WORKPLAN SUMMARY / POSITION CLASS (SE 2 RESEARCH RESOURCES) Page: 38

Output Reflec : OPR FTE'S FY 2001 Date: 16-JAN-2001
DISTRICT: PRL-NW
ANATYTICAL ANALYTICAL ANALYTICAL DISTRICT RESEARCH TOTALS
INVEST CHEM MICRC ENG/PHY RESEARCH CENTER OPR FTE'S PERSNHRS
FIELD
TOTAL 0.00 21.46 14.50 0.00 3.43 7.00 46.39 54826.00
FOOD SAFETY/COS 0.00 10.36 14.50 0.00 3.43 6.00 34.29 40552.40
03 0.00 3.42 13.98 0.00 3.06 4.00 24.46 28942.70
04 0.00 5.51 0.40 0.00 0.00 0.00 5.91 6972 .50
07 0.00 1.43 0.00 0.00 0.37 1.00 2.80 3320.00
09 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
18 0.00 0.00 0.12 0.00 0.00 0.00 0.12 137.20
21 0.00 0.00 0.00 0.00 0.00 1.00 1.00 1180.00
29 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
BIOLOGICS 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
41 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
42 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
45 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
HUMAN DRUGS 0.00 9.15 0.00 0.00 0.00 0.00 9.15 10788.00
46 0.00C 2.32 0.00 0.00 0.00 0.00 2.32 2740.00
48 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
52 0.00 1.47 0.00 0.00 0.00 0.00 1.47 1730.00
53 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
56 0.00 5..18 0.00 0.00 0.00 0.00 5149 6122.00
58 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
61 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
63 0.00 0.17 0.00 0.00 0.00 0.00 0.17 196.00
ANIMAL D & F 0.00 1.85 0.00 0.00 0.00 1.00 2:.:95 3485.60
68 0.00 0.30 0.00 0.00 0.00 0.00 0.30 359.80
71 0.00 1.65 0.00 0.00 0.00 1.00 2.65 3125.80
DEVICES & RAD H 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
81 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
82 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
83 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
84 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
85 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
86 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00



WORKPLAN SUMMARY / POSITION CLASS (SEPARATE RESEARCH RESOURCES) Page: 39

Output Reflects: OPR FTE'S FY 2001 Date: 16-JAN-2001
REGION: PA REGN
ANALYTICAL ANALYTICAL ANALYTICAL DISTRICT RESEARCH TOTALS
INVEST CHEM MICRO ENG/PHY RESEARCH CENTER OPR FTE'S PERSNHRS
FIELD
TOTAL 214.31 55.63 56.10 0.00 7.03 7.00 340.07 355821.80
FOOD SAFETY/COS 122.47 36.95 55.34 0.00 7.03 6.00 227,79 243929.10
03 92.50 RHE 54,18 0.00 6.16 4.00 169.15 178928.80
04 5.46 22.20 0.40 0.00 0.00 0.00 28.06 31742.20
07 1.+B% 1.43 0.00 0.00 0.87 1.00 4.97 5473.60
09 0.38 1.01 0.00 0.00 0.00 0.00 L B8 1535.890
18 19.68 0.00 0.12 0.00 0.00 0.00 19.80 21671.00
21 1. 99 0.00 0.00 0.00 0.00 1.00 2.99% 3026.90
29 0.79 0.00 0.64 0.00 0.00 0.00 1.43 1550,70
BIOLOGICS 19.01 0.00 0.00 0.00 0.00 0.00 19.01 17519590
41 4.14 0.00 0.00 0.00 0.00 0.00 4.12 3764.00
42 14.23 0.00 0.00 0.00 0.00 0.00 14.23 13172.00
45 0.64 0.00 0.00 0.00 0.00 0.00 0.64 583.70
HUMAN DRUGS 28.33 12.31 0.51 0.00 0.00 0.00 41.15 41253.80
46 2.45 2.59 0.00 0.00 0.00 0.00 5.04 5290.00
48 8.40 0.00 0.00 0.00 0.00 0.00 8.40 7631.90
52 1.84 2.36 0.00 0.00 0.00 0.00 4,20 4466.00
53 0.77 0.00 0.00 0.00 0.00 0.00 0.77 705.00
56 33.04 T 19 0.51 0.00 0.00 0.00 20.74 21295.90
58 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
61 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
63 1.83 0.17 0.00 0.00 0.00 0.00 2.00 1865.00
ANIMAL D & F 7.47 2.38 0.25 0.00 0.00 1.00 11.10 11842.590
68 0.97 0.30 0.00 0.00 0.00 0.00 1.27 1322.40
71 6.50 2.08 0.25 0.00 0.00 1.00 9.83 10520.50
DEVICES & RAD H 37.03 3.99 0.00 0.00 0.00 0.00 41,02 41376.30
81 0.59 0.00 0.00 0.00 0.00 0.00 0.59 552.70
82 19.58 3:99 0.00 0.00 0.00 0.00 23457 23609.00
83 7.70 0.00 0.00 0.00 0.00 0.00 by o o 7315.00
84 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
85 3.32 0.00 0.00 0.00 0.00 0.00 832 3853.00
86 5.84 0.00 0.00 0.00 0.00 0.00 5.84 6046.60



WORKPLAN SUMMARY / POSITION CLASS (SE T RESEARCH RESOURCES) Page: 40

output Refle. : OPR FIE'S FY 2001 Date: 16-JAN-2001
TOTAL FIELD
Legred ANALYTICAL  ANALYTICAL  ANALYTICAL DISTRICT RESEARCH TOTALS
= INVEST CHEM MICRO ENG/PHY RESEARCH CENTER OPR FTE'S PERSNHRS
FIELD
TOTAL 1085.29 286.10 173.23 15.80 29.44 21.00 1610.86 1671437.00
FOOD SAFETY/COS 514.70 149.67 155.33 0.00 15.99 14.00 849.69 902992.60
03 380.29 32.37 149.05 0.00 12.99 4.00 578.70 598419.50
04 21.25 85.89 1.19 0.00 1.29 5.00 114.62 130222.00
07 8.67 12.49 0.00 0.00 1.29 4.00 26.45 29070.00
09 1.88 5.12 0.00 0.00 0.00 0.00 7.00 7797.00
18 90.52 0.00 0.43 0.00 0.00 0.00 30.95 102658 .40
21 8.61 13.80 1.68 0.00 0.42 1.00 25.51 27930.70
29 3.48 0.00 2.98 0.00 0.00 0.00 §.46 6895.00
BRIOLOGICS 120.96 0.00 0.00 0.00 0.50 0.00 121.46 111411.20
a1 21.00 0.00 0.00 0.00 0.00 0.00 21.00 19102 .00
42 88.83 0.00 0.00 0.00 0.50 0.00 89.33 82168.90
4s 11.13 0.00 0.00 0.00 0.00 0.00 11.13 10140.30
HUMAN DRUGS 235.09 112.52 4.49 0.00 5.31 0.00 357.41 361954.50
46 26.55 25.21 0.53 0.00 0.00 0.00 56.29 59265.00
483 54.22 0.00 0.00 0.00 0.00 0.00 54.22 49325.50
52 20.53 26.99 0.09 0.00 0.42 0.00 48.03 51126.00
53 7.97 0.00 0.00 0.00 0.00 0.00 7.97 7275.00
56 112.95 55.66 3.87 0.00 4.89 0.00 177.37 182469.00
58 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
61 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
63 1287 0.66 0.00 0.00 0.00 0.00 13.53 12494.00
ANIMAL D & F 45.45 13.89 4.88 0.00 1.00 5.00 70.22 74925.60
68 11.05 2.38 0.00 0.00 0.00 0.00 13.43 13852.00
73 34.40 11.51 4.88 0.00 1.00 5.00 56.79 61073 .60
DEVICES & RAD H 169.09 10.02 8.53 15.80 6.64 2.00 212.08 220153.10
81 1.68 0.15 0.07 0.16 0.00 0.00 2.06 2025.40
82 90.64 9.31 5.69 5.92 522 0.59 119.37 122382.90
83 29,92 0.00 0.00 0.00 0.00 0.00 29.92 28429.00
84 0.00 0.56 177 3.58 0.42 1.41 7.84 9237.00
85 21.82 0.00 0.00 0.00 0.00 0.00 21.82 25292.00
86 25.03 0.00 0.00 6.04 0.00 0.00 31.07 32786.80
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WORKPLAN SUMMARY / POSITICN CLASS

output Reflects: OFR FTE'S
DISTRICT: HDQTRS
DIST RES &
ANALYTICAL
INVEST CHEM

FIELD

TOTAL 33.51 0.00

FOOD SAFETY/COS 4.00 0.00
03 4.00 0.00
04 0.00 0.00
07 0.00 0.00
09 0.00 0.00
18 0.00 0.00
21 0.00 0.00
29 0.00 0.00

BIOLOGICS 20.77 0.00
41 3.50 0.00
42 10.52 0.00
45 €.75 0.00

HUMAN DRUGS 4.34 0.00
46 0.97 0.00
48 1.49 0.00
52 0.42 0.00
53 0.26 0.00
56 1.20 0.00
58 0.00 0.00
61 0.00 0.00
63 0.00 0.00

ANIMAL D & F 0.57 0.00
68 0.04 0.00
71 0.53 0.00

DEVICES & RAD H 3.83 0.00
81 0.00 0.00
82 3.82 0.00
83 0.00 0.00
84 0.00 0.00
85 0.00 0.00
86 0.00 0.00

FY 2001
DIST REG & DIST REG &
ANALYTICAL  ANALYTICAL
MICRO ENG/PHY
0.00 0.00
0.00 0.00
0.00 0.00
0.00 0.00
0.00 0.00
0.00 0.00
0.00 0.00
0.00 0.00
0.00 0.00
0.00 0.00
0.00 0.00
0.00 0.00
0.00 0.00
0.00 0.00
0.00 0.00
0.00 0.00
0.00 0.00
0.00 0.00
0.00 0.00
0.00 0.00
0.00 0.00
0.00 0.00
0.00 0.00
0.00 0.00
0.00 0.00
0.00 0.00
0.00 0.00
0.00 0.00
0.00 0.00
0.00 0.00
0.00 0.00
0.00 0.00
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(COMBINED ANAL & DISTR RESEARCH)

Page: il
Date: 16-JAN-2001
TOTALS

OPR FTE'S PERSNHRS
33.51 30789.30
4,00 3720.00
4.00 3720.00
0.00 0.00
0.00 0.00
0.00 0.00
0.00 0.00
0.00 0.00
0.00 0.00
20.77 18905.40
3.50 3185.00
10.52 9576.90
6.75 6143.50
4.34 3953.70
0.97 880.00
1.49 1358.70
0.42 385.00
0.26 240.00
120 1090.00
0.00 0.00
0.00 0.00
0.00 0.00
0.57 5£8.00
0.04 40,00
0.53 528.00
3.83 3642.20
0.00 0.00
3.83 3642.20
0.00 0.00
0.00 0.00
0.00 0.00
0.00 0.00



WORKPLAN SUMMARY / POSITION CLASS {ComMB \NAL & DISTR RESEARCH} Page: 2

Output Refle. . OPR FTE'S FY 2001 Date: 16-JAN-2001
REGION: HDQTRS
DIST RES & DIST REG & DIST REG &
ANALYTICAL ANALYTICAL ANALYTICAL DISTRICT RESEARCH TOTALS
INVEST CHEM MICRO ENG/PHY RESEARCH CENTER OPR FTE'S PERSNHRS
FIELD
TOTAL 33..B1 0.00 0.00 0.00 0.00 0.00 33.51 3078%.30
FOOD SAFETY/COS 4.00 0.00 0.00 0.00 0.00 0.00 4.00 3720.00
03 4.00 0.00 0.00 0.00 0.00 0.00 4.00 3720.00
04 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
07 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
0% 0.00 0.00 0.00 0.00 0,00 0.00 0.00 0.00
18 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
21 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
29 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
BIOLOGICS 20.77 0.00 0.00 0.00 0.00 0.00 20.77 18905.40
41 3.50 0.00 0.00 0.00 0.00 0.00 3.50 3185.00
42 10.52 0.00 0.00 0.00 0.00 0.00 10.52 9576.90
45 675 0.00 0.00 0.00 0.00 0.00 6.:75 6143.50
HUMAN DRUGS 4.34 0.00 0.00 0.00 0.00 0.00 4.34 3953.70
46 0.97 0.00 0.00 0.00 0.00 0.00 0.97 880.00
48 1.48 0.00 0.00 0.00 0.00 0.00 1.49 1358.70
52 0.42 0.00 0.00 0.00 0.00 0.00 0.42 385,00
53 0.26 0.00 0.00 0.00 0.00 0.00 0.26 240.00
56 1.20 0.00 0.00 0.00 0.00 0.00 1.20 1080.00
58 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
61 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
63 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
ANIMAL D & F 0::5% 0.00 0.00 0.00 0.00 0.00 0.57 568.00
68 0.04 0.00 0.00 0.00 0.00 0.00 0.04 40,00
7 0.53 0.00 0.00 0.00 0.00 0.00 0.53 528.00
DEVICES & RAD H 3.83 0.00 0.00 0.00 0.00 0.00 3.83 3642.20
81 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
82 3.83 0.00 0.00 0.00 0.00 0.00 3.83 3642.20
83 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
84 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
85 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
86 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00



WORKPLAN SUMMARY / POSITION CLASS (COMBINED ANAL & DISTR RESEARCH) Page: 3
output Reflects: OFR FTE'S FY 2001 Date: 16-JAN-2001

DISTRICT: NE RO

DIST RES & DIST REG & DIST REG &

ANALYTICAL ANALYTICAL ANALYTICAL DISTRICT RESEARCH TOTALS

INVEST CHEM MICRO ENG/PHY RESEARCH CENTER OPR FTE'S PERSNHRS

FIELD
TOTAL 12.60 0.00 0.00 0.00 0.00 0.00 12.60 14967.50
FOOD SAFETY/COS 10.96 0.00 0.00 0.00 0.00 0.00 10.96 13158.00
03 0.10 0.00 0.00 0.00 0.00 0.00 0.10 120.00
04 0.00 0.00 0.00 0.C0 0.00 0.00 0.00 0.00
07 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
0% 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
18 10.86 0.00 0.00 0.00 0.00 0.00 10.86 13038.00
21 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
29 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
BIOLOGICS 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
41 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
42 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
45 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
HUMAN DRUGS 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
46 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
48 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
52 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
53 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
56 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
58 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
61 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
63 0.00 0.00 0.00 0.900 0.00 0.00 0.00 0.00
ANIMAL D & F 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
68 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
71 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
DEVICES & RRD H 1.64 0.00 0.00 0.00 0.00 0.00 3.64 1809.580
81 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
82 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
83 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
84 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
85 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
86 1.64 0.00 0.00 0.00 0.00 0.00 1.64 1809.50



WORKPLAN SUMMARY / POSITION CLASS (COME ANAT, & DISTR RESEARCH} Page: 4

OPR FTE'S FY 2001 Date: 16-JAN-2001

Output Refle

DISTRICT: NWE
DIST RES & DIST REG & DIST REG &

ANALYTICAL ANALYTICAL ANATYTICAL DISTRICT RESEARCH TOTALS
INVEST CHEM MICRO ENG/PHY RESEARCH CENTER OPR FTE'S PERSNHRS
FIELD
TOTAL 57.57 0.00 0.00 0.00 0.00 0.00 57.57 54494 .00
FOOD SAFETY/COS 28.47 0.00 0.00 0.00 0.00 0.00 28,47 26833.80
03 25.47 0.00 0.00 0.00 0.00 0.00 25.47 24043.40
04 0.88 0.00 0.00 0.00 0.00 0.00 0.88 817.740
07 0.27 0.00 0.00 0.00 0.00 0.00 0.27 252.80
09 0.08 0.00 0.00 0.00 0.00 0.00 0.08 72.10
18 1.27 0.00 0.00 0.00 0.00 0.00 L2 1182.80
21 0.28 0.00 0.00 0.00 0.00 0.00 0.29 270.80
29 0.21 0.00 0.00 0.00 0.00 0.00 0.21 194.20
BICLCGICS 4,93 0.00 0.00 0.00 0.00 0.00 4.93 4513.00
41 0.53 0.00 0.00 0.00 0.00 0.00 0.53 481.60
42 3.68 0.00 0.00 0.00 0.00 0.00 3.68 3373.40
45 0.72 0.00 0.00 0.00 0.00 0.00 0.72 658.00
HUMAN DRUGS 11,14 0.00 0.00 0.00 0.00 0.00 11.14 10238.70
46 15 0.00 0.00 0.00 0.00 0.00 1.51 1374.00
48 2.81 0.00 0.00 0.00 0.00 0.00 2.81 2560.70
52 0.77 0.00 0.00 0.00 0.00 0.00 0.77 704.00
53 0.48 0.00 0.00 0.00 0.00 0.00 0.48 435,00
56 4.91 0.00 0.00 0.00 0.00 0.00 4.91 4566 .00
58 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
61 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
63 0.66 0.00 0.00 0.00 0.00 0.00 0.66 599,00
ANIMAL D & F 1.62 0.00 0.00 0.00 0.00 0.00 1.62 1632.30
68 0.37 0.00 0.00 0.00 0.00 0.00 0.37 367.00
71 1,258 0.00 0.00 0.00 0.00 0.00 1,25 1265.30
DEVICES & RAD H Tls4l 0.00 0.00 0.00 0.00 0.00 11.41 11276.20
81 0.13 0.00 0.00 .00 0.00 0.00 0.12 124.10
82 6.95 0.00 0.00 0.00 0.00 0.00 6.95 6661.80
83 1.96 0.00 0.00 0.00 0.00 0.00 1.96 1861.00
84 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
85 2.7 0.00 0.00 0.00 0.00 0.00 Ll 1982.00
86 0.66 0.00 0.00 0.00 0.00 0.00 0.66 647.30



