.1 

24.5 

516.3 

4.0 

48.9 

18.8 

58.1 

3.5 

49.9 

6.3 

138.6 

5.4 

42.8 

1353.2 

140.0 

420.0 

145.2 

277.0 

28.0 



CENTER FOR FOOD SAFETY AND APPLIED NUTRITION 

RESOURCE SUMMARY 


FY 2014 


PPS 
NO. PROJECT TITLE 

OPERATIONAL FTES TOTAL 
OPERATIONAL 

FTEs 
DOMESTIC IMPORT FOREIGN 

TOTAL 787 .0 516.3 49.9 1353.2 

3 

4 

7 

9 

18 

21 

29 

FOODBORN E BIOLOGICAL HAZARDS 

PESTICIDES AND CHEMICAL CONTAMINANTS 

MOLECULAR BIOLOGY AND NATURAL TOXINS 

FOOD AND COLOR ADDITIVES PETITION REVIEW AND POLICY DEVELOPMENT 

TECHNICAL ASSISTANCE: FOOD AND COSMETICS 

FOOD COMPOSITION, STANDARDS, LABELING AND ECONOMICS 

COLOR AND COSMETICS TECHNOLOGY 

558.2 

94.1 

19.6 

65.0 

32.9 

17.2 

416.2 

58.9 

9.5 

7.7 

19.9 

4.1 

49.9 1024.3 

153.0 

29.1 

7.7 

65.0 

52.8 

21.3 
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Compliance Programs and Reporting PACs
 

03 FOODBORNE BIOLOGICAL HAZARDS
 

Import Acidified & Low Acid Canned Foods 
Reporting PACS: 03003, 03003A 

Domestic and Imported Cheese & Cheese Products 
Reporting PACS: 03037, 03037B, 03037D 

Domestic Food Safety 
Reporting PACS: 03803, 03803B, 03803C, 03803D, 03803E, 03803U, 04803, 
09803, 09803E, 09803F 

Domestic Acidified and Low Acid Canned Foods 
Reporting PACS: 03803A 

Import Foods General / FU to Refusals / Electronic Entry Review / Filer Eval / Prior 
Notice Review 

Reporting PACS: 03819A, 03819, 03819B, 03819C, 03819U, 03R833, 03R824, 
07819, 07R824, 09R824, 99R833 

Domestic Fish and Fishery Products Inspection Program 
Reporting PACS: 03842, 03842B, 03842C, 03842D, 03842H, 03482J, 04842A, 
04842H, 07842, 07842H, 09842, 09842E, 09842F, 09842H, 21842 

Imported Seafood Products 
Reporting PACS: 03844, 03844B, 03844C, 03844D, 03844H, 03844U, 07844, 
09844E, 09844F, 21844 

Juice HACCP Inspection Program 
Reporting PACS: 03847H, 03847J, 03847, 04847, 04847H, 07847, 07847H, 
09847, 09847H, 21847H 

Import & Domestic Micro Assignments 
Reporting PACS: 03F098, 03F100 

CFSAN Environmental Sampling Assignments 
Reporting PACS: 03F831, 03F833, 03F834, 03F835, 03F836, 03F837, 03F838, 
03F839, 03F840, 03F841, 03F842, 03F843, 03F844, 03F845, 03F109 

Unspecified Foreign Inspections / Assessments 
Reporting PACS: 03R233 

I 



  

 
 

 

 
 

 
   
 
 
 
  

   
    
 

 
  
 

 
   
 

  
   
 

 
  
 

 
  
 

  
   
 

 
  
 
 
 
 

  
  
 
 
 
 

 
 

  
 


 


 

Outbreak and Emergency Response 
Reporting PACS: 03R839, 04R839, 07R839, 09R839, 21R839, 03R050, 
03R175, 03R224/225/262/263/264/265/266/267/277/278/282, 
03R855/856/857/858/859, 04R078, 04R854/858/859, 07R279/R280, 21R281, 
03C001, 04C001, 21C001, 21C002, 29C001 

Food Defense 
Reporting PACS: 03R845, 04R845, 07R845, 09R845, 18R845, 21R845 

04 PESTICIDES & CHEMICAL CONTAMINANTS
 

Pesticides & Industrial Chemicals in Domestic & Imported Foods 
Reporting PACS: 04004A, 04004D, 04004U, 04R824, 04R833 

Chemotherapeutics in Seafood 
Reporting PACS: 04018 

Toxic Elements in Foods (Domestic and Import) 
Reporting PACS: 04019A, 04019U, 04019X 

Toxic Elements in Foodware (Domestic and Import) 
Reporting PACS: 04019B 

Radionuclides in Foods (Domestic & Import) 
Reporting PACS: 04019C 

Total Diet Study 
Reporting PACS: 04839 

Field Assignments for Chemical Contaminants 
Reporting PACS: 04F800, 04F106, 04F107 

Forensic Evaluation and Sample Analysis 
Reporting PACS: 04R838, 04R831 

07 MOLECULAR BIOLOGY / NATURAL TOXINS: FOOD & COSMETICS
 

Mycotoxins in Domestic & Imported Foods 
Reporting PACS: 07001 

II 



  

 
 
 
 
 

   
   
 
 
 
 

    
   
 
 
 
 

 
  
 

   
  
 

  
  

  
 

 
  
 

  
  
 

  
  
 
 
 
 
 

  
  

 
 

 
 

 
 

 
 


 


 


 


 


 



09 FOOD & COLOR ADDITIVES PETITION REVIEW & POLICY
 

Imported Foods – Food & Color Additives 
Reporting PACS: 09006A, 09006B 

18 TECHNICAL ASSISTANCE: FOOD & COSMETICS
 

Interstate Travel Program – Conveyances & Support Facilities 
Reporting PACS: 18029A, 18029B, 18029C, 18029D, 18029E, 18029F 

21 FOOD COMPOSITION, STANDARDS, LABELING & ECONOMICS
 

Medical Foods (Domestic & Import) 
Reporting PACS: 21002 

Domestic Food Labeling and Economics Program 
Reporting PACS: 21003 

Domestic & Import NLEA, Nutrient Sample Analysis & General Food Labeling 
Program 

Reporting PACS: 21005, 21R824 

Infant Formula Program 
Reporting PACS: 21006 

Dietary Supplements (Domestic & Import) 
Reporting PACS: 21008, 21008A, 21R829 

Selected Nutrient in Foods Survey – Total Diet 
Reporting PACS: 21839 

29 COLORS AND COSMETICS TECHNOLOGY
 

Cosmetics (Domestic & Import)
 
Reporting PACS: 29001, 29R824, 29R829, 29R833, 29R845 


III 



CENTER FOR BIOLOGICS EVALUATION AND RESEARCH 

RESOURCE SUMMARY 


FY 2014 


PPS 
NO. PROJECT TITLE 

OPERATIONAL FTES TOTAL 
OPERATIONAL 

FTEs 
DOMESTIC IMPORT FOREIGN 

TOTAL 129.7 4.0 6.3 140.0 

41 

42 

45 

HUMAN CELLULAR, TISSU E AND GENE THERAPIES 

BLOOD AND BLOOD PRODUCTS 

VACCINE AND ALLERGENIC PRODUCTS 

44.7 

75.1 

9.9 

4.0 3.0 

3.3 

44.7 

82.1 

13.2 



 

 

 

 

 

 

 

   

 

 
 
     

 

 

 

 

 

 

 
 

 
 

  

 
 

 

 

 

 

 

 

 

 

   

 

 

  
 
 

 

 

   
 

    

 

  

  

  

    



 


  

 

 

 

 

 

  

 

 

 
 
 
 

 


 
 

 
 

 

 
 
 

 

 

 
 
 

 

 

 
 

 

 

 
 

 

 

 

 

 

 

 

 

 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

   

 

   
   

 

 
 










  



 

   



 


  

 

 

  

 

 
 

 

  

 




 
 
 

 


 
 

 
 

 

 
 

 

 

 
 

 

 
 

 

 

 

 

 

 

 

 

 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

   

   

   
   



   




 

    



 


 

 

 

  

 



 

  

 

 







 

 
 


 

 

 
 




 

   
 

 
 

 

 

 

 

 

 

 

 

 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

    

  

   
   

 

 
 



 
 
 
 
 
 


 



    



 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

   

 

 

 

 

 

 

 

 

   

    
 

 

 

 

 

 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

       
    

     

   

  

 

  

  

   

 

    
 
 

 

 

   

   

 

 

 

  

 
     

 

 

 

 

 
 

    



 


 

 

 

 

 

 

  

 

 

 
 
 
 

 
 

 
 

 
 

 

 
 
 

 

 

 
 
 

 

 

 
 
 

 
 

 

 
 

 
 

 
 

      

    

 

 
 

 

 

 

 

 

 

 

 

 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

    

    
     
       

 

   
 



  











 

   



 


 

 

 

 

 

 

  

 

 

 
 
 
 

 


 
 

 
 

 

 
 

 

 

 
 

 

 

 
 

 

 

 

 

 

 

 

 

 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

   



   
   

 

 












 

   



 


 

 

 

 

 

 

  

 

 

 
 
 
 

 
 

 
 

 
 

 

 
 
 
 

 

 

 

 
 

 

 
 

 

 

 

 

 

 

 

 

 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

   
   

 

 









 

   



 


 

 

 

 

 

  

 

  

 

 

 
 
 
 

 
 

 
 

 
 

 

 
 
 

 

 
 
 

 

 
 
 
 

 

     

  

 

 
 

 

 

 

 

 

 

 

 

 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

   

       

    
    

 

 


 
  
  



 





 

    



 


  

 

 

 

 

 
 

 

  

 

 

 
 
 
 

 


 
 

 
 

 

 
 

 

 

 

 

 
 

 
 

 

 

 

 

 

 

 

 

 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

   
 

 

  




 

   



 


 

 

 

 

 

 

  

 

 

 
 
 
 

 


 
 

 
 

 

 
 
 

   

   

 

 
 

 

 

 

 

 

 

 

 

 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

   



   
   

 

  









 

     



  



 

 

  

 
 
 
 

 


 

 

 

 

 

 

 
 
 

 

 

 

 

 

 

 

 

 

 

 

 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 
 

 

 

 

 

 

  

 

  
     

 

 

 

 

 

 

  
 
 
 

  

  

 

 

  




 
 
 









 

 

  



 

 

 

 

  
         

  

 

  

 

 

 

  

 

  

 
 

 
 

  

 
 

 

 

 

 
 

 

 

 

  

 

 
 
 

 

 

 

 
  

    

 

 

  

  

  

    



 


  

 

 

 

 

 
 

 

  

 

 

 
 
 
 




 
 

 
 

 






   

 
 

 

 
 

 

 

 

 

 

 

 

 

 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

  

   
   

 

   
  



 

    



 
  

  

 

  

 
 
 
 

 


 

 

 

 

 

 
 

 
 

 

 

 
 

 

 

 

 

 

 

 

 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 
 
 

 

 

  

 

 

 

 
 
 

 

   

 

 

 
 

  


 
 
 


 

 

   



 
 

 



   

         

  


   
  
 




   

  
 
 

 

 

 

 

 

 

 

   
 

 

 

 

 

 

 

 

 

 

 

 

   

 

 

 

 

 

 

 

 

 

    

 
   
  

 

  




 
 

 
 

 

    




 

 


 

CENTER FOR DRUG EVALUATION AND RESEARCH
 
RESOURCE SUMMARY
 

FY 2014
 

PPS 
NO. PROJECT TITLE 

OPERATIONAL FTES TOTAL 
OPERATIONAL 

FTEs 
DOMESTIC IMPORT FOREIGN 

TOTAL 232.5 48.9 138.6 420.0 

46 

48 

52 

53 

56 

63 

88 

NEW DRUG EVALUATION 

BIORESEARCH MONITORING HUMAN DRUGS 

GENERIC DRUG EVALUATION 

POSTMARKETING SURVEILLANCE AND EPIDEMIOLOGY HUMAN DRUGS 

DRUG QUALITY ASSURANCE 

UNAPPROVED AND MISBRANDED DRUGS 

INTERAGENCY COOPERATIVE ACTIVITIES 

10.8 

64.0 

6.7 

8.7 

115.4 

14.9 

12.0 

48.9 

14.0 

26.4 

15.0 

1.1 

82.1 

24.8 

90.4 

21.7 

9.8 

246.4 

14.9 

12.0 
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CENTER FOR VETERINARY MEDICINE 

RESOURCE SUMMARY 


FY 2014 


PPS 
NO. PROJECT TITLE 

OPERATIONAL FTES TOTAL 
OPERATIONAL 

FTEs 
DOMESTIC IM PORT FOREIGN 

TOTAL 121 .0 18.8 5.4 145.2 

68 

71 

PRE-APPROVAL EVALUATION OF ANIMAL DRUGS AND FOOD A DDITIVES 

MONITORING OF MARKETED ANIMAL DRUGS, FEEDS AND DEV ICES 

6.9 

114 .1 18.8 

3.5 

1.9 

10.4 

134.8 



PROJECT SUMMARY SHEET 
FY 2014 

1 PRnt::RAM CATEGORY 12 . PPS PROJECT NAME/NUMBER 

Ani mal Drugs crtd Feeds I A-~Approval Eval uction of Animal Drugs crtd Food Additives - 68 

4. FDA COMPLIANCE PROGRAMS AND ASSIGNMENTS 5. PROGRAM 
ASSIGNMENT 

~ TOTAL 

1 INADAO. .A "'liJ T. 168001 ' 680010 

2 ... 
(PJ .... -'· ,., GLP 168808, ,....,..,,.,..,,... 

* (l>! u-~t- ~) . n. IlCon 168810,688100 

(PJ _1\.A, ,rl,. >t \ Clinical I68811 ,68811 G 

1• 68810 is plcnned under 68808 

PROJECT MANAC::FRJTELFPHnNF 

:;~~d:Jbi 240-276-9227 

UUMt .::> I lL IMPORT 

6.9 

1.5 

5.4 

(2.7) 

(2.7) 

lORA PI AI 

6. OPERATIONAL FTE TTOT~QOPER/> 

FOREIGN 

3.5 

3.1 

FTEs 

10. 

4.6 68-2 

0.4 5.8 68-3 

(0.2) (2.9) 

(0.2) (2.9) 

IMaodv Lvee301-796-5509 

FORM FDA 2622 (10/09) PAGE NO. 68-1 



FY 2014 ORA WORKPLAN October 1 2013 
1. PROGRAM/ASSIGNMENT TITLE 2 . PPS PR OJECT NAME/NUMBER 

NADA Pre-Approval Inspections Pre-Approval Eval uction of Animal Drugs crtd Food Additives- 68 

3. PROGRAM/ASSIGNMENT CODE(S) 4 . WORK ALLOCATION PLANNED BY 5. O PERATIONAL FTE POSITIONS 

68001, 68001G []] oRA []] c ENTER 4.6 

b . 1 1 1 

R D ISTRICT/ FOREJGN DOMESTIC CHEMIST 
E SPECIALIZED INSPEC­ INSPEC­ ON 
G LABORATORY TlONS TlONS INSP 
I 

0 
N 111 (2) 

TOTAL FIELD 40 10 850 

HEADQUARTERS ~6H5)~bTFTIEr 
REGIONAL STAFF 
NEW ENGLAND 

NE NEW YORK 

REGIONAL LAB 

WEAC 

REGIONAL STAFF 

BALTIMORE 

CHICAGO 

CINCINNATI 

CE DETROIT 
MINNEAPOLIS 

NEW JERSEY 

PHILADELPHIA 

FORENSIC C HEM. CTR 

REGIONAL STAFF 

ATLANTA 

SE FLORIDA 

NEW ORLEANS 

SANJUAN 

REGIONAL LAB 

REGIONAL STAFF 

DALLAS 

SW DENVER 

KANSAS CITY 

SOUTHWEST IMPORT DISTRICT 

REGIONAL LAB 

REGIONAL STAFF 

LOS ANGELES 

PA SAN FRAN CISCO 

SEATTLE 

PACIFIC REGIONALLABORATORY-SW 

PACIFIC REGIONALLABORATORY-NW 

HOURS PER OPERATION 75.0 55.0 

TOTAL HOURS 3000 550 850 

CONVERSION FACTOR 950 950 950 
TOTAL O PERATIONAL FTEs 3 .16 0 .58 0 .89 

7. REMARKS 

(1) - Foreign inspections spread by Medical Products and Tobacco Inspections Coordination Branch . 
Use Operation Code 11 to report foreig n inspections. 
(2) - Analyst wi ll participate on inspections as necessary. 

Districts and Laboratories should collect and analyze samples as needed by the program, time for these operations is pla nned under 
inspections and chemist on inspections. 

Resources for the Generic Animal Drug Pre-Approval Inspections PAC (68001G) are planned under 68001. 

Workload Source: FACTS database (registered firms in IND 56, 67, and 68; Workload Obligation is "Yes" and Status is "Operational".) 

FORM FDA 2621a (10/09) ORA WORKPLANNING SHEET (Contmued) PAGE NO. 68-2 




FY 2014 ORA WORKPLAN October 1 2013 
1. PROGRAM/ASSIGNMENT TITLE 2 . PPS PROJECT NAME/NUMBER 

GL Ps Sponsor-Monitors, Clinical Investigciors (A-e-M crket) A-e-Approval Eval uction of Animal Drugs crtd Food Additives- 68 

3. PROGRAM/ASSIGNMENT CODE(S) 4 . WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS 

PACs68808, G, 68810, G, 68811, G []] oRA c:J c ENTER 5.8 

b . 1 1 1 1 

R D ISTR ICT/ FOREJGN FOREIGN DOMESTIC DOMESTIC 
E SPEC IALIZED INSPEC­ INSPEC­ INSPEC­ IN SPEC­
G LABORATORY TIONS TIONS TIONS TIONS 
I 68810 68811 68808 68811 

0 
N (1) 

TOTAL FIELD 2 3 30 44 

HEADQUARTERS (b) (5), (b) (7)(E) 
REGIONAL STA FF 
NEW ENGLAND 

NE NEW YORK 

REGIONAL LAB 

WEAC 

REGIONAL STA FF 

BALT IMORE 

CHICAGO 

CINCINNATI 

CE DETROIT 
MINNEAPOLIS 

NEW JERSEY 

PHILADELPHIA 

FORENSIC C HEM. CTR 

REGIONAL STA FF 

ATLANTA 

SE FLORIDA 

NEW ORLEANS 

SAN J UAN 

REGIONAL LAB 

REGIONAL STA FF 

DALLAS 

SW DENVER 

KANSAS CITY 

SOUTHWEST IMPORT DISTRICT 

REGIONAL LAB 

REGIONAL STA FF 

LOS ANGELES 

PA SAN FRANCISCO 

SEATTLE 

PACIFIC REGIONALLABORATORY-SW 

PACIFIC REGIONALLABORATORY-NW 

HOURS PER OPERATION 90.0 60.0 85.0 saT 
TOTAL HOURS 180 180 2550 2552 

CONVERSION FACTOR 950 950 950 950 
TOTAL OPERATIONAL FTEs 0 .19 0 .19 2 .68 2 .69 

7. REMARKS 

(1) - Domestic resources for 68808 and 68810 are planned under 68808. Report Inspections under the appropriate PAC. 

Foreign inspections are for sponsor/monitors (68810) and clinical investigators (68811). 

Inspections are to be conducted only wh en assignments are received from CVM. 

Resources for Generic Good Laboratory Practices (68808G) and Generic Sponsors, Contract Research Organizations & Monitors 
(6881 OG) are planned under 68808. Report Inspections under the appropriate PAC. 

Resources for Generic Clinical Investigators (6881 1 G) are planned under 68811 . Report Inspections under the appropriate PAC. 

Workl oad Source: FACTS database (BIMO fi rms in IND 67, 68, and 69 with Status of "Operational"). 

FORM FDA 2621a (10/09) ORA WORKPLANNING SHEET (Contmued) PAGE NO. 68-3 




 

 

 

 

 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

  

 
  

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

   

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 
  

 
 

  

   

 

     



 


  

 

  

 

 

 

  

 

 

 
 
 
 


 

 
 

 
 

 
 
 
 

 

 

 
 
 

 

 

 
 

 

 

 

 
 

 

 

 
 

 

 

 

 
 
 

 

 

 
 
 

 

 
 

 


 

         

   

 

 
 

 

 

 

 

 

 

 

 

 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

         

      

        
          



 











    



 
   

   

    

     

         

         
         
        
      

      
      

           

      
 
 

 

 

 

 

 

 

 

   
 

 

 

 

 

 

 

 

 

 

 

 

   

 

 

 

 

 

 

 

 

 

    

   

   
   



 







 







 

 

   



 


 

 

  

 

 

 

  

 

 

 
 
 
 

 
 

 
 

 
 

 

 
 
 

 
 
 

 

 
 

 
 

 
 

 

 
 

 
 

 
 

 

 
 
 

 
 

 

 

 
 

 
 

 
 

 

 
 
 

 
 

 

 

 
 

 
 
 

 

 

 
 

 
 
 

 

 

 
 
 
 

 
 

            

  

 

 
 

 

 

 

 

 



 

 

 


 

 

 

 

 

 

 

 

 

 

 

 

 

 



 



 

 

 

 

 

 

 

              

             
           
          

 

 






  



  
 


     



 
   

   

   

      

              

         
         
          
      

        
    

            

   
 
 

 

 

 

 

 

 

 

   
 

 

 

 

 

 

 

 

 

 

 

 

   

   

 

 

 

 

 

 

 

   

         

       

        
          

 

 









    



 
   

 

      

   

     

     
          
     
 

 


     

  
 
 

 

 

 

 

 

 

 

   
 

 

 

 

 

 

 

 

 

 

 

 

   

 

 

 

 

 

 

 

 

 

      

   
     
       

 

 












    



 
 

    

    

     

      

         
         
     


   

     

         

    
 
 

 

 

 

 

 

 

 

   
 

 

 

 

 

 

 

 

 

 

 

 

   

 

 

 

 

 

 

 

 

 

    

     

       
             

 

 
















    



 


 

 

  

 

 
 

 

  

 

 

 
 
 
 
 
 

 
 

 
 

 

 
 
 

 

 

 
 
 

 
 

 

 
 
 

 
 

 

 
 
 

 

 

 

 
 
 

 

 
 
 

 

 
 
 

 

 
 
 

 
 

 

 

 
 
 

 
 

         

 

 

 

 
 
 

 

 

 
 
 

 
 


 

 
 
 
 
 


 

 
 
 
 
 
 

 

 

 

 
 

      

          
         
                 

 

 


 


 









 
  



 


 

 

  

 

 
 

 

  

 

 

 
 
 
 

 
 

 
 

 
 

 

 
 
 

 
 

 

 
 

 
 

  

     

 

 
 

 

 

 

 

 

 

 

 

 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

   

   

   
     

 

 




    



 



 

 

  

  

 







 


















  



 


 

 

  

 

 

 

  

 

 

 
 
 
 

 


 
 

 
 

 

 
 

 
 

 

 

 
 

 

 
 

 

 

 

 

 

 

 

 

 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 


   
   



 



    



 
   

     

   

      

  

      
  
  


 


  

 
 
 

 

 

 

 

 

 

 

   
 

 

 

 



 



 

 

 

 

 

   

 

 

 

 

 

 

 

 

 

 

 

   
  



 

    



 


 

 

  

 

 

 

  

 

 

 
 
 
 


 

 
 

 
 

 
 

 

 

 

 
 

 

 

 
 

 

 

 

 

 

 

 

 

 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 



   
 



 

    



 
   

  

   

    

      

      
   
  


 
  

   

   
 
 

 

 

 

 

 

 

 

   


 

 

 

 

 

 

 

 

 

 

 

   

 

 

 

 

 

 

 

 

 

 

  

    
      



 









    



CENTER FOR DEVICES AND RADIOLOGICAL HEALTH 

RESOURCE SUMMARY 


FY 2014 


PPS 
NO. PROJECT TITLE 

OPERATIONAL FTES TOTAL 
OPERATIONAL 

FTEs 
DOMESTIC IMPORT FOREIGN 

TOTAL 176.1 58.1 42.8 277.0 

81 

82 

83 

84 

85 

86 

POSTMARKET ASSURANCE: DEVICES 

COMPLIANCE: DEVICES 

PRODUCT EVALUATION : DEVICES 

SCIENCE: DEVICES 

MAMMOGRAPHY QUALITY STANDARDS ACT (MQSA) AUTHORITY 

RADIATION CONTROL AND HEALTH SAFETY ACT ( RCHSA) AUTHORITY 

1.0 

102 .7 

29 .4 

7.9 

14 .5 

20.6 

50.0 

8.1 

37.0 

3.5 

0.1 

2.2 

1.0 

189.7 

32.9 

7.9 

14.6 

30.9 
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FY 2014 ORA W ORKPLAN OCTOBER 1, 2013

             ATTACHMENT A - 2014 WORKPLAN
   INSPECTIONS OF MANUFACTURERS (FOREIGN AND 
       DOMESTIC) AND FIELD COMPLIANCE TESTING
                  OF DIAGNOSTIC X-RAY EQUIPMENT 

NEW ENGLAND DISTRICT 
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CE REGIONAL STAFF (STATES IN BALTIMORE DISTRICT) 
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CE REGIONAL STAFF (STATES IN CHICAGO DISTRICT) 

 
 

    


CE REGIONAL STAFF (STATES IN CINCINNATI DISTRICT) 

 
 

    






CE REGIONAL STAFF (STATES IN DETROIT DISTRICT) 

 
 

    




 

CE REGIONAL STAFF (STATES IN MINNEAPOLIS DISTRICT) 
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CE REGIONAL STAFF (STATES IN NEW JERSEY DISTRICT) 
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ATLANTA DISTRICT 

 
 

   







FLORIDA DISTRICT 
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NEW ORLEANS DISTRICT 

 

 

 

 
 

 
 

SAN JUAN DISTRICT 

 
 

 





    


SW REGIONAL STAFF (STATES IN DALLAS DISTRICT) 

 
 

    





 

SW REGIONAL STAFF (STATES IN DENVER DISTRICT) 
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SW REGIONAL STAFF (STATES IN KANSAS CITY DISTRICT) 

 

  
 

    








LOS ANGELES DISTRICT 

 
 

   






SAN FRANCISCO DISTRICT 

 


   
 
 

SEATTLE DISTRICT 
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CENTER FOR TOBACCO 

RESOURCE SUMMARY 


FY 2014 


PPS 
NO . PROJ ECT TITL E 

OPERAT IONAL FTES TOTAL 
OPERATIONAL 

FTEs 
DOMESTIC IMPORT FOREIGN 

TOTAL 24.5 3.5 28.0 

96 REGULATED TOBACCO PRODUCTS: DOMESTIC AND IMPORT 24.5 3.5 28.0 



 


DDf'lr.Dt.   

                
 

   

 

  
 

 
   

  

    

  

 

    

http:DDf'lr.Dt


  



 

 

 

 

 

 

 

 

 

 
 
 
 

 
 

 
 

 
 

 
 

 
 
 

 
 

 
 
 

 

 

 
 
 

 
 

 
 

 
 
 
 

 

 
 
 
 
 

 

 
 
 
 
 

 
 

 
 

 

 
 
 

 
 

 

 
 
 

 
 

 

         

     

 

 

 

 

 

 

 

 

 



 

 

 

 

 



 

 



 

 

 

 

 

 



 

 



 

 

 

 

 



 
 

    

           
        

         



  


















    



Program Description Reports 

Table of Contents 


FY2014 


PROGRAM CENTER PAGE NO. 

CENTER FOR FOOD SAFETY & APPLIED NUTRITION FC1-FC32 

CENTER FOR BIOLOGICS EVALUATION & RESEARCH B11-BI13 

CENTER FOR DRUG EVALUATION & RESEARCH HD1-HD29 

CENTER FOR VETERINARY MEDICINE AD1-AD12 

CENTER FOR DEVICES & RADIOLOGICAL HEALTH DE1-DE18 

CENTER FOR TOBACCO TP-1 



1. PROGRAM/ASSI G N M ENT T ITLE 

Imported Addifia:l & Low Add Ccrma:l Foods 
PACs 03003,A 

2 . PPS PROJ EC T NAME/ N UMBER 

Foodborne Biologica Hazcrds - 03 

3. PROGRAM TYPE UU C O M PLIAN CE PROGRAM D PROGRAM C IRC U LAR D ASSIG N M EN T 

4 . O BJE C T IV E S 

To detan Acidified end Low-Acid Camed Food which a-epa::ked i n food cami ng estcblishments not i n compl ia1ce w ith 21 CFR 
108, 113, end 114. 

Res:>urces for foreign inspections a-e pi a1ned uncle- PAC 03R233. 

5 . PROGRAM JUST I FICAT IO N 

Acidif ied a1d Low-Acid Ca1ned Foodsconti nue to be the source of spora:lic probl ems from i mproper processi ng (e.g., under-
processing, ina:lequcte pH or A w control , l ea<a.;~e). Inspections of foreign f irms have shown ma1y fi rms (a1d their products) to be 
out of compl ia1ce with CFR Pats 108, 113, a1d 114. 

T he number of foreign A FI LA CF fi rms submitti ng registrcti on has been increasing signifi ea1tl y ea::h yecr. 

6 . FI ELD O B LIGATI O N S 

T he Field is responsible for the detention of Acidified end Low-Acid CCI"lned Foods thct ~pea- to be improperly processed or 
pa::ka.;Jed through the exa-ninction of lots or sa-nplea1alysis. Additionally, products in thiscctegory a-edetaned if they er-e from 
f i rms thct do not comply with registrction end fi l i ng requirements. 
All import f i eld exa-nsa-e to routi nely i ndude: pH determinction, ea1 exa-ni nction end verif icction thct the imported product is the 
sa-ne as thct w hich was deda-ed (reconci l iction exa-n); a1 a:sessrrent of secur ity concerns relcted to Iebel ing & source country (ind­
udi ng conta ner integrity, signs of i ntentional a:lul terction, etc); a1d tra:fi ti onal sctety concerns. See the f ull progra-n for more deta I. 
7a . SELE CT IO N O F E S TABLISHMENTS T O BE COVERED 

D BY D ISTRI CT OFFICE D BY C ENTER D BYBOTH 
b. INS PECTIO N TYPE D COMPREHEN SIVE D ABBREVIATED D DIRECTED 

c. PRODUCT(S) 

Refer to Compl ia1ce Progra-n (7303.003) 
d . INDUSTRY / P ROD UCT CODE(S) 

03,04, 09, 12-1 8,2Q-25, 27,29, 30, 31 ,~1 

e . EXAM TYPE UU CHEMI CAL UU MICROB IOLOGICAL D PHYSICAL D ENGINEERING 

D MICROANALYTICAL D OTHERS (SPECIFY) 

f. CHEC K TH E F O LLOWI NG ATIR IB UTES 

pH, Wcter Activ ity, Sal i nity, Sol uble Sol ids, Hea:lspa::e Gas Analysis by GC, Hect Resista1ce Determinction 

g. SPECIAL EQUIPMEN T, MET H ODS, A ND HA N D LIN G 

SeeCompl ia1ce Progra-n 

FORM FDA 2621 (10/ 09) PR EV IOUS ED IT IO N IS O B SOLETE P A GE NO. FC-1 



1. P ROGRAM/ASSIGNMENT TITLE 

Domestic & Imported Cheese & Cheese Products. 
PACs 03037,8 ,0 

2 . PPS PROJ ECT NAME/ NUMBER 

Foodborne Biologica Hazcrds - 03 

3 . P ROGRAM TYPE UU CO MPLIANC E P RO GRAM D PROGRAM C IRCULAR D ASSIG NMENT 

4 . OBJECT IV ES 

To conduct i nspections of domesti c a1d f oreign cheese f i rms, to exaninescmpies of imported end domestic cheese for 
mi crobi ol ogical contani nation, phosphciase end f i I th. To ta<e appropri cie cdion on i mported I ots end domesti cally produced cheese 
when violations cr-e encountered. 

Inspection end a1alytical resources have been plenned sepcr-ciely for outbrea< end emergency operations (PAC 03R839) 
a1d foreign i nspections (03R233). 

5 . P ROGRAM JUST IF ICATION 

Cheese end cheese products have been demonstrated to contai n pcihogeni c mi croor9a1i sms thci ccn cause humen iII ness. 
A I so, a number of deaths have been associ cied wit h the consumption of certai n cheeses. Due to conti nui ng mi crobi ol ogi cal 
probl ems associated with cheesea1d cheese products, theCompli ence Program covers domestic end i mported cheese end cheese 
products for mi crobi ol ogi cal as wel l as phosphatase end f i I t h enalysi s. 

6 . F IELD OBLIGATIO NS 

The f i eld is requested to conduct i nspections of domestic a1d foreign cheese menufcdurersend, as necessay, scmpie coli ecti ons 
a1d enal yses to document & support i nspecti onal findi ngs. The f i eld is also requested to conduct scmpi e col iecti ons end a1alyses of 
imported cheese focusing on soft cheese as high priority . Refer to the i nstructi ons i n the Compl i ence Progran regcr-di ng the coli ecti or 
of domesti cscrnplesnot resulti ng from inspections. 

7 a. SELECTION O F ESTAB LIS HMENTS TO BE COVERED 

UU BY DISTRICT OFFICE D BYCENTER D BY BOTH 
b. IN SPECT ION TYPE D COMPREHENSIVE D ABBREVIATED UU DIRECTED 

c. P RODUCT (S) 

Hcr-d end soft cheeses. 
d . IN DUSTRY/ P RODUCT COD E(S) 

12 

e . EXAM TYPE 
UU CHEMICAL UU MICROBIOLOGICAL D PHYSICAL D ENGINEERING 

ITJ MICROANALYTICAL D OTHERS (SPE CIFY) 

f. C HECK THE FOLLOW ING ATTRI BUTES 

Sal monell a , Listeri a , E. coli , Enterotoxi geni c E. Coli (ETEC), EnteroherrJ'OOrhagi c E. Coli EHEC 0157:H7 - S aur eus, 
Phosphatase, end Filth. 
g . SPECIAL EQU IPMENT, METHODS, AN D HANDLI NG 

See Compl i ence Progran 

FORM FDA 2 621 (1 0/09 ) PREVIO US EDITIO N IS OB SOLETE PA GE NO . FC-2 



1. PROGRAM/ASSI G N M ENT T ITLE 

DomesticAddified & Low-Add Ccr!ned Foods 
PAC03803A 

2 . PPS PROJ EC T NAME/ N UMBER 

Foodborne Bi ologi ca Hazcrds - 03 

3. PROGRAM TYPE UU C O M PLIAN CE PROGRAM D PROGRAM C IRC U LAR D ASSIG N M EN T 

4 . O BJE C T IV E S 

To determi ne i f the f i rms compl y w i th 21 CFR, Pa11 08, 113 end 114 end other requirements of the FD& C Act. 
To perform inspections to ensure compl ience of i nterstcte ma-keti ng of a::idified end I ow-a::i d ccnned foods. 

A conti nued priori ty w i ll rema n w i th out4:>f-compl iencefirmscnd special situction f i rms (e.g. newly registered, f i rmsopercti ng 
under Emergency Permit, etc.) . Please refer to the compl ience progran for instructions. 

5 . PROGRAM JUST I FICAT IO N 

L ow-Acid Ccnned Foods: Inspections conducted i n prior yea-'s prograns have demonstrcted t hct the degree of compl ience w i th 
I ow -a::id ccnned food regul cti ons rei cte di recti y to the degree of freedom from haza-d to consumers found i n the food produced. 
High risk i ndustry segments, i denti fi ed under previous prograns, as wel l as r~i nspection of the rerna ni ng portions of t he i ndustry 
er-e needed to estctll ish end mantan compl ience w ith the low -a::id ccnned food regulctions. 

Acidi f ied Foods: The progran is needed to ensure thct thea::idified food i ndustry's degree of freedom from publ ic health haza-d 
conti nues end to monitor i ndustry' s compl ience w ith the a::i di f i ed food regul cti ons. To identify needed regul ctory a::ti on to prevent 
haza-d to health end identify eny probl em a-eas w hi ch need emphasis in f uture prograns. 

6 . FI ELD O B LIGATI O N S 

Special si t ucti on f i rms er-e to be inspected a::cordi ng to t he i nstructions in the Cornpi ience Progran (see progran). Stcte contra::t 
inspections er-e to be used to i ncrease fi rm covera.;le under this progran. 

Stcte i nspections may be conducted i n a:ldit ion to the number of inspections assigned per District . Res:>urces i nd ude covercge of 
food security issues (see I OM ) ct domestic processors. See ful l progran for nnoredeta l. 

7a . SELE CT IO N O F E S TABLISHMENTS T O BE COV ERED 

W BY D ISTRICT OFFICE D BY C ENTER D BYBOTH 
b. INS PECTIO N TYPE W COMPREHEN SIVE D ABBREVIATED D DIRECTED 

c . PRODUCT ( S) 

See Compl i ence Progran. 
d . INDUSTRY / P ROD UCT CODE (S) 

02-11, 13-41, 4 5-46,50 

e . EXAM TYPE UU CHEMI CAL UU MICROB IOLOGICAL D PHYSICAL D ENGINEERING 

D MICROANALYTICAL D OTHERS (SPECIFY) 

f. CHECK TH E F O LLOWI NG ATIR IB UTES 

Wcter Activity, pH , Sal i ni ty, Sol ubl e Sol ids, Hea:lspa::e Gas Analysis by GC, Hect Resistence Determinction. 

g. SPECIAL EQUIPMEN T, MET H ODS, A ND HA N D LIN G 

See Compl i ence Progran 

FORM FDA 2621 (10/ 09) PR EV IOUS ED IT IO N IS OBSOLETE P A GE NO. FC-3 



1. PROGRAM/ASSI G N M ENT T ITLE 

Domestic Food Sctay 
PACs03803,B,C,D,E 

2 . PPS PR OJ ECT NAME/NUM BER 

Foodborne Biologica Hazcrds - 03 

3. PROGRAM TYPE UU COMPLIAN CE PROGRAM D PROGRAM C IRC ULAR D ASSIGNM ENT 

4 . O BJ ECT IV ES 

To assure thci domestic estcbl ishments i nvolved in the production , storage C:l'ld di stri buti on of food products er-e i n compl iC:l'lce w it h 
the FD& C Act end regulciions promulgcied under theAct. 

Non-cli nical Good Lct>orciory Pra::tices inspections, which w ill be di rected by CFSA.N , w ith the~ropri cie District w il l al&> be 
covered by the re:ources pi C:l'lned i n this progran. Ut i I i ze avai Ict>l e stcie contra::t i nspections to a.Jgment district coverage under 
t his progran. 

AI&>, resources needed for i nspections of domesticfi rmsfor FDA E.U . certificciion wil l betal<en f rom this progran. 
Food security issues er-e to be covered during al l i nspections (See IOM ). 
5 . PROGRAM JUST IFICAT ION 

Domestic products, as wel l as imported products i n domestic commerce, must. comply wit h the provisions of the FD& C Act end 
regul cii ons promul gcied under t he A ct. FDA is cha-ged with the responsi bi I i ty of assuring thci foreign C:l'ld domestic mC:rlufa::turers 
produce t hese products under current Good MC:rlufa::turi ng Pra::tices. 

6 . FIELD OBLIGAT I O NS 

To conduct domestic C:l'ld foreign inspections, focusi ng on high-risk f irms with additional progran re:ources to provide covera.;~e 
consistent with priorities C:l'ld objectives of the compl i C:l'1ce progran. Districts w ith stcie contra::t food inspections er-e to uti I i ze 
them i n progran coverage of high-risk end non-high-risk f i rms. Re:ources provided for scmpl e col iections C:l'ld C:l'lal y9?S er-e 
projections based on recent dcia, end not cbsolute workpi C:rl obl igciions. 