WORKPLAN SUMMARY / POSITION CLASS (COMBINED ANAL & DISTR RESEARCH) Page: 5
output Reflects: OPR FTE'S FY 2001 Date: 16-JAN-2001

DISTRICT: NYK
DIST RES & DIST REG & DIST REG &

ANALYTICAL ANALYTICAL ANALYTICAL DISTRICT RESEARCH TOTALS
INVEST CHEM MICRO ENG/PHY RESEARCH CENTER OPR FTE'S PERSNHRS
FIELD
TOTAL 76.70 0.00 0.00 0.00 0.00 0.00 76.70 75335.30
FOOD SAFETY/COS 36.25 0.00 0.00 0.00 0.00 0.00 36.25 35939.40
03 30.53 0.00 0.00 0.00 0.00 0.00 30.53 305%0.20
04 1.90 0.00 0.00 0.00 0.00 0.00 1.90 1769.70
07 0.85 0.00 0.00 0.00 0.00 0.00 0.85 787.60
08 0.40 0.00 0.00 0.00 0.00 0.00 0.40 371.00
18 1.20 0.00 0.00 0.00 0.00 0.00 1,20 1112.40
21 0.94 0.00 0.00 0.00 0.00 0.00 0.94 875.40
29 0.43 0.00 0.00 0.00 0.00 0.00 0.43 433.10
BIOLOGICS 5.30 0.00 0.00 0.00 0.00 0.00 5.30 4947.590
41 0.98 0.00 0.00 0.00 0.00 0.00 0.98 891,20
42 3,87 0.00 0.00 0.00 0.00 0.00 3.87 3648.80
45 0.45 0.00 0.00 0.00 0.00 0.00 0.45 407.90
HUMAN DRUGS 23.09 0.00 0.00 0.00 0.00 0.00 23.09 22045.80
46 2.28 0.00 0.00 0.00 0.00 0.00 2.28 2076.00
48 3.26 0.00 0.00 0.00 0.00 0.00 3.26 2971.50
52 2.66 0.00 0.00 0.00 0.00 0.00 2.66 2419.00
53 0.87 0.00 0.00 0.00 0.00 0.00 0.87 7985.00
56 13.03 0.00 0.00 0.00 0.00 0.00 13.03 12880.30
58 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
61 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
63 0.98 0.00 0.00 0.00 0.00 0.00 0.99 904.00
ANIMAL D & F 2.96 0.00 0.00 0.00 0.00 0.00 2.%6 3023.70
68 0.59 0.00 0.00 0.00 0.00 0.00 0.59 . 589.60
71 2.37 0.00 0.00 0.00 0.00 0.00 237 2434.10
DEVICES & RAD H 9.10 0.00 0.00 0.00 0.00 0.00 9.10 9378.50
81 0.04 0.00 0.00 0.00 0.00 0.00 0.04 38.10
82 5.58 0.00 0.00 0.00 0.00 0.00 5.58 5654.00
83 0.82 0.00 0.00 0.00 0.00 0.00 0.82 775.00
84 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
85 1.32 0.00 0.00 0.00 0.00 0.00 1.32 1527.00
86 1.32 0.00 0.00 0.00 0.00 0.00 1.34 1384.40



WORKPLAN SUMMARY / POSITION CLASS (COME \NAL & DISTR RESEARCH) Page: 6
Ccutput Refle. .. OPR FTE'S FY 2001 Date: 16-JAN-20C1

DISTRICT: NRL
DIST RES & DIST REG & DIST REG &

ANALYTICAL ANALYTICAL ANALYTICAL DISTRICT RESEARCH TOTALS

INVEST CHEM MICRO ENG/PHY RESEARCH CENTER QPR FTE'S PERSNHRS

FIELD
TOTAL 0.04 48.68 39,14 0.00 0.00 S 0.00 87.86 103867.80
FOOD SAFETY/COS 0.04 20.18 36.40 0.00 0.00 0.00 56.62 66922.00
03 0.00 8.02 35.11 0.00 0.00 0.00 43.13 50999.00
04 0.00 7.48 0.34 0.00 0.00 0.00 7.82 9226.70
07 0.00 2.70 0.00 0.00 0.00 0.00 2.70 3185.00
09 0.00 1.56 0.00 0.00 0.00 0.00 1.56 1840.70
18 0.04 0.00 0.04 0.00 0.00 0.00 0.08 87.00
23 0.00 0.42 0.00 0.00 0.00 0.00 0.42 500.00
29 0.00 0.00 0...31 0.00 0.00 0.00 0.51 1073.60
BIOLOGICS 0.00 0.00 0.50 0.00 0.00 0.00 0.50 603.00
41 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
42 0.00 0.00 0.50 0.00 0.00 0.00 0.50 603.00
45 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
HUMAN DRUGS 0.00 27.48 2.09 0.00 0.00 0.00 29.57 34949.00
46 0.00 6.35 0.09 0.00 0.00 0.00 6.44 7600.00
48 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
52 0.00 8.63 0.09 0.00 0.00 0.00 8.72 10285.00
53 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
56 0.00 12.43 .91 0.00 0.00 0.00 14.34 16580.00
58 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
61 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
63 0.00 0.07 0.00 0.00 0.00 0.00 0.07 84.00
ANIMAL D & F 0.00 1.02 0.15 0.00 0.00 0.00 1.17 1393.80
68 0.00 0.26 0.00 0.00 0.00 0.00 0.26 312.40
FL 0.00 0.76 0.15 0.00 0.00 0.00 0.91 1081.40
DEVICES & RAD H 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
g1 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
82 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
83 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
84 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
85 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
86 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00



WORKPLAN SUMMARY / POSITION CLASS (COMBINED ANAL & DISTR RESEARCH) Page: 7
output Reflects: OPFR FTE'S FY 2001 Date: 16-JAN-2001

DISTRICT: WEAC
DIST RES & DIST REG & DIST REG &

ANALYTICAL ANALYTICAL ANALYTICAL DISTRICT RESEARCH TOTAILS

INVEST CHEM MICRO ENG/PHY RESEARCH CENTER OPR FTE'S PERSNHRS

FIELD
TOTAL 0.00 9.84 8.44 18.04 0.00 2.00 38.32 45370.10
FOOD SAFETY/COS 0.00 2.83 0.00 0.00 0.00 0.00 2.83 3334.00
03 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
04 0.00 2.83 0.00 0.00 0.00 0.00 2.83 3334.00
07 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
0% 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
18 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
21 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
29 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
BIOLOGICS 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
41 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
42 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
45 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
HUMAN DRUGS 0.00 215 0.15 0.00 0.00 0.00 2.30 2721.00
46 0.00 1.00 0.00 0.00 0.00 0.00 1.00 1180.00
48 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
52 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
53 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
56 0.00 1.18 025 0.00 0.00 0.00 130 1541.00
58 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
61 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
63 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
ANIMAL D & F 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
68 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
71 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
DEVICES & RAD H 0.00 4.86 8.29 18.04 0.00 2.00 33.19 39315.10
8l 0.00 0.15 0.07 0.16 0.00 0.00 0.38 445,00
82 0.00 4.15 6.45 775 0.00 c.52 18.94 22504 .10
83 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
84 0.00 0.56 1.77 4.09 0.00 1.41 7.83 9237.00
85 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
86 0 0.00 0.00 6.04 0.00 0.00 6.04 7129.00



WORKPLAN SUMMARY / POSITION CLASS (CoMB \NAL & DISTR RESEARCH) Page: 8

Qutput Reflec. . OPR FTE'S FY 2001 Date: 16-JAN-2001
REGION: NE REGN
DIST RES & DIST REG & DIST REG &
ANALYTICAL ANALYTICAL ANALYTICAL DISTRICT RESEARCH TOTALS
INVEST CHEM MICRO ENG/PHY RESEARCH CENTER OPR FTE'S PERSNHRS
FIELD
TOTAL 146.91 58.52 47.58 18.04 0.00 2.00 273.05 294034.70
FOOD SAFETY/COS 75.72 23.01 36.40 0.00 0.00 0.00 135.13 146187.20
03 56.10 8.02 35.11 0.00 0.00 0.00 99.23 105752.60
04 2.78 10.31 0.34 0.00 0.00 0.00 13.43 15148.10
07 I 5l 2.70 0.00 0.00 0.00 0.00 3.82 4235.40
0% 0.48 1.56 0.00 0.00 0.00 0.00 2.04 2283,80
18 12 .8 0.00 0.04 0.00 0.00 0.00 13.41%1 15420.20
20 1.23 0.42 0.00 0.00 0.00 0.00 1.65 1646.20
29 0.64 0.00 0.91 0.00 0.00 0.00 155 1700.990
BIOLOGICS 10.23 0.00 0.50 0.00 0.00 0.00 10.73 10063.90
41 1.51 0.00 0.00 0.00 0.00 0.00 1.51 1372.80
42 7.55 0.00 0.50 0.00 0.00 0.00 8.05 7625.20
45 1.7 0.00 0.00 0.00 0.00 0.00 1717 1065.90
HUMAN DRUGS 34.23 29.63 2.24 0.00 0.00 0.00 66.10 69554.50
46 3 .78 7.35 0.09 0.00 0.00 0.00 11.23 12230.00
48 6.07 0.00 0.00 0.00 0.00 0.00 6.07 5532.20
52 3.43 8.63 0.09 0.00 0.00 0.00 1215 13408.00
53 1.35 0.00 0.00 0.00 0.00 0.00 38 1230.00
56 17.94 13.58 2.06 0.00 0.00 0.00 33,58 35967.30
58 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
61 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
63 1.65 0.07 0.00 0.00 0.00 0.00 1.72 1587.00
ANIMAL D & F 4.58 1.02 D15 0.00 0.00 0.00 5.75 6049.80
68 0.96 0.26 0.00 0.00 0.00 0.00 1.22 1269.00
Tl 3.62 0.76 0 .35 0.00 0.00 0.00 4.53 4780.80
DEVICES & RAD H 2238 4.86 8.2% 18.04 0.00 2.00 55.34 61779.30
81 0= i 0.15 0.07 0.16 0.00 0.00 0.55 607.20
82 12.83 4.15 6.45 198 0.00 053 31.47 34819.90
83 2,78 0,00 0.00 0.00 0.00 0.00 2.78 2636.00
84 0.00 0.56 1.77 4,09 0.00 143 7.83 9237.00
85 3.03 0.00 0.00 0.00 0.00 0.00 3.03 3509.00
86 3.64 0.00 0.00 6.04 0.00 0.00 9.68 10970.20



WORKPLAN SUMMARY / POSITION CLASS (COMBINED ANAL & DISTR RESEARCH) Page: g

Output Reflects: OPR FTE'S FY 2001 Date: 16-JAN-2001
DISTRICT: CE RO
DIST RES & DIST REG & DIST REG &
ANALYTICAL ANALYTICAL ANALYTICAL DISTRICT RESEARCH TOTALS
INVEST CHEM MICRO ENG/PHY RESEARCH CENTER OPR FTE'S PERSNHRS
FIELD
TOTAL 20.79 0.00 0.00 0.00 0.00 0.00 20.79 24789.70
FOOD SAFETY/COS 15.15 0.00 0.00 0.00 0.00 0.00 19,15 22980.20
03 0410 0.00 0.00 0.00 0.00 0.00 0.10 120.00
04 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
07 0,00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
09 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
18 19.05 0.00 0.00 0.00 0.00 0.00 19.05 22860.20
24 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
29 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
BIOLOGICS 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
41 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
42 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
45 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
HUMAN DRUGS 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
46 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
48 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
52 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.60
53 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
56 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
58 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
61 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
63 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
ANIMAL D & F 0.00 0.00 o.00 0.00 0.00 0.00 0.00 0.00
68 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
71 0.00 0.00 0.00 0.00 0.00 0.00 0,00 0.00
DEVICES & RAD H 1.64 0.00 0.00 0.00 0.00 0.00 1.64 1809.50
81 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
82 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
83 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
84 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
85 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
86 1.64 0.00 0.00 0.00 0.00 0.00 1l.64 1809.50



WORKPLAN SUMMARY / POSITION CLASS (COMB ANAL & DISTR RESEARCH) Page: 10
Output Refle. . OPR FTE'S FY 2001 Date: 16-JAN-2001

DISTRICT: BLT
DIST RES & DIST REG & DIST REG &

ANALYTICAL ANALYTICAL ANALYTICAL DISTRICT RESEARCH TOTALS

INVEST CHEM MICRO ENG/PHY RESEARCH CENTER OPR FTE'S PERSNHRS

FIELD
TOTAL 40.51 0.00 0.00 0.00 0.00 0.00 40.51 38239.80
FOOD SAFETY/COS le.17 0.00 0.00 0.00 0.00 0.00 16.17 15357.80
03 1292 0.00 0.00 0.00 0.00 0.00 12.92 12337.30
04 0.79 0.00 0.00 0.00 0.00 0.00 0.79 736.00
07 0.31 0.00 0.00 0.00 0.00 0.00 0.31 290.00
09 0.06 0.c0 0.00 0.00 0.00 0.00 0.06 58.30
18 1.76 0.00 0.00 0.00 0.00 0.00 1.76 1632.40
21 0.30 0.00 0.00 0.00 0.00 0.00 0.30 275.20
29 0.03 0.00 0.00 0.00 0.00 0.00 0.03 28.70
BIOLOGICS 6.78 0.00 0.00 0.00 0.00 0.00 €.78 6183.20
41 1.44 0.00 0.00 0.00 0.00 0.00 1.44 1312.30
42 5.03 0.00 0.00 0.00 0.00 0.00 503 4588.90
45 0.31 0.00 0.00 0.00 0.00 0.00 0.31 282.00
HUMAN DRUGS 10.68 0.00 0.00 0.00 0.00 0.00 10.68 9858.30
46 1.07 0.00 0.00 0.00 0.00 0.00 1.07 974.00
48 3.74 0.00 0.00 0.00 0.00 0.00 374 3405.00
52 1.02 0.00 0.00 0.00 0.00 0.00 1.02 923.00
53 0.31 0.00 0.00 0.00 0.00 0.00 0.31 285.00
56 4.09 0.00 0.00 0.00 0.00 0.00 4.09 3859.30
58 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
61 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
63 0.45 0.00 0.00 0.00 0.00 0.00 0.45 412.00
ANIMAL D & F 1.51 0.00 0.00 0.00 0.00 0.00 1.51 1513.00
68 0.52 0.00 0.00 0.00 0.00 0.00 0.52 524.60
7L 0.99 0.00 0.00 0.00 0.00 0.00 0.98 988.40
DEVICES & RAD H 537 0.00 0.00 0.00 0.00 0.00 5,37 5327.40
81 0.03 0.00 0.00 0.00 0.00 0.00 0.03 26.00
82 2.44 0c.00 0.00 0.00 0.00 0.00 2.44 2330.00
83 1.24 0.00 0.00 0.00 0.00 0.00 1.24 1177.00
84 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
85 1.04 0.00 0.00 0.00 0.00 0.00 1.04 1201.00
86 0.62 0.00 0.00 0.00 0.00 0.00 0.62 593.40



WORKPLAN SUMMARY / POSITION CLASS (COMBINED ANAL & DISTR RESEARCH) Page: 11

Output Reflects: OFR FTE'S FY 2001 Date: 16-JAN-2001

DISTRICT: CIN
DIST RES & DIST REG & DIST REG &

ANALYTICAL ANALYTICAL ANALYTICAL DISTRICT RESEARCH TOTALS
INVEST CHEM MICRO ENG/PHY RESEARCH CENTER OPR FTE'S PERSNHRS
FIELD
TOTAL 36.02 0.00 0.00 0.00 0.00 0.00 36.02 33937.60
FOOD SAFETY/COS 1293 0.00 0.00 0.00 0.00 0.00 1393 12999.70
03 11.26 0.00 0.00 0.00 0.00 0.00 11.26 10521.90
04 0.68 0.00 0.00 0.00 0.00 0.00 0.68 631.10
07 0.61 0.00 0.00 0.00 0.00 0.00 0.61 564 .40
09 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
18 0,93 0.00 0.00 0.00 0.00 0.00 0.93 863.60
21 0.29 0.00 0.00 0.00 0.00 0.00 0.29 269.00
29 0.16 0.00 0.00 0.00 0.00 0.00 0.16 149.70
BIOLOGICS 4,25 0.00 0.00 0.00 0.00 0.00 4.25 3877.10
41 0.87 0.00 0.00 0.00 0.00 0.00 0.87 788.80
42 3.38 0.00 0.00 0.00 0.00 0.00 3.38 3088.30
45 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
HUMAN DRUGS 9.98 0.00 0.00 0.00 0.00 0.00 9.98 9164.60
46 1.17 0.00 0.00 0.00 0.00 0.00 1.17 1062.00
48 2.99 0.00 0.00 0.00 0.00 0.00 2.99 2716.90
52 0.87 0.00 0.00 0.00 0.00 0.00 0.87 794.00
53 0.23 0.00 0.00 0.00 0.00 0.00 0.23 210.00
56 4.16 0.00 0.00 0.00 0.00 0.00 4.16 3876.70
58 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
61 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
63 0.56 0.00 0.00 0.00 0.00 0.00 0.56 505.00
ANIMAL D & F 2.05 0.00 0.00 0.00 0.00 0.00 2.05 2064.10
68 0.40 0.00 0.00 0.00 0.00 0.00 0.40 402.60
71 1.65 0.00 0.00 0.00 0.00 0.00 1.65 1661.50
DEVICES & RAD H 5.8% 0.00 0.00 0.00 0.00 0.00 5.81 5832.10
81 0.08 0.00 0.00 0.00 0.00 0.00C 0.08 73.10
82 2773 0.00 0.00 0.00 0.00 0.00 2.73 2623.40
83 104 0.00 0.00 0.00 0.00 0.00 1.04 988.00
84 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
85 1.27 0.00 0.00 0.00 0.00 0.00 1.27 1468.00
86 0.69 0.00 0.00 0.00 0.00 0.00 0.69 679.60



WORKPLAN SUMMARY / POSITION CLASS (COME ANAL & DISTR RESEARCH} Page: 12
Qutput Reflec..: OPR FTE'S FY 2001 Date: 16-JAN-2001

DISTRICT: DET
DIST RES & DIST REG & DIST REG &

ANALYTICAL ANALYTICAL ANALYTICAL DISTRICT RESEARCH TOTALS
INVEST CHEM MICRO ENG/PHY RESEARCH CENTER OPR FTE'S PERSNHRS
FIELD
TOTAL 43.34 2,92 0.00 0.00 0.00 0.00 46.26 44988.70
FOOD SAFETY/COS 17.51 0.00 0.00 0.00 0.00 0.00 17.51 16717.50
03 14.41 0.00 0.00 0.00 0.00 0.00 14 .41 13832.30
04 0.86 0.00 0.00 0.00 0.00 0.00 0.86 796.70
07 0.89 0.00 0.00 0.00 0.00 0.00 0.8¢% 828.20
08 0.08 0.00 0.00 0.00 0.00 0.00 0.08 77.50
18 0.45 0.00 0.00 0.00 0.00 0.00 0.45 419.20
21 0.63 0.00 0.00 0.00 0.00 0.00 0.63 584 .40
28 0.18 0.00 0.00 0.00 0.00 0.00 0.19 179.20
BIOLOGICS 4.99 0.00 0.00 0.00 0.00 0.00 4.99 4564 .20
41 0.81 0.00 0.00 0.00 0.00 0.00 0.81 741.60
42 4.04 0.00 0.00 0.00 0.00 0.00 4,04 3693.70
45 0.14 0.00 0.00 0.00 0.00 0.00 0.14 128.90
HUMAN DRUGS 10.86 2.92 0.00 0.00 0.00 0.00 13.78 13598.80
46 0.82 0.08 0.00 0.00 0.00 0.00 0.90 848.00
48 281 0.00 0.00 0.00 0.00 0.00 2..51 2282.20
52 1.07 1.87 0.00 0.00 0.00 0.00 2.94 3176.00
53 0.31 0.00 0.00 0.00 0.00 0.00 0.31 285.00
56 569 0.95 0.00 0.00 0.00 0.00 6.64 6557.60
58 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
61 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
63 0.46 0.02 0.00 0.00 0.00 0.00 0.48 450.00
ANIMAL D & F 2.51 0.00 0.00 0.00 0.00 0.00 2.51 2548.50
68 0.73 0.00 0.00 0.00 0.00 0.00 0.73 731.50
L 1.78 0.00 0.00 0.00 0.00 0.00 1.78 1817.00
DEVICES & RAD H 7.47 0.00 0.00 0.00 0.00 0.00 T7.47 7559.70
81 0.10 0.00 0.00 0.00 0.00 0.00 0.10 93.80
82 3.30 0.00 0.00 0.00 0.00 0.00 3.30 3187.20
83 1:32 0.00 0.00 0.00 0.00 0.00 1.39 1320.00
84 0.00 0.00 0.00 0.00C 0.00 0.00 0.00 0.00
85 1.84 0.00 0.00 0.00 0.00 0.00 1.84 2135.00
86 0.84 0.00 0.00 0.00 0.00 0.00 0.84 823.70



WORKPLAN SUMMARY / POSITION CLASS (COMBINED ANAL & DISTR RESEARCH) Page: 13
output Reflects: OFR FTE'S FY 2001 Date: 16-JAN-2001

DISTRICT: CHI

DIST RES & DIST REG & DIST REG &

ANALYTICAL ANALYTICAL ANALYTICAL DISTRICT RESEARCH TOTALS

INVEST CHEM MICRO ENG/PHY RESERRCH CENTER OPR FTE'S PERSNHRS

FIELD
TOTAL 43.25 0.00 0.00 0.00 0.00 0.00 43.25 41001.50
FOOD SAFETY/COS 16.29 0.00 0.00 0.00 0.00 0.00 16.29 15440.80
03 13.53 0.00 0.00 0.00 0.00 0.00 1353 12869.10
04 0.85 0.00 0.00 0.00 0.00 0.00 0.85 792.20
07 0.57 0.00 0.00 0.00 0.00 0.00 0.57 528.80
09 0.06 0.00 0.00 0.00 0.00 0.00 0.06 52.00
18 0.3%9 0.00 0.00 0.00 0.00 0.00 0.77 717.80
21 0.28 0.00 0.00 0.00 0.00 0.00 0.28 259.00
29 0.23 0.00 0.00 0.00 0.00 0.00 0.23 221.90
BIOLOGICS 4.97 0.00 0.00 0.00 0.00 0.00 4.97 4555.50
41 0.64 0.00 0.00 0.00 0.00 0.00 0.64 584.00
42 3.88 0.00 0.00 0.00 0.00 0.00 3.88 3563.60
45 0.45 0.00 0.00 0.00 0.00 0.00 0.45 407.90
HUMAN DRUGS 12.87 0.00 0.00 0.00 0.00 0.00 12.97 12023.20
46 1.37 0.00 0.00 0.00 0.00 0.00 1:37 1249.00
48 2.54 0.00 0.00 0.00 0.00 0.00 2.54 2315,60
52 1.19 0.00 0.00 0.00 0.00 0.00 118 1082.00
53 8 e 0.00 0.00 0.00 0.00 0.00 0.31 285.00
56 6.97 0.00 0.00 0.00 0.00 0.00 6.97 6557.30
58 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
61 0.00 0.c0 0.00 0.00 0.00 0.00 0.00 0.00
63 0.58 0.00 0.00 0.00 0.00 0.00 0.59 535.00
ANIMAL D & F 2.02 0.00 0.00 0.00 0.00 0.00 2.02 2013.40
68 0.43 0.00 0.00 0.00 0.00 0.00 0.43 425,30
7L 1.59 0.00 0.00 0.00 0.00 0.00 1.59 1588.10
DEVICES & RAD H 7.00 0.00 0.00 0.00 0.00 0.00 7.00 6967.90
81 0.10 0.00 0.00 0.00 0.00 0.00 0.10 90.90
82 4.22 0.00 0.00 0.00 0.00 0.00 4.22 4131.00
83 1.20 0.00 0.00 0.00 0.00 0.00 1.20 1143.00
84 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
85 0.84 0.00 0.00 0.00 0.00 0.00 0.84 977.00
86 0.64 0.00 0.00 0.00 0.00 0.00 0.64 626.00



WORKPLAN SUMMARY / POSITION CLASS (COMB. \NAL & DISTR RESEARCH) Page: 14
OQutput Reflec . OFR FTE'S FY 2001 Date: 16-JAN-2001

DISTRICT: MIN
DIST RES & DIST REG & DIST REG &

ANALYTICAL ANALYTICAL ANALYTICAL DISTRICT RESEARCH TOTALS

INVEST CHEM MICRO ENG/PHY RESEARCH CENTER OPR FTE'S PERSNHRS

FIELD
TOTAL 50.04 0.00 0.00 0.00 0.00 0.00 50.04 47204.60
FOOD SAFETY/COS 25.92 0.00 0.00 0.00 0.00 0.00 25.92 24198.70
03 22.66 0.00 0.00 0.00 0.00 0.00 22.66 21175.90
04 0.82 0.00 0.00 0.00 0.00 0.00 0.82 759.50
07 0.42 0.00 0.00 0.00 0.00 0.00 0.42 393.80
09 0.03 0.00 0.00 0.00 0.00 0.00 0.03 25.40
18 1.14 0.00 0.00 0.00 0.00 0.00 1.04 1056.80
21 0.65 0.00 0.00 0.00 0.00 0.00 0.65 604.70
29 0.20 0.00 0.00 0.00 0.00 0.00 0.20 182.60
BIOLOGICS 4.32 0.00 0.00 0.00 0.00 0.00 4.32 3941.20
41 0.76 0.00 0.00 0.00 0.00 0.00 0.76 689.90
42 3.56 0.00 0.00 0.00 0.00 0.00 3.56 3251.,30
45 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
HUMAN DRUGS 6.50 0.00 0.00 0.00 0.00 0.00 6.50 5980.00
46 0.27 0.00 0.00 0.00 0.00 0.00 0.27 247.00
48 L I 0.00 0.00 0.00 0.00 0.00 L.79 1625.80
52 0.24 0.00 0.00 0.00 0.00 0.00 0.24 222.00
53 0.08 0.00 0.00 0.00 0.00 0.00 0.08 75.00
56 3.59 0.00 0.00 0.00 0.00 0.00 3.59 3331.20
58 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
61 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
63 053 0.00 0.00 0.00 0.00 0.00 0.53 479.00
ANIMAL D & F 3.56 0.00 0.00 0.00 0.00 0.00 3.56 3567.60
68 0.63 0.00 0.00 0.00 0.00 0.00 0.63 628.60
71 293 0.00 0.00 0.00 0.00 0.00 2.93 29392.00
DEVICES & RAD H 9.74 0.00 0.00 0.00 0.00 0.00 9.74 9517.10
81 0.04 0.00 0.00 0.00 0.00 0.00 0.04 41.00
82 5.88 0.00 0.00 0.00 0.00 0.00 5.88 5637.90
83 2527 0.00 0.00 0.00 0.00 0.00 2.27 2156.00
84 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
85 0:.99 0.00 0.00 0.00 0.00 0.00 0.99 1148.00
86 0.56 0.00 0.00 0.00 0.00 0.00 0.56 534.20



WORKPLAN SUMMARY / POSITION CLASS (COMBINED ANAL & DISTR RESEARCH} Page: 15
output Reflects: OPR FTE'S FY 2001 Date: 16-JAN-2001

DISTRICT: NWJ
DIST RES & DIST REG & DIST REG &

ANALYTICAL ANALYTICAL ANALYTTICAL DISTRICT RESEARRCH TOTALS
INVEST CHEM MICRO ENG/PHY RESEARCH CENTER OPR FTE'S PERSNHRS
FIELD
TOTAL 43.79 0.00 0.00 0.00 0.00 0.00 43.79 40561.30
FOOD SAFETY/COS 9.97 0.00 0.00 0.00 0.00 0.00 9.97 9261.90
03 8.32 0.00 0.00 0.00 0.00 0.00 8.32 7735.30
04 0.08 0.00 0.00 0.00 0.00 0.00 0.08 75..20
07 0.14 0.00 0.00 0.00 0.00 0.00 0.14 129.20
09 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
18 0.67 0.00 0.00 0.00 0.00 0.00 0.67 £623.40
21 0.54 0.00 0.00 0.00 0.00 0.00 0.54 496.50
29 0.22 0.00 0.00 0.00 0.00 0.00 0.22 202.30
BIOLOGICS 2.41 0.00 0.00 0.00 0.00 0.00 2.41 2192.40
41 0.43 0.00 0.00 0.00 0.00 0.00 0.43 394.00
42 1,93 0.00 0.00 0.00 0.00 0.00 1.73 1572.50
45 0.25 0.00 0.00 0.00 0.00 0.00 0.25 225.90
HUMAN DRUGS 23.89 0.00 0.00 0.00 0.00 0.00 23.89 21734.50
46 3.63 0.00 0.00 0.00 0.00 0.00 3.63 3300.00
48 2.75 0.00 0.00 0.00 0.00 0.00 2.75 2500.50
52 3.44 0.00 0.00 0.00 0.00 0.00 3.44 3126.00
53 T 2i2 0.00 0.00 0.00 0.00 0.00 1.12 1020.00
56 12.05 0.00 0.00 0.00 0.00 0.00 12.05 10968.00
58 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
61 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
63 0.90 0.00 0.00 0.00 0.00 0.00 0.90 820.00
ANIMAL D & F 2 05 0.00 0.00 0.00 0.00 0.00 2,13 2131.80
68 0.95 0.00 0.00 0.00 0.00 0.00 0.95 948.40
71 1.18 0.00 0.00 0.00 0.00 0.00 1.18 1183.40
DEVICES & RAD H 5.39 0.00 0.00 0.00 0.00 0.00 5.39 5240.70
81 0.04 0.00 0.00 0.00 0.00 0.00 0.04 35.20
82 3.28 0.00 0.00 0.00 0.00 0.00 3.28 3115.70
83 1.16 0.00 0.00 0.00 0.00 0.00 1.16 1107.00
84 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00C
85 0.53 0.00 0.00 0.00 0.00 0.00 0.53 619.00
86 0.38 0.00 0.00 0.00 0.00 0.00 0.38 363.80



WORKPLAN SUMMARY / POSITION CLASS {COMB aNAL & DISTR RESEARCH) Page: 16
Output Refle. .: OPR FTE'S FY 2001 Date: 16-JAN-2001

DISTRICT: PHI
DIST RES & DIST REG & DIST REG &

ANALYTICAL ANALYTICAL ANALYTICAL DISTRICT RESEARCH TOTALS
INVEST CHEM MICRO ENG/PHY RESEARCH CENTER OFR FTE'S PERSNHRS
FIELD
TOTAL 43.93 25.61 0.83 0.00 0.00 0.00 70.37 72583.50
FOOD SAFETY/COS 15.93 0.00 0.00 0.00 0.00 0.00 15.93 14975.80
03 13.50 0.00 0.00 0.00 0.00 0.00 13.50 12698.80
04 0.81 0.00 0.00 0.00 0.00 0.00 0.81 758.20
07 0.43 0.00 0.00 0.00 0.00 0.00 0.43 401.80
09 0.03 0.00 0.00 0.00 0.00 0.00 0.03 32.80
18 0.76 0.00 0.00 0.00 0.00 0.00 0.76 711.40
21 0. 377 0.00 0.00 0.00 0.00 0.00 0.37 345.50
29 0.03 0.00 0.00 0.00 0.00 0.00 0.03 27.30
BIOLOGICS 5.19 0.00 0.00 0.00 0.00 0.00 5.19 4740.50
41 0.88 0.00 0.00 0.00 0.00 0.00 0.88 795.80
42 3.96 0.00 0.00 0.00 0.00 0.00 3.56 3628.20
45 0.35 0.00 0.00 0.00 0.00 0.00 0.35 316.20
HUMAN DRUGS 13.67 25.61 0.83 0.00 0.00 0.00 40.11 43796.50
46 1485 8.79 0.00 0.00 0.00 0.00 10.74 12146.00
48 3.64 0.00 0.00 0.00 0.00 0.00 3.64 3313.80
52 1.02 6.77 0.00 0.00 0.00 0.00 T 19 8923.00
53 0.40 0.00 0.00 0.00 0.00 0.00 0.40 360.00
56 5.83 9.93 0.83 0.00 0.00 0.00 16.69 18245.70
58 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
61 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
63 0,73 0.12 0.00 0.00 0.00 0.00 0.85 808.00
ANIMAL D & F 2.35 0.00 0.00 0.00 0.00 0.00 2.35 2338.80
68 0.49 0.00 0.00 0.00 0.00 0.00 0.49 483.60
7 1.86 0.00 0.00 0.00 0.00 0.00 1.86 1855.20
DEVICES & RAD H 6.79 0.00 0.00 0.00 0.00 0.00 6.79 6731.50
81 0.04 0.00 0.00 0.00 0.00 0.00 0.04 38.10
82 3.70 0.00 0.00 0.00 0.00 0.00 3.70 3566.90
83 1.39 0.00 0.00 0.00 0.00 0.00 1.39 1319.00
84 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
85 1.08 0.00 0.00 0.00 0.00 0.00 1.08 1257.00
86 0.58 0.00 0.00 0.00 0.00 0.00 0.58 550.50