7a . SELECT ION O F ESTABLISHMENT S T O BE CO V ERED 

W BY DISTRICT OFFICE D BY CENTER D BY BOTH 
b. INS PEC T IO N TYPE W COMPREHEN SIVE D ABBREVIATED D DIRECTED 

c. PRODU CT ( S) 

All Food Products (except Industry Code 12, 16) 
d . INDUST RY/ P RO DUCT CODE(S) 

A l l humC:I'l food codes (use C4'propricie product codes) 

e . EXAM TYPE UU CHEMICAL UU MICROBIOLOGICAL D PHYSICAL D ENGINEERING 

UU MICROANALYTICAL D OTHERS (SPECIFY) 

f. CHECK TH E FOLLO W ING ATIRIBUTES 

Fi lth, Decomposition C:l'ld M icrobiological Contani nciion (See Compl iC:I'lce Progran) 

g. SPECIAL EQUIPMENT , M ETHODS, A ND HA NDLI NG 

See Compl i C:l'lce Progran 

FORM FDA 262 1 (10/ 09) PREV IOUS EDIT ION IS OBSOLETE P A GE NO. FC-4 



1. PROGRAM/ASSI G N M ENT T ITLE 

I mporta:l Foods - Genera 
PACs03819,A,B,C 

2 . PPS PROJ EC T NAME/ N UMBER 

Foodborne Biologica Hazcrds - 03 

3. PROGRAM TYPE UU COMPLIAN CE PROGRAM D PROGRAM C IRC U LAR D ASSIG N M EN T 

4 . O BJE C T IV E S 

To exani ne imported foods to determi ne if they Cl'e i n compl i ence with the requi rements of the FD& C Act end the regul cti ons 
promulgcied under this Act. To prevent the entry into t he United Stctesof imported foods that Cl'efound to beout of complience, 
end to pursue ~ropricte regul ctory remedies, i nd uding compl ience a::ti ons as wel l as proa::ti ve strctegies, (e.g., DWPE, other 
broa:l-based a::tions) to ensure thct future entries of products Cl'e in compl i ence. 

Res:>urces for foreign inspections Cl'e pi enned under PAC 03R233. 

5 . PROGRAM JUST I FICAT IO N 

Imported products must comply with the provisions of the FD& C Act end the regul ctionsta::tion Ievel guidel ines, concerni ng 
mi crobiol ogical contcrni nction end f i I th rei cted to health hazCI'ds end disease vectors. FDA must assure thct such products found to 
bea:lultercted or mi sbrcnded Cl'e removed from the mCJ'ketpla::e. Artidesoffered for i mport Cl'esubject to refusal of a:lmission into 
the U.S., if they ~pea- to contan a poisonous end deleterioussubstence, w hi ch may render them inj urious to heal th, or Cl'e not i n 
compl ience with the FD&C Act, PHS Act, end regulctionspromulgcied there under. 

6 . FI ELD O B LIGATI O N S 

To conduct a::tiviti es di rected by CFSA.N , i denti f i ed through compl i ence progrcms, assignments, end i mport alerts end bul letins. 
To conduct i mport f ield excrni nctionsof products most l i kely to be out of compl ience. To collect scrnples for determinction of 
mi crobiol ogical contcrni nction, f ilth, disease vector, or decomposi tion . 

Districts should emphasize priority products f rom CFSA.N's Import Risk-Based Priorities List posted on the i ntrenet. Districts should 
deemphasize coverage of products thct Cl'e not consistent w ith pr iorities noted i n the list. See ful l Progrcrn for more detals. 
7a . SELE CT IO N O F E S TABLISHMENT S T O BE COV ERED 

D BY D ISTRICT OFFICE D BY C ENTER D BYBOTH 
b. INS PECTIO N TYPE D COMPREHEN SIVE D ABBREVIATED D DIRECTED 

c. PRODUCT ( S) 

All Food Products 
d . INDUSTRY / P RODUC T CODE (S) 

A l l ~pl i cct>l e food codes except Industry Code 12, 16, 40, 41 

e . EXAM TYPE UU CHEMI CAL UU MICROB IOLOGICAL D PHYSICAL D ENGINEERING 

UU MICROANA LYTICAL D OTHERS (SPECIFY) 

f. CHECK TH E F O LLOWI NG ATIR IB UT ES 

M icrobiological Contcrnination, Fi lth, end Decomposition (See Compl ience Progrcrn) 

g. SPECIAL EQUIPMEN T, MET H ODS, A N D HA N D LIN G 

SeeCompl ience Progrcrn 

FOR M FDA 262 1 (10/ 09) PR EV IOUS ED IT IO N IS OBSOLET E P A GE NO. FC-5 



1. PROGRAM/ASSI G N M ENT T ITLE 

Domesti c Fish end Fi shay A"oduds Inspa::tion A"O!Jcm 
PACs03842,B,C,D,H 

2 . PPS PR OJ EC T NAME/ N UMBER 

Foodborne Biologica Hazcrds - 03 

3. PROGRAM TYPE UU COMPLI A N CE PROGRAM D PROGRAM C IRC U LAR D ASSIG N M EN T 

4 . OBJ E C T IV E S 

To ensure thct domestic estct>l i shments involved in the production, storcge a1d di stribution of f ish a1d f ishery products er-e i n 
compl ia1ce with the Fish a1d Fishery Products (Se:tood) HACCP Regulciion as well as the FD&C Act a1d other regulciions 
promulgcied under the Act . 

l nspectionsCI"ld a1alytical res:>urces have been pla1ned sepa-ciely for outbrea< a1d emergency response (03R839). 

5 . PROGRAM J US T I FICAT IO N 

FDA is responsible for assuring thci ma1ufa::turers produce these products under the current Good M a1uf a::turing Pra::ti ces, the 
Se:tood HACCP Regulciion, a1d theFD&CAct. 

6 . FI ELD O B LIGATI O N S 

HACCPverif icciion scmplesa-e not to be routinely col lected. 
Coli ection of envi ronmental scmpl es may be conducted ci Rea:fy-TerEct (RTE) f i rms. CFSA. N wi II issue sepa-cie instructions 
for collecting environmental scmples. 
Seeful l progra-n for moredetail. 

7a . SELE CT ION O F E S TABLIS HM E NT S T O BE COVERED 

W BY D ISTRICT OFFICE D BY C ENTER D BY BOTH 
b. INS PECTIO N TYPE W COMPREHEN SIVE D ABBREVIATED D DIRECTED 

c . PRODUCT(S) 

Domestic Fish a1d Fishery Products 
d . INDUSTRY / PRO DUC T CODE(S) 

16 

e . EXAM TYPE UU CHEM ICAL UU MICROBIOLOGICAL UU PHYSICAL D ENGINEERING 

UU MICROANALYTICAL W OTHERS (PSP, ASP, Standards, Economic Deception, Labeling) 

f. CHEC K THE F O LLOWI NG ATIR IB UTES 

Refer to the Fish & Fishery Products Haza-ds & Control s Guida1ce Ma1ual (most recent edition) for haza-dsassxi cied w ith ea::h 
specific seetood product. 
g. SPECIAL EQ U IPMEN T, M ETHODS, A ND HA N DLI N G 

FORM FDA 262 1 (10/ 09) PREV IOUS ED IT IO N IS O B SOLETE P A GE NO. FC-6 



FORM FDA 2621 (10/ 09) PREV IOUS EDIT ION IS OBSOLET E 

1. PROGRAM/ASSI G N M ENT T ITLE 

Import Seetood Ffogrcm 
PACs03844,B,C,D,H 

2 . PPS PR OJ ECT NAME/NUMBER 

Foodborne Biologica Hazcrds - 03 

3 . PROGRAM TYPE UU COMPLIAN CE PROGRAM D PROGRAM C IRC ULAR D ASSIGNM ENT 

4 . O BJECT IV ES 

To ensure a scte a1d w holes:>me imported seetood supply i n the U. S., by enforcing i mporter compl iance w ith the seetood HACCP 
regulction , a1d to di rect covercgeof i mported seetood products, i n order to determi ne t heir compl iance w it h the FD&C Act and 
regulctions promulgcted under t he Act. 

Res:>urcesfor foreign inspections are planned under PAC 03R233. 

5 . PROGRAM JUST IFICAT ION 

Imported products must comply w ith the provisions of the FD& C Act a1d its regul ctions. T he Agency approcd1 i ncorporctes both 
sanple collection/analysis and HACCP review by i nvestigctors, special ly t raned in HACCP, of importers' records for sctay. 
T he HACCP review is conducted to ensure thct eed1 i mporter has a1d is using verifi cction procedures for ensuring thct the seetood 
they offer for i mport was processed i n a::cordance w ith t he HACCP Regulction. 

6 . FIELD OBLIGATIONS 

T he field w i II conti nue to col lect sanples f rom import lots. It is important t hct the f ield base thei r sanpl i ng on the priorities as I isted 
in the current compl iance program. Equally important is thct products beanalyzed f or the heal th hazard as identified i n the HACCP 
Guide. For example, raN shri mp should be analyzed for undeclared sulfites, not for mi cro. Note: RaN seetood is to be analyzed for 
MICRO only if it is know n t hct the particular lot of seetood is to be consumed raN. 
See ful l program for moredetal. 

7a . SELECT ION O F ESTABLISHMENT S T O BE COVERED 

W BY DISTRICT OFFICE D BY CENTER D BY BOTH 
b. INS PECTION TYPE W COMPREHEN SIVE D ABBREVIATED D DIRECTED 

c . PRODUCT(S) 

Sectood Products 
d . INDUSTRY/ P RODUCT CODE(S) 

16 

e . EXAM TYPE UU CHEMICAL UU MICROBIOLOGICAL UU PHYSICAL D ENGINEERING 

UU MICROANA LYTICAL UU OTHERS (PSP, ASP, Standa r ds, Labeling) 

f. CHECK TH E FOLLOWING ATIRIBUT ES 

Refer to the Fish & Fishery Products Hazards & Control s Guidance Manual (most recent edition) for hazardsass:>cicted w it h 
eed1 specifi c seetood product. 
g. SPECIAL EQUIPMENT, M ETHODS, A ND HANDLI NG 

See Compl iance Program 

P A GE NO. FC-7 



FORM FDA 262 1 (10/ 09) PREV IOUS EDIT ION IS OBSOLETE 

1. PROGRAM/ASSI G N M ENT T ITLE 

.lJice HACCP l nspa::tion Prc>!;,n rn 
PACs 03847,H 

2 . PPS PROJ ECT NAME/NUMBER 

Foodborne Biologica Hazcrds - 03 

3. PROGRAM TYPE UU COMPLIAN CE PROGRAM D PROGRAM C IRC ULAR D ASSIGNM ENT 

4 . O BJECT IV ES 

To ensure thct domestic C:l'ld imported juice processing estct>l i shments a-e in compi iC:l'lce with the ..k.Ji ce HACCP RegulC:ti ons as well 
as the FD& C Act C:l'ld other regula ions promulgaed under the Act . 

Res:>urces for foreign inspections a-e pi C:l'lned uncle- PAC 03R233. 

5 . PROGRAM JUST IFICAT ION 

The ..k.Ji ce HACCP regulC:tion was a:lopted to ensure scte C:l'1d scnitay processing of fruit C:l'ld vegetct>l e juices ctter reports of mC:rlY 
outbrea<s of food borne i II nesses, some of w hich di rectiy ctfected chi I dren. 

FDA is responsible for assuring tha juice processing f irmsestct>l ish C:l'ld implenent the principles of HACCP. HACCP piC:I'ls must 
i nd ude a mi ni mum fi v~log pe:thogen reduction process control (or performC:I'lce stC:I'lda-d) for j uices tha a-e not thermal Iy processed 
concentraes or tha a-e not shelf -stct>l e according to the regul a i on. The col i ection of veri fi cai on scrnpl es wi II be conducted to help 
val idae the f irm' s HA CCP pi C:I'IS. 

6 . FIELD OBLIGATI O NS 

(b) (5), (b) (7) (E) 

~ (b) (5), (b) (7) (E) 
(b) (5), (b) (7) (E) I 
see fUll program tor more detai I. 
7a . SELECT ION O F ESTABLISHMENTS T O BE COV ERED 

W BY DISTRICT OFFICE D BY CENTER D BY BOTH 
b. INS PECTIO N TYPE W COMPREHEN SIVE D ABBREVIATED D DIRECTED 

c. PRODUCT ( S) 

..k.Jice Products 
d . INDUSTRY/ P RODUCT CODE(S ) 

20-22, 24, 25 

e . EXAM TYPE UU CHEMICAL UU MICROBIOLOGICAL D PHYSICAL D ENGINEERING 

UU MICROANA LYTICAL UU OTHERS (Importer Verification ofHACCP) 

f. CHEC K TH E FOLLOWING ATIRIBUTES 

Refer to Compl iC:I'lce Program 

g. SPECIAL EQUIPM ENT, M ET HODS, A ND HA NDLIN G 

See Compl i C:l'lce Program 

P A GE NO. FC-8 



FOR M FDA 262 1 (10/ 09) PR EV IOUS ED IT IO N IS OBSOLETE 

1. PROGRAM/ASSI G N M ENT T ITLE 

Envi ronrner~ta Sanpl ing 
PACs03F830 

2 . PPS PROJ EC T NAME/ N UMBER 

Foodborne Biologica Hazcrds - 03 

3. PROGRAM TYPE D COMPLIAN CE PROGRAM D PROGRAM C IRC U LAR UU ASSIG N M EN T 

4 . O BJE C T IV E S 

Inspectional approa::h for i nspecting certan high risk food mcnufa::turers w i II i nd ude the col i ecti on of env i ronmental scmples 
f rom a-eas i n the pi ent where ba::teri a may be surviv ing and cbl e to grow to hi gh numbers under certan conditions. 

High risk fi rms w il l beta-geted for envi ronmental scmpl i ng as identified by CFSA.N end the instructions provided to the field 
through special assignments developed i n coordinciion with ORA . 

5 . PROGRAM JUST I FICAT IO N 

T he purpose for envi ronmental scmpl ing is to determi ne whether ha-mful ba::teria er-e present i n the food processing 
envi ronment i n high risk food plent send thus present a risk of product contani nciion. 

6 . FI ELD O B LIGATI O N S 

T he field wi II be requested to conduct i nspections and perform envi ronmental scmpl i ng i n f irms i denti fi ed by CFSA.N through 
special assignments coordi ncied with ORA . 

T he i nspections wi II be conducted by a teem which wi II i nd ude en investi gcior and a mi crobi ologist, if possible. 

7a . SELE CT IO N O F E S TABLISHMENTS T O BE COV ERED 

D BY D ISTRICT OFFICE UU BY C ENTER D BY BOTH 
b. INS PECTIO N TYPE D COMPREHEN SIVE D ABBREVIATED W DIRECTED 

c. PRODUCT ( S) 

To be specified i n assignments 
d . INDUSTRY / P ROD UCT CODE (S) 

To be provided in assignments 

e . EXAM TYPE D CHEMI CAL W MICROB IOLOGICAL D PHYSICAL D ENGINEERING 

D MICROANA LYTICAL D OTHERS (SPECIFY) 

f. CHEC K TH E F O LLOWI NG ATIR IB UTES 

To be specified i n assignments. 

g. SPECIAL EQUIP M EN T, M ET H ODS, A ND HA N D LIN G 

Refer to assignments end to DDFI Food Bull etins#30 end #32 for equipment end special instructions 

P A GE NO. FC-9 



FORM FDA 2621 (10/09) PREVIOUS EDITION IS OBSOLETE 

1. PROGRAM/ASSIGNMENT TITL E 

Methods V aidation/Development Progrcm 
PAC03R816 

2. PPS PROJECT NAME/NUMBER 

Foodborne Biologica Hazcrds - 03 

3. PROGRAM TYPE D COMPLIANCE PROGRAM D PROGRAM CIRCULAR UU ASSIGNMENT 

4. O BJECTIVES 

Develop new a1d/or improved methodology i n support of regulaory a1alyr:is. 

5. PROGRAM JUSTIFICATION 

Val idaed a1alytical methodser-e essential to support enf orcement cdivities. 

6. FIELD OBLIGATIONS 

Conduct cdivi ti es under this progran as directed by the Office of Regulaery Science. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

D BY DISTRICT OFFICE D BYCENTER D BYBOTH 
b. INSPECTION TYPE D COMPREHENSIVE D ABBREVIATED D DIRECTED 

c. PRODUCT(S) d . INDUSTRY/PRODUCT CODE(S) 

e. EXAM TYPE D CHEMICAL D MICROBIOLOGICAL D PHYSICAL D ENGINEERING 

D MICROANALYTICAL D OTHERS (SPECIFY) 

f. CHECK TH E FOLLOWING ATIRIBUTES 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 

PAGE N O . FC-1 0 



1. P ROGRAM/ASSI G N M ENT T ITLE 

OUtbrea< end EmErgency Response 
PAC 03R839, 04R839 

2 . PPS PR OJ EC T NAME/ N U M BER 

Foodborne Biologica Hazcrds - 03 
Pesticides end Chani ca Contcmi nmts- 04 

3. PROGRAM TYPE D COMPLIAN CE PROGRAM D PROGRAM C I RC U LAR UU ASSIG NMEN T 

4 . O BJ E C T IV E S 

Conduct foi l ow-up i nvesti gcii ons, inspections, scmpl e col iections, a1d C:l'lal yses rei cied to outbrES< C:l'ld iII ness attri buted to 
mi crobiol ogical contani nciion of food products. 

Fol low-Up to Reportct>le Foods Registry reportsC:I'ld Food DaenseAssignrnentsa-ealso piC:I'lned uncia" thiscciegory. 

5 . PROGRAM JUST I FICAT IO N 

Ea::h yea- the f ield expends increasing anount s of resources to foi l ow-up on reports of outbrES<s C:l'ld i II nesses I i nked to 
contani ncied food products. Resources a-e set aside i n the Work pi C:l'1 specifi cal l y to conduct emergency operciions associ cied 
with these investigciions. 

6 . FI ELD O B LIGAT I O N S 

Based on di rectives issued by CFSAN a1d ORA , Distri cts w il l be requested to conduct i nvestigcii onsC:I'ld col lect documentsC:I'ld 
scmpl es needed to determine whether a I i nk exists between a reported iII ness or outbrea< a1d a specifi c product or fi rm. 

7a . SELE CT IO N O F E S TABLISHME NTS TO B E C O V ERED 

D BY D ISTRICT OFFICE D BYCENTER UU BYBOTH 
b. INS PEC T IO N TYPE D COMPREHEN SIVE D ABBREVIATED W DIRECTED 

c. PRODU CT ( S) 

To bespecified i n assignments. 
d . INDUSTRY / P RO D UCT CODE (S ) 

To be specified in assignments. 

e . EXAM TYPE D CHEMI CAL W MICROBIOLOGICAL D P HYSICAL D ENGINEERING 

D MICROANALYTICAL D OTHERS (SPECIFY) 

f. CHEC K TH E FOLLO W I NG ATIR IBUTES 

g. SPE CIAL EQUIPMEN T , M ETHODS, A ND HA N D LI N G 

To bespecified i n assignments. 

FOR M FDA 262 1 (10/ 09) PREV IO U S EDIT IO N IS O B SOLET E P A GE NO. FC-11 



1. PROGRAM/ASSI G N M ENT T ITLE 

Food Defense 
PAC03R845 

2 . PPS PROJ EC T NAME/ N UMBER 

Foodborne Biologica Hazcrds - 03 

3. PROGRAM TYPE D COMPLIAN CE PROGRAM D PROGRAM C IRC U LAR W ASSIG N M EN T 

4 . O BJE C T IV E S 

To mai ntan food defense prepa-ednessby meensof j oi nt CFSA.N/ORA f ield assignments, FDA col lection a1d a1alysisof 
profi ciency scrnples for the Food Emergency Response Network, providi ng resources for general lct>orciory prepa-ednessa::tiv iti es 
i nd uding instrument, reagent, a1d sta1da"ds ma ntena1ce, a1d rei cied a::tivi ties. Mantan a1d expa1d food defense alertness to 
the food i ndustry. 

Res:>urcesfor Food Defensea-epla1ned under PAC 03R839 (Outbreal< a1d Emergency Response). 

5 . PROGRAM JUST I FICAT IO N 

A secure food supply is considered pa-t of the nation' s i nfrastructure. FDA , along w ith other federal a.;~encies, is responsible 
for responding to threcis to the security of the food supply. The res:>Urces a1d a::tivities pla1ned under this progran w i II help 
the Agency mai nta n a necessa y stcie of rea:liness to respond to threcis a1d acti viti es pi a1ned for periods of heightened alert, as 
well as i niti cie a1d/or mai nta n food defense alertness to expa1ding industry groups. 

6 . FI ELD O B LIGATI O N S 

Actual emergency a1d cod~red alert stciusa::tivities, when needed, w ill bedi rectedjointly by CFSA.N a1d ORA , a1d the Field wi ll 
be i nstructed on pla1ned work thci wil l be hal ted. Food Defense Assignments, dea-ed by CFSA.N a1d ORA , a-eto beca-ried out 
expeditiously. 

7a . SELE CT IO N O F E S TABLISHMENTS T O BE COVERED 

D BY D ISTRICT OFFICE D BY C ENTER UU BY BOTH 
b. INS PECTIO N TYPE D COMPREHEN SIVE D ABBREVIATED W DIRECTED 

c . PRODUCT ( S) 

All Food Products 
d . INDUSTRY / P ROD UCT CODE (S) 

A l l food indust.ry/ product codes. 

e . EXAM TYPE W CHEMI CAL W MICROB IOLOGICAL W PHYSICAL W ENGINEERING 

UU MICROANA LYTICAL D OTHERS (SPECIFY) 

f. CHEC K TH E F O LLOWI NG ATIR IB UTES 

g. SPECIAL EQUIP M EN T, M ET H ODS, A ND HA N D LIN G 

To be directed by assignment and protocol s j oi ntly developed by CFSA.N a1d ORA. 

FORM FDA 2621 (10/ 09) PR EV IOUS ED IT IO N IS O B SOLETE P A GE NO. FC-12 



1. PROGRAM/ASSIGNMENT TITLE 
Pestid des Cfld Indu&ri al Chernicals in Domestic Cfld 
Imported Foods PAC 04004A,D 

2. PPS PROJECT NAME/NUMBER 
Pesticides end Chernical ContcminCflts- 04 

3. PROGRAM TYPE UU COMPLIANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJECTIVES 
To scmpleend enalyzedomesticcnd i mported foods for pesticide re9dues to determinecompl ience with EPA re9due 
tol ercnces end FDA enforcement Ievel s. To tal<e enforcement a::tion when viol ctions Cl'e detected, i nd uding DWPE 
for i mports end WCI'ni ng Letters for domestic growers. 
T here is en ongoi ng emphasis on dioxins to obtan comprehensivedcta of bcd<ground levels of dioxi n i n a VCI'iety of foods. 
T his i nformcti on wi II help the Agency determi ne WCifS to reduce exposure to dioxi n. 

5. PROGRAM JUSTIFICATION 
T he food supply requires monitori ng for both pe&icides end industrial chani cal s to protect the publ ic health. The re9 due 
dcta obta ned Cl'e al&> used to estimete di etcry exposure for risk CE£SS~i Jents performed by the Agency end EPA as well as by 
other nctional end i nternctional orgcnizctions. 

6. FIELD OBLIGATIONS 
Emphasis on pe&i cide/commodity combi ncti ons with high exposure re9due pot ential , especially foods of di et<:ry si gni fi ccnce end 
foods consumed in ICl'ge cmounts by i nfents end young chi Idren. See compl ience progrcrn for deta Ied commodity emphasis. 
CFSAN plcnson issuing a scmplecol lection schedulect the begi nni ng of eedt f is::al yeCI' focusing on violations end problem 
Cl'eas detected i n recent yeCI's by FDA monitoring avaIct>l e foreign pe&ici de usage dcta end dcta provided by USOA's Pesti cide 
Dcta Progrcrn. Dioxin col lections wil l behcndled by bi -ennual collection s::hedules issued by CFSAN . Dioxin i nvestigction 
assignments end foi l ow-up scmpl i ng melf be used by CFSA N under this progrcrn when unusual ly high dioxi n Ievel s Cl'e found. 
7a . SELECTION OF ESTABLISHMENTS TO BE COVERED 

D BY DISTRICT OFFICE D BYCENTER UU BY BOTH 
b. INSPECTION TYPE D COMPREHEN SIVE D ABBREVIATED D DIRECTED 

c. PRODUCT(S) d . INDUSTRY/PRODUCT CODE(S) 
02~1 . 45-47, 50, 52, 54 

e . EXAM TYPE W CHEMI CAL D MICROBIOLOGICAL D PHYSICAL D ENGINEERING 

D MICROANALYTICAL D OTHERS(SPECIFY) 

f. CHECK THE FOLLOWING ATIRIBUTES 
Pesticides end i ndustrial chemicals as di rected by compl i cnce progrcrn. 

g . SPECIAL EQUIPMENT, METHODS, AND HANDLING 
Seecompl ienceprogrcrn, PAM , 10M , etc. 

FORM FDA 262 1 (1 0/ 09) PREVIOUS EDITION IS OBSOLETE PAGE NO. FC-13 



1. PROGRAM/ASSI G N M ENT T ITLE 

Chanother~i c:s in Seafood 
PAC04018 

2 . PPS PR OJ EC T NAME/ N UMBER 

Pestici des end Chani ca Contcminmts- 04 

3. PROGRAM TYPE UU COMPLIAN CE PROGRAM D PROGRAM C IRC U LAR D ASSIG N M EN T 

4 . O BJE C T IV E S 

To scmpl e end enalyze selected imported end domestic cqua::ulture seetood products. To determi ne the presence of un~proved 
chemical compounds such as drugs or entifungalsend to i niticte regulctory a:rtionsagcinst lots w hi ch contan u~proved 

chemical compounds. 

5 . PROGRAM JUST I FICAT IO N 

Worldwide trends Cl'e towCI'd increased dependence upon cuitured fish end shel lfish produced under envi ronmental I y 
control led conditions. Meny of the countries produci ng much of thecqua::ultural ly grown species allow the uscgeof drugs 
which Cl'e iII egal i n the United Stctes. I nt ernctional conditions, as such, mcndcte the monitori ng of cqua::ul ture products for 
i ll egal drug residues. In a:klition, the use of drugs on a nctional scope in cqucn~l ture has been reported. Sanples col lected Cl'e 
intended to assess the current situction regCI'ding drug residues i n domestic end imported seetood products end to i ni ti cte 
regul ctory action when WCI'rented. 

6 . FI ELD O B LIGATI O N S 

Districts wil l col lect end enalyzedomestic end i mport scmplesof cqua::ulture seafood products specified i n the progrCI'n's FY 
14 Col iection Schedule. T his schedule may be updcted throughout the fi seal yeCI' if WCI'rented by new trends i n regul ctory 
f i ndings end/or asa:lditional val idcied methodsCI'e rea:ly to i mplement. As a budget rel iet, two agent enalysesshould be run 
per scmplefor al l products except crct>, provided the second a.;~ent is one of interest for thct product. Individual subscmple 
enalyses wi l l only be required for crct> end shri mp scmplesbeing enalyzed for ChlorCI'nphenicol end Nitrofurens. A l l of ther~ 
mani ng scmplesw i ll be a composite of 12 sub-scmples. Reter to the FY 14 Collection Schedule for a:klitional i nstruction. 
7a . SELE CT ION O F E S TABLISHME NT S T O BE COV ERED 

W BY D ISTRICT OFFICE D BY C ENTER D BY BOTH 
b. INS PECTIO N TYPE D COMPREHEN SIVE D ABBREVIATED D DIRECTED 

c. PRODUCT ( S) 

Sectood Products 
d . INDUSTRY / P ROD UCT CODE (S ) 

16 

e . EXAM TYPE UU CHEMI CAL D MICROB IOLOGICAL D PHYSICAL D ENGINEERING 

D MICROANA LYTICAL D OTHERS (SPECIFY) 

f. CHEC K TH E F O LLOWI NG ATIRIB UTES 

Un~proved drugs per the Cornpl icnce ProgrCI'n end the Collection Schedule. 

g. SPECIAL EQUIPMEN T, M ETHODS, A ND HA N DLI N G 

FOR M FDA 262 1 (10/ 09) PR EV IOUS ED IT IO N IS OBSOLETE P A GE NO. FC-14 



FORM FDA 262 1 (10/ 09) PREV IOUS EDIT IO N IS OBSOLETE 

1. PROGRAM/ASSI G N M ENT T ITLE 

Toxic Elanentsi n Food, Foodwcre, end Rc:dionud ides 
i n Foods( lmport end Domesti c) PAC 04019A,B,C 

2 . PPS PROJ ECT NAME/NUMBER 

Pesticides end Chemica Contcrnincnts- 04 

3 . PROGRAM TYPE UU CO M PLIAN CE PROGRAM D PROGRAM C IRC ULAR D ASSIGNM ENT 

4 . O BJECT IV ES 

To determi ne the i ncidence C:l'ld Ievels of I ead, a-seni c, ca:lmi um, mercury C:l'ld other toxi c elements of signi f i CC:I'lce C:l'ld 
ra:lionudides in domestic C:l'ld imported foods (i nducting se:tood) . A lso, to determi ne incidenceC:I'ld levels of lead C:l'ld 
ca:lmi um i n foodwa-e C:l'ld to ta<e regul aory a::tion a.;Jai nst C:rlY food or foodwa-e found to conta n I evel s of toxic elements or 
ra:lionudidesof regulcl.ory signifiCC:I'lce. 

5 . PROGRAM JUST IFICAT ION 

T he continui ng monitori ng of domestic C:l'1d imported foods (i nduding se:toods) for toxic elements C:l'ld ra:lionud idesas 
necessay to determinetheoccurrenceof toxic elementsC:I'ld ra:lionud ides i n t he U.S. food supply thcl. may pose a health 
haza-d C:l'1d to ta<e regul cl.ory a::tion to remove those products f rom humC:I'l food chC:I'lnels. A lso, this monitoring w i II provide 
a:ldit ional dcl.aon background levels of toxicelementsC:I'ld ra:lionud ides i n foods thcl. w il l assist i n identifying unusual l evels 
thcl. may be of health signifiCC:I'lcefor fol low up regulcl.ory a::tion. 

6 . FIELD OBLIGATI O NS 

Foods thcl. may besignifiCC:I'lt sources of lead in chi ldren a-ecC:I'ldy, chocolcl.elcocoa, and se:tood. These products er-e to be 
sanpl ed C:l'1d C:l'lalyzed for t he presence of toxic elements i n accordC:I'lce w ith i nstructions i n the "Toxic El ement" Progran C:l'ld 
assignments (to be iS'SUed). CFSA.N wi l l iS'SUe col lection schedulesC:I'ld direct other FY 14 food w ork. Specific foods 
col i ected nea- domesti c nud ea- power piC:l'lts er-e to be C:l'lalyzed for radionud i des. Foods imported from countries potential ly 
ctfected by ra:li oactive contani nai on w i II be sanpl ed C:l'ld C:l'lalyzed for ra:li onud ides. The Progran should bemantaned to 
keep expertise C:l'ld profi ciency in this a-ea. SUrvei II C:l'lce a::tiviti es w i II be reported under, C:l'1d credited to the Progran PAC. 
7a . SELECT ION O F ESTABLISHMENTS T O BE COV ERED 

W BY DISTRICT OFFICE D BY CENTER D BYBOTH 
b. INS PECTIO N TYPE D COMPREHEN SIVE D ABBREVIATED UU DIRECTED 

c . PRODUCT ( S) 

All humC:I'l food products. Ceranic foodwa-e. 
d . INDUSTRY/ P RODUCT CODE(S ) 

A l l food codes except 53. 

e . EXAM TYPE UU CHEMICAL D MICROBIOLOGICAL D PHYSICAL D ENGINEERING 

D MICROANALYTICAL UU OTHERS (SPECIFY) 

f. CHEC K TH E FOLLOWING ATIRIBUTES 

Lead, ca:lmi um, mercury C:l'ld other toxicelementsasdi rected. Domestic - t ritium, 90 Sr & ganma ray emitters; IMPORTS; 
134 Cs, 137 Cs, 90 Sr 
g. SPECIAL EQUIPMENT , MET HODS, A ND HA NDLIN G 

Ra:liochani cal C:l'lalysis~i li ty. (Avalcbleonly a WEAC). Gr~hi tefurna:eaomi c cbsorption w ith Zeerncn background 
correction . 

P A GE NO. FC-15 



FORM FDA 262 1 (10/ 09) PREV IOUS EDIT ION IS OBSOLETE 

1. PROGRAM/ASSI G N M ENT T ITLE 

Tota Diet Study 
PAC04839 

2 . PPS PR OJ ECT NAME/NUMBER 

Pestici des end Chani ca Contcmi nmts- 04 

3. PROGRAM TYPE UU COMPLIAN CE PROGRAM D PROGRAM C IRC ULAR D ASSIGNM ENT 

4 . O BJECT IV ES 

To determi ne the I evel s of occurrences end di aery i nta<es of selected pesticides, i ndustrial chemicals, a1d tox ic el ernents by 
veri ous a.;~elgender groups t hrough a1alyses of tcbl ~reedy foods. In a:lditi on, to observe differences or trends in t he i nta<e of 
these chernicals end to i nvesti gcte unusual f indings. To monitor ra:li onucl ide I evel s i n foods. Selected nutrients ere a1alyzed 
under t he Selected Nutrients i n Food Survey, PAC 21839. 

5 . PROGRAM JUST IFICAT ION 

T he continui ng study has provided val ucble i nformcti on on di aery i nta<es of residues a1d nutrients a1d has often been used 
to ga.Jge i nta<es i n rea:ly-tcrect foods. EPA rei ies on the dcia for haza"d assessr rent in special revi eN a1d other proceedings. 
Portions of the Total Dia scrnplesere used for other a1alysis (e.g., ra:lionudides, selected nutrients, pesticides, i ndustrial 
chemicals, a1d toxic elements). Additionally, selected Total Diet Study foods erea1alyzed for dioxi ns under t he pesticide 
program by A RL. 

6 . FIELD OBLIGAT I O NS 

T he col lection a1d a1alysis of four merkel. baskas eed1 consisti ng of three sepercie scrnpl i ngs of approxi mctely 280 food 
items ere to be col lected from three locales i n the region over a f ive week peri,od. KAN-00 let> w i II a1alyze Total Dia scrnples 
for pesticides, i ndustrial chemicals, toxic elements, end selected nutrients. WEAC w ill a1alyzeal l foods from two merkel. 
baskas for ra:li onud ides. 

7a . SELECT ION O F ESTABLISHMENT S T O BE COVERED 

W BY DISTRICT OFFICE D BY CENTER D BY BOTH 
b. INS PECTIO N TYPE D COMPREHEN SIVE D ABBREVIATED D DIRECTED 

c. PRODUCT ( S) 

VeriousHuma1 Foods 
d . INDUSTRY/ P RODUCT CODE(S ) 

A l l Huma1 Food Codes 

e . EXAM TYPE UU CHEMICAL D MICROBIOLOGICAL D PHYSICAL D ENGINEERING 

D MICROANALYTICAL UU OTHERS (SPECIFY) Moisture Content 

f. CHEC K TH E FOLLOWING ATIRIBUTES 

g. SPECIAL EQUIPMENT , M ETHODS, A ND HANDLI NG 

P A GE NO. FC-16 



FORM FDA 2621 (10/09) PREV IOUS EDITION IS OBSOLET E 

1. PROGRAM/ASSIGNMENT T ITLE 

MethodsVaidation/Development Progrcm 
PAC 04R816 

2. PPS PROJ ECT NAME/NUMBER 

Pestici des end Chanica Contcmi nmts- 04 

3. PROGRAM TYPE D COMPLIANCE PROGRAM D PROGRAM CIRCULAR UU ASSIGNMENT 

4. OBJECTIV ES 

Develop new a1d/or i mproved methodology i n support of regulaory a1alyr:is. 

5. PROGRAM JUSTIFICATION 

Val idaed a1alytical methodser-e essential to support enforcement cdivities. 

6. FIELD OBLIGATIONS 

Conduct cdiviti es under this progran as di rected by the Office of Regul a ery Science. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

D BY DISTRICT OFFICE D BYCENTER D BYBOTH 
b. INSPECTION TYPE D COMPREHENSIVE D ABBREVIATED D DIRECTED 

c. PRODUCT(S) d . INDUSTRY/PRODUCT CODE(S) 

e. EXAM TYPE D CHEMICAL D MICROBIOLOGICAL D PHYSICAL D ENGINEERING 

D MICROANALYTICAL D OTHERS (SPECIFY) 

f. CHECK TH E FOLLOWING ATIRIBUTES 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLI NG 

PAGE NO. FC-17 



FOR M FDA 262 1 (10/ 09) PR EV IOUS ED IT ION IS OBSOLETE 

1. PROGRAM/ASSI G N M ENT T ITLE 

Forensc Evauction end &mple Ana ys s 
PAC04R838 

2 . PPS PR OJ EC T NAME/ N UMBER 

Pestici des end Chani ca Contcmi nmts- 04 

3 . PROGRAM TYPE D COMPLIAN CE PROGRAM D PROGRAM C IRC U LAR D ASSIG N M EN T 

4 . O BJE C T IV E S 

Forensic eval ucii on a1d forensic scmpl e a1alysi s cdi viti es a-e to provide sound sci enti f i c support for the i nvestigcti ons of the 
Office of Cri mi nallnvestigctions. 

T his i ndudesscmple a1alysisof physical scmples relcied to incident s of tanpering, counterfeiti ng, fra.Jd, a:lulterciion a1d 
other violciionsof the FD& C a1d relcied cdsso thci thefindingsa-e suital:>l e to be presented as technical evidence in a court 
of IC:tN. 

It also i ndudes forensic eval uciion of methodsa1d the generciion of scientific dcia to identify, cha-cderize a1d assess the 
publ i c health i mpcd of possible a:lultera1ts, or i ntentional v iol cii on of the Iatv rega-ding regul cied products to assist FDA 
i n its publ i c heal th mission. 

5 . PROGRAM JUST I FICAT IO N 

I ncidents of tanperi ng, fra.Jd, a1d a:lulterciion w ith known and potential ly ha-mful substa1ces make it dea- thci FDA needs to 
be al:>l e to conduct scmpl e a1alyses to rei iably determine the chani cal identity of suspected substa1ces a1d support its fi ndi ngs 
i n the courts. FDA's unique publ ic health mission makes it i nterested i n types of forensic evaluation a1d method studies for 
which therea-efew customers and few external fundi ng sources. To protect the publ ic health FDA needs to continue to 
develop a1 a-senal of techniques which w i II permit it to determine the nciure and source of risks through cri mi nal 
investigcti ons. 

6 . FI ELD O B LIGATI O N S 

Appropr iciescientif ic a1alysisof official physical scmples i n support of lnvestigctionsa-eto be performed so thci the fi ndi ngs 
a-esuital:>le to be presented i n a court of IaN. The ti me spent on thesecdivities is to be reported as PODS Operciion Code41 
or 43, domestic or i mport scmplea1alysisunder theappropricie Forensic Activities PAC 04R838 or OCI PAC 04R831 . 
Conduct opercii on supporting methods refinement, development, or general forensic studies thci may be appl ied to 
lal:>orciory eval uciionsto support the FDA mission. Report thetirnespent on thesecdiv itiesas PODSoperciion Code03, PAC 
04R838; Petition Validciion, Methods Development or Forensic Eval uciion. 
7a . SELE CT ION O F E S TABLISHME NT S T O BE COV ERED 

D BY D ISTRICT OFFICE D BY C ENTER D BY BOTH 
b. INS PECTIO N TYPE D COMPREHEN SIVE D ABBREVIATED D DIRECTED 

c . PRODUCT ( S) 

Sectood Products 
d . INDUSTRY / P ROD UCT CODE (S ) 

e . EXAM TYPE D CHEMI CAL D MICROB IOLOGICAL D PHYSICAL D ENGINEERING 

D MICROANA LYTICAL D OTHERS (SPECIFY) 

f. CHECK TH E F O LLOWI NG ATIRIB UTES 

Unapproved drugs per the Compl i a1ce Progran 

g. SPECIAL EQUIPMEN T , M ETHODS, A ND HANDLI N G 

P A GE NO. FC-18 



FORM FDA 262 1 (10/09) PREV IOUS EDIT ION IS OBSOLETE 

1. PROGRAM/ASSIGNMENT T ITLE 

Myootoxins in Domestic Cfld Import Foods 
PAC07001 

2. PPS PROJECT NAME/N UMBER 

Moleculcr Biology Cfld Nctura Toxins - 07 

3 . PROGRAM TYPE W COMPLIANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNM ENT 

4 . OBJECTIV ES 

To col Iect a1d a1alyze domestic a1d import scmples of food products to determi ne t he occurrence a1d Ieve! s of ctl cioxi ns, 
f urnonisins, deoxynivalenol (DON), ochrcioxi n, a1d pciul i n. To remove f rom interstciecommerce, or detai n upon entry, those 
foods thct contain ctl atoxi ns a1d pciul i n ci I eve! s j udged to be of regul ciory si gnifi CCI'lce. Regul ciory a::ti on for furnonisi n, 
DON , a1d ochrcioxi n w i II be considered on a case by case basis unti I formal enforcement I eve!s are establ ished. Dcia from 
current rnonitori ng w i II be used to establ ish enforcement levels. 