WORKPLAN SUMMARY / POSITION CLASS (COMBINED ANAL & DISTR RESEARCH) Page: 17
Output Reflects: OPR FTE'S FY 2001 Date: 16-JAN-2001

DISTRICT: FCC
DIST RES & DIST REG & DIST REG &

ANALYTICAL ANALYTICAL ANATYTICAL DISTRICT RESEARCH TOTALS

INVEST CHEM MICRO ENG/PHY RESEARCH CENTER OPR FTE'S PERSNHRS

FIELD
TOTAL 0.00 30.13 0.00 0.00 0.00 0.00 30.13 36073.00
FOOD SAFETY/CCS 0.00 10.77 0.00 0.00 0.00 0.00 10.77 12980.00
03 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
04 0.00 10.77 0.00 0.00 0.00 0.00 10.77 12980.00
07 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
09 0.00 0.00 0.00 0.00 0.00 .00 0.00 0.00
18 c.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
21 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
29 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
BIOLOGICS 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
41 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
42 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
45 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
HUMAN DRUGS 0.00 18.34 0.00 0.00 0.00 0.00 18.34 21864.00
46 0.00 1.08 0.00 0.00 0.00 0.00 1.08 1275.00
48 0.00 0.00 0.00 0.00 0.00 0.00C 0.00 0.00
52 0.00 2.48 0.00 0.00 0.00 0.00 2.48 2920.00
53 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
56 0.00 14.78 0.00 0.00 0.00 0.00 14.78 1766%2.00
58 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
61 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
63 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
ANIMAL D & F 0.00 0.73 0.00 0.00 0.00 0.00 0.73 875.00
68 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
Tk 0.00 0.73 0.00 0.00 0.00 0.00 0.73 875.00
DEVICES & RAD H 0.00 0.29 0.00 0.00 0.00 0.00 025 354.00
81 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
82 0.00 0.29 0.00 0.00 0.00 0.00 0.29 354.00
83 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
84 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
85 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
86 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00



WORKPLAN SUMMARY / POSITION CLASS (COME ANAL & DISTR RESEARCH) Page: 18
Output Refl . OPR FTE'S FY 2001 Date: 16-JAN-2001

REGION: CE REGN
DIST RES & DIST REG & DIST REG &

ANALYTICAL ANALYTICAL ANALYTICAL DISTRICT RESEARCH TOTALS
INVEST CHEM MICRO ENG/PHY RESEARCH CENTER OPR FTE'S PERSNHRS
FIELD
TOTAL 321.67 58.66 0.83 0.00 0.00 0.00 381.16 379379.70
FOOD SAFETY/COS 134.87 10.77 0.00 0.00 0.00 0.00 145.64 144912.50
03 96.70 0.00 0.00 0.00 0.00 0.00 96.70 91290.60
04 4.89 10.77 0.00 0.00 0.00 0.00 15.66 17528.90
07 3 .37 0.00 0.00 0.00 0.00 0.00 3437 3136.20
09 0.26 0.00 0.00 0.00 0.00 0.00 0.26 246.00
i8 25 .53 0.00 0.00 0.00 0.00 0.00 25.53 28884 .80
2 3.06 0.00 0.00 0.00 0.00 0.00 3.06 2834.30
29 1.06 0.00 0.00 0.00 0.00 0.00 1.06 991 ;470
BIOLOGICS 32.91 0.00 0.00 0.00 0.00 0.00 32.91 30054.50
41 5.83 0.00 0.00 0.00 0.00 0.00 5.83 5306.40
42 25.58 0.00 0.00 0.00 0.00 0.00 25.58 23386.50
45 1.50 0.00 0.00 0.00 0.00 0.00 1.50 1361.60
HUMAN DRUGS 88.55 46.87 0.83 0.00 0.00 0.00 136,25 138020.60
46 10.28 988 0.00 0.00 0.00 0.00 20.23 21101.00
48 19486 0.00 0.00 0.00 0.00 0.00 19.96 18159.80
52 8.85 11.12 0.00 0.00 0.00 0.00 15.97 21166.00
53 2.76 0.00 0.00 0.00 0.00 0.00 2.76 2520.00
56 42.48 25.66 0.83 0.00 0.00 0.00 68.97 71064.80
58 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
61 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
63 4.22 0.14 0.00 0.00 0.00 0.00 4.36 400%9.00
ANIMAL D & F 16.13 0.73 0.00 0.00 0.00 0.00 16.86 17052.20
68 4.15 0.00 0.00 0.00 0.00 0.00 4,15 4144 .60
71 11.98 0.73 0.00 0.00 0.00 0.00 1271 12907.60
DEVICES & RAD H 49.21 0.23 0.00 0.00 0.00 0.00 49.50 49339.80
81 0.43 0.00 0.00 0.00 0.00 0.00 0.43 358.10
82 25.55 0.29 0.00 0.00 0.00 0.00 25.84 24946.10
83 9.69 0.00 0.00 0.00 0.00 0.00 9.69 9210.00
84 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
85 7.59 0.00 0.00 0.00 0.00 0.00 75889 8805.00
86 £.95 0.00 0.00 0.00 0.00 0.00 5.95 5980.70



WORKSLAN SUMMARY / POSITION CLASS (COMBINED ANAL & DISTR RESEARCH) Page: 19
output Reflects: OPR FTE'S FY 2001 Date: 16-JAN-2001

DISTRICT: SE RO

DIST RES & DIST REG & DIST REG &

ANALYTICAL ANALYTICAL ANALYTICAL DISTRICT RESEARCH TOTALS

INVEST CHEM MICRO ENG/PHY RESEARCH CENTER OPR FTE'S PERSNHRS

FIELD
TOTAL 14.80 0.00 0.00 0.00 0.00 0.00 14.90 17725.50
FOOD SAFETY/COS 13.26 0.00 0.00 0.00 0.00 0.00 13.26 15916.00
03 0.10 0.00 0.00 0.00 0.00 0.00 0.10 120.00
04 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
07 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
08 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
18 13.16 0.00 0.00 0.00 0.00 0.00 13.16 15796.00
21 0.00 ¢.00 0.00 0.00 0.00 0.00 0.00 0.00
29 0.00 0.00 0.00 0.00 0.00 G6.00 0.00 0.00
BICLOGICS 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
41 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
42 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
45 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
HUMAN DRUGS 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
46 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
48 0.00 0.00 0.00 0.00 0.00 0.00C 0.00 0.00
52 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
53 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
56 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
58 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
61 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
63 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
ANIMAL D & F 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
68 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
71 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
DEVICES & RAD H 1.64 0.00 0.00 0.00 0.00 0.00 1.64 1809.50
81 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
82 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
83 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
84 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
85 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
86 1.64 0.00 0.00 0.00 0.00 0.00 1.64 1809.50



WORKPLAN SUMMARY / POSITION CLASS (COMB ANAL & DISTR RESEARCH} Page: 20
Output Reflec. .: OPR FTE'S FY 2001 Date: 16-JAN-2001

DISTRICT: ATL
DIST RES & DIST REG & DIST REG &

ANALYTICAL ANALYTICAL ANALYTICAL DISTRICT RESEARCH TOTALS

INVEST CHEM MICRO ENG/PHY RESEARCH CENTER OPR FTE'S PERSNHRS

FIELD
TOTAL 8627 0.00 0.00 0.00 0.00 0.00 56.27 52861.80
FOOD SAFETY/COS 24 .40 0.00 0.00 0.00 0.00 0.00 24 .40 22856.70
03 21.65 0.00 0.00 0.00 0.00 0.00 21.65 20299.30
04 0.58 0.00 0.00 0.00 0.00 0.00 0.5% 551.30
07 0.63 0.00 0.00 0.00 0.00 0.00 0.63 582.00
0% 0.04 0.00 0.00 0.00 0.00 0.00 0.04 42.70
18 1.10 0.00 0.00 0.00 0.00 0.00 1.10 1019.60
21 0.18 0.00 0.00 0.00 0.00 0.00 0.19 173.70
29 0.20 0.00 0.00 0.00 0.00 0.00 0.20 188.10
BIOLOGICS 5.70 0.00 0.00 0.00 0.00 0.00 5.70 5177.50
41 1.01 0.00 0.00 0.00 0.00 0.00 1.01 915.50
42 4.44 0.00 0.00 0.00 0.00 0.00 4.44 4039.10
45 0.25 0.00 0.00 0.00 0.00 0.00 0.25 222.90
HUMAN DRUGS 14 .68 0.00 0.00 0.00 0.00 0.00 14.68 13457.60
46 2519 0.00 0.00 0.00 0.00 0.00 2.19 1997.00
48 3.45 0.00 0.00 0.00 0.00 0.00 3.45 3137.8%0
52 1.32 0.00 0.00 0.00 0.00 .00 1.32 1200.00
53 0.48 0.00 0.00 0.00 0.00 0.00 0.48 435.00
56 6.47 0.00 0.00 0.00 0.00 0.00 6.47 5985.70
58 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
61 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
63 0.77 0.00 0.00 0.00 0.00 0.00 0.77 702.00
ANIMAL D & F 2.62 0.00 0.00 0.00 0.00 0.00 2.62 2623.90
68 1.04 0.00 0.00 0.00 0.00 0.00 1.04 1037.90
73 1...58 0.c0 0.00 0.00 0.00 0.00 1.58 1586.00
DEVICES & RAD H 8.87 0.00 0.00 0.00 0.00 0.00 8.87 8746.10
81 0.10 0.00 0.00 0.00 0.00 0.00 0.10 91.80
82 4.73 0.00 0.00 0.00 0.00 0.00 4.73 4534.90
83 1.58 0.00 0.00 0.00 0.00 0.00 1.56 1482.00
84 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
85 128 0.00 0.00 0.00 0.00 0.00 1.28 1479.00
86 1.20 0.00 0.00 0.00 0.00 0.00 1.20 1158.40



WORKPLAN SUMMARY / POSITION CLASS (COMBINED ANAL & DISTR RESEARCH) Page: 21
Output Reflects: OPR FTE'S FY 2001 Date: 16-JAN-2001

DISTRICT: FLA
DIST RES & DIST REG & DIST REG &

ANALYTICAL ANALYTICAL ANALYTICAL DISTRICT RESEARCH TOTALS

INVEST CHEM MICRO ENG/PHY RESEARCH CENTER OPR FTE'S PERSNHRS

FIELD
TOTAL 61.48 0.00 0.00 0.00 0.00 0.00 61.48 58171.50
FOOD SAFETY/COS 33.50 0.00 0.00 0.00 0.00 0.00 33.50 31802.90
03 29.68 0.00 0.00 0.00 0.00 0.00 29.68 28244 .50
04 1,57 0.00 0.00 0.00 0.00 0.00 157 1453.20
07 0.24 0.00 0.00 0.00 0.00 0.00 0.24 218.60
09 0.08 0.00 0.00 0.00 0.00 0.00 0.08 76.40
18 L.33 0.00 0.00 0.00 0.00 0.00 1..33 1241.00
21 0.50 0.00 0.00 0.00 0.00 0.00 0.50 464.50
29 0.10 0.00 0.00 0.00 0.00 0.00 0.10 104.70
BIOLOGICS 6.29 0.00 0.00 0.00 0.00 0.00 6.29 5733.70
41 0.78 0.00 0.00 0.00 0.00 0.00 0.78 714.00
42 5.3% 0.00 0.00 0.00 0.00 0.00 5.37 4887.80
45 0.14 0.00 0.00 0.00 0.00 0.00 0.14 131.%0
HUMAN DRUGS 10.10 0.00 0.00 0.00 0.00 0.00 10.10 9284 ,80
46 0.34 0.00 0.00 0.00 0.00 0.00 0.34 305.00
48 2.76 0.00 0.00 0.00 0.00 0.00 25778 2510.30
52 0.85 0.00 0.00 0.00 0.00 0.00 0.85 772.00
53 0.31 0.00 0.00 0.00 0.00 0.00 0.31 285.00
56 4.82 0.00 0.00 0.00 0.00 0.00 4.82 4482.50
58 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
61 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
63 1.02 0.00 0.00 0.00 0.00 0.00 1.02 930.00
ANIMAL D & F 1.10 0.00 0.00 0.00 0.00 0.00 1.10 1103.80
68 0.34 0.00 0.00 0.00 0.00 0.00 0.34 344.00
71 0.76 0.00 0.00 0.00 0.00 0.00 0.76 759.80
DEVICES & RAD H 10.49 0.00 0.00 0.00 0.00 0.00 10.49 10246.30
81 0.10 0.00 0.00 0.00 0.00 0.00 0.10 95.40
82 6.09 0.00 0.00 0.00 0.00 0.00 6.09 5829.30
83 2.16 0.00 0.00 0.00 0.00 0.00 2.16 2058.00
84 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
85 1.00 0.00 0.00 0.00 0.00 0.00 1.00 1155.00
86 134 0.00 0.00 0.00 0.00 0.00 1-14 1108.60



WORKPLAN SUMMARY / POSITION CLASS (COME ANAL & DISTR RESEARCH) Page: 22
output Refly . OPR FTE'S FY 2001 Date: 16-JAN-2001

DISTRICT: NOL
DIST RES & DIST REG & DIST REG &

ANALYTICAL ANALYTICAL ANALYTICAL DISTRICT RESEARCH TOTALS

INVEST CHEM MICRC ENG/PHY RESEARCH CENTER OPR FTE'S PERSNHRS

FIELD
TOTAL 47.73 0.00 0.00 0.00 0.00 0.00 47.73 45566.80
FOOD SAFETY/COS 22,13 0.00 0.00 0.00 0.00 0.00 22.13 20719.50
03 19..13 0.00 0.00 0.00 0.00 0.00 19.13 17923.90
04 0.78 0.00 0.00 0.00 0.00 0.00 0.78 724.00
07 0.45 0.00 0.00 0.00 0.00 0.00 0.45 415.40
08 0.02 0.00 0.00 0.00 0.00 0.00 0.02 24.10
18 1.54 0.00 0.00 0.00 0.00 0.00 1:54 1430.20
21 0.05 0.00 0.00 0.00 0.00 0.00 0.05 49.70
29 0.16 0.00 0.00 0.00 0.00 0.00 016 152.20
BIOLOGICS 7.42 0.00 0.00 0.00 0.00 0.00 7.42 6940.60
41 1.07 0.00 0.00 0.00 0.00 0.00 1.07 974 .00
42 6.21 0.00 0.00 0.00 0.00 0.00 6.21 5834.70
45 0.14 0.00 0.00 0.00 0.00 0.00 0.14 131.90
HUMAN DRUGS 10.05 0.00 0.00 0.00 0.00 0.00 10.05 9586.60
46 0.50 0.00 0.00 0.00 0.00 0.00 0.50 455.00
48 2.62 0.00 0.00 0.00 0.00 0.00 2.62" 2384.30
52 0.38 0.00 0.00 0.00 0.00 0.00 0.39 358.00
53 0.08 0.00 0.00 0.00 0.00 0.00 0.08 75.00
56 5.66 0.00 0.00 0.00 0.00 0.00 5.66 5590.30
58 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
61 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
63 0.80 0.00 0.00 0.00 0.00 0.00 0.80 724.00
ANIMAL D & F 1.92 0.00 0.00 0.00 0.00 0.00 1.83 1835.920
68 0.34 0.00 0.00 0.00 0.00 0.00 0.34 341.30
7L 1.59 0.00 0.00 0.00 0.00 0.00 1.55 1594.60
DEVICES & RAD H 6.20 0.00 0.00 0.00 0.00 0.00 6.20 6384.20
81 0.07 0.00 0.00 0.00 0.00 0.00 0.07 65.10
82 2.44 0.00 0.00 0.00 0.00 0.00 2.44 2530.60
83 1.38 0.00 0.00 0.00 0.00 0,00 1.38 1315.00
84 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
85 1.23 0.00 0.00 0.00 0.00 0.00 1.23 1430.00
86 1.08 0.00 0.00 0.00 0.00 0.00 1.08 1043.50



WORKPLAN SUMMARY / POSITION CLASS (COMBINED ANAL & DISTR RESEARCH) Page: 23
output Reflects: OPR FTE'S FY 2001 Date: 16-JAN-2001

DISTRICT: SJN
DIST RES & DIST REG & DIST REG &

ANALYTICAL ANALYTICAL ANALYTICAL DISTRICT RESEARCH TOTALS
INVEST CHEM MICRO ENG/PHY RESEARCH CENTER OPR FTE'S PERSNHRS
FIELD
TOTAL 20.59 12.04 0.00 0.00 0.00 0.c0 32.63 33418.50
FOOD SAFETY/COS 4.44 0.00 0.00 0.00 0.00 0.00 4.44 4207.00
03 3.74 0.00 0.00 0.00 0.00 0.00 3.74 3552,50
04 0.20 0.00 0.00 0.00 0.00 0.00 0.20 184 .50
07 0.10 0.00 0.00 0.00 0.00 0.00 0.10 91.00
09 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
18 0.25 0.00 0.00 0.00 0.00 0.00 0.25 230.20
25 0.09 0.00 0.00 0.00 0.00 0.00 0.09 83.60
29 0.06 0.00 0.00 0.00 0.00 0.00 0.06 65.20
BIOLOGICS 0.70 0.00 0.00 0.00 0.00 0.00 0.70 632.20
41 0.06 0.00 0.00 0.00 0.00 0.00 0.06 51.70
42 0.64 0.00 0.00 0.00 0.00 0.00 0.64 580.50
45 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
HUMAN DRUGS 12.93 12.04 0.00 0.00 0.00 0.00 24.57 26110.10
46 3.63 6.53 0.00 0.00 0.00 0.00 10.16 11005.00
48 0.36 0.00 0.00 0.00 0.00 0.00 0.36 328,00
52 1.34 1.46 0.00 0.00 0.00 0.00 2.83 2969.00
53 1 0.00 0.00 0.00 0.00 0.00 .12 1020.00
56 5.88 4,02 0.00 0.00 0.00 0.00 9390 10243.10
58 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
61 0.00 0.00 0.00 0,00 0.00 0.00 0.00 0.00
63 0.60 0.00 0.00 0.00 0.00 0.00 0.60 545,00
ANIMAL D & F 0.67 0.00 0.00 0.00 0.00 0.00 0.67 667.30
68 0.23 0.00 0.00 0.00 0.00 0.00 0.23 229.00
73, G.44 0.00 0.00 0.00 0.00 0.00 0.44 438.30
DEVICES & RAD H 1.85 0.00 0.00 0.00 0.00 0.00 1.85 1801.90
81 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
82 L.22 0.00 0.00 0.00 0.00 0.00 1.22 1163.90
83 0.34 0.00 0.00 0.00 0.00 0.00 0.34 322.00
84 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
85 0.23 0.00 0.00 0.00 0.00 0.00 0.23 261.00
86 0.06 0.00 0.00 0.00 0.00 0.00 0.06 55.00



WORKPLAN SUMMARY / POSITION CLASS (COME ANAL, & DISTR RESEARCH) Page: 24
output Refle : OPR FTE'S FY 2001 Date: 16-JAN-2001

DISTRICT: SRL
DIST RES & DIST REG & DIST REG &

ANALYTICAL ANALYTICAL ANALYTICAL DISTRICT RESEARCH TOTALS
INVEST CHEM MICRO ENG/PHY RESEARCH CENTER OPR FTE'S PERSNHRS
FIELD
TOTAL 0.00 48.06 41.66 0.00 0.00 3.00 92.72 109494 .30
FOOD SAFETY/COS 0.00 35.08 39.90 0.00 0.00 3.00 77.98 92096.90
03 0.00 7.21 36.90 0.00 0.00 0.00 44 .11 52115.10
04 0.00 9.96 0.45 0.00 0.00 0.00 10.41 12308.60
07 0.00 5.44 0.00 0.00 0.00 3.00 8.44 9960.00
09 0.00 0.43 0.00 0.00 0.00 0.00 0.43 501.30
18 0.00 0.00 0.15 0.00 0.00 0.00 0.15 176.40
21 0.00 12.04 1.68 0.00 0.00 0.00 13.72 16190.70
29 0.00 0.00 0.72 0.00 0.00 0.00 0.72 844.80
BIOLOGICS 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
41 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
42 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
45 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
HUMAN DRUGS 0.00 8.94 1.05 0.00 0.00 0.00 9,29 11791.00
46 0.00 2.24 0.00 0.00 0.00 0.00 2.24 2645.00
48 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
52 0.00 1.96 0.00 0.00 0.00 0.00 295 2310.00
53 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
56 0.00 4.60 1.05 0.00 0.00 0.00 5 b5 6668.00
58 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
61 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
63 0.00 0.14 0.00 0.00 0.00 0.00 0.14 168.00
ANIMAL D & F 0.00 2.50 0.71 0.00 0.00 0.00 3.21 3783.40
68 0.00 0.43 0.00 0.00 0.00 0.00 0.43 508.40
71 0.00 2.07 0.71 0.00 0.00 0.00 2,78 3275.00
DEVICES & RAD H 0.00 1..54 0.00 0.00 0.00 0.00 1.54 1823.00
81 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
82 0.00 1.54 0.00 0.00 0.00 0.00 1.54 1823.00
83 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
84 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
85 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.090
86 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00



WORKPLAN SUMMARY / POSITION CLASS (COMBINED ANAL & DISTR RESEARCH) Page: 25
output Reflects: OPR FTE'S FY 2001 Date: 16-JAN-2001

REGION: SE REGN
DIST RES & DIST REG & DIST REG &

ANALYTICAL ANALYTICAL ANALYTICAL DISTRICT RESEARCH TOTALS

INVEST CHEM MICRO ENG/PHY RESEARCH CENTER OPR FTE'S PERSNHRS

FIELD
TOTAL 200.97 60.10 41.66 0.00 0.00 3.00 305.73 317238.40
FOOD SAFETY/COS > 7 ke 35.08 39.90 0.00 0.00 3.00 31754 7% 187599.00
03 74.30 7.21 36.90 0.00 0.00 0.00 118.41 122256530
04 3.14 9:..96 0.45 0.00 0.00 0.00 13.55 15221.60
07 1.42 5.44 0.00 0.00 0.00 3.00 9.86 11267.00
038 0.14 0.43 0.00 0.C0 0.00 0.00 0.57 644 .50
18 17.38 0.00 0.15 0.00 0.00 0.00 17.53 19893.40
21 0.83 12.04 1.68 0.00 0.00 0.00 14.55 16962.20
29 0.52 0.00 0.72 0.00 0.00 0.00 1..24 1355.00
BIOLOGICS 20.11 0.00 0.00 0.00 0.00 0.00 20.11 18484 .00
41 2.92 0.00 0.00 0.00 0.00 0.00 2.92 2655.20
42 16.66 0.00 0.00 0.00 0.00 0.00 16.66 15342.10
45 0.53 0.00 0.00 0.00 0.00 0.00 0.53 486.70
HUMAN DRUGS 47.76 20.98 1.05 0.00 0.00 0.00 69.79 70230.10
46 6.66 8.77 0.00 0.00 0.00 0.00 15.43 16407.00
48 9.1% 0.00 0.00 0.00 0.00 0.00 Q.19 8360.50
52 3.90 3.45 0.00 0.00 0.00 0.00 7.35 7609.00
53 1.99 0.00 0.00 0.00 0.00 0.00 1.98 1815.00
56 22.83 8.62 1.05 0.00 0.00 0.00 32.50 32969.60
58 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
61 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
63 3.18 0.14 0.00 0.00C 0.00 0.00 383 3069.00
ANIMAL D & F 6.32 2.50 0.71 0.00 0.00 0.00 9.53 10114.30
68 1.95 0.43 0.00 0.00 0.00 0.00 2.38 2460.60
50 4.37 2.07 0.71 0.00 0.00 0.00 7.15 7653.70
DEVICES & RAD H 29.05 1.54 0.00 0.00 0.00 0.00 30.59 30811.00
81 627 0.00 0.00 0.00 0.00 0.00 0.27 252.30
82 14 .48 1.54 0.00 0.00 0.00 0.00 16.02 15881.70
83 5.44 0.00 0.00 0.00 0.00 0.00 5.44 5177.00
84 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
85 3.74 0.00 0.00 0.00 0.00 0.00 3.74 4325.00
86 5312 0.00 0.00 0.00 0.00 0.00 5.12 5175.00



WORKPLAN SUMMARY / POSITICN CLASS (COMB’ A\NAL & DISTR RESEARCH) Page: 26
Qutput Refle. . OPR FTE'S FY 2001 Date: 16-JAN-2001

DISTRICT: SW RO
DIST RES & DIST REG & DIST REG &

ANALYTICAL ANALYTICAL ANALYTICAL DISTRICT RESEARCH TOTALS
INVEST CHEM MICRO ENG/PHY RESEARCH CENTER OPR FTE'S PERSNHRS
FIELD
TOTAL 17.43 0.00 0.00 0.00 0.00 0.00 17.43 20586.50
FOOD SAFETY/COS 11.65 0.00 0.00 0.00 0.00 0.00 11.65 13977.00
03 0.10 0.00 0.00 0.00 c.00 0.00 0.10 120.00
04 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
07 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
08 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
18 1% 55 0.00 0.00 0.00 0.00 0.00 11.55 13857.00
21 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
28 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
BIOLOGICS 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
41 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
42 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
45 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
HUMAN DRUGS 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
46 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
48 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
52 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
53 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
56 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
58 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
61 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
63 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
ANIMAL D & F 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
68 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
71 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
DEVICES & RAD H 5.78 0.00 0.00 0.00 0.00 0.00 5.78 6609.50
81 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
82 6.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
83 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
84 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
85 4.14 0.00 0.00 0.00 0.00 0.00 4.14 4800.00
86 1.64 0.00 0.00 0.00 0.00 0.00 1.64 1809.50



WORKPLAN SUMMARY / POSITION CLASS (COMBINED ANAL & DISTR RESEARCH) Page: 27
output Reflects: OPR FTE'S FY 2001 Date; 16-JAN-2001

DISTRICT: DAL
DIST RES & DIST REG & DIST REG &

ANALYTICAL ANALYTICAL ANALYTICAL DISTRICT RESEARCH TOTALS
INVEST CHEM MICRO ENG/PHY RESEARCH CENTER OPR FTE'S PERSNHRS
FIELD
TOTAL 55.24 0.00 0.00 0.00 0.00 0.00 £5.24 51321.90
FOOD SAFETY/COS 21.62 0.00 0.00 0.00 0.00 0.00 21.62 20106.40
03 18.80 0.00 0.00 0.00 0.00 0.00 18.80 17486.80
04 0.57 0.00 0.00 0.00 0.00 0.00 0.57 527.60
07 0.46 0.00 0.00 0.00 0.00 0.00 0.46 428.40
09 0.00 0.00 0.00 0.00 .00 0.00 0.00 0.00
18 1.41 0.00 0.00 0.00 0.00 0.00 1.41 1314.40
21 0.16 0.00 0.00 0.00 0.00 0.00 0.1le 146.90
29 0.22 0.00 0.00 0.00 0.00 0.00 0.22 202.30
BIOLOGICS 8.75 0.00 0.00 0.00 0.00 0.00 8.75 7963.80
41 1../56 0.00 0.00 0.00 0.00 0.00 1.56 1418.20
42 6.89 0.00 0.00 0.00 0.00 0.00 6.89 6272.60
45 0.30 0.00 0.00 0.00 0.00 0.00 0.30 273.00
HUMAN DRUGS 13.76 0.00 0.00 0.00 0.00 0.00 13.76 12514.40
46 0.90 0.00 0.00 0.00 0.00 0.00 0.90 815.00
48 4.99 0.00 0.00 0.00 0.00 0.00 4.99 4538.40
52 0.40 0.00 0.00 0.00 0.00 0.00 0.40 365.00
53 0.30 0.00 0.00 0.00 0.00 0.00 0.30 270.00
56 6.20 0.00 0.00 0.00 0.00 0.00 6.20 5644.00
58 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
61 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
63 0.87 0.00 0.00 0.00 0.00 0.00 0.87 882.00
ANIMAL D & F 3.73 0.00 0.00 0.00 0.00 0.00 3533 3719.10
68 0.89 0.00 0.00 0.00 0.00 0.00 0.89 884.30
71 2.84 0.00 0.00 0.00 0.00 0.00 2.84 2834.80
DEVICES & RAD H 7.38 0.00 0.00 0.00 0.00 0.00 7.38 7018.20
81 0.04 0.00 0.00 0.00 0.00 0.00 0.04 41.00
82 4.39 0.00 0.00 0.00 0.00 0.00 4.39 4173 .40
83 1.68 0.00 0.00 0.00 0.00 0.00 1.68 1595.00
84 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
85 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
86 1.2% 0.00 0.00 0.00 0.00 0.00 1.27 1208.80



WORKPLAN SUMMARY / POSITION CLASS (COM ANAL & DISTR RESEARCH) Page: 28
Output Ref. .: OPR FTE'S FY 2001 Date: 16-JAN-2001

DISTRICT: DEN
DIST RES & DIST REG & DIST REG &

ANALYTICAL ANALYTICAL ANALYTICAL DISTRICT RESEARCH TOTALS

INVEST CHEM MICRO ENG/PHY RESEARCH CENTER OPR FTE'S PERSNHRS

FIELD
TOTAL 26,50 13.48 22.36 0.00 0.00 4.00 66.34 71692.60
FOOD SAFETY/COS 9.52 3.26 13.74 0.00 0.00 0.00 26.52 28907.30
03 8.06 0.78 13.40 0.00 0.00 0.00 22.24 24223.00
04 0.51 0.79 0.00 0.00 0.00 0.00 1.30 1400.70
07 0.08 0.00 0.00 0.00 0.00 0.00 0.08 74.80
09 0.00 1.69 0.00 0.00 0.00 0.00 1.69 1996.30
18 0.72 0.00 0.06 0.00 0.00 0.00 0.78 734.20
21 0.15 0.00 0.00 0.00 0.00 0.00 0 143.90
29 0.00 0.00 0.28 0.00 0.00 0.00 0.28 334.40
BIOLOGICS 3..30 0.00 0.00 0.00 0.00 0.00 3.30 3001.00
41 0.52 0.00 0.00 0.00 6.00 0.00 0.52 468.30
42 2.64 0.00 0.00 0.00 0.00 0.00 2.64 2400.80
45 0.14 0.00 0.00 0.00 0.00 6.00 0.14 13190
HUMAN DRUGS 6..23 6.40 0.94 0.00 0.00 0.00 14.27 14560.40
46 0.41 0.25 0.44 0.00 0.00 0.00 1.19 1187.00
48 Lw57 0.00 0.00 0.00 0.00 0.00 1.57 1424.40
52 0.76 1.77 0.00 0.00 0.00 0.00 2.53 2778.00
53 0.23 0.00 0.00 0.00 0.00 0.00 0.23 210.00
56 3.48 4.26 0.50 0.00 0.00 0.00 8.24 8778.00
58 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
61 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
63 0.48 0.12 0.00 0.00 0.00 0.00 0.60 573.00
ANIMAL D & F 1.64 3.82 3.71 0.00 0.00 4.00 13.17 15284 .70
68 0.52 0.11 0.00 0.00 0.00 0.00 0.63 657.30
71 1.12 3.71 3.71 0.00 0.00 4.00 12.54 14627 .40
DEVICES & RAD H Sy 1l 0.00 3.97 0.00 0.00 0.00 9.08 9539.20
81 0.07 0.00 0.00 0.00 0.00 0.00 0.07 71.30
82 3.36 0.00 3.97 0.00 0.00 0.00 7.33 7875.30
83 1.29 0.00 0.00 0.00 0.00 0.00 1.22 1226.00
84 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
85 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
86 0.39 0.00 0.00 0.00 0.00 0.00 0.38 366.60



WORKPLAN SUMMARY / POSITION CLASS (COMBINED ANAL & DISTR RESEARCH) Page: 29
output Reflects: OPR FTE'S FY 2001 Date; 16-JAN-2001

DISTRICT: KAN

DIST RES & DIST REG & DIST REG &

d ANATYTICAL ANALYTICAL ANALYTICAL DISTRICT RESEARCH TOTALS

INVEST CHEM MICRO ENG/PHY RESEARCH CENTER OPR FTE'S PERSNHRS

FIELD
TOTAL 38,39 3838 0.00 0.00 0.00 5.00 76.71 81039.90
FOOD SAFETY/COS 13.00 29.19 0.00 0.00C 0.00 5.00 47.19 52425.50
03 10.16 124l 0.00 0.00 0.00 0.00 131,57 11114.50
04 1.00 22.68 0.00 0.00 0.00 5.00 28.68 33597.80
07 0.31 3.34 0.00 0.00 0.00 0.00 3.65 4230.60
0% 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
18 0.88 0.00 0.00 0.00 0.00 0.00 0.88 814.80
21 0.48 1.76 0.00 0.00 0.00 0.00 2.24 2512.90
29 0.17 0.00 0.00 0.00 0.00 0.00 0.17 154.90
BIOLOGICS 5.69 0.00 0.00 0.00 0.00 0.00 5.69 5187.80
41 1.02 0.00 0.00 0.00 0.00 0.00 1.02 §32.10
42 4.57 0.00 0.00 0.00 0.00 0.00 4,57 4161.80
45 0.10 0.00 0.00 0.00 0.00 0.00 0.10 94.00
HUMAN DRUGS 10.24 0.57 0.00 0.00 0.00 0.00 10.81 10005.60
46 1.09 0.30 0.00 0.00 0.00 0.00 138 1345.00
48 2.55 0.00 0.00 0.00 0.00 0.00 2.55 2319.60
52 0.93 0.08 0.00 0.00 0.00 0.00 101 949.00
53 0.31 0.00 0.00 0.00 0.00 0.00 0.31 285.00
56 4.83 0.17 0.00 0.00 0.00 0.00 5.00 4598.00
58 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
61 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
63 0.53 0.02 0.00 0.00 0.00 0.00 0.55 509.00
ANIMAL D & F 4.93 3.56 0.00 0.00 0.00 0.00 8.49 9123.60
68 1.5% 1..1:3 0.00 0.00 0.00 0.00 2.70 2900.80
EL 3.36 2.43 0.00 0.00 0.00 0.00 5.79 6223.10
DEVICES & RAD H 4,53 0.00 0.00 0.00 0.00 0.00 4.53 4297.00
81 0.11 0.00 0.00 0.00 0.00 0.00 .11 102.80
82 2.50 0.00 0.00 0.00 0.00 0.00 2.50 2370.80
83 1.34 0.00 0.00 0.00 0.00 0.00 1..34 1270.00
84 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
85 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
86 0.58 0.00 0.00 0.00 0.00 0.00 0.58 553,40