5 . PROGRAM JUSTIFICATION 

Mycot ox insaremetabol ic products of specific molds commonly found on foods, some (thectlcioxi ns) of w hi ch are 
hepciocarci nogens i n a number of a1i mal species, a1d unti I proven otherwise m ust beassumed to be carcinogenic. The FDA, 
i n conj unction with other agencies a1d the food industries, has devised a1d w i II conti nue to i mprove on pra::tical programs 
fur~~Rflaffi~df~on to mycot ox ins w it hout j eopardizing the food supply. 

Descriptions of the fol low i ng specific mycotoxi ns induded i n this program are loccied in t he Mycotoxi ns in DomesticCI'ld 
I mported Foodscompl ia1ceprogram (C.P. 7307.001). 
1. Aflcioxi ns 
2. Pciuli n 
3. Deoxynivalenol (DON) 

5. Ochrcioxi n A 
6 . FIELD OBLIGATIONS 

T he field w i ll conduct fol low -up investigciions, thct may be requested by CFSA.N, a1d col lect a1d a1alyzescmplesof 
domestic a1d imported products as directed by the compl i a1ce program. 

Survei II a1ce a::tiv i ties pi a1ned under t his program may be pr~ernpted by enforcement i niti ciives agreed upon by ORA a1d 
CFSA.N. Such i niticiiveswi ll be reported under a1d credited to the Program PAC, unless otherwise directed. 

.0. fl<>tr..v ; nc ~ ; c ;nc /~. ;c;n H'R . H'R . <>n ti H'R. \ 

~e~iynWaf~6lF(~,LOOW!i'U1§nT~,BcfuQ~
W BY DISTRICT OFFICE D BY CENTER D BY BOTH 

b. INSPECT IO N TYPE D COMPREHENSIVE UU ABBREVIATED D DIRECTED 

c. PRODUCT( S) 

SeeAttachment "A" C.P. 7307.001 for list of Products. 
d . INDUSTRY/PRO DUCT CODE(S ) 

See Attachment "A" C.P. 7307.001 for l ist of Product Codes. 

e . EXAM TYPE UU CHEMICAL D MICROBIOLOGICAL D PHYSICAL D ENGINEERING 

D MICROANALYTICAL D OTHERS (SPECIFY) 

f. CHECK THE FOLLO W ING ATIRIBUTES 

g . SPECIAL EQU IPM ENT , M ETHODS, AND HANDLING 

SeeCompl ia1ce Program (C.P.) 7307.001 
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FORM FDA 2621 (10/09) PREV IOUS EDITION IS OBSOLET E 

1. PROGRAM/ASSIGNMENT T ITLE 

MethodsV a i dation/Development Progrcm 
PAC 07R816 

2. PPS PROJ ECT NAME/NUMBER 

Moleculcr Biology crJd Nctura Toxins - 07 

3. PROGRAM TYPE D COMPLIANCE PROGRAM D PROGRAM CIRCULAR W ASSIGNMENT 

4. OBJECTIV ES 

Develop new a1d/or i mproved methodology i n support of regulaory a1alyr:is. 

5. PROGRAM JUSTIFICATION 

Val idaed a1alytical methodser-e essential to support enforcement cdivities. 

6. FIELD OBLIGATIONS 

Conduct cdiviti es under this progran as di rected by the Office of Regul a ery Science. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

D BY DISTRICT OFFICE D BYCENTER D BYBOTH 
b. INSPECTION TYPE D COMPREHENSIVE D ABBREVIATED D DIRECTED 

c. PRODUCT(S) d . INDUSTRY/PRODUCT CODE(S) 

e. EXAM TYPE D CHEMICAL D MICROBIOLOGICAL D PHYSICAL D ENGINEERING 

D MICROANALYTICAL D OTHERS (SPECIFY) 

f. CHECK TH E FOLLOWING ATIRIBUTES 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLI NG 

PAGE NO. FC-20 



1. PROGRAM/ASSI G N M ENT T ITLE 

Imported Foods - Food end Color Additives 
PAC 09006A,B 

2 . PPS PR OJ ECT NAME/NUMBER 

Food end Color Additives- 09 

3. PROGRAM TYPE W COMPLIAN CE PROGRAM D PROGRAM C IRC ULAR D ASSIGNM ENT 

4 . O BJECT IV ES 

To direct excminaion of imported food products to determi ne their compl iC:I'lce w ith the Federal Food, Drug C:l'1d Cosmetic 
Act (the Act) C:l'ld regula ions with respect to food C:l'ld color a:lditives, C:l'ld to detain those entries found to be in violaion 
of the Act. 

5 . PROGRAM JUST IFICAT ION 

Imported products must comply with the provisions of the Act C:l'ld implementi ng regulaions for food C:l'ld color a:lditives. 
The compl iC:I'lce progrcm di rects scmple col lections C:l'1d lct>el review of imported foods for un~roved or undecla-ed 
food a:lditives, C:l'1d for non-permitted or undecla-ed color a:lditives. 

6 . FIELD OBLIGAT I O NS 

Districts should conduct lct>el reviews, collect C:l'ld C:l'lalyze imported foods for potential food C:l'ld col or a:lditiveviolaions 
C:l'ld tal<e~propri ae regulaory a::tions when viol a ionsa-efound. 

I mport Field Exans: Seerema-kssection on the ORA w orkpiC:I'l sheet form 2621a under PAC 09F810. 
Survei II C:l'lce a::ti v iti es pi C:l'lned under this progrcm may be pr~empted by enforcement i ni ti C:ti ve a.;~reed upon by ORA C:l'ld 
CFSAN. Such initiaives wil l be reported under C:l'ld credited to the Progrcm PAC, unlessothawisedi rected. 
7a . SELECT ION O F ESTABLISHMENT S T O BE COV ERED 

D BY DISTRICT OFFICE D BY CENTER W BY BOTH 
b. INS PECTIO N TYPE D COMPREHEN SIVE D ABBREVIATED D DIRECTED 

c. PRODUCT ( S) 

All humC:I'l foods 
d . INDUSTRY/ P RODUCT CODE(S ) 

A l l food codes (Industry 16 C:l'ld 13) 

e . EXAM TYPE W CHEMICAL D MICROBIOLOGICAL D PHYSICAL D ENGINEERING 

D MICROANA LYTICAL W OTHERS (Label Review) 

f. CHEC K TH E FOLLOWING ATIRIBUTES 

Un~proved or undecla-ed food a:lditives, C:l'ld non-permitted or undecla-ed color a:ldit ives. 

g. SPECIAL EQUIPMENT , M ETHODS, A ND HA NDLI NG 

See Compl i C:l'lce Progrcm. 

FORM FDA 262 1 (10/ 09) PREV IOUS EDIT IO N IS OBSOLETE P A GE NO. FC-21 



FOR M FDA 262 1 (10/ 09) PR EV IOUS ED IT ION IS OBSOLETE 

1. PROGRAM/ASSI G N M ENT T ITLE 

Retcil Food Protection- StcteProgrcm 
PAC 18002 

2 . PPS P R OJ EC T NAME/ N UMBER 

Technica As9stcnce: Food Cfld Cosnetics-18 

3. PROGRAM TYPE W COMPLIAN CE PROGRAM D PROGRAM C IRC U LAR D ASSIG N M EN T 

4 . OBJE C T IV E S 

To provideguidC:I'lce, support, C:l'1d CISSstC:I'lceto the federal , stcie, tribal , C:l'ld local cgencies thci have regulciory control over t he 
retai I segment of the food i ndustry w ith the goal of reduci ng the occurrence of risk f cdors i mpl iccied in food borne i II nesses. 
T his progran wi II a:ldress the promotion of the Vol untay National Retai I Food Regul ciory Progran StCI'lda"ds, Nciional Food 
&lay needsci retail level , CFSAN directed Nciional Food Securi ty Projectsa1d w i ll continue to provide technical CISSstC:I'lce 
C:l'ld the stC:rlda"dization of stcie C:l'ld other federal officials. 

5 . PROGRAM JUST I FICAT IO N 

T here Cl'e more thC:I'l 3,000 federal , tribal , stcie, C:l'ld Iocal regul ciory food control agencies which together represent the regul ciory 
resource through w hi ch federal food pol icy is i mpl emented ci the retai I I evel . This segment totals more thC:I'l one mi II i on 
commercial C:l'ld institutional food estct>l ishments, locciions, C:l'ld operations. 

Ea::h yea- the Centers for Disease Control C:l'ld Prevention's Annual Report show s thci a ~or percentage of foodborne 
outbreal<s, w here mishC:I'ldling of food is i mpl iccied, occur i n retai l food estct>l i shments. Therefore, C:l'1 i mportC:I'lt pCI't of FDA's 
mission is to provide asSstC:I'lce to federal , tri bal , stcie, C:l'ld Iocal regul ciory cgenci esw ith control over this segment of the food 
industry. 

6 . FI ELD O B LIGAT I O N S 

Provide technical CISSstC:I'lceto federal , tribal , stcie, C:l'ld local regulciory food agencies. Provide technical CISSstC:I'lce to CFSAN 
C:l'ld Hea:lquCI'ters i n the prepCI'ciion of posit ion ~s. Conduct periodic baseli ne C:l'ld foi l ow-up studies to measure trends 
on the occurrence of foodborne iI I ness risk fcdors nciionwide i n selected food service C:l'ld retai I food estcbl ishment. Promote 
thea:loption of retai l progran stC:rlda"ds. Provide t rai ning on the provisions of FDA Food Code, HACCP, Fa:i lity PIC:rl Review, 
the Egg Rule C:l'1d ot her topics as may be needed by regulciory pers:>nnel. Prov ide support to stateC:I'ld local cgencies during 
emergency situciionsC:I'ld special events i mpacting retai l food sctety. 
7a . SELE CT ION O F E S TABLISHME NT S T O BE COV ERED 

D BY D ISTRICT OFFICE D BY C ENTER W BY BOTH 
b. INS PECTIO N TYPE D COMPREHEN SIVE D ABBREVIATED D DIRECTED 

c. PRODUCT ( S) 

HumC:rl Foods 
d . INDUSTRY / P ROD UCT CODE (S) 

Inspections: 51 NY 

e . EXAM TYPE D CHEMI CAL D MICROB IOLOGICAL D PHYSICAL D ENGINEERING 

D MICROANALYTICAL D OTHERS (SPECIFY) 

f. CHEC K TH E F O LLOWI NG ATIRIB UTES 

A ~or goal i n thisprogran is the reduction in the occurrence of CDC identified risk fcdorsassocicied wit h foodbornei l l ness 
i n retai I estcbl ishments C:l'1d the ncii onal promotion of Food Code Interventions. 
g. SPECIAL EQUIPMEN T, M ETHODS, A ND HANDLI N G 

Work asSgned i n this progran is to be conducted by persons who Cl'e Center stC:rlda"di zed in the ~pi iccii on of the rei evC:I'lt 
retai I estcbl ishments Food Code provisions C:l'ld rei cied progran documents. 

P A GE NO. FC-22 



FOR M FDA 262 1 (10/ 09) PR EV IOUS ED IT ION IS O B SOLETE 

1. PROGRAM/ASSI G N M ENT T ITLE 

(NCIMS) Mi lk Sctay Progcm 
PAC 18003 

2 . PPS PR OJ EC T NAME/ N UMBER 

Techni ca As9stcnce: Food Cfld Cosnetics-18 

3. PROGRAM TYPE W COMPLIAN CE PROGRAM D PROGRAM C IRC U LAR D ASSIG N M EN T 

4 . OBJE C T IV E S 

To i mplement FDA 's responsibi lity under the Public Health Service Act, 42 U SC 214; 42 USC 243; C:l'ld 42 USC 246aC:I'ld the 
MemorC:rldum of UnderstC:I'lding (MOU ) between FDA C:l'1d the Naional Conference on l nterstae M ilk Shipments. T his 
responsi bi I i ty i ncl udes al l Gra:le "A " dary products processi ng pi C:l'lts, C:l'ld al l dC:i ry f a-rns supplying raN mi I k to these pi C:l'lts. 

5 . PROGRAM JUST I FICAT IO N 

T hisprogran wi l l promote a uniform, scte. C:l'ld wholesomesupply of Gra:le "A " Mi l k C:l'ld M i l k products throughout the United 
Staes. T his progran enables FDA to exert i nfluence on theapplice:tion of Uniform Salitary StC:rlda-ds for Gra:le "A " Mi l k 
produced i n the United Staes. This progran provides a mechC:I'li sn for reciprocity between staes, thereby eli mi na i ng the need 
for costly duplice:tive i nspection acrossj uris:fictional lines. W ithout this program, FDA would have direct responsibi lity for 
dupl ice:ti ve inspection across j uris:fi cti onal I i nes. W ithout this progran, FDA w ould have di rect responsi bi I i ty for i nspecting 
Gra:le "A " M i I k products movi ng i n I nterstae commerce. This progran also provides a mechC:I'li sn for promoting greeter sani­
taion uniformity of all dary products. Due to the increasing consumer interest i n chemical contani nC:I'lt s in the food supply, the 
perception C:l'ld the potential for C:l'li mal drug residues in mi I k C:l'ld dary products has become C:l'1 i mportant issue. This progran 
wi l l placea:lditional emphasis towa-d continuous v igi iC:I'lce i n mantani ng a scte wholesome mi lk supply tha is f ree of illegal 
C:l'limal drug residues. 

6 . FI ELD O B LIGAT I O N S 

To promote the a:lopti on, i mplementati on C:l'ld enforcement of the uniform t echnical guidel ines, a:lmi ni straive procedures C:l'ld 
regul C:tory standa-ds provided i n the Pasteurized M i I k OrdinC:I'lce (PM0 ) C:l'ld rei C:ted documents through provision of technical 
assistC:I'lceC:I'ld consultaion; conduct check raingsof IMS l isted shi ppersC:rld audits of l isted singleservicefcri l ities; 
partici pation in regional semi na-s, stae workshops C:l'ld other tra ni ng courses C:l'1d eval uae stae prograns to measure 
effectiveness i n rna nta ni ng a:lequae I evel of conformity w ith the PM0 C:l'1d rei C:ted documents. 

7a . SELE CT ION O F E S TABLISHME NT S T O BE COV ERED 

D BY D ISTRICT OFFICE D BY C ENTER W BY BOTH 
b. INS PEC T IO N TYPE W COMPREHEN SIVE D ABBREVIATED D DIRECTED 

c. PRODUCT ( S) 

Gra:le "A " M il k C:rld M i lk Products. (Cheese, Butter, Dry 
M i I k and Frozen Dessert - when produced i n I M S PI C:l'lts) 

d . INDUST RY / P ROD UCT CODE (S) 

09, 12, 13,14 

e . EXAM TYPE W CHEMI CAL W MICROBIOLOGICAL D PHYSICAL D ENGINEERING 

D MICROANALYTICAL D OTHERS (SPECIFY) 

f. CHEC K TH E F O LLOWI NG ATIRIB UTES 

L isteria, Yersi nia, Salmonella, Col iform C:l'ld C:l'limal drug residues i n mi lk C:l'ld mi lk products. 

g. SPECIAL EQUIPMEN T , M ET HODS, A ND HA N DLI N G 

Work assigned i n this progran is to be conducted by persons who a-e stC:I'lda-dized i n the use of the Gra:le "A " Pasteurized 
M i I k ordi nC:I'lce C:l'ld rei C:ted documents and in the case of non-I M S products. persons tra ned to conduct GM P inspections. 

P A GE NO. FC-23 



FORM FDA 2621 (10/ 09) PR EV IOUS ED IT ION IS OBSOLET E 

1. PROGRAM/ASSI G N M ENT T ITLE 

Mollus::crJ Slel lfisn Evauction 
PAC 18004 

2 . PPS PR OJ EC T NAME/ N UMBER 

Technica As9stcnce: Food Cfld Cosnetics-18 

3. PROGRAM TYPE W COMPLIAN CE PROGRAM D PROGRAM C IRC U LAR D ASSIG N M EN T 

4 . OBJE C T IV E S 

Evalucie theshel lfish scnitciion progrcrn of ISSC paticipcii ng stciesa1d the5 nciions w ith whom the Agency hasMOU i n 
pi a::e w ith rega-d to the scni tay control of shel lfish i ntended for i nterstcie a1d overseas commerce under the coopercii ve 
crTCI'lgernents for thefederal-stcie National Shel lf ish Scnitciion Progrcrn (NSSP). Providestc:nda"dizaion , technical assista1ce, 
tra ni ng eval ucii on of stcie a1d interncii onal shel lfish control progrcrns. 

5 . PROGRAM JUST I FICAT IO N 

Shel lfish, by v irtue of their hcbitci, physiological cha"cderistics, a1d the ma1ner i n w hi ch they ere consumed, requi re special ized 
comprehensive scnitay control measures to ensure the sctay of huma1 consumption. The ma1c:gement of the progrcrn requires 
a cooperciivefederal-stcie afort asdeti ned in the Nciional Shellfish Scnitciion Progrcrn (NSSP). Consumption of raN or 
partial ly cooked shel lf ish presents a high risk fcdor to a portion of the popule:tion, a1d requires specialized health control 
measures to oversee. FDA is committed to improving the sctay of moll us::cn shel lf ish through the NSSP, a progrcrn of newly 
developed sctay controls. These initiciiveserethedirect result of Congressional and publ ic comments di rected towerd the 
establ ishment of a "level playi ng f i eld" for both domestic a1d i nternciional producers of moll us::cn shel lf ish. These progrcrn 
improvements ere intended to provide improved shel lf ish sctay through i mproved progrcrn criteria, procedures, and technical 
support under the NSSP. FDA iscommitted to i mproved sctay of shel lfish through progrcrn enha1cement cdivities. FDA has 
committed support to the NSSP both administrciively a1d technical ly through a1 MOU w ith ISSC. 

6 . FI ELD O B LIGAT I O N S 

Provide technical assi sta1ce and tra ni ng to stcies a1d f oreign progra-ns i n the prevention of shellfish-borne iII ness a1d 
enforcement of appropr icie publ ic health controls. Oversee nciional sta1da-dizciion progrcrn for inspecting shel lf ish processing 
pi a1ts and eval ucii on of stcie a1d foreign shel lf ish grow ing ereas. Partici pete in the eval ucii on of ncii onal shel lfish control 
progrcrns in countries applyi ng to import mol lusca1 shel lfish i nto the U .S. 
Progrcrn time has been al loccied for each Regional Shel lf ish Specialist to hold one regional workshop. Regional workshops 
provide the opportunity for the specialists to excha1ge i nformciion and provide technical assita1ce and guidCI'lce to their stcie. 
7a . SELE CT ION O F E S TABLISHME NT S T O BE COV ERED 

D BY D ISTRI CT OFFICE D BY C ENTER W BY BOTH 
b. INS PECTIO N TYPE D COMPREHEN SIVE D ABBREVIATED D DIRECTED 

c. PRODUCT ( S) 

Fresh a1d fresh frozen mol lus::cn shel lf ish 
d . INDUSTRY / P ROD UCT CODE (S) 

528 , 16E 

e . EXAM TYPE D CHEMI CAL D MICROB IOLOGICAL D PHYSICAL D ENGINEERING 

D MICROANALYTICAL D OTHERS (SPECIFY) 

f. CHEC K TH E F O LLOWI NG ATIRIB UT ES 

g. SPECIAL EQUIPMEN T, M ETHODS, A ND HANDLI N G 

Work assigned i n this progrcrn is to be conducted by persons who ere Center Sta1derdized i n the appl i ccii on of the NSSP M 0 . 

P A GE NO. FC-24 



FOR M FDA 262 1 (10/ 09) PREV IOUS ED IT ION IS O B SOLET E 

1. PROGRAM/ASSI G N M ENT T ITLE 

Inta-stcte Trcwel Ffogcm - ConveycrJces crJd &lpport 
Fccilities PAC 18029 

2 . PPS PR OJ EC T NAME/ N UMBER 

Technica As9stcnce: Food crJd Cosnetics-18 

3. PROGRAM TYPE W COMPLI A N CE PROGRAM D PROGRAM C IRC U LAR D ASSIG N M EN T 

4 . O BJ E C T IV E S 

To i nspect C:l'ld i nvestigeie passenger conveyC:I'lces to certify C:l'1d ~prove sa1itay systems on conveyC:I'lces C:l'1d ~prove thei r 
weiering points, thei r support f cril itiesC:I'ld their f ood sources based on the Public Health Service Act, the Food, Drug C:l'1d 
Cosmeti c Act, regul eii ons, progran guidC:I'lce, Food Code, C:l'1d in coopereii on with t he regulated industry C:l'1d coopereiing thi rd 
paiy orQC:rlizctions. A I so, to i dalti f y risk f cdors rei eied to envi ronmental conditions or rna1a.;Jement prcdi ces thei may Iea:l to 
foodborne iII nesses, weierborne iI I nesses, C:l'ld the trC:I'lsmissi on of communicalbl e diseases. The progran i ncl udes admi ni streii ve 
compl i C:l'lce C:l'ld regul eiory cdi ons as ~propri eie to ensure conforma1ce w ith the publ ic health pri nci pies embodied 
i n the Acts C:l'1d their regul eiions. The goals of the progran Cl'e to coopereie w ith the regul eied industries, trade associ eiions, C:l'ld 
others to promote vol untay compl iC:l'lce C:l'ld to coordi neie cdiv iti esw ith FAA, CDC, DOT, EPA, Depatment of Homel C:l'ld 
Security (USCG, T&\) C:l'ld other domesti c C:l'1d foreign government health off icials to ensure the protection of the travel ing publ ic, 
C:l'ld creN member of conveyC:I'lCes under construction C:l'ld i n opereiion C:l'1d ei rei eied weieri ng poi nts, ccierers, commissa-ies C:l'1d 
servici ng Cl'ea on conveyC:I'lces. 

5 . P ROGRAM J US T I FICAT ION 

T his progran directsa,;Jency efforts i n fulf ill i ng Publ ic Health Service A ct responsibi li tiesdelegeied to the Commissioner of Food 
C:l'ld Drugs [21 CFR 5.10(a)(2) C:l'1d (4)]. Sections 31 1, 361 , C:l'ld 368 of the Act address federal-steie coopereiion, the control s of 
communi cal:>l e disease, C:l'ld penalties of noncompl i C:l'lce. The a,;Jency also bases the I ntersteie T ravel Progran, i n pCI't, on 
provisions of the Federal Food, Drug C:l'1d Cosmetic Act C:l'1d releied reguleiions. The United Steies must comply with the updated 
l nterneiional Health Reguleiions (I HR 2005) as of ..k.Jiy 17, 2007 thci protect the health of people Cl'ound the world. As one of the 
competent authorities, FDA as C:l'1 a,;Jency is responsi bl e for rnoni tori ng ba.;Jga.;~e, CCI'QOS, conta ners, conveyC:I'lCes C:l'ld goods so 
thci they Cl'e ma nta ned f ree f rom sources of i nfection or contanineiion i ncluding vectorsC:I'ld reservoirs. ThereCI'especifi c 
requirements f or shi ps C:l'ld a rcrctt C:l'1d del ivery of food C:l'ld weier to ctfected conveyC:I'lces. 

6 . FI ELD O B LIGAT I O N S 

T he field is to perform theopereiionsassigned i n the ORA WorkpiC:rl, conduct comprehensive inspections of food opereiionsC:I'ld 
support fcri I i ties, initi eie admi ni streii ve or regul eiory a::tions as needed to ensure compl iC:l'lce, support the rna ntenC:I'lce of of­
f icial dassificciion l ist of FDA's ~roved support fcri l ities, estal:>l ish C:l'ld rna nta n technical expertise i n support of the Neiional 
l ntersteie T ravel Progran. Also, to coopereie with other a,;Jencies, orQC:rlizciions, C:l'ld industry towCI'd a::hieving progran obj ec­
ti ves C:l'ld to rna nta n afecti ve communi ccii on between CF&\N C:l'1d ORA H ea:lquCI'ters regCI'di ng si gni fi CC:I'lt progran issues 
C:l'ld cdivities. 
7a . SELE CT ION O F E S TABLIS HM E NT S T O BE COVERED 

D BY D ISTRICT OFFICE D BY C ENTER W BY BOTH 
b. INS PEC T IO N TYPE W COMPREHEN SIVE D ABBREVIATED D DIRECTED 

c. PRODUCT(S) 

Hurna1 food, weier, C:l'1d waste; conveyC:I'lceenvironmental 
conditions 

d . INDUS T RY / PRO DUC T CODE(S) 

lnspections' l nvestigciions: Industry 51, A l l food codes 
i nd udi ng weier 29W (Y30). 

e . EXAM TYPE W CHEMI CAL W MICROBIOLOGICAL D PHYSICAL W ENGINEERING 

W MICROANALYTICAL D OTHERS (SPECIFY) 

f. CHEC K THE F O LLOWI NG ATIR IB UT ES 

Food & weier survei i iC:I'lceC:I'ld contani neiion, mostly M icro C:l'lalysis. Chern analysis; heavy metals i n weier " FOR CAUSE" baSs 
e.g. lea:l, cadmi um, cooper i n portable weier systemsei neN support fcri lities C:l'ld conveyC:I'lcesctter construction or ~or renoveiior 
g. SPECIAL EQ U IPMEN T , M ET HODS, A ND HANDLI N G 

Ceiering point i nspections wi II be conducted by persons stC:I'ldCI'dized i n the use of FDA's Food Code C:l'ld procedures 
estal:>l ished for the lntersteie Travel Progran. 

P A GE NO. FC-25 



FORM FDA 2621 (10/ 09) PREV IOUS ED IT IO N IS O B SOLETE 

1. PROGRAM/ASSI G N M ENT T ITLE 

Ma:li ca Foods- Domestic end Import 
PAC21002 

2 . PPS PR OJ EC T NAME/ N UMBER 

Food Corrp:>sition Stcndcrd Lcbeling Cfld Economics-21 

3 . PROGRAM TYPE W COMPLI A N CE PROGRAM D PROGRAM C IRC U LAR D ASSIG N M EN T 

4 . OBJ E C T IV E S 

To obta n i nformai on rega-di ng t he rnc:nufa::turi ng processes end quality assurence progransemployed by dornesti c end 
foreign rnc:nufa::turersof medical foods. 

To col Iect end enalyze dornesti c end imported medical foods to assure tha they a-e properI y formul cied end Ictlel ed end 
f ree f rom microbial contcmi nents. 

Res:>urcesfor foreig n inspectionsa-eplenned under PAC 03R233. 

5 . PROGRAM J US T I FICAT IO N 

Medical foodsa-eformulcied to be consumed or administered enteral ly under the supervision of a physicien end a-e i ntended 
for specific dietary rnc:nc:gement of specific disease or condition w i th disti ncti ve nutritional requirements, based on 
recognized sci enti fi c pri nci pies establ ished by medical eval ucii on. The products a-e often used for I i fe support end a-e subject to 
compositional errors end microbiol ogical contami nciion. In addition to fou r i nf ent deeths in 1986, there have been a number of 
medical food recallsas9Xicied w ith compositional deviciionsend under processi ng. 

Foreign i nspections of medical foods f i rrns a-e als:> pi enned i n this program. Investi gcii onal t i me to determi ne the admi ssi bi I ity 
of imported lots of medical foods er-e plenned under PAC 03F810. RES:>Urces a-e pl enned i n this program for collection end 
enalysis of scmpl es col i ected f rom these imported I ots. 

6 . FI ELD O B LIGAT I O N S 

Districts w i II conduct i nspections end col i ect scmples ci compl i ence program d i rected f i rms. The A t l enta Center for Nutri ent 
Analysis (ACNA) w i ll perform all nutrient enalyses. Southeast Regional Laborciory (SRL), Microbi ology Brench w il l perform 
mi crobiol ogical enalyses. Food security issues a-e to be covered duri ng all i nspections. CFSA.N/ OC/FPB w i II issue en inspecti on 
end scmplecol lection schedule to participcii ng districtsci t he beginning of each fiscal yea-. 
Survei II ence a::tiv i ties pi enned under t his program may be pr~empted by enforcement i ni ti ciives agreed upon by ORA end 
CFSA.N. Such i niti cii ves w i II be reported under end credited to the program PAC, unless otherwise di rected. 
7a . SELE CT ION O F E S TABLIS HM E NT S T O BE COV ERED 

D BY D ISTRICT OFFICE W BY C ENTER D BY BOTH 
b. INS PECTIO N TYPE W COMPREHEN SIVE D ABBREVIATED D DIRECTED 

c . PRODUCT ( S) 

Medical Foods 
d . INDUSTRY / PRO DUC T CODE (S) 

41G[][] Useappropri cieproduct identi f icciion number 

e . EXAM TYPE W CHEMI CAL W MICROBIOLOGICAL D PHYSICAL D ENGINEERING 

D MICROANALYTICAL W OTHERS (Label Reviews) 

f. CHEC K THE F O LLOWI NG ATIR IB UTES 

Nutrient decla-ciions. Micro exam for Listeria rnonocytogenes, Salmonel la, StaphylococcusauraJs, Bacill usceraJs, Escherichia 
col i end Aerobic Plate Count (APC). 
g. SPECIAL EQ U IPMEN T, M ETHODS, A ND HA N DLI N G 

See compl ience program. 

P A GE NO. FC-26 



FORM FDA 262 1 (10/ 09) PREV IOUS EDIT IO N IS OBSOLETE 

1. PROGRAM/ASSI G N M ENT T ITLE 

DomesticCI1d Import NLEA Nutri ent Scmple/Anaysis 
Cfld Genera Food Lebel ing Progcrn PAC21005 

2 . PPS PROJ ECT NAME/NUMBER 

Food Composi tion StCfldcrd Lcbel ing Cfld Economics-21 

3. PROGRAM TYPE W COMPLIAN CE PROGRAM D PROGRAM C IRC ULAR D ASSIGNM ENT 

4 . O BJECT IV ES 

To determi ne the compi ia1ce of domesti c end imported food product I ct>el s wi t h regul a i ons promul gcied under the Federal 
Food Drug a1d Cosmetic Act; i ndudi ng the Nutrit ion Lct>eli ng a1d Educaion Act (NLEA) a1d the Food Al lergen Lct>eling a1d 
Consumer Protection Act (FALCPA ) . This objective is to bea::compl ished by reviewing lct>elsof domesticCI'ld imported food 
productsa1d by col lecting compl ia1ce end surveilla1cescmples for lct>el review end a1alyses to assure: (1) t ha the nutrition 
lct>el is i n compl ia1ce wit h the regula ions i n T it l e 21 Codeof Federal Regulaions 101.9; (2) tha lct>eled nutrient cont ent end 
health daimsa-e ma:le i n a ma1ner the:t compl ies with e;wl icctlle regula ions; (3) t ha the lct>el compl ies w ith FALCPA; Cl1d (4) 
the:t al llct>elsi ndudeal l required lct>el elements. 

5 . PROGRAM JUST IFICAT ION 

All domestic a1d imported foods must disclose the presence of a1y ingredient the:t is or contai ns protei n derived from one of 
the 8 ~orfood al lergenss:> the:t individuals with al lergies wi ll be al:>leto easily identify the presence of substa1ces the:t they 
must avoid. In a:ldit ion, most food products in i nt erstate commerce must list tra1s fa in the nutrition lct>el . T he FD& C Act 
als:> ma1de:tes other required lct>el informe:tion a1d val id nutrient content a1d !health daims to provide useful i nforme:tion tha 
assists consumers i n selecti ng foods the:t promote good health a1d weight mcncgement. Cont i nuous monitori ng of food I ct>el s is 
necessa y to ensure the:t consumers er-e provided with truthful i nforme:ti on the:t they need to select foods the:t er-e e;wropri ae for 
their specific dieta-y needsa1d health maintenCI'lce. 

6 . FIELD OBLIGATI O NS 

Districts wil l review i mport end domestic product lct>els for compl iCI'lce w it h FA LCPA, NLEA , a1d other ma1daory lct>el 
requirements by conducti ng field exans. Districts w ill col lect lct>els tha do not ~pea to comply w ith FDA 'sfood lct>el ing 
lawsa1d regula ionsfor review by thedistri ct'scompl iCI'lce bra1ch. Physical scmples w i ll be collected for lal:> a1alysesas fol lows: 
(1 ) compl ia1cescmples tha do not ~pea- to qual ify for lct>eled health or nutrient cont ent daims (see C.P. Area of Emphasis#S); 
a1d (2) survei II a1ce scmpl es col iected for general nutrient cnal yses. 

7a . SELECT ION O F ESTABLISHMENTS T O BE COV ERED 

W BY DISTRICT OFFICE D BY CENTER D BY BOTH 
b. INS PECTIO N TYPE D COMPREHEN SIVE D ABBREVIATED D DIRECTED 

c. PRODUCT ( S) 

All food products (except vitani ns'mi nerals) 
d . INDUSTRY/ P RODUCT CODE(S) 

02-41 

e . EXAM TYPE W CHEMICAL D MICROBIOLOGICAL W PHYSICAL D ENGINEERING 

D MICROANALYTICAL W OTHERS (Label Reviews) 

f. CHECK TH E FOLLOWING ATIRIBUTES 

Lct>el review a1d nutrient a1alyses as e;wropriae, focus should be given to al lergen a1d tra1s fa lct>eling. 

g. SPECIAL EQUIPM ENT, M ET HODS, A ND HA NDLIN G 

Scmples for nutrient a1alyses to be sent to SRL/ACNA . See compl ia1ce progran for detai ls. 

P A GE NO. FC-27 



FORM FDA 262 1 (10/09) PREV IOUS EDIT ION IS OBSOLETE 

1. PROGRAM/ASSIGNMENT T ITLE 

InfCI1t Form..JI a- Domesti c end Import 
PAC21006 

2. PPS PROJECT NAME/N UMBER 

Food Corrp:>si tion, Stcndcrds, Lctleling end Economics - 21 

3 . PROGRAM TYPE W COMPLIANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNM ENT 

4 . OBJECTIV ES 

To ensure compl ience with the Intent Formula Act end regulctions promulgcted the-e under by inspection of domestic and 
foreign mcnufacturersof i ntent formula and collection end enalysisof intent formula scmpl es. 

Res:>urcesfor foreign inspectionsareplenned under PAC 03R233. 

5 . PROGRAM JUSTIFICATION 

Serious i nfent health problems arising f rom i na:lequcte nutrient content of i nfant formula prompted Congress to pass the I nfent 
Formula Act of 1980. This i nspection end enalysi s program assures a:lherence to the provisions of the A ct. Violcti ons end 
recal ls over the past several years (end the conti nui ng keen interest by Congress, as evidenced in part by the 1986 amendments 
to the Act) i ndicctethe need for conti nued compl ience monitoring. T he large number of appl icctions for approval of the 
formulas exempt from the Act requiresexpension of oversight activit ies into this area 

Addit ional res:>urces have been budgeted to allow ennual inspection and scmplecol l ection from i ntent formula f i rms. Inspections 
of foreign i ntent formula are plenned in this program. lnvestigction t ime to determi ne a:lmi ssibi li ty of i mport lots of intent formula 
f rom foreign mcnufacturers are pi enned under PAC 03F81 0. Res:>urces are planned in t his program for coli ecti on and enalysis of 
scmpl es col i ected from these i mported Iots. 

6 . FIELD OBLIGATIONS 

Districts wil l conduct i nspections and collect scmples. Atlenta Center for Nutrient A nalysis (ACNA) w il l perform nutrient 
enalysesend label reviews. Southeast Regional Laborctory, M icrobiology Branch wi ll perform microbi ological enalyses. CFSAN/ 
OC/ FPB wil l issue en i nspection and scmplecol lection schedule to participcting districtsct the beginning of eed1 fiscal year. 
Survei II ence activ ities pi enned under t his program may be pr~ernpted by enforcement i niti ctives agreed upon by ORA and 
CFSA N. Such i niti cti ves w i II be reported under and credited to the program PAC, unless otherwise di rected. Food security 
issues (see I OM) are to be covered duri ng all inspections. 
7a. SELECTION OF ESTABLISHMENTS T O BE CO V ERED 

D BY DISTRICT OFFICE W BY CENTER D BY BOTH 
b. INSPECT IO N TYPE W COMPREHENSIVE D ABBREVIATED D DIRECTED 

c. PRODUCT( S) 

I ntent Formula 
d . INDUSTRY/PRO DUCT CODE(S ) 

40C 

e . EXAM TYPE W CHEMICAL W MICROBIOLOGICAL D PHYSICAL D ENGINEERING 

D MICROANALYTICAL W OTHERS (Label Reviews) 

f. CHECK THE FOLLO W ING ATIRIBUTES 

Nutrients as required by the Act. Micro exam for Listeria monocytogenes, Sal monel Ia, Staphylococcus aura~s, Baci II us cera~s, 

Escherichia coli , Aerobic PlcteCount (APC). 
g. SPECIAL EQU IPMENT , M ETHODS, AND HANDLI NG 

See Compl i ence Program. 
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FORM FDA 262 1 (10/ 09) PREV IOUS EDIT ION IS OBSOLET E 

1. PROGRAM/ASSI G N M ENT T ITLE 

Diacry &Jpplema1ts- Domestic Cfld Import 
PAC21008 

2 . PPS PR OJ ECT NAME/NUMBER 

Food Corrp:>si tion, StCfldcrds, Lctlel ing Cl1d Economics - 21 

3. PROGRAM TYPE W COMPLIAN CE PROGRAM D PROGRAM C IRC ULAR W ASSIGNM ENT 

4 . O BJECT IV ES 

To ensure compl ience w ith the Dietay Supplement Health end Educciion Act end regula ions promulgated there under by 
inspections of di etay supplement menufa::turers both domestic end foreign . D i etay supplements of both domestic end i mport 
origi n w il l be col lected end enalyzed for nutrient content vs. lct>el decla-C:tions. A l l non-exempt dietay supplements must comply 
w ith the Supplement Fa::ts Lct>el ing requirements of the Act. Compl ience with t hese requirements w i II bedetermi ned by 
domestic end import f ield exans end documentay sa-npi e col iections. 

Res:>urcesfor f oreign inspectionsa-eplenned under PAC 03R233. 

5 . PROGRAM JUST IFICAT ION 

Di etay supplements a-e a special d ass of produ cts consisti ng of such di etay i ngredients as vitamins, mi nerals, ami no a::i ds, 
gl endul a-s, herbs, end other bot eni cals. These produ cts a-e subject to specific SEiety end Ict>el ing requi rements. This program 
provides instructions to FDA district offices rega-di ng i nspections, import i nvestigaions, sa-npl e col lections end enalyses, 
end compl ienceobj ectives i n accordcnce w ith t he Dietay Suppl ement Heal th end Educciion Act of 1994. 

l nvestige:tional end sa-npl e col lection t i me is set aside f or continued f ocus on suppl ements bea-i ng false or mislea:fi ng dams 
on Ict>el send supplement s being ma-keted w ith damsto t re:i diseases. 