WORKPLAN SUMMARY / PCSITION CLASS (CoMB' ANAL & DISTR RESEARCH) Page: 30
output Refle. . OPR FTE'S FY 2001 Date: 16-JAN-2001

DISTRICT: SWID
DIST RES & DIST REG & DIST REG &

ANALYTICAL ANALYTICAL ANALYTICAL DISTRICT RESEARCH TOTALS

INVEST CHEM MICRO ENG/PHY RESEARCH CENTER OPR FTE'S PERSNHRS

FIELD
TOTAL 30.36 0.00 0.00 0.00 0.00 0.00 30.36 32572.70
FOOD SAFETY/COS 24.12 0.00 0.00 0.00 0.00 0.00 24.12 25462.80
03 19.57 0.00 0.00 0.00 0.00 0.00 29,57 21208.70
04 2.90 0.00 0.00 0.00 0.00 0.00 2.90 2696.70
07 0.24 0.00 0.00 0.00 0.00 0.00 0.24 224.00
09 0.62 0.00 0.00 0.00 0.00 0.00 0.62 581.30
18 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
21 0.1 0.00 0.00 0.00 0.00 0.00 0.71 657.40
29 0.08 0.00 0.00 0.00 0.00 0.00 0.08 94.70
BIOLCGICS 0.19 0.00 0.00 0.00 0.00 0.00 0.19 231.00
41 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
42 0.19 0.00 0.00 0.00 0.00 0.00 0.19 231.00
45 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
HUMAN DRUGS .95 0.00 0.00 0.00 0.00 0.00 0.95 1061.40
46 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
48 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
52 0.00 0.00 0.00 0.00 0.00 0.00 .00 0.00
53 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
56 0.95 0.00 0.00 0.00 0.00 0.00 0.95 1061.40
58 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
61 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
63 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
ANIMAL D & F 0.08 0.00 0.00 0.00 0.00 0.00 0.08 77.00
68 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
71 0.08 0.00 0.00 0.00 0.00 0.00 0.08 77.00
DEVICES & RAD H 5.02 0.00 0.00 0.00 0.00 0.00 5.02 5740.50
81 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
82 4.42 0.00 0.00 0.00 0.00 0.00 4.42 5064.50
83 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
84 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
85 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
86 0.60 0.00 0.00 0.00 0.00 0.00 0.60 676.00



WORKPLAN SUMMARY / POSITION CLASS (COMBINED ANAL & DISTR RESEARCH) Page: A
output Reflects: OPR FTE'S FY 2001 Date: 16-JAN-2001

DISTRICT: ARL

DIST RES & DIST REG & DIST REG &

ANALYTICAL ANATLYTICAL ANALYTICAL DISTRICT RESEARCH TOTALS

INVEST CHEM MICRO ENG/PHY RESEARRCH CENTER OPR FTE'S PERSNHRS

FIELD
TOTAL 0.00 14.41 16.83 0.00 0.00 0.00 31.24 36859.50
FOOD SAFETY/COS 0.00 13.54 16.77 0.00 0.00 0.00 30.31 35765.80
03 0.00 2.64 16.28 0.00 0.00 0.00 18.92 22319.20
04 0.00 10.47 0.00 0.00 0.00 0.00 10.47 12358.40
07 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
0s 0.00 0.43 0.00 0.00 0.00 0.00 0.43 509.20
i8 0.00 0.00 0.06 0.00 0.00 0.00 0.06 68.60
21 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
29 0.00 0.00 0.43 0.00 0.00 0.00 0.43 510.40
BIOLOGICS 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
41 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
42 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
45 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
HUMAN DRUGS 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
46 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
48 0.00 0.00 0.00 .00 0.00 0.00 0.00 0.00
52 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
55 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
56 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
58 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
61 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
63 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
ANIMAL D & F 0.00 0.87 0.06 0.00 0.00 0.00 0.93 1093.70
68 0.00 0.15 0.00 0,00 0.00 0.00 0.15 173.00
71 0.00 0.72 0.06 0.00 0.00 0.00 0.78 920.70
DEVICES & RAD H 0.00 06.00 0.00 0.00 0.00 0.00 0.00 0.00
81 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
82 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
83 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
84 0.00 0.00 0,00 0.00 0.00 0.00 0.00 0.00
85 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
86 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00



WORKPLAN SUMMARY / POSITION CLASS (COM ANAL & DISTR RESEARCH) Page: 32
OQutput Refl. ,: OPR FTE'S FY 2001 Date: 16-JAN-2001

REGION: SW REGN
DIST RES & DIST REG & DIST REG &

ANALYTICAL ANALYTICAL ANALYTICAL DISTRICT RESEARCH TOTALS

INVEST CHEM MICRO ENG/PHY RESEARCH CENTER OPR FTE'S PERSNHRS

FIELD
TOTAL 167.92 61.21 3809 0.00 0.00 $.00 277.32 294073.10
FOOD SAFETY/COS T8x91 45.99 30.51 0.00 0.00 5.00 161.41 176644 .80
03 56.69 4.83 29.68 0.00 0.00 0.00 91.20 96472.20
04 4.98 33.94 0.00 0.00 0.00 5.00 43,92 50581.20
07 1.09 3.34 0.00 0.00 0.00 0.00 4.43 4957.80
09 0.62 2.12 0.00 0.00 0.00 0.00 274 3086.80
18 14.56 0.00 0.12 0.00 0.00 0.00 14.68 16789.00
21 1.50 1.76 0.00 0.00 0.00 0.00 3.26 3461.10
29 0.47 0.00 0.71 0.00 0.00 0.00 1.18 1296.70
BIOLOGICS 17.83 0.00 0.00 0.00 0.00 0.00 I7.93 16383.70
E 41 3.10 0.00 0.00 0.00 0.00 0.00 3.10 2818.60
42 14.29 0.00 0.00 0.00 0.00 0.00 14.29 13066.20
45 0.54 0.00 0.00 0.00 0.00 0.00 0.54 498.90
HUMAN DRUGS 31.88 6.97 0.94 0.00 0.00 0.00 39.79 38541.80
46 2.40 0.55 0.44 0.00 0.00 0.00 3.39 3357.00
48 9L 0.00 0.00 0.00 0.00 0.00 9.11 8282.40
52 2.08 1.85 0.00 0.00 0.00 0.00 3.94 4092.00
53 0.84 0.00 0.00 0.00 0.00 0.00 0.84 765.00
56 15.46 4.43 0.50 0.00 0.00 0.00 20.39 20081.40
58 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
61 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
63 1.98 0.14 0.00 0.00 0.00 0.00 2.12 1964.00
ANIMAL D & F 10.38 8.25 3.0 T 0.00 0.00 4.00 26.40 29298.40
68 2.98 1.39 0.00 0.00 0.00 0.00 4.37 4615.40
71 7.40 6.86 3.77 0.00 0.00 4.00 22,03 24683.00
DEVICES & RAD H 27.82 0.00 397 0.00 0.00 0.00 31.78 33204 .40
81 0.22 0.00 0.00 0.00 0.00 0.00 0.22 215.10
82 14,67 0.00 3.97 0.00 0.00 0.00 18.64 19484.00
83 4.31 0.00 0.00 0.00 0.00 0.00 4.31 4091.00
84 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
85 4,14 0.00 0.00 0.00 0.00 0.00 4.14 4800.00
86 4.48 0.00 0.00 0.00 0.00 0.00 4.48 4614.30



WORKPLAN SUMMARY / POSITION CLASS (COMBINED ANMAL & DISTR RESEARCH) Page: 23
Output Reflects: OPR FTE'S FY 2001 Date: 16-JAN-2001

DISTRICT: PA RO
DIST RES & DIST REG & DIST REG &

ANALYTICAL ANALYTICAL ANALYTICAL DISTRICT RESEARCH TOTALS

INVEST CHEM MICRO ENG/PHY RESEARCH CENTER OPR FTE'S PERSNHRS

FIELD
TOTAL 14.92 0.00 0.00 0.00 0.00 0.00 14 .82 17434 .50
FOOD SAFETY/COS 12.03 0.00 0.00 0.00 0.00 0.00 12.03 14442.00
03 0.10 0.00 0.00 0.00 0.00 0.00 0.10 120.00
04 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
07 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
09 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
18 11.93 0.00 0.00 0.00 0.00 0.00 11.83 14322.00
21 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
29 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
BIOLOGICS 0.00 0.00 0.00 0.00 0.00 0.0C 0.00 0.00
41 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
42 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
45 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
HUMAN DRUGS 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
46 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
48 0.00 0.00 0.00 0.00 0.00 0.00 0.00 6.00
52 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
53 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
56 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
58 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
61 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
63 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
ANIMAL D & F 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
68 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
71 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
DEVICES & RAD H 2.89 0.00 0.00 0.00 0.00 0.00 2.89 2992.50
81 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
82 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
83 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
84 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
85 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
86 2.89 0.00 0.00 0.00 0.00 0.00 2.89 2992.50



WORKPLAN SUMMARY / POSITICN CLASS (CCMB aNAL & DISTR RESEARCH) Page: 34
Output Refle OPR FTE'S FY 2001 Date: 16-JAN-2001

DISTRICT: LOS
DIST RES & DIST REG & DIST REG &

ANALYTICAL ANALYTICAL ANALYTICAL DISTRICT RESEARCH TOTALS
INVEST CHEM MICRO ENG/PHY RESEARCH CENTER OPR FTE'S PERSNHRS
FIELD
TOTAL 86.17 0.00 0.00 0.00 0.00 0.00 86.17 82560.70
FOOD SAFETY/COS 38.33 0.00 0.00 0.00 0.00 0.00 38.33 36915.90
03 32.10 0.00 0.00 0.00 0.00 0.00 32.10 31071.40
04 2.01 0.00 0.00 0.00 0.00 0.00 2.01 1870.90
07 0.48 0.00 0.00 0.00 .00 0.00 0.48 449.60
09 0.20 0.00 0.00 0.00 0.00 0.00 0.20 183.40
18 195 0.00 0.00 0.00 0.00 0.00 1.95 1817.00
21 1.02 0.00 0.00 0.00 0.00 0.00 1.02 947.70
29 0.57 0.00 0.00 0.00 0.00 0.00 0.57 575.90
BIOLOGICS 9.06 0.00 0.00 0.00 0.00 0.00 9.06 8370.30
41 2.72 0.00 .00 0.00 0.00 0.00 2,72 2476.30
42 5.90 0.00 0.00 0.00 0.00 0.00 5.80 5498.30
45 0.44 0.00 0.00 0.00 0.00 0.00 0.44 395.70
HUMAN DRUGS 16.12 0.00 0.00 0.00 0.00 0.00 16,12 14882.70
46 251 0.00 0.00 0.00 0.00 0.00 1oyl 1374.00
48 3.65 0.00 0.00 0.00 0.00 0.00 3.65 3315.90
52 1.47 0.00 0.00 0.00 0.00 0.00 1.47 1336.00
53 0.46 0.00 0.00 0.00 0.00 0.00 0.46 420.00
56 7.88 0.00 0.00 0.00 0.00 0.00 7.88 7391.80
58 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
61 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
63 1.15 0.00 0.00 0.00 0.00 0.00 125 1045.00
ANIMAL D & F 2,05 0.00 0.00 0.00 0.00 0.00 2,05 2064.10
68 0.37 0.00 0.00 0.00 0.00 0.00 0.37 367.00
71 1.68 0.00 0.00 0.00 0.00 0.00 1.68 1697.10
DEVICES & RAD H 20.61 0.00 0.00 0.00 0.00 0.00 20.61 20327.70
81 0.45 0.00 0.00 0.00 0.00 0.00 0.45 426.70
82 11.86 0.00 0.00 0.00 0.00 0.00 11.86 11427.40
83 4,74 0.00 0.00 0.00 0.00 0.00 4.74 4502.00
84 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
85 2.22 0.00 0.00 0.00 0.00 0.00 2.22 2580.00
86 1.34 0.00 0.00 0.00 0.00 0.00 1.34 1391.60



WORKPLAN SUMMARY / POSITION CLASS (COMBINED ANAL & DISTR RESEARCH) Page: 35
Output Reflects: OPR FTE'S FY 2001 Date: 16-JAN-2001

DISTRICT: SAN
DIST RES & DIST REG & DIST REG &

ANALYTICAL ANALYTICAL ANALYTICAL DISTRICT RESEARCH TOTALS

INVEST CHEM MICRO ENG/PHY RESEARCH CENTER OPR FTE'S PERSNHRS

FIELD
TOTAL 81.04 5.26 10.31 0.00 0.00 0.00 66.61 67059.50
FOOD SAFETY/COS 27.76 4.98 9.55 0.00 0.00 0.00 42.29 43519.10
03 22.56 1.66 9.28 0.00 0.00 0.00 33.50 34451.80
04 1.46 2.31 0.00 0.00 0.00 0.00 3.77 4083.80
07 0.48 0.00 0.00 0.00 0.00 0.00 0.48 446.40
08 0.10 L L 0.00 0.00 0.00 0.00 Tl 1278.30
18 2.59 0.00 0.00 0.00 0.00 0.00 2.59 2406.40
21 0.40 0.00 0.00 0.00 0.00 0.00 0.40 371.30
20 0.17 .00 027 0.00 0.00 0.00 0.44 481.10
BIOLCGICS 4.18 0.00 0.00 0.00 0.00 0.00 4.18 3811.90
41 0.65 0.00 0.00 0.00 0.00 0.00 0.65 587.00
42 3.43 0.00 0.00 0.00 0.00 0.00 3.43 3130.90
45 0.10 0.00 0.00 0.00 0.00 0.00 0.10 94.00
HUMAN DRUGS 7.23 0.00 0.51 0.00 0.00 0.00 774 7261.70
46 0.67 0.00 0.00 0.00 0.00 0.00 0.67 614.00
48 2.80 0.00 0.00 0.00 0.00 0.00 2.80 2544 .70
52 0.30 0.00 0.00 0.00 0.00 0.00 0.30 276.00
53 0.23 0.00 0.00 0.00 0.00 0.00 0.23 210.00
56 2.84 0.00 0.51 0.00 0.00 0.00 3.35 3258.00
58 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
61 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
63 0.39 0.00 0.00 0.00 0.00 0.00 0.39 358,00
ANIMAL D & F 315 0.28 0.25 0.00 0.00 0.00 3.68 3777.50
68 0.39 0.00 0.00 0.00 0.00 0.00 0.38 389.60
71 2.76 0.28 0.25 0.00 0.00 0.00 3.2% 3387.90
DEVICES & RAD H 8.72 0.00 0.00 0.00 0.00 0.00 8.72 8689.30
81 0.10 0.00 0.00 0.00 0.00 0.00 0.10 89.90
82 4.64 0.00 0.00 0.00 0.00 0.00 4.64 4520.50
83 2.06 0.00 0.00 0.00 0.00 0.00 2.06 1953.00
84 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
85 1.10 0.00 0.00 0.00 0.00 0.00 1.10 1273.00
86 0.82 0.00 0.00 0.00 0.00 0.00 0.82 852.¢20



WORKPLAN SUMMARY / POSITION CLASS (COMB ANAL & DISTR RESEARCH) Page: 36
Output Refle . OPR FTE'S FY 2001 Date: 16-JAN-2001

DISTRICT: SEA
DIST RES & DIST REG & DIST REG &

ANALYTICAL ANALYTICAL ANALYTICAL DISTRICT RESEARCH TOTALS

INVEST CHEM MICRO ENG/PHY RESEARCH CENTER OPR FTE'S PERSNHRS

FIELD
TOTAL 62.18 0.00 0.00 0.00 0.00 0.00 62.18 58696.50
FOOD SAFETY/COS 44 .35 0.00 0.00 0.00 0.00 0.00 44 .35 41772.40
03 37.74 0.00 0.00 0.00 0.00 0.00 37,74 35620.10
04 1.89 0.00 0.00 0.00 0.00 0.00 1.98 1850.50
07 0.71 0.00 0.00 0.00 0.00 0.00 0.71 657.60
098 0.08 0.00 0.00 0.00 0.00 0.00 0.08 74.20
18 3.21 0.00 0.00 0.00 0.00 0.00 3.21 2988.40
21 057 0.00 .00 0.00 0.00 0.00 .57 527.90
28 0.05 0.00 0.00 0.00 0.00 0.00 0.05 53.70
BIOLOGICS 5.77 0.00 0.00 0.00 0.00 0.00 5.77 5337.50
41 0.77 0.00 0.00 0.00 0.00 0.00 0.77 700.70
42 4.90 0.00 0.00 0.00 0.00 0.00 4.90 4542 .80
45 0.10 0.00 0.00 0.00 0.00 0.00 0.10 94 .00
HUMAN DRUGS 4.98 0.00 0.00 0.00 0.00 0.00 4,98 4590.40
46 0.27 0.00 0.00 0.00 0.00 0.00 0.27 247.00
48 195 0.00 0.00 0.00 0.00 0.00 1.95 1771 .30
52 0.07 0.00 0.00 0.00 0.00 0.00 0.07 68.00
53 0.08 0.00 0.00 0.00 0.00 0.00 0.08 75.00
56 2,32 0.00 0.00 0.00 0.00 0.00 2.32 2163.10
58 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
61l 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
63 0.29 0.00 0.00 0.00 0.00 0.00 0.29 266.00
ANIMAL D & F 227 0.00 0.00 0.00 0.c0 0.00 2.27 2333.80
68 0.21 0.00 0.00 0.00 0.00 0.00 0.21 206.00
71 2.06 0.00 0.00 0.00 0.00 0.00 2.06 2127.80
DEVICES & RAD H 4.81 0.00 0.00 0.00 0.00 0.00 4.81 4662.40
81 0.04 0.00 0.00 0.00 0.00 0.00 0.04 36.10
82 3.08 0.00 0.00 0.00 0.00 0.00 3.08 2956.70
83 0.90 0.00 0.00 0.00 0.00 0.00 0.90 860.00
84 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
85 06.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
86 0.78 0.00 0.00 0.00 0.00 0.00 0..79 809.60
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output Reflec. . OPR FTE'S FY 2001 Date: 16-JAN-2001

DISTRICT: PRL-NW
DIST RES & DIST REG & DIST REG &

ANALYTICAL ANALYTICAL ANALYTICAL DISTRICT RESEARCH TOTALS
INVEST CHEM MICRO ENG/PHY RESEARCH CENTER CPR FTE'S PERSNHRS
FIELD
TOTAL 0.00 21.84 17.56 0.00 0.00 7.00 46.40 54826.00
FOOD SAFETY/COS 0.00 10.74 17.56 0.00 0.00 6.00 34.30 40552.40
03 0.00 3.42 17.04 0.00 0.00 4.00 24 .46 28942.70
04 0.00 551 0.40 0.00 0.00 0.00 5.9 6972.50
07 0.00 1.81 0.00 0.00 0.00 1.00 2.81 3320.00
09 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
18 0.00 0.00 0.12 0.00 0.00 0.00 0.12 137.20
21 0.00 0.00 0.00 .00 0.00 1.00 1.00 1180.00
29 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
BIOLOGICS 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
41 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
42 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
45 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
HUMAN DRUGS 0.00 9. 15 0.00 0.00 0.00 0.00 9.15 10788.00
46 0.00 2.32 0.00 0.00 0.00 0.00 2.32 2740.00
48 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
52 0.00 1.47 0.00 0.00 0.00 0.00 1.47 1730.00
53 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
56 0.00 5.18 0.00 0.00 0.00 0.00 LRE: 6122.00
58 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
61 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
63 0.00 0.17 0.00 0.00 0.00 0.00 0.17 196.00
ANIMAL D & F 0.00 1. 95 0.00 0.00 0.00 1.00 2..95 3485.60
68 0.00 0.30 0.00 0.00 0.00 0.00 0.30 359.80
71 0.00 1.65 0.00 0.00 0.00 1.00 2.65 3125.80
DEVICES & RAD H 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
81 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
82 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
83 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
84 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
85 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
86 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
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OQutput Reflei.... OFR FTE'S FY 2001 Date: 16-JAN-2001
TOTAL FIELD
Léﬁgtd DIST RES & DIST REG & DIST REG &
ANALYTICAL  ANALYTICAL  ANALYTICAL DISTRICT RESEARCH TOTALS
INVEST CHEM MICRO ENG/PHY RESEARCH CENTER OPR FTE'S PERSNHRS
FIELD
TOTAL 1085.29 295.00 191.53 18.04 0.00 21.00 1610.86 1671437.00
FOOD SAFETY/COS 514.70 152.68 168.32 0.00 0.00 14.00 845.70 902992.60
03 380.29 32,37 162.04 0.00 0.00 4.00 578.70 598419.50
04 21.25 87.18 1.19 0.00 0.00 5.00 114.62 130222.00
07 8.67 13.79 0.00 0.00 0.00 4.00 26.46 29070.00
09 1.88 B TR 0.00 0.00 0.00 0.00 7.00 7797.00
18 90.52 0.00 0.43 0.00 0.00 0.00 90.95 102658.40
21 8.61 14 .22 1.68 0.00 0.00 1.00 25.51 27930.70
29 3.48 0.0c0 2.98 0.00 0.00 0.00 6.46 6895.00
BIOLOGICS 120.96 0.00 0.50 0.00 0.00 0.00 121.46 111411.20
41 21.00 0.00 0.00 0.00 0.00 0.00 21.00 19102.00
42 88.83 0.00 0.50 0.00 0.00 0.00 89.33 82168.90
45 L0 0.00 0.00 0.00 0.00 0.00 11.13 10140.30
HUMAN DRUGS 235.09 116.76 5.57 0.00 0.00 0.00 357.42 361954.50
46 26.55 29.21 053 0.00 0.00 0.00 56.29 59265.00
48 54.22 0.00 0.00 0.00 0.00 0.00 54.22 49325.50
52 20.53 27.41 0.09 0.00 0.00 0.00 48.03 51126.00
53 797 0.00 0.00 0.00 0.00 0.00 7.97 7275.00
56 112.95 59.48 4.95 0.00 0.00 0.00 177.38 182469.00
58 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
61 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
63 12.87 0.66 0.00 0.00 0.00 0.00 13.53 12494.00
ANIMAL D & F 45.45 14.88 4.88 0.00 0.00 5.00 70.21 74925.60
68 1405 2.38 0.00 0.00 0.00 0.00 13,43 13852.00
71 34.40 12.50 4.88 0.00 0.00 5.00 56.78 £1073.60
DEVICES & RAD H 169.09 10.68 12.26 18.04 0.00 2.00 212.07 220153.10
81 1.68 0.15 0.07 0.16 0.00 0.00 2.06 2025.40
82 90.64 9.97 10.42 7.75 0.00 0.59 119.37 122382.90
83 29.92 0.00 0.00 0.00 0.00 0.00 29.92 28429.00
84 0.00 0.56 Lo Ti? 4.09 0.00 1.41 7.83 9237.00
85 21.82 0.00 0.00 0.00 0.00 0.00 21.82 25292.00
86 25.03 0.00 0.00 6.04 0.00 0.00 31.07 32786 .80
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Cutput Reflects: OFR FTE'S FY 2001 Date: 16-JAN-2001

REGION: PA REGN
DIST RES & DIST REG & DIST REG &

ANALYTICAL ANALYTICAL ANALYTICAL DISTRICT RESEARCH TOTALS
INVEST CHEM MICRO ENG/PHY RESEARCH CENTER OPR FTE'S PERSNHRS
FIELD
TOTAL 214.31 56.51 62.27 0.00 0.00 7.00 340.09 355921.80
FOOD SAFETY/COS 122.47 3 37.83 61.51 0.00 0.00 6.00 227.81 243929.10
03 92.50 1. Ak 60.35 0.00 0.00 4.00 1639.16 178928.80
04 5.46 22.20 0.40 0.00 0.00 0.00 28.06 31742.20
07 1.67 2.31 0.00 0.00 0.00 1.00 4,98 5473.,60
09 0.38 1.01 0.00 0.00 0.00 0.00 1.39 1535.90
18 19.68 0.00 0.12 0.00 0.00 0.00 19.80 21671.00
21 1.99 0.00 0.00 0.00 0.00 1.00 2.99 3026.90
29 0.79 0.00 0.64 0.00 0.00 0.00 143 1550.70
BIOLOGICS 19.01 0.00 0.00 0.00 0.00 0.00 19.01 17512.70
41 4.14 0.00 0.00 0.00 0.00 0.00 4.14 3764.,00
42 14 .23 0.00 0.00 0.00 0.00 0.00 14.23 13172.00
45 0.64 0.00 0.00 0.00 0.00 0.00 0.64 583.70
HUMAN DRUGS 28.33 12.31 0.51 0.00 0.00 0.00 4315 41253.80
46 2.45 2.59 0.00 0.00 0.00 0.00 5.04 5290.00
48 8.40 0.00 0.00 0.00 0.00 0.00 8.40 7631.90
52 T..84 2.36 0.00 0.00 0.00 0.00 4.20 4466.00
53 0.77 0.00 0.00 0.00 0.00 0.00 0: 77 705.00
56 13.04 7.19 050 0.00 0.00 0.00 20.74 21295.90
58 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
61 0.00 G.00 .00 0.00 0.00 0.00 0.00 0.00
63 1.83 0.17 0.00 0.00 0.00 0.00 2.00 1865.00
ANIMAL D & F 7.47 2.38 0.25 0.00 0.00 1.00 11.10 11842.90
68 0.97 0.30 0.00 0.00 0.00 0.00 1.27 1322.40
T1 6.50 2.08 0.25 0.00 0.00 1.00 9.83 10520.50
DEVICES & RAD H 37.03 3.99 0.00 0.00 0.00 0.00 41.02 41376.30
81 @59 0.00 0.00 0.00 0.00 0.00 0.59 552,70
82 15.58 3.99 0.00 0.00 0.00 0.00 23.57 23609.00
83 7.70 0.00 0.00 0.00 0.00 0.00 7.70 7315.00
84 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00
85 3.32 0.00 0.00 0.00 0.00 0.00 3.32 3853.00
86 5.84 0.00 0.00 0.00 0.00 0.00 5.84 6046.60






PART Il
RESOURCE SUMMARY BY PROGRAM CATEGORY

FY 2001
OPERATIONAL FTES TOTAL SUPPORTED FTEs TOTAL
OPERATIONAL SUPPORTED
DOMESTIC | IMPORT | FOREIGN FTEs DOMESTIC] IMPORT JFOREIGN] FTEs
TOTAL ALL PROGRAMS 1200.9 316.0 95.1 1612.0 2347.0 611.0 191.2 3148
FOOD AND COSMETICS 587.6 2481 14.81 851.5 1069.1 458.2 249 1552
BIOLOGICS 111.04 2.5 8.0 121.5 219.2 53 10.6 235
HUMAN DRUGS 273.5 31.094 52.8 357.3 5771 67.8 112.1 757
ANIMAL DRUGS AND FEEDS 65.0 2.8 2.0 7 £9.8 137.4 56 4.0 147
IMEDICAL DEVICES AND RADIOLOGICAL 163.8 30.6 17.5 211.9 3442 74.1 39.7 458
¢ HEALTH
L

Note: Supported FTEs includes Operational (Workplan) and Program Direction & Assistance (Non-Workplan) positions



CENTER FOR FOOD SAFETY AND APPLIED NUTRITION

RESOURCE SUMMARY
FY 2001
OPERATIONAL FTES TOTAL SUPPORTED FTEs TOTAL
OPERATIONAL SUPPORTED;
PPS DOMESTIC | IMPORT | FOREIGN FTEs DOMESTICY IMPORT JFOREIGN] FTEs
ENO. PROQJECT TITLE
TOTAL 587.6] 249.1 14.8] 851.5 1069.1 4£58.2 24.9 1552.2
IOS IFOODBORNE BILOGICAL HAZARDS 384.6' 179.3 14.8 578.7 6824 336.8 24.9 1044.1
04 JPESTICIDES AND CHEMICAL
CONTAMINANTS 66.5 48.5 115.0] 127.7 80.3 208.0
J07 JMOLECULAR BIOL.OGY AND NATURAL
TOXINS 19.99 6.6 26.5 33.5 125 46.0
09 JFOOD AND COLOR ADDITIVES PETITION
I REVIEW AND POLICY DEVELOPMENT 7.0 7.04 14.04 14.04
418 JTECHNICAL ASSISTANCE: FOOD AND
COSMETICS 90.7 0.2 90.94 176.6 0.4 177.0)
21 JFOOD COMPOSITION, STANDARDS,
LABELING AND ECONOMICS 22.4 4.6 27.0 42.3 8.7 51.0)
29 JCOLOR AND COSMETICS
TECHNOLOGY 3.5 2.9¢ 6.4 8.6 5.5 12.1

Note: Supported FTEs includes Operational (Workplan) and Program Direction & Assistance (Non-Workplan) positions



PROJECT SUMMARY SHEET

. PROGRAM CATEGORY

“oods and Cosmetics

2, PP5 PRDJECT NAME/NUMBER

Foodborne Biological Hazards - 03

FORM FDA 2622 (9/98)

5 PROGRAM [3 OPERATIONAL FTE TOTAL TOTAL
k3 4. FDA COMPLIANCE PROGRAMS ASSIGNMENT OPERATIONAL | SUPPORTED [s.
No. AND ASSIGNMENTS CODE DOMESTIC| IMPORT | FOREIGN FTEs FTEs PAGE
TOTAL 384.6 178.3 14.8 578.7 1044.3
1 |Import Acidified and Low Acid Canned Foods 03003,A, 6.8 6.8 13.2 2-3
2 |Domestic and Imporred Cheese & Cheese Products 03037,D,** 14.4 8.1 23.5 45.6 4-5
3 |National Drug Residue Milk Monitoring Program 03039 2.6 2.6 5.0 6-7
4 [Domestic Acidified and Low Acid Canned Food 03803A, ** 62.0 62.0 120.3 89
5 [Domestic Food Safety 03803,B,** 130.5 130.5 253.2 10-11
6 jImport Foods - General 03819A,B* 33.5 83.5 162.0 12-13
7 {Domestic Fish and Fishery Products Inspection 03842, Br*=* 122.0 122.0 183.2 14-15
Import Seafocd Products (03844, B, ks 70.4 70.4 127.3 16-17
9 |Foreign Inspections/Assessments 03R233 10.8 0.8 21.0 18-19
(9 National Expert 03R233 4.0 4.0 4.0 18-19
10 Hmport & Domestic Micro Assignment ***** 03F058 0.1 9.5 28.6 35.5 20-21
11 §Emergency Response to Foodborne Outbreaks (03R839 13.0 13.0 25.2 22-23
and Ilinesses
12 |Food State Contract Audits 03R843 4.0 4.0 7.8 24-25
13 EMinnesota Department of Agriculure NiA (3 {3 {5 26-27
Laboratory Partnership (INFORMATION ONLY)
14 JORA/Center Directed Rescarch Projects 03R816 12.6 12.6 12.6 28-29
(14y | Food Safety Initiative (FSI) Risk Assessment 03R816 4.4 4.4 8.5 28-29
Collaborative Research
* (03819C, 03R833, (3R824, 04R824, GTRE24,
OR824, 21R824, 99R833
** Bee Workplanning Sheeis (2621a) for
additional PACs.
(03842, B,C.D.H, 04842A, H, 07842, H,
09842E, H, 21R811, 21R839 / NOTE: 58 HACCP
FTEs not supported.
i (038448, C, D, H, 07844, 21R829, 09844E, F,
21844, 21R81{ / NOTE: i0.8 HACCP FTEs not
Psupported.
#xpok (13F008 Pianned as Import
G3F100 Planned as Domestic
NOTE:
National Expert and Rescarch FTEs
are not supported. T8I Risk Assessment Research
is supported.
CENTER PROJECT MANAGER/TELEPHONE ORA PLANNER/TELEPHONE
Ronald R. Roy 202-205-2262 Stephen F. Burt 301-827-1633
PAGE NO. 03-1




1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
Import Acidified and Low-Acid Canned Foods Foodhorne Biological Hazards - 03

3, PROGRAM TYPE: COMPLIANCE FROGRAM D PROGRAM CIRCULAR D ASSIGNMENT

4. OBJECTIVES
To detain Acidified and Low-Acid Canned Foods which are packed in food canning establishments not
in compliance with 21 CFR 108, 113 and 114.

&. PROGRAM JUSTIFICATION

Acidified and Low-Acid Canned Foods continue to be the source of sporadic problems from improper processing
(e.g., underprocessing, inadequate pH or water activity control, leakage). Importation of these potentially
dangerous products has received program coverage by the field since FY 74. Inspections of foreign plants have
shown many of them to be out of compliance with 21 CER Parts 108, 113 and 114,

6. FIELD OBLIGATIONS

The Field is responsible for the detention of Acidified and Low-Acid Canned Foods that appear to be improperly processed
or packaged through the examination of lots or sample analysis. Additionally, products in this category are detained

if they are from plants that do not comply with registration and filing requirements.

NOTE: Confirmation tests for Clostridium botufinum will be split between SRL & Pacific Regional Laboratory-NW.

SRL will be the confirmation servicing laboratory for NE, CE and SE Regions.

The Pacific Regional Laboratory-NW will be the confirmation servicing laboratory for SW and PA regions.

7a. SELECTION OF ESTABLISHMENTS TO BE

COVERED: NA I:l BY DISTRICT OFFICE I:] BY CENTER D BY BOTH

b. INSPECTION TYPE: NA D COMPREHENSIVE |:] ABBREVIATED D DIRECTED
<. PRODUCTIS! d. INDUSTRY/PRODUCT CODE(S)
See Compliance Program (7303.003) 03-04, 09, 12-18, 20-25, 27, 29, 30-31, 33-41

e, EXAM TYPE: CHEMICAL MiCROBIOLOGICAL D PHYSICAL I:] ENGINEERING
MICROANALYTICAL E:I OTHERS (Specify)

f. CHECK THE FOLLOWING ATTRIBUTES
pH, water activity, salinity, soluble solids.