6 . FIELD OBLIGAT I O NS 

Field obi i ge:ti ons i ndude inspections, domestic and import i nvestigaions, scmpl e col i ecti ons end enaly~ of di etay ingredients 
i n di etay supplements. 

Survei II ence a::ti v iti es pi enned under t his program may be pr~empted by enforcement i ni ti C:ti ves agreed upon by ORA end 
CFSA N . Such i niti C:ti ves w i II be reported under end credited to the program PAC, unless otherwise di rected. 

7a . SELECT ION O F ESTABLISHMENT S T O BE COV ERED 

D BY DISTRICT OFFICE D BY CENTER W BY BOTH 
b. INS PECTIO N TYPE W COMPREHEN SIVE D ABBREVIATED D DIRECTED 

c. PRODUCT ( S) 

Dietay supplements 
d . INDUSTRY/ P RODUCT CODE(S ) 

54 

e . EXAM TYPE W CHEMICAL D MICROBIOLOGICAL D PHYSICAL D ENGINEERING 

D MICROANALYTICAL W OTHERS (Label Reviews) 

f. CHEC K TH E FOLLOWING ATIRIBUT ES 

Analyze selected nutrients and compa-e w ith I evels decla-ed on product I ct>el . 

g. SPECIAL EQUIPMENT , M ETHODS, A ND HANDLI NG 

See compl i ence program . 

P A GE NO. FC-29 



FORM FDA 262 1 (10/ 09) PREV IOUS EDIT ION IS OBSOLETE 

1. PROGRAM/ASSI G N M ENT T ITLE 

Selected Nutri ents i n Food &Jrvey -Tota Dia 
PAC21839 

2 . PPS PR OJ ECT NAME/NUMBER 

Food Corrp:>si tion Stcndcrd Lcbel ing Cfld Economics-21 

3. PROGRAM TYPE W COMPLIAN CE PROGRAM D PROGRAM C IRC ULAR D ASSIGNM ENT 

4 . O BJECT IV ES 

To monitor t he mineral nutrients i n foods f rom typical Americcn diets. To identify mi neral a1d vitcmi n nutrient i nt al<e trends. 
To provide baselinedcia on mi neral nutri ent a1d vitcmi n intal<efor i ntervention studies and other nutrition studies. To function 
as an important component i n the Nciional Nutrition Monitori ng System. 

5 . PROGRAM JUST IFICAT ION 

Congress has given the Secretaries of D H HS and USDA a mandcie to set up a Ncii onal Nutrition Monitori ng System (N N M S). 
T he current Selected Nutrients i n Food Survey is an important segment of the NNMS thci provides the only conti nuous 
analysis of nutrient mi nerals i n t heAmericcn food supply . T his permits identif icction of trends i n nutrient i ntal<eover time as wel l 
as i nformciion on the general nutritional stciusof the populciion ci any poi nt in t i me. 

6 . FIELD OBLIGAT I O NS 

KAN-DO wil l analyze Total Diet Study foods from all market baskets for t he nutrients identified below i n 7F, and al l TDSfoods 
f rom one market basket annually for moisture. 

7a . SELECT ION O F ESTABLISHMENT S T O BE COV ERED 

W BY DISTRICT OFFICE D BY CENTER D BY BOTH 
b. INS PECTIO N TYPE D COMPREHEN SIVE D ABBREVIATED D DIRECTED 

c. PRODUCT ( S) 

Variousfoodsas requi red by the Total Diet Studies 
Progrcm 

d . INDUSTRY/ P RODUCT CODE(S) 

37, 40 

e . EXAM TYPE W CHEMICAL D MICROBIOLOGICAL D PHYSICAL D ENGINEERING 

D MICROANA LYTICAL W OTHERS (Label Reviews) 

f. CHEC K TH E FOLLOWING ATIRIBUTES 

Manganese, iodine, calcium, copper, iron , magnesium, phosphorus, potassi um, sodi um and w cier. 

g. SPECIAL EQUIPMENT, M ETHODS, A ND HANDLI NG 

P A GE NO. FC-30 



FORM FDA 2621 (10/09) PREV IOUS EDIT ION IS OBSOLET E 

1. PROGRAM/ASSIGNM ENT T ITLE 

MethodsVaidati on/Development Progrcm 
PAC 21R816 

2. PPS PROJ ECT NAME/NUMBER 

Food Corrp:>sition, Stcndcrds, Lctleling end Economics - 21 

3. PROGRAM TYPE D COMPLIANCE PROGRAM D PROGRAM CIRCULAR W ASSIGNMENT 

4. OBJECTIV ES 

Develop new a1d/or i mproved methodology i n support of regulaory a1alyr:is. 

5. PROGRAM JUSTIFICATION 

Val idaed a1alytical methods er-e essential to support enforcement cdivit ies. 

6 . FIELD OBLIGATION S 

Conduct cdiviti es under t his progran as di rected by the Office of Regul a ery Science. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

D BY DISTRICT OFFICE D BYCENTER D BYBOTH 
b. INSPECTION TYPE D COMPREHENSIVE D ABBREVIATED D DIRECTED 

c. PRODUCT(S) d . INDUSTRY/PRODUCT CODE(S) 

e. EXAM TYPE D CHEMICAL D MICROBIOLOGICAL D PHYSICAL D ENGINEERING 

D MICROANALYTICAL D OTHERS (SPECIFY) 

f. CHECK TH E FOLLOWING ATIRIBUTES 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLI NG 
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1. PROGRAM/ASSI G N M ENT T ITLE 

Cosrnetics: Domestic end Import 
PAC29001 

2 . PPS PROJ ECT NAME/NUMBER 

Colors end Cosrnetics Ta::hnol CXJ1 - 29 

3. PROGRAM TYPE W COMPLI A N CE PROGRAM D PROGRAM C IRC ULAR D ASSIGNM ENT 

4 . OBJ ECT IV ES 

To determi ne by i nspection, scmplecol lection, C:l'ld Iebei exan if domestic cosmetic mC:rlufa::turing or repcd<i ng estcbl ishments, 
C:l'ld cosmetics offered for importciion, comply with regulciionsenforced by the Food end Drug Admi nistrciion. 

To i nitiatecorrectivea::tion when violciionsof the FD & C Act ere identif ied. 

5 . PROGRAM J UST IFICAT ION 

Bot h domestical ly mC:rlufa::tured C:l'1d imported products must be: 1) scte under i ntended condit ions of use, 2) properly 
lctleled, C:l'ld 3) not otherwisea:lultercied or misbrC:I'lded under the provisions of the Act. M~or scteJ.y concerns 
ass:>ci cied w ith cosmetics i nvolve microbial contani ncii on of ey~crea products C:l'ld the use of non-~proved col or a:ldi ti ves. 
MC:rly cosmetic violciionsalso involve products w hi ch fai l to comply w it h the lcbel ing regulciionsof 21 CFR 701 . 

6 . FIELD OBLIGATION S 

Districts wil l conduct i nspections, perform i mport f ield exans, collect C:l'1d cnalyzescmplesfor non-permitted i ngredients, 
conduct mi crobiol ogical C:l'lalyses C:l'ld perform eval uciions for Iebei ing compl i C:l'lce. Food & Cosmetic security issues 
(see IOM 5.4.1.4.1) ere to be covered duri ng all i nspections. 

Survei II C:l'lce a::tiv i ties pi C:l'lned under t his progran may be pr~ernpted by enforcement i niti ciives agreed upon by ORA 
C:l'ld CF&\N. Such i niticiives w i ll be reported under, end credited to the Progran PAC unlessotherwisedirected. 
7a . SELECT ION O F ESTABLISHM ENTS T O BE COVERED 

D BY DISTRICT OFFICE D BY CENTER W BY BOTH 
b. INS PECTIO N TYPE W COMPREHEN SIVE D ABBREVIATED D DIRECTED 

c. PRODUCT(S) 

All Cosmetic Products 
d . INDUSTRY/ PRO DUCT CODE(S) 

53 

e . EXAM TYPE W CHEMICAL W MICROBIOLOGICAL D PHYSICAL D ENGINEERING 

D MICROANALYTICAL W OTHERS (SPECIFY) 

f. CHEC K THE FOLLOWING ATIRIBUTES 

Non-permitted ingredients (i nduding color a:lditives), mi crobiologi cal /contani nC:I'lts, lctleli ng stciernent. 

g. SPECIAL EQ UIPMENT, M ETHODS, A ND HA NDLIN G 

See Compl i C:l'lce Progran. 

FORM FDA 262 1 (10/ 09) PREV IOUS EDIT IO N IS OBSOLETE P A GE NO. FC-32 



FORM FDA 2621 (1 0/09) PREVIOUS EDI T ION IS O B SOLETE 

1 . PROGRAM /ASSIG N M EN T T IT LE 

Inspection of Humcn Cells, Ti ssues, end Cellulcr end 
Tissue-Ba:.ed Ffoduc:ts (HCT/Ps) PACs41002B,C,D 

2 . PPS PROJ E CT NAME/N UMBER 

Humcn CeJ I ul cr, Tissue end Gale Thercp es - 41 

3 . PROGRAM TYPE UU COMPLIAN C E PROGRAM D PROGRAM C IRCULAR D ASSI G N M ENT 

4. O BJ EC T IV ES 

To determine if humC:I'l cells, tiS'SUe, C:l'ld cellula- & tiS'SUe-based product (HCT/ P) estcblishmentsa-e i n compl icnce w ith the 
regula ions(21 CFR, Pa-t 1270 C:l'1d 1271), promulgcied under the Public Health Service Act, Section 361, to assuretha HCT/ Ps 
do not conta n communi ccbl e disease a.;lE!I'lts, the:t they a-e not contani naed, C:l'ld tha they do not become contani naed during 
mC:I'lufa::turing. 

C.P.7341 .002 - Inspection HumC:rl Cel ls, TiS'SUes, C:l'1d Cel l ula- C:rld TiS'SUe-Based Products (HCT/ Ps) 
(covers H CT/Ps recovered on or ctter 5/25/2005) 

C.P.7341 .002A - Inspection T i S'Sl.Je Estcbl i shments (covers humC:I'l tiS'SUe recovered before 5/25/2005) 

5 . PROGRAM J U STIFICAT IO N 

HumC:rl cel ls, tiS'SUes, C:l'ld cellula- & tiS'SUe-based products (HCT/ Ps) a-e importC:I'lt products for medical treetment. 
Monitoring the recovery, processing, C:l'1d storcge of H CT / Ps C:l'ld the testing C:l'ld screening of the donors is critical to assure 
consumer protection from unsuitcbl e products which may endC:I'lger public health. 

6 . F IE LD O B LI GA T IO N S 

ORA w ill perform the i nspections, prepa-e EIRs, C:l'ld submit certan specified EIRs to the Center for B iologics Evaluaion 
C:l'ld Reseer-ch (CBER), C:l'ld recommend a:fministraive/regulaory a::tionswhen ~propriae. 

7a . SELEC T IO N O F ES T A BLI S H M ENTS TO BE COVERED 

UU BY DISTRICT OFFIC E D BY C ENTER D BYBOTH 
b . IN SPECT ION TYPE UU COMPREHENSI VE D ABBREV IATE D D DIRECTED 

c. PRODUCT (S) 

Biologics 
d . INDUSTRY/PRO D U CT CODE(S) 

57K; 57M ; 57L; 57 J; 57 Q; 57 R; 57 S; 57 T; 
All Other HCT/PsN .E.C. 57 P99 

e. EXAM TYPE D CHEMICAL D MIC ROBIOLOG ICAL D PHY SICAL D ENG INEERING 

D MICROANA LYTICAL D OTHERS (SPECIFY) 

f . C H E C K THE FOLLO W IN G A TTRIBUTES 

g . S PEC IA L EQ U I PMENT, METHO DS , A N D HA NDLING 

PAGE NO. 8 1-1 



FORM FD A 2621 (1 0/09 ) PREVIOUS E DI T ION IS OBSOLETE 

1 . P ROGRAM /ASSIG N M EN T T ITLE 

GLPs (Nondinical Let>), IRBs, Spon./Mon./CROs, 
Clinical lnvestigctors (PDUFA ) PACS41808-41811 

2 . PPS PROJ E CT NAME/NUMBER 

Hunm Cell ul cr, Tiss.Je end Gale Thercp es- 41 

3 . P ROGRAM TYP E UU COMPLIAN C E P ROGRAM D PROGRAM CIRCULAR D ASSIGN M E NT 

4. O BJ EC T IVES 

GLPs: To assure compl ia1ce with Good Lct>orciory Prcdi ces (GLPs) regulcii ons (21 CFR 58) a1d the val idity, relict>i lity of 
thedcia submitted to FDA used to j ustify the use of a1 investigciional product i n huma1s. 

I RBs: To ensure thci the rights of huma1 subjects partici pciing i n d inical trials are protected through proper oversight by 
Institutional Review Boards (I RBs) Regulciions (21 CFR 56, 21 CFR 50). 

Spon/M on/C ROs: To assess the a:lherence of Sponsors, Monitors, a1d Contra::t Resea-ch Organizcii ons (Spon./M on./CROs) 
to the current regulci ions (21 CFR 312 a1d 812) a1d their oversight of d i nical studies. 

Clinical I nvesigators: To assess the reliabi l ity Cl1d a::cura::y of the dcia submitted to FDA i n support of a marketi ng or resea-ch 
permit Cl1d to determine the compl ia1ce of Cli nical lnvestigciors w ith the releva1t regulciions (21 CFR 312 a1d 812). 

5 . P ROGRAM J U ST I F ICAT IO N 

GLPs: Nond inical studies of i nvestigciion products are the basis for their use i n huma1s. The rel ict>i lity of the nond i ni cal dcia 
must be estct>l i shed prior to the product's use i n huma1s. 

I RBs: T hrough anendments of the Act, Congress has ma1dcied thci FDA has the responsi bi I ity to assure thci the rights of 
subjects in the d i ni cal trials of i nvesti gcii onal drugs are protected. 

Spon/M on/CROs: Sections of the FD & C Act a1d the Publ ic Health Service Act require the submission of relict>le, a::curate 
d i ni cal dcia The i nspectional program assures thci proper oversight is mai ntaned over the d i ni cal studies. 

Clinical I nvesigators: T he Kefauver Harris Amendment to the Act a1d the regulciions promulgcied theramder, provided FDA 
w ith the responsi bi l ity a1d authority to review all dinical resea-ch involvi ng FDA regulcied products. 

6 . F IE LD O B LIGAT IO N S 

G L Ps: Conduct i nspections a1d forward reports to the assigning office i n CB ER. IRBs: Perform inspectionsof I RBs which 
are involved i n the review of d inical trials of studies involvi ng biologi cal productsa1d forward report(s) to the assigning 
CB ER office. 
Spon/Mon/CROs: Conduct i nspections as assigned by CBER a1d forward the report(s) to theappropricieoffice. 
Clinical lnvesigators: Conduct i nspections as assigned by CBER a1d f orward report(s) i nduding recommendciionsfor 
compl i Cl1ce foi l ow-up as needed. 
7a . SELEC T ION O F ES T A BLI S H M E NTS T O B E COVERED 

D BY DISTRICT OFFIC E [ZJ BY C ENTER D BY BOTH 
b . IN SPECT IO N TYPE W CO MPRE HEN SIVE D ABB REV IATED D DI RECTE D 

c. P RO DU CT (S ) 

Biologics 
d . INDUST RY/ PRODU CT CODE (S ) 

57 / 99 99 is used for products N.E.C. 

e. EXAM TYP E D CHEMI CAL D MICRO B IOLOG ICAL D PHYSICAL D ENG INEERING 

D MI CROANALYTICAL D OTHERS (SPECIFY) 

f . C H E C K THE FO LLOWIN G ATTR I B UT ES 

g . SPEC IA L EQ U I PME NT , M ETHODS, A N D HANDLI N G 

P A GE NO. 8 1-2 



FORM FDA 2621 (1 0 /09 ) PREV IOUS E DIT ION IS OBSOLETE 

1. PROGRAM/ASSIGNMEN T T IT LE 

Inspection of Cel l Cfld Gene Ther~y Ffoducts 
PACs41848A ,F,G & 41848B,C,D 

2 . PPS P RO J E CT NAME/NUMBE R 

Hunm Cell ul cr, Tiss.Je Cl1d Gale Thercp es - 41 

3 . PROGRAM TYPE UU COMPLIAN C E P ROGRAM D P ROGRAM CIRCULAR D ASSIGN M E NT 

4 . OBJ EC T IV ES 

T o ensure the sctety end Effectiveness of biol ogical products by evalucii ng, through i nspections, the conditions under which cel l 
end gene ther~y products er-e rncnufcdured, end to determi ne their compl ience with the Federal Food, Drug, end Cosmetic A ct, 
stenda-ds end commitment s ma:le i n I i cense ~I i ccii ons end/or suppl ernents, Cl'ld ~I icctll e regul cii ons. 

5 . PROGRAM J U STI F ICAT ION 

Cel l end gene ther~y products er-e products used i n the prevention end treetment of disease end thus er-e of i mmeasurct>l e val ue 
t o the consumer. 

6 . F IE LD OBLIGAT IONS 

ORA w i II perform i nspedi ons thci assess the a:lequc:cy of al l signi f i cent processes end systems. These inspections should 
be performed on at least a Biennial Basis Inspections wi ll be conducted by a Teem Biol ogics Member, end may i nd udea 
D istri ct Representciive end/or a Product Specialist f rom CB ER. 

7a . S EL EC T ION OF ES T ABLISH M E NTS TO B E COV E R E D 

UU BY DISTRICT OFFIC E D BYCENTER D BYBOTH 
b . IN SPECTIO N TYPE 

UU COMPRE HENSIVE UU ABBREV IATED D DI RECTE D 

c. PRODUCT (S ) 

Biologics 
d . INDUSTRY/PRODUCT CODE (S ) 

57 

e . EXAM TYP E D CHEMICAL D MICROB IOLOG ICAL D PHYSICAL D ENG INEERING 

D MICROA NALYTICAL D OTHERS (Device Specific) 

f . C H E CK THE FO LLOWIN G ATTRIBUT ES 

g . SPEC IA L EQUI PME NT, M ET HODS, A N D HANDLING 

P A GE NO. Bl-3 



FORM FD A 2621 (1 0/09 ) PREV IOUS EDI T ION IS OB SOLETE 

1. PROGRAM/ASSIG N M EN T T IT LE 

Inspection of Li censed Cf1d Unl icensed Blood BC11ks 
PACs42001 F,G,H 

2 . PPS PROJ E CT NAME/N UMBER 

Blood Cf1d Bl ood Ffoduds - 42 

3 . PROGRAM TYPE UU COMPLIAN CE PRO GRAM D PRO GRAM C IRCULAR D ASSI GNM ENT 

4. O BJ EC T IV ES 

To assure bl ood end bl ood productsa-escte, effective, end a:lequctely lcbeled by conducting inspections of the fol lowi ng 
estcbl i shments as required by IaN, to determine the Ievel of compl ience end a:lherence w ith ~I iccbl e Federal regul cii ons: 
a) L icensed end Unlicensed (Registered) Blood Estcblishmentsengaged in the col lection, mcnufacturing, preparciion or 
processing of humcn blood or bl ood products; (b) Blood Donor Centers which col lect bl ood end shi p to the Blood Benksof 
w hi ch they a-ea pa-t; (c) Laborciories thci perform t esting on bl ood products and donors, e.g. donor screening for 
communi ccbl edi seasea.;~ents (HIV 1 end 2, Hepciitis B end C, HTLV I end I I , Syphilis) end supplemental testing on rea::tive 
tests(HIV Western Blot, HCV RIBA ); (d) Laborcioriesthci perform Qual ity Control Testing for l icensed blood estcbl ishments, 
e.g., plcielet Qual ity Control (Q.C.) GMP evaluciion to determine the level of competency end a:lherenceto contractual 
a.;~reementswith the licensed estcbl ishments. 

5 . PROGRAM J U STIFICAT IO N 

B I ood end B I ood Products a-e vital ly i mportent products in rnedi cal treEiment. Monitori ng the coli ection of w hol e bl ood end 
the processing, mcnufacturi ng, end preparciion of products derived from human blood assures consumer protection from 
defective products which may endanger publ ic health. 

6 . F IELD OB LIGA T IO N S 

ORA w ill perform the i nspections, prepa-e EIRs, end submit certan specified EIRs to the Center for B iologics Evaluciion end 
Reseerch (CB ER), issue Wa-ni ng Letters, end recommend a:lministrciive'regulciory actions when ~ropri cie. 

Joint i nspectionsw ith CBER personnel may be performed. 

7a . S ELEC T IO N OF ES TA BLIS HM ENTS TO BE COVERED 

UU BY DISTRICT OFFICE D BY C ENTER D BYBOTH 
b . IN SPECT ION TYPE 

UU COMPREHENSIVE UU ABBREV IATED D DIRECTED 

c . PRODU CT (S) 

Blood end Blood Products 
d . INDUSTRY/ PRODU CT CODE(S) 

57 D 

e. EXAM TYPE D CHEMICAL D MICROBIOLOGICAL D PHYSICAL D ENGINEERING 

D MICROANALYTICAL D OTHERS (SPECIFY) 

f . CHE CK THE FOLLO W IN G A TTRIBUTES 

g . S PEC IA L EQ UI PMENT, METHO DS , A ND HA NDLING 

PAGE NO. Bl-4 



FORM FDA 2621 (1 0/09 ) PREV IOUS EDIT ION IS OB SOLETE 

1. PROGRAM/ASSIG N M ENT T IT LE 

Inspection of &>urce A csna Estct>l ishments 
PACs 42002A,F,G 

2 . PPS PROJ E CT NAME/NUMBER 

Blood Cfld Bl ood Ffoduds - 42 

3 . PROGRAM TYPE UU COMPLIAN CE PROGRAM D PROGRAM CIRCULAR D A SSI GNM ENT 

4. O BJ EC T IV ES 

To determine through i nspections if Source PI asma estct>l i shrnents a-e operciing i n compl iC:l'lce w ith ~pi icct>l e regul cii ons 
to assure donor protection C:l'1d to assurethci Source Plasma isscte, effective, a1d a:lequciely lct>eled. 

5 . PROGRAM J U STIFICAT IO N 

The collection of Source Plasma as source mcierial for further mC:rlufcduring into products used in the prevention C:l'ld 
treetrnent of disease is of i mrneasurct>l e value to the consumer. 

Through this progra-n the Agency ccn a::complish its objectives of donor protection C:l'ld product sctety, puri ty, C:l'ld potency. 

6 . F IELD O B LI GA T IO N S 

ORA w ill perform i nspections, prepa-ea1d submit certain specified EIRs to the Center for Biologics Evaluciion C:l'ld Resea-ch 
(CBER), issue Wa-ning Letters, C:l'ld recommend a:lmi nistrciive'regulciory cdions when ~propri cie. Joint i nspectionsw ith 
CBER personnel may be performed. 

7a . S ELEC T IO N OF ES TA BLIS H M ENTS TO BE COVERED 

UU BY DISTRICT OFFICE D BY C ENTER D BYBOTH 
b . IN SPECT IO N TYPE 

UU COMPREHENSI VE UU ABBREV IATE D D DIRECTED 

c. PRODU CT (S) 

Source PI asma 
d. INDUS TRY/ PRODU CT CODE(S) 

57 D 

e. EXAM TYPE D CHEMICAL D MICROBIOLOG ICAL D PHYSICAL D ENG INEERING 

D MICROANALYTICAL D OTHERS (SPECIFY) 

f. CH E CK THE FOLLO W IN G A TTRIBUTES 

g. S PEC IA L EQ UIPMENT, METHO DS , A N D HA NDLING 

PAGE NO. Bl-5 



FORM FDA 2621 (1 0/09) PREVIOUS EDIT ION IS OB SOLETE 

1. PROGRAM/ASSIG N M ENT T IT LE 

Imported CB ER-REg..Jicted Products 
PACs42007, 41/42/45R824, 42R833, 99R833 * 

2 . PPS PROJ E CT NAME/N UMBER 

Blood Cfld Blood Products - 42 

3 . PROGRAM TYPE UU COMPLIAN CE PROGRAM D PROGRAM CIRCULAR D ASSI GNM ENT 

4. O BJ EC T IV ES 

1) Determi ne if i mport entries comply w it h the requirements of ~ropriate Federal regul cii ons. 
2) Assurethci i mport entriesdecla-ed as Import for Export a-eCBER ~proved pursuC:I'lt to section 801 (d)(4) of FD & C Act. 
3) Deta n al l i mport entries not i n compl iC:I'lce w ith ~pl i ccbl e regulations, i nd uding 21 CFR 600-680 C:l'1d 1271 . 

* PACs I ndude: 42007; 41 R824; 42R824; 45R824; 42R833; 99R833 

5 . PROGRAM J U STI FICAT IO N 

In 1995, a B lood Worki ng Group (consisti ng of pers:>nnel from CB ER C:l'ld ORA ) reviewed cases i n w hich imported blood C:l'ld 
blood components w ere identified as being i l legal ly distri buted in domestic commerce. Analysis of avalct>leinformciion 
identified a need for acompl iC:I'lceprogran to da-ify existi ng CBER procedures for the importciion of blood productsC:I'ld 
ensure consistent hC:I'ldl i ng of imported blood products by the Field. 

In 2005 new regul cii ons for H UmC:I'l Cel ls, T issues, C:l'1d Cel l ula- C:l'1d Tissu~Based Products ( H CT /Ps) beccme Effective. 

6 . F IELD O B LI GA T IO N S 

To review electroni c I i ne entries or exani ne entry documentcii on for imported biologi cal products offered for entry i nto the 
United Stcies. 

To determine w hether biological products offered for i mport a-e l icensed or unli censed; C:l'ld to conduct i nvestigciionsas 
necessa y C:l'ld determi ne w hether C:l'1 entry is i n compl iC:l'lce w ith Federal Regul cii ons 

7a . S ELEC T IO N OF ES TA BLIS H M ENTS TO BE COVERED 

UU BY DISTRICT OFFICE D BY C ENTER D BYBOTH 
b . IN SPECT ION TYPE D COMPREHENSI VE D ABBREV IATE D D DIRECTED 

c. PRODU CT (S) 

Bi ol ogical Products 
d . INDUSTRY/PRODU CT CODE(S) 

57 

e. EXAM TYPE D CHEMICAL D MICROBIOLOG ICAL D PHYSICAL D ENGINEERING 

D MICROANA LYTICAL D OTHERS (SPECIFY) 

f . CH E CK THE FOLLO W IN G A TTRIBUT ES 

g . SPEC IA L EQUIPMENT, METHO DS , A N D HA NDLING 

PAGE NO. Bl-6 



FORM FDA 2621 (1 0/09) PREVIOUS EDIT ION IS O B SOLETE 

1. PROGRAM/ASSIG N M EN T T IT LE 

Inspection of Li censed In Vitro Di'9nostic (IV D) 
Devices PACs42008A,F,G 

2 . PPS PROJ E CT NAME/N UMBER 

Blood Cfld Blood Ffoduds - 42 

3 . PROGRAM TYPE UU COMPLIAN C E PROGRAM D PROGRAM CIRCULAR D ASSI G N M ENT 

4. O BJ EC T IV ES 

To evaluciethe mcnufa::turi ng process for l icensed in vitro diC9nostic products which Cl'e used in relciion to bl ood bcnk pra::tices, 
indudi ng their i nstrumentciion C:l'ld softwCI'e, C:l'ld to determine their compl iC:I'lce with the Federal Food, Drug, C:l'1d Cosmetic 
Act, the~pl i cableregul ciions, i ndudingtheQual ity System Regulciions (21 CFR 820), In Vitr o DiC9nostic Products 
Regulciions (21 CFR 809), Biologics Regulciions (21CFR Pat 600-680), C:l'ld with stC:I'ldCI'dsC:I'ld commitmentsma:lein l icense 
~pl i ccii onsC:I'ld/or supplements. 

5 . PROGRAM J U STIFICAT IO N 

In Vitr o DiC9nostic K itsCI'e importC:I'lt tools in medical treetment C:l'ld blood e:nd plasma donor screening. This progran enctlles 
the Agency to continue to protect the publ ic health by assuring s:tety, purity, potency, C:l'1d effica::y of blood C:l'ld plasma products. 

6 . F IE LD O B LI GA T IO N S 

Conduct comprehensive inspedions thci assess thea:lequa::y of all signifiCC:I'lt processesC:I'ld systems. These inspections 
should be performed on at least a Bienni al Basis Inspections wil l be conducted by aTean Biologics Member C:l'1d 
may indudea Distri ct RepresentativeC:I'ld I or a Product Special ist from CBER. 

7a . S ELEC T IO N O F ES T A BLIS H M ENTS TO BE COVERED 

UU BY DISTRICT OFFIC E D BY C ENTER D BYBOTH 
b . IN SPECT IO N TYPE UU COMPREHENSI VE D ABBREV IATE D D DIRECTED 

c. PRODU CT (S) 

In Vitr o DiC9nostic Productsa::cordC:I'lce with the stcied 
objective. 

d . INDUSTRY/ PRO D U CT CODE(S) 

57 

e. EXAM TYPE D CHEMICA L D MIC ROBIOLOG ICAL D PHYSICAL D ENG INEERING 

D MICROANA LYTICAL D OTHERS (Device Specific) 

f . C H E C K THE FOLLO W IN G A TTRIBUTES 

g . SPEC IA L EQ U I PMENT, METHO DS , A N D HA NDLING 

PAGE NO. Bl-7 



FORM FDA 2621 (1 0/09) PREVIOUS EDIT ION IS O B SOLETE 

1. PROGRAM/ASSIG N M EN T T IT LE 

GLPs, IRBs, Spon./Mon./CROs, Clinica lnvesti gctors 
(PDUFA) PACs42808, 42809, 42810, 42811 

2 . PPS PROJ E CT NAME/N UMBER 

Blood Cfld Bl ood Ffoduds - 42 

3 . PROGRAM TYPE UU COMPLIAN C E PROGRAM D PROGRAM CIRCULAR D ASSI G N M ENT 

4. O BJ EC T IV ES 

IRBs: To ensurethci the rights of humcn subjects pati cipciing i n d inical trials Cl'e protected through proper oversight by 
Institutional Review BOCI'ds (I RBs) Regulciions (21 CFR 56, 21 CFR 50). 

Spon./Mon./CROs: To assessthea:lherenceof Sponsors, Monitors, end Contra::t ReseCI'ch Orgcnizciions (Spon./Mon./CROs) 
to the current regulci ions (21 CFR 312 end 812) end their oversight of d i nical studies. 

Clinical Investigators: To assess the relicb l ity end a::cura::y of the dcia submitted to FDA i n support of a mCJ'keting or 
reseCI'ch permit end to determine the complienceof Cli nical lnvestigciors w ith the relevant regulciions (21 CFR 312 end 812). 

GLPs: To assurecompl ience with Good Laborciory Pra::ti ces(GLPs) regulcii ons (21 CFR 58) end the val idity, reliabi lity of 
thedcia submitted to FDA used to j ustify the use of en investigciional product i n humcns. 

5 . PROGRAM J U STIFICAT IO N 

IRBs: T hrough anendments of the Act, Congress has mcndcied thci FDA has the responsi bi I ity to assure thci the rights of 
subjects in the d i ni cal trials of biol ogical products Cl'e protected. 

Spon./M on./CROs: Sections of the FD & C Act end the Publ ic Health Service Act require the submission of rel iable, a::curcie 
d i ni cal dcia The i nspectional program assures thci proper oversight is maintaned over the d i ni cal studies. 

Clinical Investigators: The Kefauver HCI'risAmendment to the Act end the regulciions promulgcied thereunder, provided FDA 
w ith the responsibi l ity end authority to review all dinical reseCI'ch involvi ng FDA regulcied products. 

GLPs: Nond inical studies of investigciion productsCI'ethe basis for their use in humcns. The rel iabi lity of the nond i ni cal dcia 
must be established prior to the product's use in humcns. 

6 . F IE LD O B LI GA T IO N S 

IRBs: Perform inspections of IRBs w hich Cl'e involved i n the review of d inical trials of studies i nvolving biologi cal products end 
forwCI'd report( s) to the assigning CBER office. 
Spon./M on./CROs: Conduct inspections as assigned by CBER end forwCI'd the report(s) to the appropricie office. 
Clinical Investigators: Conduct inspections as assigned by CBER end forwa-d report(s) i nduding recommendciionsfor 
compl i cnce foi l ow-up as needed. 
G L Ps: Conduct inspections end forwCI'd reports to the assigning office in CB ER. 
7a . S ELEC T IO N O F ES T A BLIS H M ENTS TO BE COVERED 

D BY DISTRICT OFFIC E UU BY C ENTER D BYBOTH 
b . IN SPECT ION TYPE UU COMPREHENSI VE D ABBREV IATE D D DIRECTED 

c. PRODU CT (S) 

Biologics 
d . INDUSTRY/ PRO D U CT CODE(S) 

57 / 99 99 is used for productsN .E.C. 

e. EXAM TYPE D CHEMICA L D MIC ROBIOLOG ICAL D PHYSICAL D ENG INEERING 

D MICROANA LYTICAL D OTHERS (SPECIFY) 

f . C H E C K THE FOLLO W IN G A TTRIBUTES 

g . SPEC IA L EQU I PMENT, METHO DS , A N D HA NDLING 

PAGE NO. Bl-8 



FORM FDA 2621 (1 0/09 ) PREV IOUS EDIT ION IS O B SOLETE 

1. PROGRAM/ASSIG N M EN T T IT LE 

Inspection of Medical Device Mcnufcdura-s( Biologcs) 
PACs 42845A,B,C 

2 . PPS PROJ E CT NAME/NUMBER 

Blood end Bl ood Ffoduds - 42 

3 . PROGRAM TYPE UU COMPLIAN C E PROGRAM D PROGRAM CIRCULAR D A SSI G N M ENT 

4. O BJ EC T IV ES 

To evaluciethe mcnufa::turi ng processes for those medical devicesa1d in vitro diagnostic products regulcied by the Center for 
Biologics Evaluciion a1d Reseer-ch (CB ER) through the use of the Medical DeviceAuthorities (e.g. PMA , 51 0K ) a1d other 
generic devices out I i ned i n the October 31 , 1991 intercenter agreement between CB ER a1d the Center for Devices a1d 
Ra:liological Health (CD RH ). 

5 . PROGRAM J U STIFICAT IO N 

As described i n the October 31 , 1991 intercenter agreement, CBER is the focal point for the review a1d evaluciion of several 
cciegoriesof medical devices. Our strciegy for i nspecting those firms not regulcied under the licensing provisonsof Section 351 
of the Publ i c Health Service Act er-e for Biennial I nspedion . The product cciegoriesa-e prirna-i ly in thea-eaof devices used i n 
blood bCI'lking a1d huma1 cel l , tissue, a1d cellula- a1d ti ssu~based products. 

6 . F IE LD O B LI GA T IO N S 

Conduct inspections pursuCI'lt to the instructions in the CDRH OM D Progran - Inspection of Medical Device Ma1ufa::turers, 
CP7382.845. Report f indings/observciionsto the Center for Biologics Evaluction a1d Reseer-ch (CBER). Recommend/i niticie 
regulciory fol low-up consstent w ith thecompl ia1ceprogran guida1cea1d Agency pol icy. 

7a . S ELEC T IO N O F ES T A BLIS H M ENTS TO BE COVERED 

UU BY DISTRICT OFFIC E D BY C ENTER D BYBOTH 
b . IN SPECT ION TYPE 

UU COMPREHENSI VE UU ABBREV IATE D D DIRECTED 

c. PRODU CT (S) 

A ll devices i n the product cciegories tra1sferred to CBER. 
d. I NDUS TRY/ PRO D U CT CODE(S) 

81 (Device Cctegories), 57 Y 99 (In vivo +In vitro Diagnostic 
Products 

e. EXAM TYPE D CHEMICAL D MIC ROBIOLOG ICAL D PHYSICAL D ENG INEERING 

D MICROANALYTICAL UU OTHERS (Device Specific) 

f . C H E C K THE FOLLO W IN G A TTRIBUTES 

g. S PEC IA L EQU I PMENT, METHO DS , A N D HA NDLING 

PAGE NO. Bl-9 



FORM FDA 2621 (1 0/09 ) PREV I O US E DIT I ON IS O B SOLETE 

1. P ROGRAM/ASSIG N M EN T T IT LE 

Inspections of Aasma Derivcti ves of Hui11Cf1 Orign 
PACs42848A,F,G & 42848B,C,D 

2 . PPS PROJ E CT NAME/NUMBER 

Blood Cfld Bl ood Ffoduds - 42 

3 . P ROGRAM TYPE UU COMPLIAN C E P ROGRAM D PROGRAM CIRCULAR D ASSIGN M E NT 

4. O BJ EC T IV ES 

To ensure the sctety end Effectiveness of biol ogical products by evalucii ng, through inspections, the conditions under which 
Plasma Derivciivesa-e rncnufcdured, end to determine their compl ience with the Federal Food, Drug, end Cosmetic Act, 
stenda-ds end commitment s ma:le in I i cense e;wl i ccii ons end/or suppl ernents, Cl'ld e;wl i cctll e regul cii ons. 

5 . P ROGRAM J U ST I F ICAT ION 

PI asma Deri vcii ves a-e products used i n the prevention end treetment of disease end thus a-e of i mmeasural:>l e value to the 
consumer. 

6 . F IE LD O B LIGAT IO N S 

ORA w i II perform i nspedi ons thci assess the a:lequc:cy of al l signi f i cent processes end systems. These inspections should 
be performed on at least a Biennial Basis Inspections wi ll be conducted by a Teem Biol ogics Member, end may indude 
a Distri ct Representative end/or a Product Special ist from CBER. 

7a . S ELEC T ION O F ES T A BLIS H M E NTS TO B E COVERED 

UU BY DISTRICT OFFIC E D BY C ENTER D BY BOTH 
b . IN SPECT ION TYPE 

UU COMPRE HENSIVE UU ABB REV IATED D DI RECTE D 

c. PRODU CT (S ) 

Frcdionciion Products 
d . INDUSTRY/ PRODU CT CODE (S ) 

57 

e. EXAM TYPE D CHEMI CAL D MICRO BIOLOG ICAL D PHYSICAL D ENG INEERING 

D MICROANALYTICAL D OTHERS (SPECIFY) 

f . C H E C K THE FOLLO WIN G A TTRI B UTES 

g . S PEC IA L EQ U I PM ENT, M ETHODS, A N D HANDLING 

PAGE N O . Bl-10 



FORM FD A 2621 (1 0/09 ) PREV IOUS EDIT ION IS O B SOLETE 

1. PROGRAM/ASSIG N M EN T T IT LE 

GLPs, IRBs, Spon./Mon./CROs, Clinica lnvesti gctors 
(PDUFA) PACs45808, 45809, 45810, 45811 

2 . PPS PROJ E CT NAME/N UMBER 

Vax:ines end All ergenic Products- 45 

3 . PROGRAM TYPE UU COMPLIAN C E PROGRAM D PROGRAM CIRCULAR D ASSI G N M ENT 

4. O BJ EC T IV ES 

IRBs: To ensurethci the rights of humcn subjects pati cipciing i n d inical trials Cl'e protected through proper oversight by 
Institutional Review BOCI'ds (I RBs) Regulciions (21 CFR 56, 21 CFR 50). 

Spon./Mon./CROs: To assessthea:lherenceof Sponsors, Monitors, end Contra::t ReseCI'ch Orgcnizciions (Spon./Mon./CROs) 
to the current regulci ions (21 CFR 312 end 812) end their oversight of d i nical studies. 

Clinical Investigat ors: To assess the relicb l ity end a::cura::y of the dcia submitted to FDA in support of a mCJ'keting or 
reseCI'ch permit end to determine the complienceof Cli nical lnvestigciors w ith the relevant regulciions (21 CFR 312 end 812). 

GLPs: To assurecompl ience with Good Laborciory Pra::ti ces(GLPs) regulcii ons (21 CFR 58) end the val idity, reliabi lity of 
thedcia submitted to FDA used to j ustify the use of en investigciional product i n humcns. 

5 . PROGRAM J U STIFICAT IO N 

IRBs: T hrough anendments of the Act, Congress has mcndcied thci FDA has the responsi bi I ity to assure thci the rights of 
subjects in the d i ni cal trials of investi gciional drugs Cl'e protected. 

Spon./M on./CROs: Sections of the FD & C Act end the Publ ic Health Service Act require the submission of rel iable, a::curcie. 
d i ni cal dcia The i nspectional program assures thci proper oversight is maintaned over the d i ni cal studies. 

Clinical Investigators: The Kefauver HCI'risAmendment to the Act end the regulciions promulgcied thereunder, provided FDA 
w ith the responsibi l ity end authority to review all dinical reseCI'ch involvi ng FDA regulcied products. 

GLPs: Nond inical studies of investigciion productsCI'ethe basis for their use in humcns. The rel iabi lity of the nond ini cal dcia 
must be established prior to the product's use in humcns. 

6 . F IE LD O B LI GA T IO N S 

IRBs: Perform inspections of IRBs w hich Cl'e involved i n the review of dinical trials of studies involving biologi cal products 
end forwCI'd reports to the assigning CBER office. 
Spon./M on./CROs: Conduct inspections as assigned by CBER end forwCI'd the report(s) to the appropricie office. 
Clinical Investigators: Conduct inspections as assigned by CBER end forwa-d report(s) i nduding recommendciionsfor 
compl i cnce foi l ow-up as needed. 
G L Ps: Conduct inspections end forwCI'd reports to the assigning office in CB ER. 
7a . S ELEC T IO N OF ES T A BLIS H M ENTS TO BE COVERED 

D BY DISTRICT OFFIC E UU BY C ENTER D BYBOTH 
b . IN SPECT ION TYPE UU COMPREHENSIVE D ABBREV IATED D DIRECTED 

c . PRODU CT (S) 

Biologics 
d . INDUSTRY/ PRO D U CT CODE(S) 

57 / 99 99 is used for productsN .E.C. 

e. EXAM TYPE D CHEMICAL D MIC ROBIOLOGICAL D PHYSICAL D ENG INEERING 

D MICROANA LYTICAL D OTHERS (SPECIFY) 

f . CH E C K THE FOLLOW IN G A TTRIBUT ES 

g . SPEC IA L EQU I PMENT, METHO DS , A ND HA NDLING 

PAGE NO. 81-11 



FORM FD A 2621 (1 0/09 ) PREVIOUS EDI T ION IS O B SOLETE 

1 . PROGRAM /ASSIG N M EN T T IT LE 

Inspection of Li censed A ll ergenic Ffoducts 
PACs 45848A,F,G 

2 . PPS PROJ E CT NAME/N UMBER 

Vax:i nes end Allergenic Ffoducts- 45 

3 . PROGRAM TYPE UU COMPLIAN C E PROGRAM D PROGRAM C IRCULAR D ASSI G N M ENT 

4. O BJ EC T IV ES 

To ensure the sctety end Effectiveness of biol ogical products by evalucii ng, through inspections, the conditions under which 
Licensed Allergenic Products end Unl icensed A ll ergeni c Source McierialsCI'e rnc:nufa::tured, end to determine their compl ience 
w ith the Federal Food, Drug, end Cosmetic Act, end the Public Health Service Act, StendCI'dsend commitmentsma:le in l i cense 
~pi i ccii ons end/or supplements, end ~I icctll e regul cii ons. 

5 . PROGRAM J U STIFICAT IO N 

A ll ergeni c ProductsCI'e biol ogical products w hich Cl'ea:lministered to rnc:n for the diagnosis, prevention, or treetment of al lergies. 
The productsCI'e rnc:nufa::tured from s:>urce mcierials thci may indude pol len, i nsects, mold, food, end enimals, used in the 
prevention end treetment of disease end thus Cl'e of i mmeasurct>l e value to the consumer. 

6 . F IE LD O B LI GA T IO N S 

ORA w i II perform i nspedi ons thci assess the a:lequc:cy of al l signi f i cent processes end systems. These inspections should 
be performed on at least a Biennial Basis Inspections wi ll be conducted by a Teem Biol ogics Member, end may indude 
a Distri ct Representative end/or a Product Special ist from CBER. 

7a . SELEC T IO N O F ES T A BLI S H M ENTS TO BE COVERED 

UU BY DISTRICT OFFIC E D BY C ENTER D BYBOTH 
b . IN SPECT ION TYPE UU COMPREHENSI VE [X] ABBREV IATE D D DIRECTED 

c. PRODUCT (S) 

Biologics 
d . INDUSTRY/PRO D U CT CODE(S) 

57 G 

e. EXAM TYPE D CHEMICAL D MIC ROBIOLOG ICAL D PHY SICAL D ENG INEERING 

D MICROANA LYTICAL D OTHERS (SPECIFY) 

f . C H E C K THE FOLLO W IN G A TTRIBUTES 

g . S PEC IA L EQ U I PMENT, METHO DS , A N D HA NDLING 

PAGE NO. 81-12 



FORM FD A 2621 (1 0/09 ) PREVIOUS EDI T ION IS O B SOLETE 

1 . PROGRAM /ASSIG N M EN T T IT LE 

Inspection of Li censed Vax:ine Ffoducts 
PACs 45848B,C,D 

2 . PPS PROJ E CT NAME/N UMBER 

Vax:ines end Al lergenic Ffoduc:ts- 45 

3 . PROGRAM TYPE UU COMPLIAN C E PROGRAM D PROGRAM C IRCULAR D ASSI G N M ENT 

4. O BJ EC T IV ES 

To ensure the sctety end Effectiveness of biol ogical products by determi ni ng through i nspections, the conditions under which 
vc:ccinesa-e mcnufa::tured, end to determine their compl ience with the Federal Food, Drug, end Cosmetic Act, Stenda-dsend 
commitmentsma:le i n license~pl iccti onscnd/or supplements, end ~pl icct>le regulci ions. 

5 . PROGRAM J U STIFICAT IO N 

Vc:cci ne end Vc:cci ne Rei cied Products er-e biol ogi cal products w hich er-e a:lmi ni stered to men for the di C9nosisend prevention 
of microbi al disease end for the ther~ic treEiment. Products er-e mcnufa::tured from v iral end ba::terial orgcnisms end 
components end may i nd ude I i ve attenucied, i na::tivcied, end recombi ncnt vc:cci nes. These products er-e used in the 
prevention of chi Idhood diseases end in the treEiment, di C9nosis, end prevention of diseases end thus er-e of immeasurcbl e 
value to the consumer. 

6 . F IE LD O B LI GA T IO N S 

ORA w ill perform inspedions thci assessthea:lequc:cy of al l signif iccnt processes end systems. Inspections should be 
performed on at least a Bienni al Basis. Inspectionsw i ll be conducted by a T eem Biol ogics Member end may i ndudea 
D istrict Representciive end/or a Product Specialist from CBER. 

7a . SELEC T IO N O F ES T A BLI S H M ENTS TO BE COVERED 

UU BY DISTRICT OFFIC E D BY C ENTER D BYBOTH 
b . IN SPECT ION TYPE UU COMPREHENSI VE [X] ABBREV IATE D D DIRECTED 

c. PROD U CT (S) 

Biologics 
d . INDUSTRY/PRO D U CT CODE(S) 

57 H, I 

e. EXAM TYPE D CHEMICAL D MIC ROBIOLOG ICAL D PHY SICAL D ENG INEERING 

D MICROANA LYTICAL D OTHERS (SPECIFY) 

f . C H E C K THE FOLLO W IN G A TTRIBUTES 

g . S PEC IA L EQ U I PMENT, METHO DS , A N D HA NDLING 

PAGE NO. Bl-13 



FORM FDA 2621 (1 0/09) PREV IOUS EDIT ION IS OBSOLETE 

1. P ROGRAM/ASSIG NM ENT T IT LE 

NDA Ffe-Approva lnspedions'lnvestigctions 
PAC 468328, C 

2. PPS PROJECT NAME/NUMBER 

New Drug Evauction- 46 

3. P ROGRAM TYPE 00 COMPLIAN CE PROGRAM D PROGRAM CIRCULAR 00 ASSIGNMENT 

4 . O BJ EC T IV ES 

To verify thct NDA ~pl iccnt has fcril ities, equi pment, controls, etc. so specif i ed in t heir ~pl iccti on. To determine 
compl icnceof mcnufcduri ng estcbl ishrnents w ith GMPs prior to ~roval of pendi ng NDAs. 

5. P ROGRAM J U ST IFICATION 

Complicnceof mcnufcduring estct>l ishrnentsmust be assessed before NDA ~provals. 

6. F IELD OB LIGATIONS 

Conduct pre-~roval estcbli shrnent i nspectionsasrequested by Center f or Dru g Eval ucti on end Reseer-ch. 

7a. SELECTION OF ESTA BLIS HMENTS TO BE COVERED 

D BY DISTRICT OFFICE 00 BY CENTER D BY BOTH 
b . IN SPECT ION TYPE D COMPREHENSIVE D ABB REV IATED 00 DIRECTED 

c. PRODUCT (S) 

A ll Humcn Drugs, l nduding Ra:liocdiveDrugs 
d. INDUSTRY/PRODU CT CODE(S) 

A ll Humcn Drug Codes 

e. EXAM TYPE 00 CHEMICAL D MICROBIOLOGICAL D PHYSICAL D ENGINEERING 

D MICROANALYTICAL D OTHERS (SPECIFY) 

f. CHE CK THE FO LLO WIN G A TTRIBUTES 

g. SPECIA L EQ UIPMENT, M ETHODS, A N D HANDLI N G 

PAGE N O . HD-1 



FORM FDA 2621 (1 0/09) PREV IOUS EDIT ION IS OBSOLETE 

1. P ROGRAM/ASSIG NM ENT T IT LE 

NDA Ffe-Approva lnspedions'lnvestigctions- Forei!Jl 
PAC 46832B,C,D 

2. PPS PROJECT NAME/NUMBER 

New Drug Evauction- 46 

3. P ROGRAM TYPE 00 COMPLIAN CE PROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4 . O BJ EC T IV ES 

To verify thct NDA ~pl iccnt has fcril ities, equi pment, controls, etc. so specif i ed in t heir ~pl iccti on. To determine 
compl icnceof mcnufcduri ng estcbl ishrnents w ith GMPs prior to ~roval of pendi ng NDAs. 

5. P ROGRAM J U ST IFICATION 

Complicnceof mcnufcduring estct>l ishrnentsmust be assessed before NDA ~provals. 

6. F IELD OB LIGATIONS 

Conduct pre-~roval estcbli shrnent i nspectionsasrequested by Center f or Dru g Eval ucti on end Reseer-ch. 

7a. SELECTION OF ESTA BLIS HMENTS TO BE COVERED 

D BY DISTRICT OFFICE 00 BY CENTER D BY BOTH 
b . IN SPECT ION TYPE D COMPREHENSIVE D ABB REV IATED 00 DIRECTED 

c. PRODUCT (S) 

A ll Humcn Drugs, l nduding Ra:liocdiveDrugs 
d. INDUSTRY/PRODU CT CODE(S) 

A ll Humcn Drug Codes 

e. EXAM TYPE 00 CHEMICAL D MICROBIOLOGICAL D PHYSICAL D ENGINEERING 

D MICROANALYTICAL D OTHERS (SPECIFY) 

f. CHE CK THE FO LLO WIN G A TTRIBUTES 

g. SPECIA L EQ UIPMENT, M ETHODS, A N D HANDLI N G 

PAGE N O . HD-2 



FORM FDA 2621 (1 0/09 ) PREVIOUS EDIT ION IS OBSOLETE 

1. PROGRAM/ASSIGNMENT T IT LE 

BLA Ffe-Approva l ~i ons'l nvesti gcti ons-
Domestic end Foreign, PAC 46832M 

2 . PPS PROJECT NAME/NUMBER 

New Drug Evauction - 46 

3 . PROGRAM TYPE 00 COMPLIANCE PROGRAM D PROGRAM CIRCULAR D A SSI GNM ENT 

4. OBJ ECT IV ES 

To verify thct BLA ~pliccnt has thefcri l ities, equipment, end contrdsasdescribed in the~pl i ccii on, end to verify the integrity 
of the submitted dcia To determi necompl ienceof mcnufa::turi ng estcblishments w ith CGMPsprior to ~proval of 

pending BLAs. 

5 . PROGRAM JUSTIFICAT IO N 

Compl i ence of mcnufa::turi ng estct>l i shments must be assessed before BL A ~rovals. 

6 . F IELD OB LIGA T IONS 

Conduct pre-~roval establ ishment i nspectionsasrequested by Center for Drug Evaluciion end Reseer-ch. 

7a. SELECTIO N OF ESTA BLIS HMENTS TO BE COVERED 

D BY DISTRICT OFFICE W BY C ENTER D BYBOTH 
b . INSPECT ION TYPE D COMPREHENSIVE D ABBREV IATED W DIRECTED 

c. PRODUCT (S) 

A ll Humcn Drugs; specifical ly, Licensed Biol ogical 

Ther~i c Drugs 

d. INDUSTRY/ PRODUCT CODE(S) 

Industry Code: 57 

e. EXAM TYPE 00 CHEMICAL D MICROBIOLOG ICAL D PHYSICAL D ENGINEERING 

00 MICROANALYTICAL D OTHERS (SPECIFY) 

f. CHECK THE FOLLOW IN G A TTRIBUTES 

g. S PEC IA L EQ UIPMENT, METHO DS , A ND HA NDLING 

PAGE NO. HD-3 



FORM FDA 2621 (1 0/09) PREV I OUS EDIT ION IS OBSOL ETE 

1. P ROGRAM/ASSIGNM ENT T IT LE 

PET NDA Ffe-Approva lnspections'lnve&igctions 
PAC46832P 

2 . PPS PROJ ECT NAME/NUMBER 

New Drug Evauction- 46 

3 . P ROGRAM TYPE 00 COM PLIANCE PROGRAM D PROGRAM CIRC ULAR 00 A SSI GNM ENT 

4 . O BJ EC T IV ES 

To veri fy thct NDA ~pl iccnt has fcril ities, equi pment, controls, etc. so specif ied in t heir ~pl iccti on. To determine 
compl icnceof mcnufcduri ng estcbl ishrnents w ith GMPs prior to ~roval of pendi ng NDAs. 

5 . P ROGRAM J UST IFICAT IO N 

Complienceof mcnufcduring estct>l ishrnentsmust be assessed before NDA ~provals. 

6 . F IELD OB LI GA T ION S 

Conduct pre-~roval estcbli shrnent i nspectionsasrequested by Center f or Dru g Eval ucti on end Reseer-ch. 

7a . S EL EC T IO N OF ESTA BLIS HM ENTS TO BE COVERED 

D BY DISTRICT OFFICE 00 BY C ENTER D BY BOTH 
b . INSPECT ION TYPE D COMPREHENSIVE D ABB REV IATED 00 DIRECTED 

c . PRODU CT (S) 

A ll Humcn Drugs, l nduding Ra:liocdiveDrugs 
d. INDUST RY/ PRODU CT CODE(S) 

A ll Humcn Drug Codes 

e . EXAM TYPE 00 CHEMICAL D MICROBIOLOGICAL D PHYSICAL D ENGINEERING 

D MICROANALYTICAL D OTHERS (SPECIFY) 

f . CHE CK THE FO LLO W I NG A TTRI BUTES 

g. SPEC IA L EQ UIPMENT, M ETHO DS , A ND HA NDLI N G 

I nv estigctors a-e to wea- dosimeters end otherwise tal<e special ~ety preca.rti ons as i nstructed by the I OM end by the 
inspected estct>l i shrnent. 

PAGE N O . HD-4 



FORM FD A 2621 (1 0/09 ) PREV IOUS EDIT ION IS OBSOLETE 

1. PROGRAM/ASSIGNMENT T IT LE 

In Vivo BiOEq.Jivaence (PD UFA) - Domestic 
PAC48001 ,A 

2. PPS PROJECT NAME/NUMBER 

Bioreseerch Monitori ng: Humcn Drugs - 48 

3. PROGRAM TYPE 00 COMPLIANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJ EC T IV ES 

Through audit proceduresdeterminewhether dciasubmitted to FDA in NDAsand ANDAsarea::curcieand val id. 

5. PROGRAM J USTI FICATION 

B i oequi valence studies are conducted mainly by privcie and university ctfi I i cied contract Ict>orciories. Previous i nspections 
noted devi cii ons f rom protocols, poor recordkeepi ng, i na:lequcie controls over test subjects, poor analytical procedures 
and fraud. Results of bioequivalence inspections have a di rect relciionship to approvabi l ity of NDA and ANDA appl icciions. 

6. F IELD OBLIGATIONS 

Conduct i nspections and forward the reports directly to the Division of Scientific lnvestigciions, COER, 
for eval uciion and fol low-up. 

7a. SELECT ION OF ESTABLISHMENTS TO BE COV ERED 

D BY DISTRICT OFFICE 00 BYCENTER D BYBOTH 
b . INSPECTION TYPE 00 COMPREHENSIVE D ABBREVIATED 00 DIRECTED 

c . PRODUCT (S) 

Human Drugs 
d. INDUSTRY/ PRODUCT CODE(S) 

Industry Code: 60, 61 

e. EXAM TYPE D CHEMICAL D MICROBIOLOGICAL D PHYSICAL D ENGINEERING 

D MICROANALYTICAL D OTHERS (SPECIFY) 

f . CHECK THE FOLLOWING ATTRIBUTES 

g. SPEC IA L EQUIPMENT, METHODS, AN D HANDLING 

PAGE NO. HD-5 



FORM FD A 2621 (1 0/09 ) PREV IOUS EDIT ION IS O B SOLETE 

1. PROGRAM/ASSIG N M EN T T IT LE 

In Vivo BiOEq.Jiva ence (PDUFA ) - Foreign lnspa::tions 
PAC48001 ,A,D,E 

2 . PPS PROJ E CT NAME/NUMBER 

Bioreseerch Monitori ng: Humcn Drugs - 48 

3 . PROGRAM TYPE 00 COMPLIAN C E PROGRAM D PROGRAM CIRC ULAR D ASSI G N M ENT 

4. O BJ EC T IV ES 

To determine through a.Jdit procedures whether: (a) bioequivalencedcta, (b) non-d i ni cal lct>orciory study dcta, C:l'ld 
(c) d i ni cal dcia a-e substC:I'lticied by on-9 te documentciion, a-e val id, sci enti f i cal l y a::curcie C:l'ld the studieswere conducted 
according to ~propri cie regul cii ons. 

GL P inspections in foreign I ct>orciories may also provide C:l'1 assessr rent of the Effectiveness of C:l'1 existing M emorC:I'ldum of 
UnderstC:I'lding w ith thci naned nciion. 

5 . PROGRAM J U STIFICAT IO N 

An increasing number of bioequivalencestudiesa-econducted by contra::t lctlorciori es, privcieC:I'ld universty ctfi licied, 
located in India, CC:rlada Cl1d Europe. In addition , I a-ge numbers of C:l'limal studies (GLP) C:l'ld d i nical studies er-e conducted in 
Europe C:l'ld other foreign countries. Serious problems as9Xicied with I ack of adherence to protocols, Iack of C:l'ld inadequcie 
record keeping, i nadequate C:l'ld ina::curcie C:l'lalytical procedures, C:l'ld fra.Jd have been documented in such studies. These 
studies er-e required for drug ~proval i n the United States. 

The President's Emergency PIC:rl for AIDS Rel ief (PEPFAR) requires inspections of bioequivalence mC:rlufcdurers C:l'1d dinical 
studies submitted i n NDAsC:rldANDAs. Dciaa.Jdit under PEPFA R wi ll be verifi ed by on ste inspections. 

6 . F IE LD O B LI GA T IO N S 

Conduct inspectionsC:I'ld forwa-d the reports directly to the Divis on of Scientific lnvestigciions, COER, for evaluciion 
C:l'ld foll ow-up. 

The a.Jdit of dctafrom bioequivalence mC:rlufcdurers C:l'1d dinical studies wi ll be verifi ed. 

7a . S ELEC T IO N OF ES T A BLIS H M ENTS TO BE COVERED 

D BY DISTRICT OFFIC E 00 BY C ENTER D BYBOTH 
b . IN SPECT ION TYPE 00 COMPREHENSI VE D ABBREV IATED D DIRECTED 

c . PRODU CT (S) 

HumC:rl Drugs 
d. I NDUS TRY/ PRO D U CT CODE(S) 

Industry Code: 60, 61 

e. EXAM TYPE D CHEMICAL D MIC ROBIOLOGICAL D PHYSICAL D ENG INEERING 

D MICROANALYTICAL D OTHERS (SPECIFY) 

f . CH E C K THE FOLLO W IN G A TTRIBUTES 

g. SPEC IA L EQ U I PMENT, METHO DS , A ND HA NDLING 

PAGE NO. HD-6 



FORM FD A 2621 (1 0/09 ) PREVIOUS EDIT ION IS OBSOLETE 

1. PROGRAM/ASSIGNMENT T IT LE 

Good Lct>orctory A"cdice(Non-Ci inica Lct>orctory) 
PAC48808 

2. PPS PROJECT NAME/NUMBER 

Bioreseerch Monitori ng: Humcn Drugs - 48 

3. PROGRAM TYPE W COMPLIANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJEC T IV ES 

To assure compl i ence with current Good Lctlorciory Prcdi ce Regulations (21 CFR 58) by nond i ni cal I ctlorciori es end to 
assure val idity of dcia through associ cied dcia audits. 

5. PROGRAM J U STI FICATION 

Animal Studies are vital prerequisites to humcn d inical trials of drugs end ot her FDA regulated products. Past experience 
has shown serious deficiencies in the conduct of nond i ni cal I ctlorciori es i n recordkeeping, adherence to study protocol , 
end in some cases fraudulent pra::tices. 

6. F IE LD OBLIGATIONS 

Conduct inspections end forward the reports directly to the Division of Scientific lnvestigciions, COER. 
District may makedassificciion end recommend compliencecdions. 

7a. SELECTION OF ES T ABLISHMENTS TO BE COVERED 

D BY DISTRICT OFFICE W BYCENTER D BYBOTH 
b . INSPECTION TYPE W COMPREHENSIVE D ABBREVIATED D DIRECTED 

c. PRODUCT (S ) 

Humcn Drugs 
d. INDUSTRY/PRODUCT CODE(S ) 

Industry Code: 60, 61 

e. EXAM TYPE D CHEMICAL D MICROBIOLOGICAL D PHYSICAL D ENGINEERING 

D MICROANALYTICAL D OTHERS (SPE CIFY) 

f. C H ECK THE FOLLOWING ATTRIBUTES 

g. SPECIA L EQUIPMENT, METHODS, AND HANDLING 

PAGE NO. HD-7 



FORM FDA 2621 (1 0/09) PREVIOUS EDIT ION IS O B SOLETE 

1. PROGRAM/ASSIG N M ENT T IT LE 

lnstitutiona Review Bocrd (IRB); Rcdioa::tive Drug 
Reseerch Committee(RDRC), PAC48809,A 

2 . PPS PROJ E CT NAME/NUMBER 

Bioreseerch Monitori ng: Hurncn Drugs - 48 

3 . PROGRAM TYPE 00 COMPLIAN C E PROGRAM D PROGRAM CIRCULAR D A SSI G N M ENT 

4. O BJ EC T IV ES 

IRS: To assurecompl ienceend i ntegrity of institutional review boa"ds (21 CFR 50) w hich provide protection for 
humcn subjects of d inical investigctionsto be submitted to FDA . 

RDRC: To assure the qual ity end i ntegrity of Ra:fi oactive Drug Resea-ch Committees end assure they er-e operai ng i n 
compl icnce w it h (21 CFR 361.1). 

5 . PROGRAM J U STI FICAT IO N 

IRS: Through anendmentsof the Act, Congress has mcnde:ted t ha FDA has the responsibi l ity to assurethe:t the rights of 
subjects in the d i ni cal trials of investigaional drugs er-e protected. The i nspectional progran assures t he:t I RSs protect 
the sclay end w elfa-eof dinical trial subjects end ensures the:t the i nformed consent form end the process of obtai ning 
informed consent comply w ith current regulaions. 

RDRC: The N udea- RegulC:tory Commission end the FDA have decided tha certai n prot ocols i nvolving ra:fi oactive drugs do 
not need eniND, but must be reviewed by en i nstit utional RDRC. These protocols er-e those i ntended for basic resea-ch 
purposes, not those prot ocols i ntended to daermi ne the sclay end efficacy of the drug in humcns. T he RDRC assures t ha 
thera:fiaion doses end pha-ma::ological doses er-e within specified l i mits. The Division of Scientific lnvestigctions, Office of 
Compl ience, CDER, issues assignments to the districts, reviews al l compl ae El Rs end t heir d assifi ce:tion, end issues I aters 
as needed to RDRCsctter such review. 

6 . F IE LD O BLIGA T IO N S 

IRS: Conduct i nspections of IRBs w hi ch er-e i nvolved in the review of dinical trials of humcn drug studies end forwa-d t he 
reports to the Division of Sci enti fi c I nvestigaions, CDER. 

Assist i n presenta ion of I RS workshops. 
RDRC: Conduct i nspections of RDRCsend forwa-d the EIRs to the Div ision of Scientif ic lnvestigctions, CDER. 

7a . SELEC T IO N O F ES T A BLIS H M ENTS TO BE COVERED 

D BY DISTRICT OFFIC E 00 BY C ENTER D BYBOTH 
b . IN SPECT ION TYPE 00 COMPREHENSIVE D ABBREV IATED D DIRECTED 

c. PRODUCT (S) 

Humcn Drugs 
d. INDUSTRY/PRO D U CT CODE(S) 

Industry Code: 60, 61 

e. EXAM TYPE D CHEMICAL D MIC ROBIOLOG ICAL D PHYSICAL D ENGINEERING 

D MICROANALYTICAL D OTHERS (SPECIFY) 

f. C H E C K THE FOLLO W IN G A TTRIBUTES 

g. S PEC IA L EQUIPMENT, METHO DS , A N D HA NDLING 

PAGE NO. HD-8 



FORM FDA 2621 (1 0/09) PREVIOUS EDIT ION IS OBSOLETE 

1. PROGRAM/ASSIGNMENT T IT LE 

SponSJrs, Controct Reseerch Orgcnizctions, & Monitors 
PAC48810 

2. PPS PROJECT NAME/NUMBER 

Bioreseerch Monitoring: Humcn Drugs - 48 

3. PROGRAM TYPE 00 COMPLIANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJEC T IV ES 

To assure a:lherence by sponsors, contract resea-ch orgcnizai ons, a1d monitors to the regul cti ons (21 CFR 312) a1d to 
assess their i nteraction w ith dinical i nvestigctorsa1d the sponsors development of saay a1d effiCC!Cf dcta i n NOAs. 

5. PROGRAM J U STI FICATION 

Sections of the FD& C Act a1d the Publ ic Health Service Act require the submission of dcta to FDA ensuri ng the saay of 
humcn drugs, as well asthefi li ng of a1lnvestigctional New Drug Applicction a1d New Drug Appl icctions. A n 
inspectional program is requi red to assess compl i a1ce with current regul cti ons. 

6. F IE LD OBLIGATIONS 

Conduct i nspections of sponsors, contract resea-ch orga1izai ons, a1d monitors for the IN 0/NDAs identif ied i n the 
CISSgnments. Forward reports di rectly to the Division of Scientif ic l nvestigctions, COER, for f i nal dCISSficction, ind uding 
District recommendctionsfor compl ia1cefol low-up. 

7a. SELECTION OF ES T ABLISHMENTS TO BE COVERED 

D BY DISTRICT OFFICE 00 BYCENTER D BYBOTH 
b . INSPECTION TYPE 00 COMPREHENSIVE D ABBREVIATED D DIRECTED 

c. PRODUCT (S ) 

Humcn Drugs 
d. INDUSTRY/PRODUCT CODE(S ) 

Industry Code: 60, 61 

e. EXAM TYPE D CHEMICAL D MICROBIOLOGICAL D PHYSICAL D ENGINEERING 

D MICROANALYTICAL D OTHERS (SPECIFY) 

f. C H ECK THE FOLLOWING ATTRIBUTES 

g. SPECIA L EQUIPMENT, METHODS, AND HANDLING 

PAGE NO. HD-9 



FORM FDA 2621 (1 0/09) PREVIOUS E DIT ION IS OBSOLETE 

1. PROGRAM/ASSIGNMENT T IT LE 

Clinica lnvestigctors- Domestic end Forei!Jl 
PAC48811 , D, F 

2 . PPS PROJ E CT NAME/NUMBER 

Bioreseerch Monitoring: Humcn Drugs - 48 

3 . PROGRAM TYPE 00 COMPLIAN C E PROGRAM D PROGRAM C IRCULAR D ASSI G N M E NT 

4 . OBJECT IV ES 

T o assess through a.Jdit procedureswhether data submitted to FDA in a specifi c study are substanticted by source 
document s and whether d inical investigctorshavecompl ied with regulctions(21 CFR 312) . 

5 . PROGRAM J U STIFICAT ION 

Clinical dctaaresubmitted to FDA in support of a marketing permit (IND, NDA). The d i ni cal studiesthct genercted thedcta 
are eval ucted for a::curacy, completeness, and regul ctory compl iance. 

6 . F IE LD OBLIGAT IONS 

Conduct inspections and forward EIRsdirectly to t he Div ision of Scientific lnvestigctions, CDER. 
D istrict may makedassificction and recommend compliance actions. 

7a . SELEC T ION OF ESTABLISH M ENTS TO B E COVERED 

D BY DISTRICT OFFIC E 00 BYCENTER D BYBOTH 
b . IN SPECTION TYPE 00 COMPRE HEN SIVE D ABBREV IATED D DI RECTED 

c. PRODUCT (S ) 

H uman Drugs 
d . INDUSTRY/PRODUCT CODE (S ) 

Industry Code: 60, 61 

e. EXAM TYP E D CHEM ICAL D MICROB IOLOG ICAL D PHYSICAL D ENG INEERING 

D MICROANALYTICAL D OTHERS (SPECIFY) 

f. C H E CK THE FO LLOWING ATTRIBUTES 

g . SPEC IA L EQUIPMENT, M ETHODS, A N D HANDLING 

PAGE N O. HD-10 



FORM FDA 2621 (1 0/09 ) PREVIOUS EDIT ION IS OBSOLETE 

1. PROGRAM/ASSIGNMENT T IT LE 

AN DA Pre-Approval I nspections'l nvestigctiens 
PAC 52832,B,C 

2. PPS PROJECT NAME/NUMBER 

Gena"ic Drug Eval uction - 52 

3. PROGRAM TYPE 00 COMPLIANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJECT IV ES 

To verif y thct ANDA ~pl i CC:I'lt hasfa::i lities, equi pment, control s, etc. so specified in their ~pl i ccii on. To determine 
compl i cnce of mcnufcduri ng estcbl i shments w ith GMPs prior to ~roval of pendi ng ANDAs. 
ANDA bul k productsa-e collected for profile e:nalysis. 

5. PROGRAM JUSTI FICATION 

Compl ie:nceof mcnufcduring estct>l ishmentsmust be assessed beforeANDA ~provals. 

6. F IELD OBLIGATIONS 

Conduct pre-~roval estcbl ishment i nspectionsasrequested by Center for Drug Evaluction e:nd Reseer-ch. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

D BY DISTRICT OFFICE 00 BYCENTER D BYBOTH 
b . INSPECTION TYPE D COMPREHENSIVE D ABBREVIATED 00 DIRECTED 

c. PRODUCT (S) 

H umcn Drugs 
d. INDUSTRY/PRODUCT CODE(S) 

All Humcn Drug Codes 

e. EXAM TYPE 00 CHEMICAL D MICROBIOLOGICAL D PHYSICAL D ENGINEERING 

D MICROANALYTICAL D OTHERS (SPE CIFY) 

f. CHECK THE FOLLOWING ATTRIBUTES 

g. SPECIA L EQUIPMENT, METHODS, AND HANDLING 

PAGE NO. HD-11 



FORM FDA 2621 (1 0/09 ) PREV IOUS EDIT ION IS OBSOLETE 

1. PROGRAM/ASSIGNMENT T IT LE 

AN DA Pre-Approval Inspections'l nvestigctiens-
Forei gn, PAC52832,B,C,E 

2 . PPS PRO J ECT NAME/NUMBER 

Gena"ic Drug Eval ucti on - 52 

3 . PROGRAM TYPE 00 COMPLIAN CE PROGRAM D PROGRAM CIRCULAR 00 ASSIGN M ENT 

4 . OBJEC T IV ES 

T o verif y thct ANDA ~pl i CC:I'lt hasfa::i lities, equi pment , control s, etc. so specified in their ~pl i ccii on. To determine 
compl icnce of foreign mcnufcduri ng estcbl ishments w ith GM Ps prior to ~roval of pending ANDAs. 

5 . PROGRAM J U STI FICAT ION 

Compl icnce of foreign mcnufcduring estct>l ishmentsmust be assessed beforeANDA ~provals. 

6 . F IELD OBLIGAT IONS 

Conduct pre-~roval inspections of foreign estct>l ishmentsas requested by Cent er for Drug Evalucti on end Reseer-ch. 

7a . SELEC T ION OF ESTABLISHM ENTS TO B E COV ERED 

D BY DISTRICT OFFICE 00 BYCENTER 00 BYBOTH 
b . IN SPECTION TYPE D COMPREHENSIVE D ABBREV IATED 00 DIRECTED 

c. PRODUCT (S) 

H umcn Drugs 
d . INDUSTRY/PRODUCT CODE(S) 

All Humcn Drug Codes 

e. EXAM TYPE 00 CHEMICAL D MICROBIOLOGICAL D PHYSICAL D ENGINEERING 

D MICROANALYTICAL D OTHERS (SPE CIFY) 

f. CHECK THE FO LLOWIN G ATTRIBUTES 

g . SPEC IA L EQUIPMENT, M ETHODS, A N D HANDLING 

P A GE NO. HD-12 



FORM FD A 2621 (1 0/09 ) PREVIOUS EDIT ION IS O B SOLETE 

1. PROGRAM/ASSIG N M ENT T IT LE 

PET ANDA Ffe-Approva lnspa::tions'lnvesti gctions 
PAC52832P 

2 . PPS PROJ E CT NAME/NUMBER 

Generic Drug Eva uction - 52 

3 . PROGRAM TYPE [iJ COMPLIAN C E PROGRAM D PROGRAM CIRCULAR D A SSI G N M ENT 

4. O BJ EC T IV ES 

To verify thct ANDA ~pl i CC:I'lt hasfa::i lities, equipment, control s, etc. so specified in their ~pl i ccii on. To determine 
compl i cnce of mcnufcduri ng estcbl ishments w ith GM Ps prior to ~roval of pending A N DAs. 
ANDA bulk productsa-e collected for profile e:nalysis. 

5 . PROGRAM J U STIFICAT IO N 

Compl ie:nceof mcnufcduring estct>l ishmentsmust be assessed beforeA NDA ~provals. 

6 . F IE LD O B LIGA T IO N S 

Conduct pre-~roval estcbl ishment i nspectionsas requested by Center for Drug Evaluction e:nd Reseer-ch. 

7a . SELEC T IO N O F ES T A BLIS H M ENTS TO BE COVERED 

D BY DISTRICT OFFIC E W BY C ENTER D BYBOTH 
b . IN SPECT ION TYPE D COMPREHENSIVE D ABBREV IATE D W DIRECTED 

c. PRODUCT (S ) 

Humcn Drugs 
d. INDUSTRY/ PRO D U CT CODE(S ) 

All Humcn Drug Codes 

e. EXAM TYPE W CHEMICAL D MIC ROBIOLOG ICAL D PHYSICAL D ENG INEERING 

D MICROANALYTICAL D OTHERS (SPECIFY) 

f. C H E C K THE FOLLO W IN G A TTRIBUTES 

g. S PEC IA L EQ U IPMENT, METHO DS , A N D HA NDLING 

I nvestigctors a-e to we:cr dosimeters e:nd otherwise tal<e special ~ety preca.rti ons as instructed by the I OM e:nd by the 
inspected estct>l ishment. 

PAGE NO. HD-13 



FO RM FDA 262 1 ( 1 0/09) P R EV IO U S ED IT IO N IS OBSOLET E 

1. PROGRAM/ ASSIG NM ENT T IT L E 

Enforcanent of the Adverse Drug Experience 
Reporti ng Regulctions, PAC 53001A 

2 . PPS PROJ EC T NAME/ N U M BER 

R:>stmcrketing &Jrveillcnce& Epidemiology: Humcn Drugs - 53 

3 . PROGRAM TYPE W COMPLIA N CE PROGRAM D PROGRAM C IRC U LAR D ASSIG N M EN T 

4 . OBJ E CT IV E S 

To provide assignments, gui dalce end instructions to f ield offi ces for inspecti ng drug firms to determine compl i ence with the 
ADE reporting requirements of 21 CFR 310.305,314.80 end 318.98 end Section 760 of the FDCA (21 U .S.C. 379aa. Regula­
tory end/or a:lministrctivefol low-up wi l l becoordi ncted between thefield end heedquatersin cases w heresignif iccnt 
fol lowing guidalcesa-edetected. The Progran should also promotevoluntay compl ience w ith regulctionsend guidence by 
violctionsof reporting regulctionsor daiciencies i n fol lowi ng guidalcesa-edetected. The Progran should also promote 
vol untay compl i ence with regul cti ons end gui dalce by responsible paties, indudi ng ~pi icents, mcnufcdurers, 
pa::kers end distributors. 

5 . PROGRAM J UST IFI CAT I O N 

The postma-keting a:lversedrug experience (AD E) regulctions (21CFR 310.305,314.80 end 314.98) becaneeffectiveon 
August 22, 1985, September 2, 1986 end June29, 1992 end cover prescription drugs. The regulctionsalso ~ply to OTC drugs 
thct have ~proved ~pi iccti ons, i nd uding those i ni ti al ly ma-keted as prescription drugs under ~proved ~pi i cctions (i .e., Rx 
to OTC switched drugs). Section 760 of the FDCA ~li es to nonprescription drug products ma-keted w ithout en ~proved 
~pl i cation . This pat of the Act becaneeffectiveon December 22, 2007. The purpose of postma-keting ADE survei ll enceis 
to obtan i nformction on ra-e, lctent or long term drug effects not identif ied duri ng pr~ma-ket testing. Accurcte, complete, 
end timely reporting of ADE informction is essential to thesctety evaluction of ma-keted drug products. It enct>les FDA to cd 
when i nformcti on concerning the use end sctety of ma-keted drug products suggests thct new Iabel ing, ma-ket w i thdraNal 
or other cdion is required. 

6 . FIEL D OBLIGAT IO NS 

Conduct inspections end forwa-d reports di rectly to the Division of Compl ience Risk Mencgement end SUrveillence (DCRMS)/ 
Office of Compl icnce/CDER, i nduding recommendctionsfor eny indiccted regulctory fol low-up. 
Issue regul ctory I etters as ~proved by DCRM S. Notify DCRM S of findi ngs from other inspecti onal progran cdivities which ere 
rei event to ADE reporti ng. 

7a . S ELEC TI O N O F E STABLI SH M EN T S T O BE COVER ED 

D BY DISTR ICT O FFI CE D BYCENTER W BY BOTH 
b . IN SPEC T IO N TYPE W COMPREHEN SIVE D ABBREVIATED D DIRECTED 

c . PRODUCT(S) 

Humcn Drugs 
d . IN D U ST RY/ P RODUC T CODE(S) 

Industry Codes: 54, 56, 60-66 

e . EXAM TYPE D CHEMICAL D MI CROBIO LOG ICA L D PHYSICAL D ENGINEERING 

D MICROANA LYTICAL D OTHERS (SPECIFY) 

f . C HEC K THE F O LLOWIN G A TTRI BUT E S 

g SPEC IAL E QUIPM ENT, M ETH O D S, A N D HA N D LI NG 
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FORM FD A 2621 (1 0/09 ) PREV IOUS EDIT ION IS OBSOLETE 

1. PROGRAM/ASSIGNMENT T IT LE 

Risk Evaucti on end Mitigction Strctegy (REMS) 
(PDUFA), PAC 53001C 

2. PPS PROJECT NAME/NUMBER 

R:>stmcrketing SUrvei llcnce & Epidaniol ogy: Hurncn Drugs- 53 

3. PROGRAM TYPE W COMPLIANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJ EC T IV ES 

To provide assignments, gui cmce a1d specific instructions to f ield offices for i nspecting drug firms to determine compl i a1ce 
w ith the Risk Evaluciion a1d M itigciion Strciegies (REMS) required under Federal Food, Drug, a1d Cosmetic Act (FDCA) 
section 505-1. Regulciory a1d/or a:fministrciivefol low-upwi l l bedetermined by CDER heedquaters. 

5. PROGRAM J USTI FICATION 

On September 27, 2007, the Food a1d Drug Admi nistrciion Amendments Act (FDAAA) (Publ ic LaN 110-85) wasena::ted. 
Title IX , Subtitle A , section 901 of thisstatutecreeted new section 505-1 of the FDCA, which a.rthorizes FDA to require a 
REMS if the FDA determi nesthci a REMS isnecessay to ensurethci thebeneitsof a drug outweigh the ri sks of the drug. 
Section 505-1 appl ies to appl icciions for approval of prescription drugs submit ted under sections 505(b) or 505U) of the Act 
a1d appl icciionssubmitted under section 351 of the Publ ic Health Service Act . Thissubtitl eof FDAAA took effect on 
March 25, 2008, 180 days ctter ena::trnent of FDAAA. The purpose of this program is to ensurethci the requi red REMS 
programs are being implemented. 

6. F IELD OBLIGATIONS 

Conduct inspectionsa1d forward EI Rsdirectly to the Div ision of Risk Ma1agernent and Survei l la1ce, CDER. There w i ll 
be no Field- i niticied inspections in this program. At this time, al l regulciory a::tionswi l l bedetermined by CDER 
heedquaters. 

7a. SELECT ION OF ESTABLISHMENTS TO BE COV ERED 

D BY DISTRICT OFFICE [i] BY CEN TER D BYBOTH 
b . INSPECTION TYPE [i] COMPREHENSIVE D ABBREVIATED D DIRECTED 

c . PRODUCT (S) 

Huma1 Drugs 
d. INDUSTRY/ PRODUCT CODE(S) 

Industry Codes: 54, 55, 56, 57, 59, 60-66, 99 

e. EXAM TYPE D CHEMICAL 0 MICROBIOLOGICAL D PHYSICAL D ENGINEERING 

D MICROANALYTICAL D OTHERS (SPECIFY) 

f . CHECK THE FOLLOWING ATTRIBUTES 

g. SPEC IA L EQUIPMENT, METHODS, AN D HANDLING 
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FORM FDA 2621 (1 0/09) PREVIOUS EDIT ION IS OBSOLETE 

1. PROGRAM/ASSIGNMENT T IT LE 

Drug Process Inspa::tions 
PAC 56002A-D, F, H-L 

2 . PPS PROJECT NAME/NUMBER 

Drug Quaity AS9.1rCf1Ce - 56 

3 . PROGRAM TYPE 00 COMPLIANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNME NT 

4 . OBJEC T IV ES 

To minimize the consumer's risk of exposure t o daective drug products by preventing the llla"keti ng of, or removi ng from the 
mCI'ket, vi d C:ti ve drug products the:t Cl'e observed as a result of a::tivi ti es performed under this progrcrn. 
To assess the a:lequa::y of the CGM P regul a i ons, guidel ines a1d a.;lEJ!cy regulaory pol icies by gaheri ng i ndustry-wide daa on 
chcnging pra::tices a1d technology. 

5 . PROGRAM J U ST IFICAT ION 

The Drug Process Inspections progrcrn is FDA 's primCJ'Y rneensfor evaluating the conditions under which drug productsCI'e 
ma1ufa::tured, tested, pa::kcged Cl'ld held. 

6 . F IE LD OBLIGAT IONS 

The f ield wi II conduct drug process inspections Cl'ld mai nta n profi I es or other monitori ng systems which wi II i nsure the:t eed1 drug 
firm receives the inspection covercge prov ided for i n the i nspectional straegy. 

7a . SELEC T ION OF ES T ABLISH M ENTS TO B E COVERED 

D BY DISTRICT OFFICE D BYCENTER 0 BYBOTH 
b . INSPECTION TYPE W COMPREHENSIVE D ABBREVIATED D DIRECTED 

c. PRODUCT (S ) 

Huma1 Drugs 
d . INDUSTRY/PRODUCT CODE(S ) 

Industry Codes: 50, 54-56, 60-66 

e. EXAM TYP E 00 CHEMICAL W MICROBIOLOGICAL D PHYSICAL D ENG INEERING 

D MICROANALYTICAL D OTHERS (SPECIFY) 

f. C H ECK THE FO LLOWING ATTRIBUT ES 

g . SPEC IA L EQUIPMENT, METHODS, AND HANDLING 

PAGE NO. HD-16 



FORM FDA 2621 (1 0/09) PREV IOUS E DIT ION IS OBSOLETE 

1. PROGRAM/ASSIGNMENT T IT LE 

Foreign Drug Inspections 
PAC 56002A-D,F 

2 . PPS PRO J E CT NAME/NUMBER 

Drug Quaity AS9.1rCf1Ce - 56 

3 . PROGRAM TYPE 00 COMPLIAN CE PROGRAM D PROGRAM CIRCULAR D ASSIGNM E NT 

4 . OBJ EC T IV ES 

Inspectional work is to minimize the consumer's risk of exposure to defective drug products by preventing the rncr-keting 
of or removi ng from the rncr-ket, viol ctive drug products thct Cl'e observed as a result of inspections performed under this Progran. 

5 . PROGRAM J U STI FICAT ION 

The internctional Drug Process Inspection progran is FDA's pri mCJ'Y mea-~s for evalucting the conditions under w hich f oreign 
drug productsCI'e mcr1ufcdured, tested, pa::kaged end held. 

6 . F IELD OBLIGAT IONS 

The f ield wi II conduct drug process i nspections cnd mainta n profi I es of foreign drug me:nufcdurers. 

7a . S ELEC T ION OF ES TABLISH M ENTS TO B E COV ERED 

D BY DISTRICT OFFICE W BYCENTER D BYBOTH 
b . IN SPECTIO N TYPE D COMPREHENSIVE D ABBREV IATED W DIRECTED 

c. PRO D UCT (S) 

Humcr1 Drugs 
d . INDUSTRY/PRODUCT CODE(S) 

All Humcr1 Drug Codes 

e . EXAM TYP E 00 CHEMICAL D MICROBIOLOGICAL D PHYSICAL D ENG INEERING 

D MICROANALYTICAL W OTHERS (SPECIFY) 

f . CH ECK THE FO LLOWIN G ATTRIBUT ES 

g . SPEC IA L EQUIPMENT, M ETHODS, A N D HANDLING 

P A GE N O . HD-17 



FORM FDA 2621 (1 0/09) PREV IOUS E DI T ION IS OBSOLETE 

1 . PROGRAM/ASSIGNMEN T T IT LE 

Drug Process lnspa::tions: Inspections of Licensed 
Biologica Tha"~icDrug Prooucts, PAC 56002M 

2 . PPS P RO J E CT NAME/NUMBE R 

Drug Quaity AS9.1rCf1Ce - 56 

3 . PROGRAM TYPE 00 COMPLIAN C E P ROGRAM D P ROGRAM CIRCULAR D ASSIGN M E NT 

4 . OBJEC T IV ES 

T o mi nimizetheconsurner's risk of exposure t o daective li censed biological ther~i c drugs by preventing thema-keti ng of , or 
removing f rom the ma-ket, v iolciive licensed biol ogical ther~ic drugs thci ere observed as a result of cdivitiesperformed under 
this program. To assess the a:lequa::y of the CGM P regul ciions, guidelines end agency regul ciory pol icies by gciheri ng 
industry-w ide dcia on changing prcdices and technology. 

5 . PROGRAM J U STI F ICAT ION 

The Drug Process Inspections program, Inspections of Licensed Biological Ther~ic Drug Products, is FDA's primary 
mea1s for evaluciing the conditions under w hich licensed biological ther~i c drugs ere manufcdured, tested, packaged 
and held. 

6 . F IE LD OBLIGAT IONS 

The f ield wi II conduct drug process i nspections end mai nta n profi I es or other monitori ng systems w hi ch wi II i nsure thci eed1 
drug fi rm recei ves the i nspection coverage prov ided for i n the i nspectional strciegy. CDER wi ll maintan the Biol ogical Product 
Daect Report system. 

7a . SELEC T ION OF ES T ABLISH M E NTS T O B E COV E R E D 

D BY DISTRICT OFFICE D BYCENTER 0 BYBOTH 
b . IN SPECTIO N TYPE W CO MPRE HENSIVE D ABBREV IATED D DIRECTE D 

c. PRODUCT (S ) 

Human Drugs; specifical ly , Licensed Biological 
Ther~i c Drugs 

d . INDUSTRY/PRODUCT CODE (S ) 

Industry Code: 57 

e. EXAM TYP E 00 CHEMI CAL W MICROBIOLOGICAL D PHYSICAL D ENG INEERING 

00 MICROANALYTICAL W OTHERS (SPECIFY) 

f . C H E CK THE FO LLOWIN G ATTRIBUT ES 

g . SPEC IA L EQUIPMENT, M ETHODS, A N D HANDLING 

P A GE N O . HD-18 



FORM FDA 2621 (1 0/09) PREVIOUS EDIT ION IS OBSOLETE 

1. PROGRAM/ASSIGNMENT T IT LE 

Drug Process lnspa::tions- F£T Domestic 
PAC 56002P, Q 

2 . PPS PROJECT NAME/NUMBER 

Drug Quaity AS9.1rCf1Ce - 56 

3 . PROGRAM TYPE [iJ COMPLIANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNME NT 

4 . OBJEC T IV ES 

To mi nimize the consumer's risk of exposure t o daective drug products by preventing t he llla"keti ng of , or removing from t he 
mCI'ket, vi d C:ti ve drug products the:t Cl'e observed as a result of a::tivi ti es perfor med under this progrcrn. 
To assess the a:lequa::y of t he CGM P regul a i ons, guidel ines a1d a.;lEJ!cy regulaory pol icies by gaheri ng i ndustry-wide daa on 
chcnging pra::tices a1d technology. 

5 . PROGRAM J U STI FICAT ION 

The Drug Process Inspections progrcrn is FDA's primCJ'Y rneensfor evaluati ng the conditions under which drug productsCI'e 
ma1ufa::tured, tested, pa::kcged Cl'ld held. 

6 . F IE LD OBLIGAT IONS 

The f ield wi II conduct drug process i nspections Cl'ld mai nta n profi I es or other monitori ng systems which wi II i nsure the:t eed1 
drug fi rm receives t he i nspection covercge prov ided f or i n the i nspectional strciegy. 

7a . SELEC T ION OF ES T ABLISH M ENTS TO B E COVERED 

D BY DISTRICT OFFICE D BYCENTER 0 BYBOTH 
b . INSPECTION TYPE W COMPREHENSIVE D ABBREVIATED D DIRECTED 

c. PRODUCT (S ) 

Huma1 Drugs 
d . INDUSTRY/PRODUCT CODE(S ) 

Industry Codes: 50, 54-56, 60-66 

e. EXAM TYP E 00 CHEMICAL 00 MICROBIOLOGICAL D PHYSICAL D ENGINEERING 

D MICROANALYTICAL D OTHERS (SPECIFY) 

f. C H ECK THE FO LLOWING ATTRIBUT ES 

g . SPEC IA L EQUIPMENT, METHODS, AND HANDLING 

I nvestigaors Cl'e to WeCI' dosimeters a1d otherwise tal<e special ~ety preca.rti ons as instructed by the I OM Cl'ld by the 
inspected estal:>l ishment. 
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FORM FD A 2621 (1 0/09 ) PREV IOUS EDIT ION IS OBSOLETE 

1. PROGRAM/ASSIGNMENT T IT LE 

Drug Product SUrveiII crJCe 
PAC 56008A, 56008L, 56008H 

2. PPS PROJECT NAME/NUMBER 

Drug Quaity AS9.1rcrJCe - 56 

3. PROGRAM TYPE 00 COMPLIANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJ EC T IV ES 

T o obtain i nforrncii on ct>out the qual i ty of the ncii on's drug supply through enalyses of selected domestic end imported 
finished doscgeform products end cdivephcnna::eutical ingredients (A Pis) . 
T o di rect enalyti cal coverage tow a-ds drug products, firms, end countries which pose a heightened risk to the consuming 
publ i c rei cii veto the risk-based mcnagement system. 
T o obtain i nforrnciion ct>out the identifyi ng cha-cderistics (forensic testing) of A Pi s from domestidforeign sources in order to 
estal:>l ish a forensic dcial:>aseto evaluateformulciion chcnges end uncover possible counterfeiting. 

5. PROGRAM J USTI FICATION 

FDA has the mcndcieto assurethci the nciion'sdrug supply isscteend afective. The Drug Product SUrveillence progra-n is 
FDA's pri ma-y rneensfor monitori ng the quality of f i nished drug products end A Pis through scmpl ing end enalysis. 

6. F IELD OBLIGATIONS 

T o col lect scmpl esend perform lal:>orciory exa-ninations. Upon assignment from COER, conduct inspections to obtain specific 
inforrnciion, such asenalytical results, production dcia, end formulciion. 

7a. SELECT ION OF ESTABLISHMENTS TO BE COV ERED 

D BY DISTRICT OFFICE D BYCENTER 0 BYBOTH 
b . INSPECTION TYPE D COMPREHENSIVE D ABBREVIATED W DIRECTED 

c . PRODUCT (S) 

Humcn Drugs 
d. INDUSTRY/ PRODUCT CODE(S) 

Industry Codes: 50, 54-56 end 60-66 

e. EXAM TYPE 00 CHEMICAL W MICROBIOLOGICAL D PHYSICAL D ENGINEERING 

00 MICROANALYTICAL D OTHERS (SPE CIFY) 

f . CHECK THE FOLLOWING ATTRIBUTES 

Potency, content uniformity, disintegrciion, dissol ution, ti me release pciterns, i dentif icciion, mi crobial conta-ni nciion, end other 
selected enalysesa-edi rected in Drug SUrveillence Requests a COER/District assignments. 

g. SPEC IA L EQUIPMENT, METHODS, AN D HANDLING 
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FORM FDA 2621 (1 0/09) PREV IOUS EDIT ION IS OBSOLETE 

1. PROGRAM/ASSIGNMEN T T IT LE 

Drug Quality Reporting System- DQRS NDA-Reld 
Alat Reporting, PAC 56021A,B 

2 . PPS PRO J E CT NAME/NUMBE R 

Drug Ouaity AS9.1rCf1Ce - 56 

3 . PROGRAM TYPE 00 COMPLIAN C E PROGRAM D PROGRAM CIRCULAR D ASSIGN M E NT 

4 . OBJ EC T IV ES 

T o estcbl ish a1d opercte a structured system for a::cumul cti ng a1d eval ucting dcta genercted by Drug Quality Reporting System 
(DQRS) a voluntary reporti ng program, a1d NDA Field Alert Reports (FARs), a program ma1dcted by 21CFR 314.81 
f or reporting by drug ma1ufa::turers. 
T o mantan aflexi ble~i l ity f or rapid investigctionsa1d product corrections of a1y drug product qual ity probl emscs::ertaned 
from health professi onals, consumersa1d drug product ma1ufa::turers. 

5 . PROGRAM J U STI FICAT ION 

The DQRS and FA R programs respecti ve! y, prov ide a rneens for central izi ng drug quality reports recei ved by FDA 
from health professi onals, consumersa1d drug product ma1ufa::turers 

6 . F IE LD OBLIGAT IONS 

Ea::h FDA distri ct Office w i ll appoint a DQRS'FAR program coordinctor(s) w ho wil l monitor the D istri ct' sa::tivity/f ol low-up 
a::tivity a1d, serveasaconta::t person. Districts w i ll perform inspections, scmpl ecol lections, a1alyzescmpl esand 
perform other assignments generated by CDER. 

7a . S ELEC T ION OF ES T ABLISH M ENTS TO B E COV ER ED 

D BY DISTRICT OFFIC E D BYCENTER 0 BYBOTH 
b . IN SPE CTIO N TYPE 00 COMPRE HENSIVE D ABBREV IATED D DI RECTED 

c . PRODUCT (S ) 

Huma1 Drugs 
d . INDUST RY/ PRODUCT CODE (S) 

All Huma1 Drug Codes 

e . EXAM TYP E D CHEMICAL 00 MICROB IOLOG ICAL D PHYSICAL D ENG INEERING 

D MICROA NALYTICAL D OTHERS (SPECIFY) 

f . CH E CK THE FO LLOWIN G ATTRIBU T ES 

g . SPEC IA L EQUI PM E NT, M ET HODS, A ND HANDLING 

P A GE NO. HD-21 



FORM FDA 2621 (1 0/09) PREVIOUS EDIT ION IS O B SOLETE 

1. PROGRAM/ASSIG N M ENT T IT LE 

Enforcement of the Ffes::ription Drug Mcrketing 
Act (PDMA), PAC 56022 

2 . PPS PROJ E CT NAME/N UMBER 

Drug Quaity AS9.1rcrJCe - 56 

3 . PROGRAM TYPE 00 COMPLIAN C E PROGRAM D PROGRAM CIRCULAR D ASSI G N M ENT 

4. O BJ EC T IV ES 

To provide general gui dalce in conducting inspections end investigaions of indi v i duals, prescription drug rna1ufa::turers, distributors 
end other paties thct may be involved i n the diversion of prescri ption drug scrnples, Americcn Goods Returned, or the resale of drugs 
by hospitals or other health CCI'e entities, thereby di S"upting Iegi ti maedomesti c prescription drug di stri bution chcnnels. 

5 . PROGRAM J U STIFICAT IO N 

FDA has the rna1dae to enforce the Prescription Drug M Cl'keting Act anendments to the Federal Food, Drug end Cosmetic Act . 
These anendments Cl'e designed to curta I diversion of prescription drug products from I egi ti mae chennel s of di stri bution. 

6 . F IE LD O B LIGA T IO N S 

To fd I ow-up on routine reports referred from COER during regulCl'l y scheduled inspections; upon COER assignment to perform 
investigaionsof possibl e drug diversion reports; end to col lect sanplesend paform lcb:>raory exani naionsasappropriaeto suppor1 
regulaory a::tivities. 

7a . SELEC T IO N O F ES T A BLIS H M ENTS TO BE COVERED 

D BY DISTRICT OFFIC E D BY C ENTER 0 BYBOTH 
b . IN SPECT ION TYPE 00 COMPREHEN SIVE D ABBREV IATE D D DIRECTED 

c. PRODUCT (S ) 

Hurna1 Drugs 
d . INDUSTRY/ PRO D U CT CODE(S ) 

All Humcn Drug Codes 

e. EXAM TYPE 00 CHEMI CAL D MIC ROBIOLOG ICAL D PHYSICAL D ENG INEERING 

D MICROANALYTICAL D OTHERS (SPECIFY) 

f. C H E C K THE FOLLO W IN G A TTRIBUTES 

Analysis as directed in COER/district assignments. 

g . S PEC IA L EQ U IPMENT, METHO DS , A N D HA NDLING 

PAGE NO. HD-22 
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1. PROGRAM/ASSIG N M ENT T IT LE 

Post-Approva I nspa::ti ons'lnvestigctiens 
(Domestic Cl1d Foreig1}, PAC 56843 

2 . PPS PROJ E CT NAME/NUMBER 

Drug Quaity AS9.1rCf1Ce - 56 

3 . PROGRAM TYPE 00 COMPLIAN C E PROGRAM D PROGRAM CIRCULAR D A SSI G N M ENT 

4. O BJ EC T IV ES 

To minimize the consumer' s risk of exposure to clefecti ve drug products due to signi f i CC:I'lt process design end control issues by 
preventing the mCI'keti ng of , or removing from the mCI'ket, v iolcii ve drug products thci Cl'e observed as a result of a::ti v iti es performed 
under this program. To assess the adequa::y of the assxicied agency regul cior:y pol icies by gathering industry-w ide dcia on cha1gi ng 
pra::tices and technology for specific drug products. 

5 . PROGRAM J U STIFICAT IO N 

The Post-Approval I nspecti onsll nvesti gcii ons program is designed to detect signifiCC:I'lt process design and control problems ci a drug 
manufa::turer early in a product l ifecyde. The post-approval inspection is planned for six to eighteen monthsctter approval/mCJ'keting 
of the drug product or biotech product . Focused objectives for i nspectionsli nvestigcii ons i nd ude issues reicied to ongoi ng events end 
evolv i ng agency priorities, induding suppl ier qual ificationlmcierialshandli ng, processval idciion, stabi lity program and laborciory 
dcia, and conformance to the appl i ccii on/1 icense commitments. 

6 . F IE LD O B LIGA T IO N S 

The f ield wi II conduct post-approval inspections as assigned by the Center. Inspection assignments wi II typically i ndude the Cl'ea thci 
the investigcior should focus on during the inspection. The f ield w ill also recommend firms to inspect to ensurethci the highest risk 
products Cl'e tCI'geted. 

7a . SELEC T IO N O F ES T A BLIS H M ENTS TO BE COVERED 

D BY DISTRICT OFFIC E D BY C ENTER 0 BYBOTH 
b . IN SPECT ION TYPE D COMPREHENSIVE D ABBREV IATE D 00 DIRECTED 

c. PRODUCT (S) 

Human Drugs 
d. INDUSTRY/ PRO D U CT CODE(S) 

Industry Codes: 50, 54-56, 60-66 

e. EXAM TYPE 00 CHEMI CAL 00 MIC ROBIOLOG ICAL D PHYSICAL D ENG INEERING 

D MICROANALYTICAL D OTHERS (SPECIFY) 

f. C H E C K THE FOLLO W IN G A TTRIBUTES 

g. S PEC IA L EQ U IPMENT, METHO DS , A N D HA NDLING 
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FORM FDA 2621 (1 0/09) PREV IOUS EDIT ION IS OBSOLETE 

1. PROGRAM/ASSIGNM ENT T IT LE 

A"lcrma::y Compounding Assignments 
PAC56D015 

2 . PPS PROJ ECT NAME/NUMBER 

Drug Quaity AS9.1rCf1Ce - 56 

3 . PROGRAM TYPE D COMPLIANCE PROGRAM D PROGRAM CIRCULAR [TI ASSI GNM ENT 

4. O BJ EC T IV ES 

Monitor, i nvestigctea1d ta<e regulctory a::tion, (i ncluding w orki ng joi ntly w ith stcte regulctory officials), on 
compl ants involvi ng phcnna::y compounded drug products a1d phcnna::y compounding operctions thct a-e in viol ction of 
~pl i cablesecti onsof the Federal Food, Drug, a1d Cosmeti c Act (the Act). 

5 . PROGRAM J USTIFICAT IO N 

FDA ensurestheava lcbi l ity of compounded drug products as a component of individualized ther~y. w hile limiting the scope 
of compounding &> as to prevent ma1ufa::turing under the guise of compounding. The cgency investi gctes compl ants 
reports of iII nesses ass:>ci ated w ith compounded drug products. The cgency w i II consider regul ctory a::tion, where 
necessa y, to protect the publ ic health a1d a:ldress~pl icablevi olctionsof the Act . 

6 . F IELD OB LI GA T ION S 

D istricts w i II conduct inspections a1d investi gcti ons, col i ect evidence, sa-nples a1d develop cases in accorda1ce w ith 
As9gnmentsfrom CDER!OC/ OUD LC a1d completed i n accordCI'lce w ith CPGM 7352.002, Un~proved New Drugs. 

7a . S ELEC T IO N OF ESTA BLIS HM ENTS TO BE COVERED 

D BY DISTRICT OFFICE D BY C ENTER 0 BYBOTH 
b . INSPECT ION TYPE D COMPREHENSIVE D ABBREV IATED W DIRECTED 

c . PRODU CT (S) 

Huma1 Drugs 
d . INDUSTRY/ PRODU CT CODE(S) 

Industry Codes: 50, 54, 56 and 60-66 

e. EXAM TYPE 0 CHEMICAL D MICROBIOLOGICAL D PHYSICAL D ENGINEERING 

D MICROANA LYTICAL D OTHERS (SPECIFY) 

f . CHE CK THE FOLLO W IN G A TTRIBUTES 

g . SPEC IA L EQ UIPMENT, METHO DS , A ND HA NDLING 
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1. PROGRAM/ASSIGNM ENT T IT LE 

Global Pcrity Ffogrcm 
PAC56R010 

2 . PPS PROJ ECT NAME/NUMBER 

Drug Quaity AS9.1rCf1Ce - 56 

3 . PROGRAM TYPE D COMPLIANCE PROGRAM D PROGRAM CIRC ULAR [TI A SSI GNM ENT 

4. O BJ EC T IV ES 

The Global Pa"ity lniticiive is a collcb:>rciiveeffort between CDER end ORA and wi ll i ndudethe participation of ten (10) 
ORA employees i n a 3-6 month detai I performing traini ng modules and reviewing foreign regul ciory 
authority i nspection reports. This program wi II use domestic i nspection res:>urces toward improving our know! edge of 
foreign manufa::turing operciions, faci lities, and counterpart inspectorcies. 

5 . PROGRAM J USTIFICAT IO N 

The Global Pa"ity I ni ti cii ve is a new col i cb:>rciion between CDER and ORA thci i mplements the Commissioner' s " Pcihway to 
Global Product &tety and Quality" initiciive. Specifically, this program w i ll support our aim to levera.;~eforeign regulciory 
authority i nspections. 

6 . F IELD OB LI GA T ION S 

·Identify districts thci wi ll benefit from the detai l work 
• M ana.;Je current work I oa:f a:lj ustments and Iea.~e requests for detai Ied &elf 

7a. S ELEC T IO N OF ESTA BLIS HM ENTS TO BE COV ERED 

D BY DISTRICT OFFICE D BY C ENTER 0 BYBOTH 
b . INSPECT ION TYPE D COMPREHENSI VE D ABBREV IATED 0 DIRECTED 

c . PRODU CT (S) 

Human Drugs 
d. INDUSTRY/ PRODU CT CODE(S) 

All Human Drug Codes 

e. EXAM TYPE D CHEMICAL D MICROBIOLOGICAL D PHYSICAL D ENGINEERING 

D MICROANALYTICAL W OTHERS (SPECIFY) 

f . CHE CK THE FOLLO W IN G A TTRIBUTES 

g. SPEC IA L EQ UIPMENT, METHO DS , A ND HA NDLING 

The hours assigned for inspection report completion can be a:lj u&ed as employee efficiency i ncreases. 
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1. PROGRAM/ASSIG N M EN T T IT LE 

Forensic Evauction Cl1d 5:mpleAnaysis 
PAC56R838 

2 . PPS PROJ E CT NAME/N UMBER 

Drug Quaity AS9.1rCf1Ce - 56 

3 . PROGRAM TYPE IN / A I COMPLIAN C E PROGRAM D PROGRAM CIRCULAR [TI ASSI G N M ENT 

4. O BJ EC T IV ES 

Forensic eval uciion end Forensic scmpl e enalysis a::ti viti es er-e to provide 90Und s::i enti fi c support for the i nvestigations of the 
Office of Criminal lnvestigctions. 
This i nd udes scmpl e enalysis of physical scmpl es rei cied to i ncidents of tanpe-i ng, counterfeiting, f ra.Jd, a:fultercii on end other 
violciionsof the FD& C end relcied a::ts 90 thci thefindi ngsa-e suitcbleto be presented as technical evidence in a court of la.v. 
It al90 indudes forensic evaluciion of methods end thegenerciion of scientif ic dcia to identify, chara::terizeend assess the 
publ ic health impa::t of possibl ea:fulterents, or intentional violciion of the la.v rega-ding regulcied products to assist FDA in its public 
health mission. 

5 . PROGRAM J U STIFICAT IO N 

Incidents of tempering, fra.Jd, end a:fulterciion with known end potentially harmful substences make it deer- thci FDA needs to be 
able to conduct scmpl e enalyses to rei iably determine the chani cal identity of suspected substences end support its findings in 
the courts. FDA 's unique public health mission makes it interested i n types of forensic evaluciion and method studies for w hi ch 
there er-e few customers end few external funding 90Urces. To protect the publ i c health FDA needs to continue to develop en 
a-senal of techniques which wi II permit it to determine the nciure end s:>urce of risks through criminal i nvestigctions. 

6 . F IE LD O B LI GA T IO N S 

Appropricie scientific analysis of official physical scmples in support of i nvestigctionsa-eto be performed 90 thci the f indings er-e 
suitabl e to be presented i n a court of la.v. Theti mespent on thesea::tivities is to be reported as PODSOperciion Code41 or 43, 
domestic or i mport scmpleenalysisunder theappropricie Forensic a::tivities PAC 56R838 or OCI PAC 56R831 . 
Conduct ope-ciions supporting methods reinement, development, or general f,orensi c studies thci may be applied to I aborciory 
eval ucii ons to support the FDA mi ssion. Report time spent on these a::tivi ties as PODS Opercii on Code 03, PAC 56R838 
Petition Val idciion, Methods Development, or Forensic Evaluciion . Please consult DFS end/or DPEM for additional reporting 
guidence. 
7a . S ELEC T IO N O F ES T A BLIS H M ENTS TO BE COVERED 

D BY DISTRICT OFFIC E D BY C ENTER D BYBOTH 
b . IN SPECT ION TYPE D COMPREHENSI VE D ABBREV IATE D D DIRECTED 

c. PRODU CT (S ) d . INDUSTRY/PRO D U CT CODE(S ) 

e. EXAM TYPE W CHEMICA L D MIC ROBIOLOG ICAL D PHYSICAL D ENG INEERING 

D MICROANA LYTICAL D OTHERS (SPECIFY) 

f . C H E C K THE FOLLO W IN G A TTRIBUTES 

g . SPEC IA L EQU I PMENT, METHO DS , A N D HA NDLING 
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1. PROGRAM/ASSIGNMENT TITLE 
Internet, Heath Frrud , end OTC MonogCl*Js 
PAC 63001A, 630012 

2 . PPS PROJECT NAME/NUMBER 
Un~ova:l Clld Mi sbrcnda:l Drugs - 63 

3 . PROGRAMTYPE 00 COMPLIANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJECTIVES 
1) To idaltify Clld evalucteOTC drug products end to assure thei r compl ience w ith specific OTC drug monogr~hsor other 
regulctions; 
2) to mi nimi ze consumer exposure to health fra.Jd drugs thct mal<e fra.Jdul ent drug d aims for serious disease stctes, contain 
hidden drug i ngredients, end/or tCI'get vul nercble populctions. 
3) To idaltify Clld tal<e~ropri ctea::ti on a.;Jai nst healt h fra.Jd products, as previousy described, thct Cl'e un~roved 
new end/or mi sbrended drugs sold in i nterstcte commerce. 

5 . PROGRAM JUSTIFICATION 
1) In t he Federal Register of 1/ 5/72, the Commissioner ennounced a proposed review of t he safety, afectivenessend lcbel ing of al l 
OTC drugs by i ndependalt advisory pcnels. As a result , f inal monogr~sCI'epubl i shed (21 CFR Part 330through Part 358) w hich 
establ ish conditions under w hich OTC drugsccn be generally recognized asscteend afectiveend not misbrcnded; 2) Health Fra.Jd 
drugs pose serious risks to consumers end threcten the drug ~proval process. Moreover, health f ra.Jd drugs Cl'e iII egal because t hey 
violcte the Federal Food, Drug, end Cosmetic Act (FDCA ) i n VCI'ious ways. F:or example, health fra.Jd drugsCI'eun~roved new 
drugs under 21 U.S.C §§ 321 (p) end 355(a) . Health fra.Jd drugs Cl'e also mi sbralded under 21 U .S.C. §352 w hen such products 
contain drug ingredients t hct Cl'e not decl Cl'ed on the product I cbel i ng or w hen t he I cbel ing contai ns mi 9 ea:li ng d aims. 

6. FIELD OBLIGATIONS 
The Field conducts i nspections end i nvestigcti ons, develops evi dalce, col i ects Clld cnal yzes scmples, eval uctes product I cbel i ng, 
performs survei II ence a::tivities, Clld recommends compi ience a::tions concerni ng OT C drugs, f ra.Jdul ent drugs end drugs sold on the 
Internet asset forth i n ~pl i ccblecompl i cnceprogramsend CO ER guidenceand requests for fol low -up. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

D BY DISTRICT OFFICE D BY CENTER W BYBOTH 
b. INSPECTION TYPE D COMPREHENSIVE D ABBREVIATED W DIRECTED 

c. PRODUCT(S) 
Humcn Drugs 

d . INDUSTRY/PRODUCT CODE(S) 
Industry Codes: 50, 54, end 60-66 

e. EXAMTYPE 00 CHEMICAL W MICROBIOLOGICAL D PHYSICAL D ENGINEERING 

D MICROANALYTICAL D OTHERS (SPECIFY) 

f . CHECK THE FOLLOWING ATTRIBUTES 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 
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FORM FDA 2621 (1 0/09) PREVIOUS EDITION IS OBSOLETE 

1. P ROGRAM/ASSIGNMENT TITLE 

New Drug (Ffescription) Without Approved NDAs 
PAC63002 

2 . PPS PROJ ECT NAME/NUMBER 

Un~oved Clld MisbrCI'Ided Drugs - 63 

3. P ROGRAM TYPE 00 COMPLIANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJ ECTIVES 

To estcblish uni form procedures for removal from the ma"ket of al l prescription drug products described by FDA to be new 
drugs not covered by ~proved New Drug Appl icciionsconsistent w ith the enforcement pol icy a1iculcted in Compl ia1ce 
Pol icy Guide (CPG) 440.100 "Mcrketed Un~proved Drugs." 

5. P ROGRAM J USTIFICATION 

The Drug Amendments of 1962 to the FD&C Act require that al l ma-keted drug products be safe end effective. However, some drugs 
a-eavcilcble in the Uni ted States that lack the required FDA ~proval. FDA' s Ma-keted UllC4'proved Drugs Init iative i s cimed at 
efficiently and rationally bringing all marketed unapproved new drugs into th e approval process. T he Agency' s final guidance, "Marketed 

Un approved Drugs- Complian ce Policy Gu ide (CPG)," ou tlines FD A's enforcement policies in this regard. FDA uses a tisk-based 

enforcement program in order to concentrate its resom ces on those products that p ose th e h ighest tlueat to public h ealth and without 

imposing tmdue bmdens on consumers, or unnecessarily disrupting the market. Unapproved new drugs introduced onto th e market after 

September 19, 2011 are subject to immediate enforcement action at any time, w ithou t prior n otice and without regard to the enforcement 

priorities set forth in the CPG . For unapproved new drugs commercially used or sold a.s of September 19, 2011 , the CP G gives 

highest enforcement priority to the fol lowi ng: 
1) Drugs wi th potential s;:iety risks, 2) Drugs that lack evidence of effectiveness, 3) Health fraJd drugs, 
4) Drugs that present direct challenges to the nett drug ~proval end OTC drug monogr~h systems, 5) Un~proved nett 
drugs that a-e also violative of the Act in other ways, end 6) Drugs that a-e reformulcted to eva:leen FDA enforcement action. 

6. FIELD OBLIGATIONS 

-Assign District Coordi nctor, w hose ncrneshal l be suppl ied to CDERIOC/ OUO LC 
-Maintain records of all a::ti vit ies under this progrcrn, induding a l ist of drug products vol untari ly removed from the ma"ket in 
compl iCI'lce wi th the warning letters, products removed by recal l , etc. 
-I nit i cte regul ctory a::tions, w here ~propri cte, to assure compl ia1ce w ith progrcrn. 

7a. S ELECTION OF ESTABLIS HMENTS TO BE COVERED 

D BY DISTRICT OFFICE D BY CENTER 00 BY BOTH 
b. INSPECTION TYPE D COMPREHENSIVE D ABBREVIATED 00 DIRECTED 

c. PRODUCT(S) 

H uma1 Prescription Drugs 
d . INDUSTRY/PRODUCT CODE(S) 

Industry Codes: 54, 56 and 60-66 

e. EXAM TYPE D CHEMICAL D MICROBIOLOGICAL D PHYSICAL D ENGINEERING 

D MICROANALYTICAL D OTHERS (SPECIFY) 

f . CHECK THE FOLLOWING ATTRIBUTES 

g. S PECIAL EQ UIPMENT, METHODS, AND HANDLING 
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1. P ROGRAM/ASSIGNM ENT T IT LE 

Shelf Life Extension Ffojects 
PAC88SH ELF 

2 . PPS PROJ ECT NAME/NUMBER 

l nter~cy CooperctiveAdi vities - 88 

3 . P ROGRAM TYPE D COM PLIANCE PROGRAM D PROGRAM CIRC ULAR [TI A SSI GNM ENT 

4 . O BJ EC T IV ES 

To develop a1 effective progran for extendi ng the shelf L ife of cbout-to expire drugsa1d medical devices. 

5 . P ROGRAM J UST IFICAT IO N 

Congress has pla::ed a high pri ority on rnantaning the mi l itay in a stcieof rea:liness. This indudes purchasing a1d stori ng 
f or contingency use sufficient quCI"ltiti esof medical products needed to sustan our mil itay f orces under watimeconditions. 
This project is estct>l ished to assist DOD in reduci ng the cost of repla::ernent stocks as the stock pi I ed mcieri als expi re. 

6 . F IELD OB LI GA T ION S 

Selected lcborciories, on assignment f rom MPQA S. 

7a . S ELEC T IO N OF ESTA BLIS HM ENTS TO BE COVERED 

D BY DISTRICT OFFICE 0 BY C ENTER D BY BOTH 
b . INSPECT ION TYPE D COMPREHENSIVE D ABB REV IATED [TI DIRECTED 

c . PRODU CT (S) 

Huma1 Drugs 
d. INDUST RY/ PRODU CT CODE(S) 

Industry Codes: 50, 54, 56, a1d 60-66 

e . EXAM TYPE 0 CHEMICAL 0 MICROBIOLOGICAL D PHYSICAL D ENGINEERING 

D MICROANALYTICAL D OTHERS (SPECIFY) 

f . CHE CK THE FO LLO W I NG A TTRI BUTES 

g. SPEC IA L EQ UIPMENT, M ETHO DS , A ND HA NDLI N G 

Environ mental chanbers used to stress drug products. 
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1. PROGRAM/ASSIG N M ENT T IT LE 

NADA Pre-Approval Inspections 
PAC 68001 , 68001G 

2 . PPS PROJ E CT NAME/N UMBER 

Pre-Approval Eval uction of Ani ma Drugsend Food Additi ves 
68 

3 . PROGRAM TYPE 00 COMPLIAN C E PROGRAM D PROGRAM CIRCULAR D ASSI G N M ENT 

4. O BJ EC T IV ES 

To assurethct appl i ccntsfor New Animal Drug Appl icction (NADA) ~provalshavethe required ~cbi l i ti esto fulfi ll their NADA 
commitments to ma1ufa::ture, process, a1d pa::k new a1imal drugs thci er-e safe a1d Effective for their i ntended use. 

I ncr ease the number of coopercii ve a::tiviti es rei cied to this progrcrn. 

5 . PROGRAM J U STIFICAT IO N 

Dornesti c a1d foreign pi a1t inspections er-e necessa y to determine w hether the estcbl ishment ccn produce the new a1imal drug in 
ax:orda1ce w ith current good ma1ufa::turi ng pra::tice regul cii ons a1d comply w ith the commitments i n the NA DA. Inspections w i II bE 
iS'SUed by assignment. Priority w i l l be specified by CV M . 

Outcome: Reduce new a1i mal drug development a1d review t i me. 

6 . F IE LD O B LIGA T IO N S 

The Field w i ll conduct NADA Pre-Approval Inspections ci domestic a1d foreign piCI'lts i n a::cordCI'lce w ith the assignment. 
Estcbl ishment inspection reports w i ll be submitted to the New Animal Drug Evaluciion ( NADE) Progrcrn Ma1a.;Jer ( HFV-140) 
ax:ordi ng to the procedures out I i ned for f ield reporti ng requirements in the compl ia1ce progrcrn. 

Field lcborciorieson a1 assignment basis wil l validcie methodology submitted with NADAs. 

7a . SELEC T IO N O F ES T A BLIS H M ENTS TO BE COVERED 

D BY DISTRICT OFFIC E D BY C ENTER 00 BYBOTH 
b . IN SPECT ION TYPE 00 COMPREHENSI VE D ABBREV IATE D D DIRECTED 

c. PRODUCT (S ) 

Animal Drugs, Type A M ediccted Feed Artides 
d . INDUSTRY/ PRO D U CT CODE(S ) 

57, 67, 68 

e. EXAM TYPE 00 CHEMICAL 00 MIC ROBIOLOG ICAL D PHYSICAL D ENG INEERING 

D MICROANALYTICAL D OTHERS (SPE CIFY) 

f. C H E C K THE FOLLO W IN G A TTRIBUTES 

Petit ion val idciion w ork . 

g . S PEC IA L EQ U IPMENT, METHO DS , A N D HA NDLING 
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1. PROGRAM/ASSIGNMEN T T IT LE 

Good Lct>orctory A"cdi ce (Non-d i ni ca Lct>orctory) 
PAC68808, G 

2 . PPS PRO J E CT NAME/NUMBE R 

A"e-Approva Evauction of Anima Drugs end Food Additi ves 
68 

3 . PROGRAM TYPE W COMPLIAN C E PROGRAM D PROGRAM CIRCULAR D ASSIGN M E NT 

4 . OBJ EC T IV ES 

T o conduct i nspections of f a::i I i ties end non-clinical Ict>orciori es engaged i n the col iection of dcta to determi ne whether the GLP 
regulciions (21 CFR 58) Cl'e fol lowed. To ta<e~propriciea::tion whenever asituction involvi ng aserious violciion of the GLPs 
isencountered or when fraud or other delibercie falsif icciionsof test dcta has occurred. 

5 . PROGRAM J U STI FICAT ION 

FDA requi res thci extensive animal and other types of testi ng be CCI'ried out be'ore~provi ng new animal drug ~pl i ccii onsor animal 
food petitions. The FDA 's reliance on the basic a::cura::y of dcta submitted is essential to the revi ew and approval of Agency-regulcied 
products. The submission of faulty, erroneous, or distorted dcta increases the potential f or wrong decisions and ma<es it difficult, if 
not i mpossi bl e, to drew cond usions regCI'ding the health haza"ds of the tested product. 

Outcome: A $lire dcia integrity end reduce drug development ti me. 

6 . F IE LD OBLIGAT IONS 

ORA w i II perform the i nspections and submit El Rs i n accordance w ith establ ished procedures set f orth i n the basi c compl iance 
program 7368.808. 

7a . S ELEC T ION OF ES T ABLISH M ENTS TO B E COV ER ED 

D BY DISTRICT OFFIC E W BYCENTER D BYBOTH 
b . IN SPE CTIO N TYPE W COMPRE HENSIVE D ABBREV IATED D DIRECTED 

c . PRODUCT (S ) 

Ani mal Drugs 
d . INDUST RY/ PRODUCT CODE (S) 

67,68 end 69 

e . EXAM TYP E D CHEMICAL W MICROBIOLOGICAL D PHYSICAL D ENG INEERING 

D MICROA NALYTICAL D OTHERS (SPECIFY) 

f . CH E CK THE FO LLOWIN G ATTRIBU T ES 

g . SPEC IA L EQUI PME NT, M ETHODS, A ND HANDLING 

P A GE NO. AD-2 



FORM FDA 2621 (1 0/09) PREVIOUS EDIT ION IS OBSOLETE 

1. PROGRAM/ASSIGNMENT T IT LE 

SponSJrs, Controct Reseerch Orgcnizctions, end Moniton 
PAC68810, G 

2. PPS PROJECT NAME/NUMBER 

Pre-Approva Evauction of Anima Drugsend Food Additives 
68 

3. PROGRAM TYPE 00 COMPLIANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJ EC T IV ES 

To assure the a:lherence of sponsors, contra::t resea-ch orgcni zaions C:l'ld monitors to the regul cii ons 
(21 CFR 511.1) New A nimal Drugs for investigciional use. 

5. PROGRAM J U STI FICATION 

As a result of Senciecommitteeheer-ingsand a GAO investigciion, Congress directed FDA to develop C:l'ld implement a program of 
inspecting non-d inical lct>orcioriesand C:l'1 intensif ied program of monitoring dinical investigciions. Part of this comprehensive 
program was di rected to sponsors, monitors, C:l'ld d i ni cal i nvesti gciors under the alx>ve stcied objective. 

Outcome: A$lire dcia integrity and reduce drug development ti me. 

6. F IELD OBLIGATIONS 

Conduct i nspections of sponsors, contra::t resea-ch orgC:I'lizaions, C:l'ld monitors, identif ied by the Center i n a::cordC:I'lcewith the 
guidC:I'lceset forth in the basic compl iC:I'lce program 7368.810. 

7a. SELECT ION OF ES TABLISHMENTS TO BE COVERED 

D BY DISTRICT OFFICE 00 BYCENTER D BYBOTH 
b . INSPECTION TYPE 00 COMPREHENSIVE D ABBREVIATED 00 DIRECTED 

c. PRODUCT (S) 

Animal Drugs 
d. INDUSTRY/PRODUCT CODE(S) 

67, 68C:I'ld 69 

e. EXAM TYPE D CHEMICAL D MICROBIOLOGICAL D PHYSICAL D ENGINEERING 

D MICROANALYTICAL D OTHERS (SPECIFY) 

f. CH ECK THE FOLLOWING ATTRIBUTES 

g. SPECIA L EQUIPMENT, METHODS, AN D HANDLING 

PAGE NO. AD-3 



FORM FDA 2621 (1 0/09) PREV IOUS EDITION IS OBSOLETE 

1. PROGRAM/ASSIGNMENT TITLE 

Cl inica lnvestigctors 
PAC68811 , G 

2 . PPS P ROJE CT NAME/NUMBE R 

Pre-Approva Evauction of Anima Drugsend Food Additives 
68 

3 . PROGRAM TYPE 00 COMPLIAN C E PROGRAM D P ROGRAM CIRCULAR D ASSIGN M E NT 

4 . OBJECTIV ES 

To assess through a.Jdit procedures (21 CFR 511.1 (b)) whether dcia submitted by d inical investigciors to FDA in a specific 
d i ni cal study are substanticied by records. 

5 . PROGRAM JUSTIFICAT ION 

As a result of Senciecommitteeheer-ingsand a GA O investigciion, Congress directed FDA to devel op and implement a program of 
inspecting non-d inical laborcioriesand an intensif ied program of monitoring dinical investigciions. The program determines the 
val idity of data submitted to FDA by inspecting d inical investigciors' records. 

Outcome: Assure dcia integrity and reduce drug development ti me. 

6 . F IE LD OBLIGAT IONS 

Conduct i nspections of d i ni cal investi gciors identified by the Center i n accordance with the guidance set forth i n the basic compl ianCE 
program 7368.811. 

7a . SELECTION OF ESTABLISH M ENTS TO B E COV E R ED 

D BY DISTRICT OFFICE 00 BYCENTER D BYBOTH 
b . IN SPECTIO N TYPE 00 COMPRE HENSIVE D ABBREV IATED D DIRECTED 

c. PRODUCT(S ) 

Animal Drugs 
d . INDUSTRY/PRODUCT CODE (S ) 

67, 68, and 69 

e. EXAM TYP E D CHEMI CAL D MICROBIOLOGICAL D PHYSICAL D ENG INEERING 

D MICROANALYTICAL D OTHERS (SPECIFY) 

f. CHECK THE FO LLOWIN G ATTRIBUT ES 

g . SPEC IAL EQUIPMENT, M ETHODS, A N D HANDLING 

P A GE N O . AD-4 



FORM FD A 2621 (1 0/09 ) PREV IOUS EDIT ION IS OBSOLETE 

1. PROGRAM/ASSIGNMENT T ITLE 

Ani ma Drug Mcnufacturing Inspections 
Type A Medicated Artides PAC 71001, A , B, 71005, A 

2. PPS PROJECT NAME/NUMBER 

Monitoring of Mcrketed Anima Drugs, Fea:ls end Devices 
71 

3. PROGRAM TYPE 00 COMPLIANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJ EC T IV ES 

To assure thct registered alimal drug estct>l ishments ma1ufa::t ure alimal drugs i n compl i alee w ith CGM Ps21 CFR 211 for 
~proved ald un~roved fi nished doscgeform productsald 21 CFR 226 f or the Type A Mediccied Artides. To obtan 
a::curcie I i sti ng ald Ict>el ing i nformcii on for alimal drug estct>l ishments. To check ald verif y the existence ald scope of stct>i I ity 
testing prograns, protocols ald commi tments, ald the val idity of storage conditions, testing criteria and methodology together 
w it h reporti ng of results i n the Drug Experience Report (D ER) as specif ied in the~roved New Animal DrugAppl icciion (NADA)/ 
Abbrevicied New A nimal Drug A ppl icciion (ANADA). 

5. PROGRAM J USTI FICATION 

Section 510(h) of t he Act obl igcies the Agency to inspect (pursualt to 704 of the Act) drug estct>l ishments required to register with 
FDA. In a:ldi t i on, it is one of the primary purposes of estct>l i shment i nspections to assure t hci the drug product is being ma1ufactured, 
processed, control led, etc. under the saneconditi onsas~proved ald t hci it mantansthesanestabil ity profi le as original ly 
demonstrcied. 

Outcome: Ensure t he safety ald Effectiveness of alimal drugs. 

6. F IELD OBLIGATIONS 

The f ield wil l conduct CGMP inspections of registered alimal drug estcblishments. 

7a. SELECT ION OF ESTABLI S HMENTS TO BE COV ERED 

D BY DISTRICT OFFICE D BYCENTER 00 BY BOTH 
b . INSPECTION TYPE 00 COMPREHENSIVE D ABBREVIATED D DIRECTED 

c . PRODU CT (S) 

A ll A nimal Drug Doscgeformsald Type A Mediccied 
Artides. Medicciedfeedsor blocks are not induded. 

d. INDUSTRY/ PRODUCT CODE(S) 

54, 56, 6Q-66, 67, 68 

e. EXAM TYPE 00 CHEMICAL 00 MICROBIOLOGICAL D PHYSICAL D ENGINEERING 

D MICROANALYTICAL D OTHERS (SPECIFY) 

f . CHECK THE FOLLOWING ATTRIBUTES 

Purity, identity, potency, decomposition 

g. SPEC IA L EQ UIPMENT , METHODS, AN D HANDLI N G 

PAGE NO. AD-5 



FORM FD A 2621 (1 0/09 ) PREVIOUS EDITION IS OBSOLETE 

1. PROGRAM/ASSIGNMENT TITLE 

Feed Contcmincnts 
PAC 71003 A,B,C,E,G-K 

2. PPS PROJECT NAME/NUMBER 

Monitoring of Mcrketed Anima Drugs, Feeds Cf1d Devices 
71 

3. PROGRAM TYPE 00 COMPLIANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJECTIV ES 

To monitor domestic C:l'ld imported C:l'limal feed C:l'ld feed i ngredients to prevent w idespread contani na ion of the naion'sfood supply. 

I ncr ease the number of cooperai ve a::tiviti es rei aed to this progran. 

5. PROGRAM JUSTIFICAT ION 

The use of contani naed feed ingredients has resulted i n a:lul teraed C:l'li mal feeds C:l'ld i n economic I osses to producers C:l'ld process:>rs 
when food-produci ng C:l'limalsconsume a:lulteraed feeds. A haza"d to humC:I'l health may result f rom subsequent deposition 
of residues in meet, poultry, eggs, f ish C:l'1d dairy products. These foods constitute a signif iCC:I'lt portion of the humC:I'l diet C:l'ld fraud. 

Outcome: Prevention or containment of potential humC:I'l or C:l'limal health haza-d. 

6. F IE LD OBLIGATIONS 

To conduct i nspections C:l'ld investige:tions C:l'1d san pie col Iections/C:l'lalysis to implement this progran. Bot h f inished feed C:l'ld feed 
ingredients for ~orfood C:l'limalswi l l be col lected for C:l'lalysis. 

Field a::tivit ieswi l l cover mi suse, i ndustrial accidents, diversion of seed grai n to feed use, industrial by-product conversion to feed 
C:l'ld simi lar a::tivities. 

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED 

D BY DISTRICT OFFICE D BYCENTER 00 BYBOTH 
b . INSPECTION TYPE D COMPREHENSIVE D ABBREVIATED 00 DIRECTED 

c. PRODUCT(S ) 

CompleteC:I'limal feedsC:I'ld feed ingredients. 
d. INDUSTRY/PRODUCT CODE(S ) 

54 C:l'ld 69-72 

e. EXAM TYPE 00 CHEMICAL 00 MICROBIOLOGICAL D PHYSICAL D ENGINEERING 

D MICROANALYTICAL D OTHERS (SPECIFY) 

f. CHECK THE FOLLOWING ATTRIBUTES 

Mycotoxi ns, Pesticides, Industrial Chemicals, Metals, M icrobiologicals, Anti bioticsC:I'ld Dioxi ns. 

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING 

PAGE NO. AD-6 



FORM FD A 2621 (1 0/09 ) PREV IOUS E DIT ION IS OBSOLETE 

1. PROGRAM/ASSIGNMENT T IT LE 

Feed MC11ufa::turing 
PAC71004, A 

2 . PPS P RO J E CT NAME/NUMBE R 

Monitoring of Mcrketed Anima Drugs, Feeds Cl1d Devices 
71 

3 . PROGRAM TYPE 00 COMPLIAN C E PROGRAM D P ROGRAM CIRCULAR D ASSIGN M E NT 

4 . OBJEC T IV ES 

To determine compl i ence with GMPel ements of registered estct>l i shments produci ng medi ccied feeds. To determi ne whether a f i rm 
hasen approved license to rna<ecerta n mediccied feeds. 

5 . PROGRAM J U STI FICAT ION 

Under Sec. 51 0(h) of the Act , the Agency is obl igcied to inspect registered mediccied feed estct>lishments. 

Outcome: Ensure the safety end Effectiveness of eni mal feeds. 

6 . F IE LD OBLIGAT IONS 

To conduct i nspections of registered medi ccied feed establ ishments and Stcie a.Jdi t i nspections as needed. Distri cts wi II col Iect end 
enal yze scmpl es when appropricie. Field w il l coordi nciefederal /stcieoperciions. 

7a . SELEC T ION OF ES T ABLISH M ENTS TO B E COV E R ED 

D BY DISTRICT OFFICE D BYCENTER 00 BYBOTH 
b . IN SPECTIO N TYPE 00 COMPRE HENSIVE D ABBREV IATED D DIRECTED 

c. P RODUCT (S ) 

Mediccied Feeds 
d . INDUSTRY/PRODUCT CODE (S ) 

69 

e. EXAM TYP E 00 CHEMICAL 00 MICROBIOLOGICAL D PHYSICAL D ENG INEERING 

00 MICROANALYTICAL D OTHERS (SPECIFY) 

f. C H E CK THE FO LLOWIN G ATTRIBUT ES 

g . S PEC IA L EQUIPM E NT, M ETHODS, A N D HANDLING 

P A GE N O . AD-7 



FORM FD A 2621 (1 0/09 ) PREVIOUS EDI T ION IS O B SOLETE 

1 . PROGRAM /ASSIG N M EN T T IT LE 

l ll ega Drug Re9duesi n Meet end R:>ultry 
PAC71006 

2 . PPS PROJ E CT NAME/N UMBER 

Monitoring of Mcrketed Anima Drugs, Fea:ls end Devices 
71 

3 . PROGRAM TYPE 00 COMPLIAN C E PROGRAM D PROGRAM C IRCULAR D ASSI G N M ENT 

4. O BJ EC T IV ES 

To conduct inspections when iII egal re9dues Cl'e reported to FDA. 

To initicie regulciory a::tionscganst thosefi rmsca.Jsing drug residues i n food. 
To reduce future re9 dues in edi ble e:ni mal ti S'SUes. FDA w i II pCI'tner with U SOA FSI S e:nd wi II develop educctional i ni ti cii ves, 
e:nd, as necessay, regulciory a::tions. 

5 . PROGRAM J U STIFICAT IO N 

FDA is chCI'ged with the responsibi li ty to ensurethci food is free of a:fultere:nts which may render it injurious to health. FDA 
conducts inspections as a foll ow-up to re9 due findi ngs to identify the source of a:fultercii on e:nd ta<e corrective 
a::tion to prevent it from r~occurring. Thisisacooperciive program i nvolvi ng FDA , USDA, EPA, e:nd a number of stcie 
governments. 

Outcome: To provide a safe hume:n food supply . 

6 . F IE LD O B LI GA T IO N S 

To conduct inspections i n a::corde:nce w ith the compl ie:nce program requirements and sample assignments 
based on the Memore:nda of Underste:nding (MOU ) between FDA , USDA , e:nd EPA. Coordinciestciea::tiv ities w ith stcies 
having MOUs, i nformal e:nd formal cgreementsor contra::ts w ith FDA to conduct inspections a establishments 
below the Risk Score Threshold for FDA inspections. 

7a . SELEC T IO N O F ES T A BLI S H M ENTS TO BE COVERED 

D BY DISTRICT OFFIC E D BY C ENTER 00 BYBOTH 
b . IN SPECT ION TYPE D COMPREHEN SIVE D ABBREV IATE D 00 DIRECTED 

c. PRODUCT (S) 

Meet e:nd Poultry, Ani mal Feedse:nd Drugs 
d . INDUSTRY/ PRO D U CT CODE(S) 

16, 17, 67, 68, and 69 

e. EXAM TYPE 00 CHEMI CAL 00 MIC ROBIOLOG ICAL D PHYSICAL D ENG INEERING 

00 MICROANA LYTICAL D OTHERS (SPECIFY) 

f . C H E C K THE FOLLO W IN G A TTRIBUTES 

TiS'SUeSamplee:nalysisby Denver lctlorciory when required. 

g . S PEC IA L EQ U I PMENT, METHO DS , A N D HA NDLING 

PAGE NO. AD-8 



FORM FD A 2621 (1 0/09 ) PREVIOUS EDIT ION IS OBSOLETE 

1. PROGRAM/ASSIGNMENT T IT LE 

BSE/Rumi ncnt Feed Ben I nspec:tions 
PAC 71009, 71R844, 71R843 

2. PPS PROJECT NAME/NUMBER 

Monitoring of Mcrketed Anima Drugs, Feeds end Devices 
71 

3. PROGRAM TYPE 00 COMPLIANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJEC T IV ES 

To enha'lcethe FDA'suniformity in inspection a1d compl ia1ceof f irms subject to the regulction prohibit i ng the use of 
specified a1irnal proteins in rumina1t feeds. 21 CFR 589.2000. A second rule21 CFR 589.2001 , prohi bits the use of certain ccttle 
origin-mcterialsin al l a1irnal feed. 

To ensurethct specified a1irnal proteins do not enter the U.S. from BSE-ct-risk countries. 

5. PROGRAM J U STI FICATION 

Bovine Spongiform Encephalopcthy (BSE) is the bovine form of a group of uniformly fetal neurological diseases known as 
Tra1smissible Spongiform Encephalopcthies (TSEs). BSE appears to be sprea:f through the feeding of infected mcterial to ccttle. 
BSE is a publ ic health issue for the U.S. This disease has been l i nked to thehuma1 TSE known asvaria1t Creutzfeldt-Jakob 
D isease (vCJD) , presumably through peopl e consuming rumi na1t t issues infected with the BSE agent. In a:ldition, BSE has ha:l a 
devastcting economi c Effect on the I i vestock industry i n countries w here it has been identi f i ed or suspected. 

Outcome: To prevent the establ ishment a1d amplifi cction of BSE through feed i n the United Stctes. 

6. F IE LD OBLIGATIONS 

To conduct inspections, investigctions, a1d sample collections'a1alyses to i mplement this program. A l l f i rms thct ha'ldlea1irnal 
feed a1d feed ingredients thct may contain rumina1t-based mcterial are the subject of this program. 

To provideguidCI'lceconcerning the i mportction of a1irnal feedsa1d feed ingredients from BSE ct-risk countries, in accordCI'lce 
w ith Import Alert #99-25. 
See full program for more detai I. 
7a. SELECTION OF ES T ABLISHMENTS TO BE COVERED 

D BY DISTRICT OFFICE D BYCENTER 00 BYBOTH 
b . INSPECTION TYPE D COMPREHENSIVE D ABBREVIATED 00 DIRECTED 

c. PRODUCT (S ) 

A ll feedsa1dfeed ingredients 
d. INDUSTRY/PRODUCT CODE(S ) 

67-72 

e. EXAM TYPE 00 CHEMICAL 00 MICROBIOLOGICAL 00 PHYSICAL D ENG INEERING 

D MICROANALYTICAL D OTHERS (SPECIFY) 

f. C H ECK THE FOLLOWING ATTRIBUTES 

g. SPECIA L EQUIPMENT, METHODS, AND HANDLING 

PAGE NO. AD-9 



1. PROGRAM/ASSIGNMENT T ITLE 

Mahods Va i dction/Developrnent Ffogcm 
PAC 71R816 

2. PPS PROJECT NAME/NUMBER 

Monitoring of Mcrketed Anima Drugs, Fea:ls Cf1d Devices 
71 

3. PROGRAM TYPE D COMPLIANCE PROGRAM D PROGRAM CIRCULAR [TI ASSIGNMENT 

4. OBJ EC T IV ES 

Develop new end/or improved methodology in support of regulciory cnalysis. 

5. PROGRAM J USTI FICATION 

Val idcted cnalytical methods er-e essential to support enforcement a::tivities. 

6. F IELD OBLIGATIONS 

Conduct a::ti viti es under this progran as di rected by the Office of Regul ciory Science. 

7a. SELECT ION OF ESTABLISHMENTS TO BE COV ERED 

D BY DISTRICT OFFICE D BYCENTER D BYBOTH 
b . INSPECTION TYPE D COMPREHENSIVE D ABBREVIATED D DIRECTED 

c . PRODUCT (S) d. INDUSTRY/ PRODUCT CODE(S) 

e. EXAM TYPE D CHEMICAL D MICROBIOLOGICAL D PHYSICAL D ENGINEERING 

D MICROANALYTICAL D OTHERS (SPE CIFY) 

f . CHECK THE FOLLOWING ATTRIBUTES 

g. SPEC IA L EQUIPMENT, METHODS, AN D HANDLING 

FORM FD A 2621 (1 0/09 ) PREV IOUS EDIT ION IS OBSOLETE PAGE NO. AD-1 0 



FORM FDA 2621 (1 0/09) PREV IOUS EDITION IS OBSOLETE 

1. PROGRAM/ASSIGNMENT TITLE 

Forensic Evauction Cl1d 5:mpleAnaysis 
PAC 71R838 

2 . PPS P ROJE CT NAME/NUMBE R 

Monitoring of Mcrketed Anima Drugs, Fea:ls Cl1d Devices 
71 

3 . PROGRAM TYPE D COMPLIAN C E PROGRAM D P ROGRAM CIRCULAR [TI ASSIGN M E NT 

4 . OBJECTIV ES 

To cnalyzedomestic end imported cnimal feed end feed ingredients in support of criminal investigctions. 

To prevent w i despreed al:>uses by the ncti on's food suppliers. 

5 . PROGRAM JUSTIFICATION 

6 . F IE LD OBLIGATIONS 

7a . SELECTION OF ESTABLISH M ENTS TO B E COV E R ED 

D BY DISTRICT OFFICE D BYCENTER D BYBOTH 
b . IN SPECTIO N TYPE D COMPRE HENSIVE D ABBREV IATED D DIRECTED 

c. P RODUCT(S ) d . INDUSTRY/PRODUCT CODE (S ) 

e. EXAM TYPE D CHEM ICAL D MICROBIOLOGICAL D PHYSICAL D ENG INEERING 

D MICROANALYTICAL D OTHERS (SPECIFY) 

f. CHECK THE FO LLOWIN G ATTRIBUTES 

g . S PEC IAL EQUIPM E NT , M ETHODS, A N D HANDLING 

P A GE N O . AD-11 



1. PROGRAM/ASSIGNMENT T ITLE 

CErlter lniticted Assignments, Pcndani c Prepcredness 
PAC71V800 

2. PPS PROJECT NAME/NUMBER 

Monitoring of Mcrketed Anima Drugs, Fea:ls Cf1d Devices 
71 

3. PROGRAM TYPE D COMPLIANCE PROGRAM D PROGRAM CIRCULAR [TI ASSIGNMENT 

4. OBJ EC T IV ES 

I nvestigcie emerging problems not covered by specif i c prograns a1d develop ;ewroa::hes for dealing w ith such problems. 

5. PROGRAM J USTI FICATION 

A number of potential or emerging problems which CCI'lnot be predicted must be hCI'ldl ed. The resources for these Center 
initicied CISSgnmentsa-e pl a1ned under this umbrella program. 

6. F IELD OBLIGATIONS 

Conduct inspections, investigcii ons, sample col iections a1d a1alyses as directed by Center asS gnments. 

7a. SELECT ION OF ESTABLISHMENTS TO BE COV ERED 

D BY DISTRICT OFFICE D BYCENTER [TI BYBOTH 
b . INSPECTION TYPE [TI COMPREHENSIVE D ABBREVIATED D DIRECTED 

c . PRODUCT (S) 

A ll veterinary products 
d. INDUSTRY/ PRODUCT CODE(S) 

54, 56, 67-72 

e. EXAM TYPE 0 CHEMICAL D MICROBIOLOGICAL D PHYSICAL D ENGINEERING 

D MICROANALYTICAL D OTHERS (SPE CIFY) 

f . CHECK THE FOLLOWING ATTRIBUTES 

g. SPEC IA L EQUIPMENT, METHODS, AN D HANDLING 

FORM FD A 2621 (1 0/09 ) PREV IOUS EDIT ION IS OBSOLETE PAGE NO. AD-12 



FORM FD A 2621 (1 0/09 ) PREV IOUS EDIT ION IS OBSOLETE 

1. PROGRAM/ASSIGNMENT T IT LE 

MEdica Device Ffoblan Reporting- M DR Fol low-up 
PAC 81010 

2. PPS PROJECT NAME/NUMBER 

R:>st!Tla'"ket AssurCflce: Devices- 81 

3. PROGRAM TYPE 00 COMPLIANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJ EC T IV ES 

R~i dl y idaltify i mmediciehaza-dsto health; 
l daltify significcnt problems by cnalyzing recurring problemsC:I'ld performi ng trendsC:I'lalysis; 
Providedcia on compl ants, significcnt problems C:l'ld potential haza-dsso thci correctivea::tion ccn be i niticied for haza-dous 
products in the marketpi a::e. 

5. PROGRAM J USTI FICATION 

Earl y detection of device problems is necessa y to protect the publ ic from health haza"ds. Reports of devicedaectsare often the f i rst 
warning of mC:rlufa::turing or other problems. When the Center receives notices from mC:rlufa::turers thci a device has been associcied 
w ith a deeth or serious i njury, it may issue a priority assignment to the f ield for follow-up ci the mC:rlufa::turer reporting site (usually a 
medical fa::i I i ty) . When the Center' s eval ucii on of the problem report suggests thci there is C:l'1 a::tual or potential health haza-d it 
issuesC:I'l assignment to the field for immediciefollow-up. 

6. F IELD OBLIGATIONS 

On assignment, fol low up on MDR reports either ci the medical fa::i li ty or mcnufa::turer. 

7a. SELECT ION OF ESTABLISHMENTS TO BE COV ERED 

D BY DISTRICT OFFICE 00 BYCENTER D BYBOTH 
b . INSPECTION TYPE D COMPREHENSIVE D ABBREVIATED 00 DIRECTED 

c . PRODUCT (S) 

A ll Medical Devices 
d. INDUSTRY/ PRODUCT CODE(S) 

73-91 

e. EXAM TYPE 00 CHEMICAL 00 MICROBIOLOGICAL D PHYSICAL 00 ENGINEERING 

D MICROANALYTICAL D OTHERS (SPE CIFY) 

f . CHECK THE FOLLOWING ATTRIBUTES 

Steri li ty Performcnce 

g. SPEC IA L EQUIPMENT, METHODS, AN D HANDLING 

Engineering Sanples: Subs'sarnplewill vary depending on cost, size, etc. Conta::t Center for guidC:I'lce. 

PAGE NO. DE-1 



FORM FDA 2621 (1 0/09) PREV IOUS E DI T ION IS OBSOLETE 

1 . PROGRAM/ASSIGNMEN T T IT LE 

Mani toring Devices of Forei !J1 Ori gn - Import 
PAC 82008 

2 . PPS P RO J E CT NAME/NUMBE R 

Compl icnce: Devices- 82 

3 . PROGRAM TYPE W COMPLIAN C E P ROGRAM D P ROGRAM CIRCULAR D ASSIGN M E NT 

4 . OBJEC T IV ES 

Determi necompl ience of i mported devices with the medical device registrciio:n end listi ng requirements, end other general controls. 

5 . PROGRAM J U STI F ICAT ION 

There er-e indicciions thci some f oreign mcnufa::turersa-e not registered or li sted. Foreign mcnufa::turers of Class II end I l l devices 
must be identi fi ed for scheduli ng GM P inspections. In a:ldi ti o:n, beca.Jse foreign device mcnufa::turers ccnnot be inspected as ree:di I y 
as domestic mcnufa::turers, thei r products must be mo:nito:red ci the port of entry. 

6 . F IE LD OBLIGAT IONS 

The f ield wi II conduct el ectro:ni c exa-ni ncii ons end/or exanine entry documentcii o:n fo:r medical devices end ascerta n, i n conj unction 
w ith i nfo:rmciion prov ided by CDRH , whether the menufa::turer is li sted end the i nitial distri butor is registered with CDRH. 

7a . SELEC T ION OF ES T ABLISH M E NTS T O B E COV E R E D 

[TI BY DISTRICT OFFICE D BYCENTER D BYBOTH 
b . IN SPECTIO N TYPE D CO MPRE HENSIVE D ABBREV IATED [TI DIRECTE D 

c. PRODUCT (S ) 

A ll Medical Devices 
d . INDUSTRY/PRODUCT CODE (S ) 

73-91 

e. EXAM TYP E D CHEMI CAL 0 MICROBIOLOGICAL D PHYSICAL [TI ENG INEERING 

D MICROANALYTICAL D OTHERS (SPECIFY) 

f . C H E CK THE FO LLOWIN G ATTRIBUT ES 

g . SPEC IA L EQUIPMENT, M ETHODS, A N D HANDLING 

Refer to Compl ience Progra-n fo:r procedures to hcndl e i nitial distri butors end/or fo:rei gn estcbl ishments which er-e not registered. 

P A GE N O . DE-2 



FORM FD A 2621 (1 0/09 ) PREVIOUS EDI T ION IS O B SOLETE 

1 . PROGRAM /ASSIG N M EN T T IT LE 

Inspection of Medical Device Mcnufcdura-s 
PAC 82845 

2 . PPS PROJ E CT NAME/N UMBER 

Compl icnce: Devices- 82 

3 . PROGRAM TYPE 00 COMPLIAN C E PROGRAM D PROGRAM C IRCULAR D ASSI G N M ENT 

4. O BJ EC T IV ES 

To eval ucie the mcnuf a::turing processes used for general C:l'ld radi cii on-emitting medical devices C:l'ld in vitro di C9nosti c products, 
indudi ng steril izciion . To identify potential problem a-easC:I'ld determi necompl iC:I'lce w ith theGMP C:l'ld MDR regulciions. 

5 . PROGRAM J U STIFICAT IO N 

The Center' s i nspectional strciegy requires thci al l mcnufcdurers of Class II C:l"ld Il l devices be inspected under the GM P Compl i C:l'lce 
Progrcrn on a biennial basis. FDA selects certa n estctll i shments for i ntens ve GM P coverC9e. Establishments with a hi story of good 
GM P systems er-e subject to I es&i ntensve inspections. A ll estal:>l i shments er-e subject to complant fi I e revi eNs to assess compl i C:l'lce 
w ith the MDR regulciion. 

6 . F IE LD O B LI GA T IO N S 

Under the Qual i ty Systerrr:/GMP strciegy, the field should conduct biennial inspections of high-risk device mcnufcdurers C:l'1d 
Class I l l device mcnufcdurers thci er-e not considered to be high risk. The remani ng mcnufcdurers (Class I l l , II , C:l'ld I devices) 
should be inspected asea:h district's res:>urcesal low , C:l'1d s::heduled a:cording to the priority outline described in Pat I I of the 
compl i C:l1ce progrcrn. For more deta I ed instructions on QSI TIGM P inspections as they rei cie to device mcnufcdurers, refer to the 
WorkpiC:I'lning Sheet' s Rema-ks section. 

7a . SELEC T IO N O F ES T A BLI S H M ENTS TO BE COVERED 

D BY DISTRICT OFFIC E D BY C ENTER 00 BYBOTH 
b . IN SPECT ION TYPE 00 COMPREHENSI VE 00 ABBREV IATE D D DIRECTED 

c. PRODUCT (S ) 

A ll Cl ass II C:l'1d Ill DevicesC:I'ldall Class I Devices which 
have been final ly dassified for one veer. 

d . INDUSTRY/PRO D U CT CODE(S ) 

73-91 

e. EXAM TYPE 00 CHEMICAL 00 MIC ROBIOLOG ICAL D PHY SICAL 00 ENG INEERING 

D MICROANA LYTICAL D OTHERS (SPECIFY) 

f . C H E C K THE FOLLO W IN G A TTRIBUTES 

g . S PEC IA L EQ U I PMENT, METHO DS , A N D HA NDLING 

Engineering Sanples: Subs'Sanple w i ll ver-y depending on cost, s ze, etc. Contcd Center for guidC:I'lce if the device presents such 
problems. 

PAGE NO. DE-3 



FORM FD A 2621 (1 0/09) PREV IOUS E DIT ION IS OBSOLETE 

1. PROGRAM/ASSIGNMENT T IT LE 

Condom Assi !Jlment 
PAC82Z002 

2 . PPS P RO J E CT NAME/NUMBE R 

Compl icnce: Devices- 82 

3 . PROGRAM TYPE D COMPLIAN C E PROGRAM D P ROGRAM CIRCULAR [TI ASSIGN M E NT 

4 . OBJEC T IV ES 

Determi ne the extent to w hich mcnufcdurers of condoms comply with the Device GM P requirements; Assure that both domestic Clld 
imported condoms comply with the FDA stC:rlda"ds. 

5 . PROGRAM J U STI FICAT ION 

The SUrgeon General has recommended the use of condoms to reduce the sprea:l of A I OS. Consequently, FDA is committed to 
assuring that condoms a-e scte C:l'ld eff ective. 

6 . F IE LD OBLIGAT IONS 

Distri cts w i ll , upon assignment, conduct GM P inspections of domestic condom mcnufcdurersald ~or repcd<ers. Distri cts w il l al&> 
scmpl e both dornesti c C:l'ld imported condoms C:l'ld conduct tests to assure conformcnce with the FDA stC:I'lda-d. 

7a . SELEC T ION OF ES T ABLISH M ENTS TO B E COV E R ED 

D BY DISTRICT OFFICE D BYCENTER [TI BYBOTH 

b . IN SPECTIO N TYPE [TI COMPRE HENSIVE D ABBREV IATED D DIRECTED 

c. PRODUCT (S ) d . INDUSTRY/PRODUCT CODE (S ) 

85 

e. EXAM TYP E W CHEMICAL D MICROBIOLOGICAL 0 PHYSICAL D ENG INEERING 

D MICROANALYTICAL D OTHERS (SPECIFY) 

f. C H E CK THE FO LLOWIN G ATTRIBUT ES 

g . S PEC IA L EQUIPM E NT, M ETHODS, A N D HANDLING 

P A G E N O . DE-4 



FORM FD A 2621 (1 0/09 ) PREVIOUS EDIT ION IS OBSOLETE 

1. PROGRAM/ASSIGNMENT T IT LE 

Mcnufcdurers cnd Importers of &Jrgica/Excni nction 
Gloves PAC 82Z003 

2. PPS PROJECT NAME/NUMBER 

Compl icnce: Devices- 82 

3. PROGRAM TYPE D COMPLIANCE PROGRAM D PROGRAM CIRCULAR [TI ASSIGNMENT 

4. OBJEC T IV ES 

Determi ne the extent to which mcnufcdurers of both surgical C:l'ld exaninetion gloves comply with the Device GM P requi rements; 
Assurethci both domestic C:l'ld imported gl oves comply with the~pl i ccbl eFDA stC:I'ldCI'd. 

5. PROGRAM J U STI FICATION 

HealthCCI'e providers reiy heavi I y on gloves to prevent the trC:I'lsmission of the A I OS vi rus. ConsequentI y , FDA is committed to assure 
thci both surgical C:l'ld exani ncii on gloves comply with publ ished stC:rldCI'ds. 

6. F IE LD OBLIGATIONS 

Districts w i ll , upon assignment, conduct GMP inspections of domestic mcnufacturers. Districts w i ll also SCI'npleglovesfor testing by 
the desi gncied Ict>orciori es. 

7a. SELECTION OF ES T ABLISHMENTS TO BE COVERED 

D BY DISTRICT OFFICE D BYCENTER [TI BYBOTH 

b . INSPECTION TYPE [TI COMPREHENSIVE D ABBREVIATED D DIRECTED 

c. PRODUCT (S ) d. INDUSTRY/PRODUCT CODE(S ) 

85 

e. EXAM TYPE W CHEMICAL D MICROBIOLOGICAL 0 PHYSICAL [TI ENGINEERING 

D MICROANALYTICAL D OTHERS (SPE CIFY) 

f. C H ECK THE FOLLOWING ATTRIBUTES 

g. SPECIA L EQUIPMENT, METHODS, AND HANDLING 

PAGE NO. DE-5 



FORM FDA 2621 (1 0/09) PREVIOUS EDI T ION IS O B SOLETE 

1 . PROGRAM /ASSIG N M EN T T IT LE 

CErlter lni ticted Assignments 
PAC 82Z800 

2 . PPS PROJ E CT NAME/N UMBER 

Compl icnce: Devices- 82 

3 . PROGRAM TYPE D COMPLIAN C E PROGRAM D PROGRAM C IRCULAR [TI ASSI G N M ENT 

4. O BJ EC T IV ES 

I nvestigcie emerging problems not covered by specifi c prograns a1d develop ;ewroa::hes for dealing w ith such problems. 

5 . PROGRAM J U STIFICAT IO N 

A number of potential or emerging problems which CCI'lnot be predicted must behCI'ldled r~idl y. This workpla1 a::tivity provides 
resources for Center CISSgnments which CC¥1 r~dly a:ldresspotential or emerging problems. 

6 . F IE LD O B LI GA T IO N S 

Conduct inspections a1d investi gciions as di rected by Center CISSgnments. 

7a . SELEC T IO N O F ES T A BLI S H M ENTS TO BE COVERED 

D BY DISTRICT OFFIC E 0 BY C ENTER D BYBOTH 
b . IN SPECT ION TYPE D COMPREHENSI VE D ABBREV IATE D [TI DIRECTED 

c. PRODUCT (S ) 

A ll Medical Devices 
d . INDUSTRY/PRO D U CT CODE(S ) 

73-91 

e. EXAM TYPE 0 CHEMICAL 0 MIC ROBIOLOG ICAL D PHY SICAL [TI ENG INEERING 

D MICROANA LYTICAL D OTHERS (SPECIFY) 

f . C H E C K THE FOLLO W IN G A TTRIBUTES 

Steri I ity/ Performa1ce 

g . S PEC IA L EQ U I PMENT, METHO DS , A N D HA NDLING 

PAGE NO. DE-6 



FORM FD A 2621 (1 0/09 ) PREV I OUS EDIT ION IS OBSOLET E 

1. P ROGRAM/ASSIGNM ENT T IT LE 

Mahods V aidction/Developrnent Ffogcm 
PAC82R816 

2 . PPS PROJ ECT NAME/NUMBER 

Compl icnce: Devices- 82 

3 . P ROGRAM TYPE D COMPLIANCE PROGRAM D PROGRAM CIRCULAR [TI ASSIGNM ENT 

4 . O BJ EC T IV ES 

Develop new end/or improved methodology in support of regulciory cnalysis. 

5 . P ROGRAM J UST IFICAT ION 

Val idcted cnalytical methods er-e essential to support enforcement a::tivi ties. 

6 . F IELD OB LIGAT ION S 

Conduct a::ti viti es under this progran as directed by the Office of Regul ciory Science. 

7a . S ELEC T ION OF ESTA BLIS HM ENTS TO B E COVERED 

D BY DISTRICT OFFICE D BY C ENTER D BY BOTH 
b . INSPECT ION TYPE D COMPREHENSIVE D ABB REV IATED D DIRECTED 

c . PRODU CT (S) d . INDUST RY/ PRODU CT CODE(S) 

e . EXAM TYP E D CHEMICAL D MICROBIOLOGICAL D PHYSICAL D ENGINEERING 

D MICROANA LYTICAL D OTHERS (SPECIFY) 

f . CHE CK THE FO LLO WING A TTRI BUT ES 

g . S PEC IA L EQ UIPM ENT, M ETHODS, A ND HANDLI N G 

PAGE N O . DE-7 



FORM FDA 2621 (1 0/09) PREVIOUS EDIT ION IS O B SOLETE 

1. PROGRAM/ASSIG N M EN T T IT LE 

Forensi c Eva uction Cl1d 5:mpleAnaysis 
PAC82R838 

2 . PPS PROJ E CT NAME/N UMBER 

Compl icnce: Devices- 82 

3 . PROGRAM TYPE D COMPLIAN C E PROGRAM D PROGRAM CIRCULAR D ASSI G N M ENT 

4. O BJ EC T IV ES 

Forensic eval uciion end Forensic scmpl e enalysis a::ti viti es er-e to provide 90Und s::i enti fi c support for the i nvestigations of the Office 
of Criminal I nvestigations. This i nd udes scmple cnal ysi s of physical scmpl es rei cied to incidents of tcmperi ng, counterfeiting, f ra.Jd, 
a:lulterciion end other v iolciions of the FD& C end related Acts 90 thci the f i ndings er-e suital:>le to be presented as technical evidence 
in a court of I aN. It al90 indudesforensic evaluciion of methods end thegenerciion of scientific dcia to identify, cha-a::terize, end 
assess the public health impa::t of possible a:lulterents, or intentional v iolciion of the IaN rega-ding regulcied products to assist FDA 
in its public health mi ssion. 

5 . PROGRAM J U STIFICAT IO N 

Incidents of tempering, fra.Jd, end a:lulterciion with known end potentially harmful substences make it deer- thci FDA needs to beable 
to conduct scmpl e enalyg;;s to rei ial:>l y determine the chemical identity of suspected substences end support its f i ndings in the courts. 
FDA ' s unique publ ic health mission makes it i nterested i n types of forensic evaluciion end method studies for which there er-e few 
customers end few external fundi ng 90urces. To protect the public health FDA needs to continue to develop en a-senal of techniques 
w hi ch wi l l permi t it to determine the nciureand 90Urceof risks through criminal investigciions. 

6 . F IE LD O B LI GA T IO N S 

Appropricie scientific cnalysisof official physical scmples in support of i nvestigciionsa-eto be performed 90 thci the f indings er-e 
suital:>leto be presented i n a court of I aN. Theti mespent on thesea::tivities is to be reported as PODSOperciion Code41 or 43, 
domestic or i mport scmpleenalysisunder theappropricie Forensic Activities PAC 82R838 or OCI PAC 82R831 . Conduct operciions 
supporting methods refinement, development, or general forensic studies thci may be appl ied to I al:>orciory eval ucii ons to support the 
FDA mi ssion. Report thetimespent on thesea::tivitiesasPODS Operation Code03, PAC 82R838: Petition Val idciion, Methods 
Development, or Forensic Eval uciion . Please consultORS and/or the DPEM f,or additional reporting guidence. 
7a . S ELEC T IO N O F ES T A BLIS H M ENTS TO BE COVERED 

D BY DISTRICT OFFIC E D BY C ENTER D BYBOTH 
b . IN SPECT ION TYPE D COMPREHENSI VE D ABBREV IATE D D DIRECTED 

c. PRODU CT (S ) d . INDUSTRY/PRO D U CT CODE(S ) 

e. EXAM TYPE D CHEMICA L D MIC ROBIOLOG ICAL D PHYSICAL D ENG INEERING 

D MICROANA LYTICAL D OTHERS (SPECIFY) 

f . C H E C K THE FOLLO W IN G A TTRIBUTES 

g . SPEC IA L EQ U I PMENT, METHO DS , A N D HA NDLING 

PAGE NO. DE-8 



FORM FDA 2621 (1 0/09) PREVIOUS EDIT ION IS OB SOLETE 

1. PROGRAM/ASSIG N M ENT T IT LE 

MEdica Device Ffancrket Approva end Po&mcrket 
Inspections PAC 83001 

2 . PPS PROJ E CT NAME/N UMBER 

Ffoduct Evauciion: Devices- 83 

3 . PROGRAM TYPE W COMPLIAN CE PROGRAM D PROGRAM CIRCULAR D ASSI GNM ENT 

4. O BJ EC T IV ES 

To assurethct both prior to end subsequent to ~proval of a Prv1A ~plicction , the rna1ufa::turer has thecapcbil ity of rna1ufa::turing 
the Prv1A device i n a::cordance w ith (1 ) the conditions specified in the Prv1A appl icction end (2) the requirements of thedeviceGMP 
regula ion. 

5 . PROGRAM J U STIFICAT IO N 

Section 515 of the Act requires tha devices subject to Prerna-ket Approval must be rna1ufa::tured in conforrna1ce with the 
requirements of thedevi ceGMP regula ion. Consequently , no Prv1A ~pl i cction ce:n be approved until the Center has inspectional 
evidence tha the rna1ufa::turer complies with the requirements set forth i n the Prerna-ket Approval ~pi icction . 

6 . F IELD O B LI GA T IO N S 

The f ield wil l conduct pre-~proval inspections on assignment and submit an EIR to the Center along w ith the District's 
recommende:tion. Thefield w i ll beresponsiblefor schedul i ng~b) (o), (b) (f)(t ) I

IUnder certain condit ions, a post-approval inspection wi ll not be necessay. The Center wi ll advise the distri ct 
when a post-~proval inspection is not necessa y. 

7a . S ELEC T IO N OF ES TA BLIS H M ENTS TO BE COVERED 

D BY DISTRICT OFFICE W BY C ENTER D BYBOTH 
b . IN SPECT ION TYPE W COMPREHENSI VE D ABBREV IATE D D DIRECTED 

c. PRODU CT (S) 

A ll Medical Devices 
d . INDUSTRY/ PRODU CT CODE(S) 

73-91 

e. EXAM TYPE D CHEMICAL D MICROBIOLOG ICAL D PHYSICAL D ENGINEERING 

D MICROANA LYTICAL D OTHERS (SPECIFY) 

f . CH E CK THE FOLLO W IN G A TTRIBUTES 

g . SPEC IA L EQ UIPMENT, METHO DS , A N D HA NDLI N G 

PAGE NO. DE-9 



FORM FD A 2621 (1 0/09 ) PREV IOUS EDIT ION IS OBSOLETE 

1. PROGRAM/ASSIGNMENT T IT LE 

Biore:eerch Monitori ng 
PAC 83808, 83809, 83810, 8381 1 

2. PPS PROJECT NAME/NUMBER 

Product Evalucii on: Devices- 83 

3. PROGRAM TYPE 00 COMPLIANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJ EC T IV ES 

To assure the quality, rel ial:>i l ity C:l'ld integrity of dcia C:l'ld i nforrnciion supporting device ~pl i ccii ons (Pfv1As, 510(k)sor IDEs) C:l'ld 
their damsof saeiy C:l'ld effectiveness; 
To ensurethci hurnC:I'l subjects tal<ing pat in d i nical trials i nvolving medical devices er-e protected from undue haza-d or risk; 
T o coordincie, implement C:l'1d enforcetheprovisionsof theAgency'sAppl icciion Integrity Pol icy (AlP) for medical devices; 
To enforce the prohibition agcinst promotion C:l'ld/or commercializciion of investigciional devices. 

5. PROGRAM J USTI FICATION 

Congress has rnC:I'ldcied thci the Agency manta n dose survei II C:l'lce of bi oresea-ch acti v iti es done i n support of ~pi iccii on. 

CDRH issuesassignmentsC:I'ld provides inspectional/investigciional support documents for trC:I'lsmission to the f i eld through ORA's 
Office of Enforcement (HFC-230). The Center reviewsC:I'ld evaluciesal l Estal:>lishment Inspection Reports (EIRs) from the field C:l'ld 
is responsible for the final d assif i ccii on of al l bi oresea-ch monitoring inspection reports C:l'1d the issuC:I'lce of al l ass:>ci cied 
correspondence. 

6. F IELD OBLIGATIONS 

To conduct inspections, investigciionsC:I'ld other activities relcied to the bi oresea-ch monitoring programs or theAgency'sAppl i cciion 
Integrity Pol icy for medical devices C:l'1d to submit El Rs to the Center for review, evaluciion C:l'ld f i nal dassifi cciion. 

The f ield is encoura.;led to review C:l'ld i ni ti ally d assify inspection reports genercied under the bioresea-ch monitoring progran. 
However, f i nal dassificciion authority rests with the Center C:l'1d decisions wi l l be communiccied promptly to the f ield. 

7a. SELECT ION OF ESTABLISHMENTS TO BE COV ERED 

D BY DISTRICT OFFICE 00 BYCENTER D BYBOTH 
b . INSPECTION TYPE D COMPREHENSIVE D ABBREVIATED 00 DIRECTED 

c . PRODUCT (S) 

A ll Medical Devices 
d. INDUSTRY/ PRODUCT CODE(S) 

73Z, 74Z C:l'1d 94Z, 95Z 

e. EXAM TYPE D CHEMICAL D MICROBIOLOGICAL D PHYSICAL D ENGINEERING 

D MICROANALYTICAL D OTHERS (SPE CIFY) 

f . CHECK THE FOLLOWING ATTRIBUTES 

g. SPEC IA L EQUIPMENT, METHODS, AN D HANDLING 

PAGE NO. DE-1 0 



FORM FD A 2621 (1 0/09) PREV IOUS EDIT ION IS OBSOLETE 

1. PROGRAM/ASSIGNMENT T IT LE 

Test Method Devel oprnent Cfld Eval uction 
PAC84Z002 

2. PPS PROJ ECT NAME/NUMBER 

&:i ence: Devices- 84 

3. PROGRAM TYPE D COMPLIANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJ EC T IV ES 

To eval ucie the qual ity of devices through product a1alysis a1d dcia eval ucii on. 

5. PROGRAM J USTI FICATION 

Product eval ucii on study projects provide comprehensive postrna-ket survei II a1ce i nformcii on ct>out devices. 

6. F IELD OBLIGATIONS 

Conduct lct>orciory a1alysis using test methods from a variety of sources. 

7a. SELECT ION OF ESTABLISHMENTS TO BE COV ERED 

D BY DISTRICT OFFICE W BYCENTER D BYBOTH 
b . INSPECTION TYPE D COMPREHENSIVE D ABBREVIATED D DIRECTED 

c . PRODUCT (S) 

To be assigned 
d. INDUSTRY/ PRODUCT CODE(S) 

73-91 

e. EXAM TYPE D CHEMICAL W MICROBIOLOGICAL D PHYSICAL W ENGINEERING 

D MICROANALYTICAL D OTHERS (SPECIFY) 

f . CHECK THE FOLLOWING ATTRIBUTES 

g. SPEC IA L EQUIPMENT, METHODS, A ND HANDLING 

PAGE NO. DE-11 



FORM FD A 2621 (1 0/09 ) PREV IOUS EDIT ION IS OBSOLETE 

1. PROGRAM/ASSIGNMENT T IT LE 

Mahods V aidction/Developrnent Ffogcm 
PAC84R816 

2. PPS PROJECT NAME/NUMBER 

&:i ence: Devices- 84 

3. PROGRAM TYPE D COMPLIANCE PROGRAM D PROGRAM CIRCULAR [TI ASSIGNMENT 

4. OBJ EC T IV ES 

Develop new end/or improved methodology in support of regulciory cnalysis. 

5. PROGRAM J USTI FICATION 

Val idcted cnalytical methods er-e essential to support enforcement a::tivities. 

6. F IELD OBLIGATIONS 

Conduct a::ti viti es under this progran as di rected by the Office of Regul ciory Science. 

7a. SELECT ION OF ESTABLISHMENTS TO BE COV ERED 

D BY DISTRICT OFFICE D BYCENTER D BYBOTH 
b . INSPECTION TYPE D COMPREHENSIVE D ABBREVIATED D DIRECTED 

c . PRODUCT (S) d. INDUSTRY/ PRODUCT CODE(S) 

e. EXAM TYPE D CHEMICAL D MICROBIOLOGICAL D PHYSICAL D ENGINEERING 

D MICROANALYTICAL D OTHERS (SPE CIFY) 

f . CHECK THE FOLLOWING ATTRIBUTES 

g. SPEC IA L EQUIPMENT, METHODS, AN D HANDLING 

PAGE NO. DE-12 



FORM FDA 2621 (1 0/09) PREV IOUS EDIT ION IS OBSOLETE 

1. PROGRAM/ASSIGNM ENT T IT LE 

Mcmmogrcp,y Fa::i I i ties Inspa::ti on Progrcm 
PAC85014 

2 . PPS PROJ ECT NAME/NUMBER 

Mcmmogr~hy Quaity StcndcrdsAct (MQSA) Authority - 85 

3 . PROGRAM TYPE 00 COMPLIANCE PROGRAM D PROGRAM CIRCULAR D ASSI GNM ENT 

4. O BJ EC T IV ES 

To inspect catifi ed manmography fcri I iti es for compl iC:l'lce w ith the M anrnogr~hy Quality StC:rldcr"ds Act (M Q&\) ; 
To bri ng uncatified fcri litiesinto compl iC:I'lce w ith MQ&\. 

5 . PROGRAM J USTIFICAT IO N 

MQ&\ (Publ ic LaN 102-539) estct>l ishes uniform, nciional qual ity stC:rldcr"ds for manmography. It estct>l ishesa 
comprehensive stciutory mechC:I'lisn for cati fi ccii on C:l'ld inspection of al l mcmmography f cri I i ties under the regul ciory 
·uri !:diction of the United Stcies. Under the MQ&\, only catif ied fcri l ities tha are in compliC:I'lce with uniform Federal 
stC:I'ldardsfor scte, high-qual ity manmography services may laNful ly continueoperciion starting October 1, 1994. 
Operciion ctter thci dcie is contingent on receipt of acatificciefrom the FDA . The authority to i mplement the MQ&\ was 
delegcied by the Secretary of Health C:l'ld HumC:rl Services (HHS) to FDA in June 1993. 

6 . F IELD OB LI GA T ION S 

Inspect catifi ed manmogr~hy fcri I it i es i n accordC:I'lce w ith procedures specified i n the compl iC:l'lce progran. Conduct 
fol low up i nspections to determine whether thefcri lity has compl ied w ith the t erms of their corrective action piC:I'l, based on 
noncompliC:I'lces found duri ng a prior inspection . Perform on-site quality assurC:I'lceauditsof FDA C:l'ld Stcie MQ&\ 
inspectors to ensure their proficiency i n conducting manmogr~hy fcri I i ty i nspections. 

7a . S ELEC T IO N OF ESTA BLIS HM ENTS TO BE COV ERED 

D BY DISTRICT OFFICE D BY C ENTER 00 BYBOTH 
b . INSPECT ION TYPE D COMPREHENSIVE D ABBREV IATED 00 DIRECTED 

c . PRODU CT (S) 

Manmogr~hy equipment 
d . INDUSTRY/ PRODU CT CODE(S) 

90 

e. EXAM TYPE D CHEMICAL D MICROBIOLOGICAL D PHYSICAL D ENGINEERING 

D MICROANA LYTICAL D OTHERS (SPECIFY) 

f . CHE CK THE FOLLO W IN G A TTRIBUTES 

g . SPEC IA L EQ UIPMENT, METHO DS , A ND HA NDLING 

PAGE NO. DE-13 



FORM FD A 2621 (1 0/09 ) PREV IOUS EDIT ION IS OBSOLETE 

1. PROGRAM/ASSIGNMENT T ITLE 

Inspection Cfld Fiad Testing of Rcdiction-Emi tting 
El edroni c A-oduc:ts PAC 86001, 86002, 86004 

2. PPS PROJECT NAME/NUMBER 

Rcdiction Control Cl1d Heath Sctay Act (RCHSA.) 
Authori ty - 86 

3. PROGRAM TYPE 00 COMPLIANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJ EC T IV ES 

The objectives of inspections end tests conducted uncia" this progran Cl'e 
• To eval ucie C:l'1 electronic product mcnufa::turer' s qual ity control testing progran for its al:>i I i ty to ensure such product 
compl i C:l'lce C:l'ld ra:li cii on saay; 
· To identify certif ied electronic products w hi ch fai l to comply w ith the requi rements of ~pl i cal:>l e performcnce stC:rldCI'ds; 
• To obtain correcti on of deficient qual i ty control testi ng prograns C:l'1d noncompl iC:l'lt products i denti f i ed by i ni ti cii ng 
~ropriatea:lmi nistrcii ve'regul ciory a::tion; 
• To provide guidC:I'lce to mcnufa::turers regCI'ding compi iC:l'lce with the I a.vs C:l'ld regul cii ons a:lmi ni stered by FDA. 

5. PROGRAM J U STI FICATION 

Electronic product ra:li cii on control (EPRC) requirements prot ect the publ ic f rom unnecessa y exposure to electronic product 
ra:liciion. MC:rlufa::turersCI'eresponsiblefor producing products thci do not emit haza-dousor unnecessay ra:liciion C:l'ld that 
comply with al l ~pl i cal:>le ra:liciion saay performcnce stC:rldCI'ds. A l l electronic product mC:I'lufa::turers must comply with 
~pl i cal:>le requirements i n Title 21 CFR 1000, 1002, 1003, 1004 end 1005. If a mcndciory ra:liciion saay performC:I'lce 
stC:I'ldCI'd ~plies to a mcnufa::turer' s product, then the mcnufa::turer must also comply with T itle 21 CFR 1010 end the 
product must compiy w ith the requirements of the specific stC:rldCI'd found i n 21 CFR 1020 ­ 1050. MC:l'lufa::turers Cl'e 
requi red to self-certify their own products to be compl iC:I'lt w ith C:l'1 ~pi ical:>l e stC:rldCI'd, based on a quality control testing 
progran as described in 21 CFR 1010.2. EPRC i nspectionsC:I'ld field tests verify thci electronic products comply w ith 
performC:I'lcestC:rldCI'ds, C:l'ld thci mcnufa::turer qual ity control testi ng progransensureproduct compl iC:I'lceC:I'ld ra:liation 
saay. 

6. F IE LD OBLIGATIO N S 

Fi eld personnel w i II i niti cie C:l'ld schedule i nspections of electronic product manufa::turers as instructed i n Compl iC:l'lce Progran 
7386.001 . CDRH is general ly responsi bl e for the f inal review of inspections end f ield tests ma:le under this progran C:l'1d for 
the issuC:I'lceof laters resulting from inspections end field tests performed by f ield ra:liological health stctf. Exceptions where 
the district hasdirect referencea.Jthority Cl'enoted i n Compl iC:I'lce Progran 7386.001 . Joi nt EPRC/medical device(QSI T) 
inspections may be conducted under both Compl i C:l'lce Progran 7386.001 end 7382.845. 

7a. SELECT ION OF ES T ABLISHMENTS TO BE COV ERED 

D BY DISTRICT OFFICE D BYCENTER 00 BY BOTH 
b . INSPECTION TYPE 00 COMPREHENSIVE D ABBREVIATED 00 DIRECTED 

c . P RODU CT (S ) 

Lasers end laser products, Sunlanp C:l'ld sunlanp products 
Cal:>ina x-rCfll products, Televisions end M i crowa~eOvens 

d. I NDUSTRY/ PRODUCT CODE(S) 

94-RXX , 95-RXX 
See CompliC:I'lce Progran 7386.001 for complae l isti ng 

e. EXAM TYPE D CHEMICAL D MICROBIOLOGICAL D PHYSICAL D ENG INEERING 

D MICROANALYTICAL D OTHERS (SPECIFY) 

f . CH ECK THE FOLLOWING ATTRIBUTES 

Specific product i nspection C:l'1d f ield test checkI i st or forms, if avai Iable, Cl'e i nd uded as Compl i C:l'lce Progran Attachments. 
These checkI i sts may be used to the extent pra::ti cal:>l e to record i nspection C:l'ld test observciions. 

g. SPEC IA L EQ U I PMENT , METHODS, AN D HANDLI N G 

Ca.Jtion: Iaser product may be dC:I'lgerous or haza-dous. Only personnel trained on both i nstrumentciion use, as wel l as type of 
Iasers should test equipment. 
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FORM FD A 2621 (1 0/09 ) PREV IOUS EDIT ION IS OBSOLETE 

1. P ROGRAM/ASSIG N M EN T T IT LE 

Insp. of Mcnuf. (For end Dam) end Reid Compl icnce 
Testi ng of Di~;J. X-RCJf Equipment PAC 86003 

2 . PPS PROJ E CT NAME/NUMBER 

Ra:liction Control end Heath Sctay Act (RCHSA.) 
Authority - 86 

3 . P ROGRAM TYPE 00 COMPLIAN C E PROGRAM D PROGRAM CIRCULAR D ASSIGN M E NT 

4. O BJ EC T IV ES 

The objectives of inspections end tests conducted uncia" this progran a-e: 
1. To ensurethct the regulcied productsa1d mc:nufa::turer qual ity control pr ogransconform to EPRC regulciions; 
2. To identif y diagnosti c x -rCJ:f products which fai I to comply with the ~pi icct>l e performa1ce sta1dcrd requirernents; 
3. To obtain correction of noncompl ia1t products identifi ed i n I a1d 2 ct>ove by initiciing ~propri cie a:fmi nistrctivea1dlor 

regul ciory a::tion when necessa y; a1d 
4. To provide guida1ce to mc:nufa::turers rega-ding compl i a1ce with ~pi iccbl e EPRC IaNS a1d regul cii ons a:fmini stered by 

FDA . 

5 . P ROGRAM J U ST I FICAT ION 

Electronic product ra:fi cii on control (EPRC) requi rernent s protect the publ ic from unnecessa y exposure to electronic product 
ra:ficiion . Diagnostic x-rCJ:f mc:nufa::turersa-e responsible for producing equipment thct do not emit haza-dousor unnecessay 
x-ra:ficiion a1d thct comply w ith ~pi icct>l e ra:ficiion saeJ.y performc:nce sta1da-ds. A l l electronic product mc:nufa::turers 
must comply with requi rements i n T itle21 CFR 1000, 1002, 1003, 1004 a1d 1005. Beca.JSediagnosticx-ray equipment is 
also subject to performc:nce stcnda-ds, the mc:nufa::turer must also comply with Title 21 CFR 1010 a1d the equipment must 
comply with the specific sta1da-ds found in 21 CFR 1020.30 - 1020.33. Ma1ufa::turersa-e required to sel f-certify their 
products comply with the~pl i cct>l esta1dcrd, based on a quality control testing progran as described in 21 CFR 1010.2. 
EPRC i nspections a1d f ield tests verify thct electronic products comply w ith performc:nce sta1da-ds, and thci the 
ma1ufa::turer' s qual ity control testing progran ensures product compl i a1ce a1d ra:fi cii on saeJ.y. 

6 . F IE LD O B LIGAT IO N S 

Fi eld personnel w ill initicie a1d schedule inspections of diagnostic x-ray mc:nufa::turersa1d f ield tests of diagnostic x-ray 
equipment as instructed in Compl ia1ce Prograns 7386.003 a1d 7386.003a CD RH is generally responsible for the f i nal review 
of inspectionsa1d f ield tests ma:fe uncia" this progran a1d for the issua1ce of l etters resulting from inspectionsa1d f i eld tests 
performed by f ield ra:fiological health stctf . Exceptions where the district has di rect reference authority a-e noted in 
Compl ia1ce Progran 7386.003 a1d 7386.003a ..bi nt EPRC/medical device ( QSIT) inspections mC1:f be conducted under both 
Compl ia1ce Prograns 7386.003a a1d 7382.845. 
7a . S ELEC T ION OF ES T A BLIS H M ENTS TO B E COVERED 

D BY DISTRICT OFFICE D BY C ENTER 00 BY BOTH 
b . IN SPECT IO N TYPE D COMPRE HENSIV E 00 ABB REV IATED D DIRECTED 

c . PRO DU CT (S ) 

D iagnostic X -Ray Equipment 
d . INDUSTRY/ PRODU CT CODE (S) 

940$--­

e . EXAM TYPE D CHEMI CAL D MICROBIOLOGICAL D PHYSICAL D ENG INEERING 

D MICROANALYTICAL D OTHERS (SPECIFY) 

f . CH E C K THE FO LLOWIN G ATTRI BUTES 

g . SPEC IA L EQ U I PMENT, M ETHODS, A ND HANDLI N G 

Field tests wi ll be performed by consumer scteJ.y officers who have recei ved special ized training w hi ch i ndudes 
~proxi mciely two weeks of on-the-j ob training w ith a qual if ied auditor. 
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FORM FD A 2621 (1 0/09 ) PREV IOUS EDIT ION IS OBSOLETE 

1. PROGRAM/ASSIGNMENT T IT LE 

Compl i cnce Testing of El ectronic A"oductsct WEAC 
PAC 86006 

2. PPS PROJECT NAME/NUMBER 

Ra:liction Control end Heath Sctay Act (RCHSA.) 
Authority-86 

3. PROGRAM TYPE 00 COMPLIANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMENT 

4. OBJ EC T IV ES 

T he objectives of I ct>orciory tests conducted under this progrcrn a-e: 
1. To ensure thci the regul cied products conform to EPRC regul cii ons; 
2. To identif y products which tal to comply w ith the~l ie<bleperformcncesta1da-d requirements; 
3. To obtan correction of noncompl ia1t products identifi ed i n I a1d 2 ct>ove by initiciing ~propri cie a:fmi nistrctivea1dlor 

regul ciory ac:tion when necessa y; a1d 
4. To provide guida1ce to mcnufac:turers rega-ding compl i a1ce with ~pi i ccbl e EPRC IaNS a1d regul cii ons a:fmi ni stered by 

FDA . 

5. PROGRAM J USTI FICATION 

Electronic product ra:fi cii on control ( EPRC) requirements protect the publ ic from unnecessa y exposure to electronic product 
ra:fi ciion. Electronic product mcnuf ac:turers a-e responsi ble for produci ng equiprnent thci do not emit haza-dous or 
unnecessay ra:ficiion a1d thci comply with ~pl i cct>l era:ficiion safay perforrncncesta1da-ds. Al l electronic product 
ma1ufac:turersmustcomplywithrequi rementsinTit le21 CFR 1000, 1002, 1003, 1004a1d 1005. Productsalsosubjectto 
performa1ce sta1da-ds must comply with the specific sta1da-ds found in 21 CFR 1020 - 1050. EPRC lct>orciory tests verify 
thci electronic products comply w ith performcnce sta1da-ds ci the poi nt of rncnufac:ture, a1d thci the mcnufac:turer' s quality 
control testing progrcrn ensures product compl ia1ce a1d ra:fiation sctay . 

6. F IELD OBLIGATIONS 

W EA C wi II test all products i n a::corda1ce w ith the ~ropri cie Compl i a1ce Progrcrn a1dlor test mahods. Products wi II be 
identified for testing by both WEAC a1d CDRH for either routi ne or for ca.Jsetesting. W EAC wi l l request scrnplesfor di rect 
shipment from mcnufac:turer or distributor of product . W EA C wi II raan products tested unti I al l compl ia1ce actions have 
been completed or upon notifi cction from CDRH. WEAC w i ll also conduct al l foreign inspections for electronic product 
ma1ufac:turers, other the¥1 diagnostic x-ray mcnufa::turers. See Compl ia1ce Progrcrn for joi nt EPRC/medical device (QSIT ) 
inspections. CDRH is responsibl e for the f i nal review of inspections a1d Icb tests conducted under this progrcrn. 
7a. SELECT ION OF ESTABLISHMENTS TO BE COV ERED 

D BY DISTRICT OFFICE D BYCENTER 00 BYBOTH 
b . INSPECTION TYPE D COMPREHENSIVE D ABBREVIATED 00 DIRECTED 

c . PRODUCT (S) 

Lasers, sunlcrnps, mercury v~r lcrnps, x-ray systems, 
ultrcs:>und ther~y products, televisions, a1d microw aves. 

d. INDUSTRY/ PRODUCT CODE(S) 

96MS, 94VS, 94DS, 95US, 97US 

e. EXAM TYPE D CHEMICAL D MICROBIOLOGICAL D PHYSICAL 00 ENGINEERING 

D MICROANALYTICAL D OTHERS (SPECIFY) 

f . CHECK THE FOLLOWING ATTRIBUTES 

g. SPEC IA L EQUIPMENT, METHODS, AN D HANDLING 
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FORM FDA 2621 (1 0/09) PREVIOUS EDIT ION IS O B SOLETE 

1. PROGRAM/ASSIG N M ENT T IT LE 

Imported B ec:troni c Ffoducts 
PAC 86007 

2 . PPS PROJ E CT NAME/NUMBER 

Ra:liction Control end Heath Sctay Act (RCHSA.) 
Authority - 86 

3 . PROGRAM TYPE 00 COMPLIAN C E PROGRAM D PROGRAM CIRCULAR D A SSI G N M ENT 

4. O BJ EC T IV ES 

The objectives of I ct>orciory tests conducted under this progrcrn a-e: 
1. To ensure thci the regul cied products conform to EPRC regul cii ons; 
2. To identify products which tal to comply w ith the~l ie<bleperformcncesta1da-d requirements; 
3. To obtan correction of noncompl ia1t products identifi ed i n I a1d 2 ct>ove by initiciing ~propri cie a:fmi nistrctivea1dlor 

regul ciory ac:tion when necessa y; a1d 
4. To provide guida1ce to mcnufac:turers rega-ding compl i a1ce with ~pi i ccbl e EPRC IaNS a1d regul cii ons a:fmi ni stered by 

FDA . 

5 . PROGRAM J U STIFICAT IO N 

Electronic product ra:fi cii on control ( EPRC) requirements protect the publ ic from unnecessa y exposure to electronic product 
ra:fi ciion. Electronic product mcnuf ac:turers a-e responsi ble for produci ng equiprnent thci do not emit haza-dous or 
unnecessay ra:ficiion a1d thci comply with ~pl i cct>l era:ficiion safay perforrncncesta1da-ds. Al l electronic product 
ma1ufac:turersmustcomply withrequi rementsinTit le21 CFR 1000, 1002, 1003, 1004a1d 1005. Productsalsosubjectto 
performa1ce sta1da-ds must comply with the specific sta1da-ds found in 21 CFR 1020 - 1050. EPRC i mports entry reviews 
verify thci electronic products subject to pertorma1ce sta1da-ds have been reported to FDA as required. 

6 . F IE LD O B LIGA T IO N S 
l D) {!:>),{D) {f){c) 

7a . SELEC T IO N O F ES T A BLIS H M ENTS TO BE COVERED 

00 BY DISTRICT OFFIC E D BY C ENTER D BYBOTH 
b . IN SPECT ION TYPE D COMPREHENSIVE D ABBREV IATE D D DIRECTED 

c. PRODUCT (S) 

A II ra:fi cii on emitting electroni c products thci a-e subject to 
a pertorma1cesta1da-d contaned i n 21 CFR 1020 - 1050. 

d. INDUSTRY/ PRO D U CT CODE(S) 

94-97 

e. EXAM TYPE D CHEMICAL D MIC ROBIOLOG ICAL D PHYSICAL D ENG INEERING 

D MICROANALYTICAL D OTHERS (SPECIFY) 

f. C H E C K THE FOLLO W IN G A TTRIBUTES 

g. S PEC IA L EQ U IPMENT, METHO DS , A N D HA NDLING 
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FORM FD A 2621 (1 0/09 ) PREVIOUS EDI T ION IS O B SOLETE 

1 . PROGRAM /ASSIG N M EN T T IT LE 

Rcdiologi ca Health Control Activi ties 
PAC 86008, 86009 

2 . PPS PROJ E CT NAME/N UMBER 

Rcdiction Control end Health Sctay Ad (RCHSA.) 
Authori ty - 86 

3 . PROGRAM TYPE 00 COMPLIAN C E PROGRAM D PROGRAM C IRCULAR D ASSI G N M ENT 

4. O BJ EC T IV ES 

Use Control: 
Providetechnical CISSstC:I'lceto StcieC:I'ld Federal ra:fiological health prograns i mplementing FDA use control prograns, 
indudi ng DENT (seethecompliC:I'lce progrcrn for a more compl etestciement of objectivesC:I'ld lct>orciory support); Mantain 
liason w ith Stcie radiol ogical health prograns; Provide support for regional traning cdivitiesC:I'ld regional v ideotape library; 
Promote i mplementciion of prograns to optimize radiciion exposure; Communiccie FDA pol icies to Stcie C:l'1d local health 
agencies. 

Emergency PIC:rlning & Response Activ ities: 
To cd as a focal point for emergency reed ness response pi C:l'lning by Stcies. 

5 . PROGRAM J U STIFICAT IO N 

Medical DeviceC:I'ld Radiological Health Use Control C:l'1d Policy lmplementcii on: 
Rapi dly changing technology requires thci the FDA develop use control prograns whose effective i mpl ementciion wi II require 
traning beyond thci possessed by most Stcie radiologi cal health progrcrn personnel . 

Emergency PIC:rlning & Response Activ ities: 
The Agency has been asSgned responsi bi I i ti es by the Federal Emergency Mc:ncgement Agency to review ra:fiol ogi cal 
emergency response pi C:I'IS prepared by the Stcies. 

6 . F IE LD O B LI GA T IO N S 

Use Control : RRHRs wi II mai nta n I i a son C:l'ld provide technical as9 stC:I'lce to Stcie'Federal radi ol ogi cal health progrcrn 
personnel ; CISSst i n the piC:I'lning C:l'1d presentciion of quality assurC:I'lcetraining with the region; help select Stcie participC:I'lts i n 
new use control prograns; serve as mancgers of the regional videotape I i brary; C:l'ld citend the foi l owing meetings: N cii onal 
Conference of Stcie Progrcrn Di rectors; Regional meetings with stcie C:l'ld local radiological health agencies; C:l'ld HQ C:l'lnual 
meetings with CD RH , ORA C:l'1d other FDA officials. WEAC wi ll provide Lcborciory Support for the DENT programs. 
Emergency PIC:rlning & Response Activ ities: Provideconsultciion to stciesand citend regional emergency piC:I'lning meetings. 
7a . SELEC T IO N O F ES T A BLI S H M ENTS TO BE COVERED 

D BY DISTRICT OFFIC E D BY C ENTER 00 BYBOTH 
b . IN SPECT ION TYPE D COMPREHENSI VE D ABBREV IATE D D DIRECTED 

c. PRODUCT (S) d . INDUSTRY/PRO D U CT CODE(S) 

Emergency Ple11ning & Response Activiti es: 94YN-99 

e. EXAM TYPE D CHEMICAL D MIC ROBIOLOG ICAL D PHY SICAL D ENG INEERING 

D MICROANA LYTICAL D OTHERS (SPECIFY) 

f . C H E C K THE FOLLO W IN G A TTRIBUTES 

g . S PEC IA L EQ U I PMENT, METHO DS , A N D HA NDLING 
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FORM FDA 2621 (1 0/09) PREV IOUS EDIT ION IS O B SOLETE 

1. PROGRAM/ASSIG N M EN T T IT LE 

Regulated Tobocco Ffoducts- Domestic end Import 
PACs 96R800, 96T800, 96R824, 96R833 

2 . PPS PROJ E CT NAME/N UMBER 

Tobocco - 96 

3 . PROGRAM TYPE D COMPLIAN C E PROGRAM D PROGRAM CIRCULAR [TI ASSI G N M ENT 

4. O BJ EC T IV ES 

Using aToba::co Ca:lre Teem of ~proxi mael y five i nvesti gctors who w i II report to a supervisor i n ORA heedquarters, ORA 
w i II i nspect and investi gcie domestic estctll ishments of regul cied and imported toba::co product to determine compl iance with 
the Federal Food, Drug, and Cosmetic Act as amended by the Fami ly Smoking Prevention and Tobacco Control Act and its 
implementing regul ciions. 
ORA w i II conduct inspections, i nvestigcii ons and sample col i ections to support Center-initiated a:lmi ni strciive and/or 
enforcement cdion when viol cii ons are observed. 

5 . PROGRAM J U STIFICAT IO N 

The Federal Food, Drug, and Cosmetic Act, as amended by the Famil y Smoking Prevention and Toba::co Control Act 
requires the agency to conduct inspections ci I east once during a two-yea- period. 

6 . F IE LD O B LI GA T IO N S 

CTP plans to issue multi-district inspection and investigction assignments as needed i n lieu of any compl iance program(s) 
during the f iscal yea- to cover al l stciutory and regulciory provisions i n effect . CTP anti cipcies~rox i mciely half the universe 
of registered toba::co establ ishments to be inspected during the fi seal yea-. Further, CTP anti ci pcies the col i ection of domestic 
samples for I aborciory analysis to either support enforcement cdions or to ensure compl iance with certain provisions in effect . 
CTP plans to develop i mport alerts and assignments as needed. 

7a . S ELEC T IO N OF ES T A BLIS H M ENTS TO BE COVERED 

D BY DISTRICT OFFIC E 0 BY C ENTER D BYBOTH 
b . IN SPECT IO N TYPE D COMPREHENSIVE D ABBREV IATED [TI DIRECTED 

c. PRO DU CT (S) 

Cigarettes, cigarette tobacco, rol l-your -own toba::co, and 
smokeless toba::co 

d . INDUSTRY/ PRO D U CT CODE(S) 

All tobacco codes 

e. EXAM TYPE 0 CHEMI CAL D MIC ROBIOLOGICAL D PHYSICAL D ENG INEERING 

D MICROANA LYTICAL CKJ OTHERS (Label, Labeling, Advertising Reviews) 

f . CH E C K THE FOLLO W IN G A TTRIBUTES 

Cigarette, cigarette tobacco, components, parts & a:x::es&>ries labeled with f lavor; " low," "l ight," "mi ld" descriptor provision 
for all toba::co products. Label ing/prornotion i nformai on as requested i n each assignment. 

g . SPEC IA L EQ U I PMENT, METHO DS , A ND HA NDLING 

L iquid chromaogr~y coupled to tripl e quadrupol e mass spectrometer (LC/M&MS); GasChromaogr~hy coupled with 
fl arll&i onizcii on-detector and mass spectrometer (GC/FI D/M S); GC/M S; GC/ M &M S among other instruments. 
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