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING

EORM FDA 2621 {7/99) PREVIOUS EDITION IS OBSOLETE ORA WORKPLANNING SHEET PAGE NG.

03-2




1. PROGRAM/ASSIGNMENT TITLE
Import Acidified and Low Acid Canned Foods

2. PPS PROJECT NAME/NUMBER

Foodborne Biological Hazards - 03

3. PROGRAM/ASSIGNMENT CODES)

4. WORK ALLCCATION PLANNED BY

5. GPERATIONAL FTE POSITIONS

13003, 03003A ora [ ] centen 6.8
6. 1 ? 3 4 5 6 8 8 8
R DISTRICT/ IMPORT IMPORT IMPORT
E SPECIALIZED INSPEC- NVESTI- DOMESTIC IMPORT FIELD MPORT SAMPLES SAMPLES SAMPLES
G LABORATORY TEHONS GATIONS SAMPLE SAMPLE EXAM FIELD TO BE TD BE TO BE
1 [Hoursj COLLECT:ON coLL TESTS EXAMS aNALYZED | amaLyzeo | anaLyzep
0 MICRO GHEM
N
TOTAL FIELD 600 600 480 120
HEADQUARYERS
REGIONAL STAFF
NEW ENGLAND 19 19
NE NEW YORK 181 191
REGIONAL LAB 175 a4
WEAC
REGIONAL STAFF
BALTIMORE 48 48
CHICAGO 12 12
CINCINMNATI
CE DETROIT 15 15
MINNEAPQLIS
NEW JERSEY
PHILADELPHIA 10 10
FORENSIC CHEM, CTR
REGIONAL STAFF
ATLANTA 10 10
SE FLORIDA 36 36
NEW ORLEANS
SAN JUAN 16 16
REGIQNAL LAR B8 22
REGIONAL STAFF
DALLAS
SW | DENVER
KANSAS CITY
SOUTHWEST IMPORT DISTRICT 21 21
REGIONAL LAB 22 6
REGIONAL STAFF
LS ANGELES 158 158
PA SAN FRANCISCO 39 39 31 g
SEATTLE 25 25
PACIFIC REGIONAL LABORATORY-SW 143 35
PACIFIC REGIONAL LABORATORY-NW 21 5
HOURS PER OPERATION 1.5 1.0 i1.0 7.0
TOTAL HOURS 200 800 5280 840
CONVERSION FACTOR 930 930 1180 118G
TOTAL OPERATIONAL FTEs 0.97 0.65 4.47 Q.71
7. PERSONNEL TYPES REQUIRED 8. WORK SCHEDULE
ANALYTICAL INVESTIGATIVE PERSON BEGIN END
TYPE
X CHEMIST X PYS. SCIENCE TECH X INVESTIGATCR RRHR INSPEC-
X MICROBIOLOGIST X BiO. SCIENCE TECH X ] INSPECTOR VETERINARIAN TIONAL | 10/01/00 | 09/30/01
ENGINEER{ANALYST) ENGINEER TECH ENGINEER [INV) NAT'L EXPERT
PHYSICIST MILK/FQOD SPEC ANALY- | 10/15/00 | 09/30/01
ENTOMOLQGIST OTHER SHELLFISH SPEC CTHER TICAL
9, REMARKS
Workload : March 1, 1999 - April 30, 2000 ACS FDA Review Lines
FORM FDA 2621a {03/00] ORA WORKPLANNING SHEET {Continued) PAGENO.,  03-3




1. PROGRAM/ASSIGNMENT TITLE 2. PMS PROJECT NAME/NUMBER
Domestic and Imported Cheese and Cheese Products Foodborne Biological Hazards - (3

3. PROGRAM TYPE: COMPLIANCE FROGRAM D PROGRAM CIRCULAR D ASSIGNMENT

4. OBJECTIVES

To examine samples of domestic and imported hard and soft cheeses (i.e., soft, semi-soft, soft ripened) for_Salmonella,

Listeria, E. coli, Etec, Eivec/Shigella, §. Aureus, phosphatase, and filih so that appropriate action can be taken when violations
are encountered. To perform annual inspections of all U.S. soft, semi-soft, and soft-ripened cheese producers to ensure domestic
products are free of the above mentioned pathogens.

5. PROGRAM JUSTIFICATION

During the past few years, pasteurized fluid milk, milk products and cheese products have been demonstrated to contain pathogenic
microorganisms and to have caused human illness. A number of deaths have been associated with the consumption of these
products.

6. FIELD OBLIGATICNS

The field is to conduct inspections of domestic soft cheese manufacturers and, as necessary, sample collections and analysis
to document and support inspectional findings. The field is to conduct sample collections and sample analysis of imported and
soft cheese.

The tield is requesied to compleie all domestic sample collections and analysis to support the Agency’s listeria risk assessment.

See program guidance regarding the collection of domestic samples not resulting from inspections.

NOTE:

NRL will perform Salmonella serotyping.
DEN will perform Salmonella resistance testing.

L& SELECTION OF ESTABLISHMENTS TO BE 8Y DISTRICT OFFICE D 8Y CENTER D BY BOTH
b. INSPECTION TYPE: D COMPREHENSIVE D ABBREVIATED DIRECTED
. PRODGCT(S) 4. INDUSTRY/PRODUCT CODE(S)

Hard and Soft Cheeses 12

e. EXAM TYPE: D CHEMICAL MICROBIOLOGICAL D PHYSICAL l:l ENGINEERING
D MICROANALYTICAL D OTHERS {Specify}

f. CHECK THE FOLLOWING ATTRIBUTES
Satmonella, Listeria, E. coli, Etec, Eivec/Shigella, S. Aureus phosphatase, and filth.

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING

FORM FDA 2621 (7/99) PREVICUS EDITION IS OBSOLETE ORA WORKPLANNING SHEET PAGE NO. _ 03-4



1. PROGRAMASSIGNMENT TITLE
Domestic and Imported Cheese and Cheese Products

2. PPS PROJECT NAME/NUMBER
Foodbarne Biological Hazards

3. PROGRAMIASSIGNMENT CODELS}

4. WORK ALLOCATION PLANNED BY

5. OPERATIONAL FTE POSITIONS

03037, 030378, 03037D [ ]oma GENTER 23.5
i 8. : 1 Z 3 4 5 [ 7 7 8
R DISTRICT/ DOMESTIC DOMESTIC IMPORT
e SPECIALIZED INSPEC- INVESTI- | DOMESTIC IMPCRT FIELD IMPORT | SAMPLES SAMPLES SAMPLES
G LABORATORY TIONS GATIONS SAMPLE SAMPLE EXAMES/ FIELD TO BE TO BE TO BE
P [Haurs) coLL CoLL TESTS EXAMS ANALYZED ANALYZED ANALYZED
2 . . PHYSICAL MICRO MICRO
TOTAL FIELD 300 500 800 500 600
HEADQUARTERS .
REGIONAL STAFF
NEW ENGLAND 5 16
NE | NEW YORK 9 15 438
REGIONAL LAB 20 454
WEAL
REGIONAL STAFF
BALTIMORE 3 5
CHICAGO 18 30 24
CINCINNATI 16 27
CE | DETROIT 3 5 16
MINNEAPOLIS 170 284
NEW JERSEY 11 18
PHILADELEHIA 3 5
FORENSIC CHEM. CTR
REGIONAL STAFF
ATLANTA 3
SE | FLORIDA g 15 29
NEW CRLEANS 3
SAN JUAN 3
REGIONAL LAB 85 28
REGIONAL STAFF
DALLAS 3 5
SW | DENVER 5
KANSAS CITY
SOUTHWEST IMPORT DISTRICT 5
REGIONAL LAB 312 40
REGIONAL STAFF
LOS ANGELES 8 13 264
PA | SAN FRANCISCO 21 35 46
SEATTLE 14 23
PACIFIC REGIONAL LABORATORY-SW 13
PACIFIC REGIONAL LABORATORY-NW 58 77
HOURS PER QOPERATION 1B6.0 3.0 1.5 18.0 16.0
TOTAL HOURS 4800 150G 800 8000 9800
CONVERSION FACTOR 930 930 530 1180 1180
TOTAL OPERATIONAL FTES 5.16 1.81 0.87 7.63 8.14
7. PERSONNEL TYPES REQUIRED 8. WORK SCHEDULE
ANALYTICAL INVESTIGATIVE PERSON BEGIN END
X_] cHEMmIST PYS. SCIENCE TECH INVESTIGATCR RRHR INSPEC-
MICRGBICLOGIST X BIO. SCIENCE TECH INSPECTDR VETERINARIAN TIONAL 10/01/00 09/30/01
ENGINEERIANALYST) ENGINEER TECH ENGINEER {INV} NAT'L EXPERT
PHYSICIST MILK/FOOD SPEC ANALY- 10715100 09/30/01"
ENTOMOLOGIST OTHER SHELLFISH SPEC OTHER TICAL
9. REMARKS
# Resources provided 10 inspect all soft cheese manufacwrers annually and anticipated re-inspections.
** Investigation hours changed to Impert Entry Review hours, Import Filer Evaluation hours, Follow-up to Refusal hours under
Import Foods - General (03819 A,B,C)
DOMESTIC WORKLOAD: OEI HIGH RISK (SOFT CHEESES) PER CFSAN AS OF 12/2000.
IMPORT WORKLOAD: BASED ON MARCH 1, 1999 - APRIL 30, 2000 ACS FDA REVIEW LINES IND CODE i2
FORM FDA 2621a (03/00) ORA WORKPLANNING SHEET (Continued) PAGE NC. 03-b




1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
National Drug Residue Milk Monitoring Foodborne Biological Hazards - 03
Program

3. PROGRAM TYPE: COMPLIANCE PROGRAM l:l PRGCGRAM CIRCULAR D ASSIGNMENT

4. OBJECTIVES

The National Drug Residue Milk Monitoring Program (a joint venture program between CFSAN, CVM, ORA
and participating states) will provide an indication of the animal drug residues in milk.

In FY 2001, a retail sampling component has been added to determine whether or not aniibiotics are present in finished products.

The presence of antibiotics may suggest inadequate sampling at processors.

5. PROGRAM JUSTIFICATION

The National Drug Residue Milk Monitoring Program will provide indications of drug residues in milk and the extent of
Compliance with federal regulations. The results will help in the design of future educational and compliance efforts for use
by federal, state and local authorities. This initiative will enhance the National Conference on Interstate Mitk Shipments
{(NCIMS) and industry residue testing program and provide information on which to focus regulatory priorities.

8. FIELD OBLIGATIONS

This will be a joint FDA/State effort in analyzing samples for the presence of sulfonamides, tetracyclines,
Chloramphenicol, Novobiocin, Ivermectin, and Clorulson. Follow-up visits/collections/inspections

are anticipaied by states and FDA for samples found with detectable residues.

Fifty percent of samples will be collected at retail. The Regional Milk Specialist will collect retail samples
or make arrangement for their collections.

Za, SELECTION OF ESTABLISHMENTS TO BE l:] Y DISTRICT OFFICE D BY CENTER BY BOTH
b. INSPECTION TYPE: N I:] COMPREHENSIVE [:] ABBREVIATED I:I DIRECTED
& PAGBUCTIS) 4. INDUSTRY/PRODUCT CODES)

Grade "A" and non-Grade "A" Milk 09

e. EXAM TYPE: I:I CHEMICAL MICROBICLOGICAL D PHYSICAL ]:‘ ENGINEERING
D MICROANALYTICAL I:l OTHERS (Specify}

f. CHECK THE FOLLOWING ATTRIBUTES

Samples will be analyzed for sulfonarnides, three tetracyclines, Novobiocin and Chloramphenicol, Florfenicol,
Ivermectin and Clorsulon.

g. SPECIAL EQUIPMENT, METHCDS, AND HANDLING

FORM FDA 2621 (7/99) PREVIOUS EDITION 1S OBSOLETE ORA WORKPLANNING SHEET PAGE NO

c.03-6




1. PROGRAM/ASSIGNMENT TITLE
National Prug Residue Milk Monitoring Program

2. PPS PROJECT NAME/NUMBER
Foodborne Biological Hazards - 03

%3, PROGRAM/ASSIGNMENT CODE(S)

13039

4. WORK ALLOCATION PLANNED BY

] ome

CENTER

5. OPERATIONAL FTE POSITIONS

2.6

SO —Oma

6.
DISTRICT/
SPECIALIZED
LAGBORATORY

1

INSPEC-

TIONS

2

INVESTI
GATIONS
{Hours}

3

DOMESTIC
SAMPLE
coLL

4 5 6

iMPORT
SAMPLE
COLL

FIELD
EXAMS/
TESTS

IMPORT
FiELD
EXAMS

7
DOMESTIC
SAMPLES
TO BE
ANALYZED
MICRD

7
DOMESTIC
SAMPLES
¥0 BE
ANALYZED
CHEM

9

QTHER
OPERATIONS
[Hours)

TOTAL FIELD

300

600

HEADQUARTERS

NE

REGICNAL STAFF

&0

NEW ENGLAND

NEW YORK

REGIONAL LAB

WEAC

CE

REGIONAL STAFF

60

BALTIMORE

CHICAGO

CINCINNATI

DETROIT

MINNEAPQLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

SE

REGIONAL STAFF

60

ATLANTA

FLORIDA

NEW QRLEANS

SAN JUAN

REGIONAL LAB

5w

REGIONAL STAFF

60

DALLAS

DENVER

600

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

PA

REGIONAL STAFF

60

LOS ANGELES

SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LABORATORY-SW

PACIFIC REGIONAL LABORATORY-NW

HOURS PER OPERATION

2.0

4.1

TOTAL HOURS

600

2460

CONVERSION FACTOR

1200

1180

TOTAL QPERATIONAL FTEs

0.50

2.08

PEHASONNEL TYPES REQUIRED

8. WORK SCHEDULE

ANALYTICAL

INVESTIGATIVE

PERSON
TYPE

BEGIN

END

CHEMIST

PYS, SCIENCE TECH

INVESTIGATOR

RRHR

INSPEC-

MICROBIOLOGIST

BIO. SCIENCE TECH

INSPECTOR

VETERINARIAN

TIONAL

10/01/0Q

08/30/01

ENGINEERIANALYST)

ENGINEER TECH

ENGINEER {INV}

NAT'L EXPERT

PHYSICIST

MILK/FQOD SFEC

ANALY-

ENTOMOLOGIST

OTHER

SHELLFiSH SPEC

OTHER

TICAL

10/15/00

09/30/01

S. REMARKS

Resources planned represent CESAN's reguirement under this program. This is a joint venture between

at retail. The Regional Milk Specialists will collect these samples or make arrangements to have them collected.

* An additional 300 samples will be collected by NCIMS participating states at dairy processors.
IAII sampling schedules will be developed by the Laboratory Quality Assurance Branch (LQAB, HFH-450) in Moffet, IL.

CVM and CFSAN. See compliance program 7371.008 for additional guidance. Field sample collections are not planned by District.

If sarapie collection is necessary consult your Regional Milk Specialist before collecting samples. 300 domestic samples will be collected

FORM FDA 2621a {03/00)

ORA WORKPLANNING SHEET ({Continued}

PAGE NO.
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1. PRCGRAMZASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER

Domestic Acidified and Low-Acid Canned Foodborne Biological Hazards - 03

Foods

3. PROGRAM TYPE: COMPLIANCE PROGRAM |:| PRCGRAM CIRCULAR I—__l ASSIGNMENT

4. GBJECTIVES

To determine if the firms comply with 21 CFR, Part 108, 113 and 114 and other requirements of the FD&C Act. To perform
annual inspections to ensure that interstate marketing of acidified and low-acid canned foods manufactured under conditions

that do not comply with these requirements.

5. PROGRAM JUSTIFICATION

Law-Acid Canned Foods: Inspections conducted in prior year's programs have demonstrated that the degree of compliance of

low-acid canned food regulations relates directly to the degree of freedom from hazard to consumers found in the food produced.

High risk industry segments, identified under previous programs, as well as reinspection of the remaining portions of the
industry are needed to establish and maintain compliance with the low-acid canned food regulations.

Acidified Foods: To improve the acidified food industry's degree of freedom from public health hazard and their degree of
compliance with the acidified food regulations. To identify needed regulatory action to prevent hazard to health and
identify any problem areas which need emphasis in future programs.

6. FIELD OBLIGATIONS

Conduct inspections, collect and analyze samples where appropriate.

Report all work under the Domestic Acidified and Low-Acid Canned Foods PAC.

Beginning in FY 2001, the program priority is to inspect all LACT and Acidified Food Firms annually.

| NOTE: Confirmation tests for Clostridium botulinum which require animals will be split between SRL and
and Pacific Regional Laboratory-NW,

SRL will be the confirmation servicing laboratory for NE, CE & SE Regions.

The Pacific Regional Laboratory-NW will be the confirmation servicing laboratory for SW & PA Regions.

78, SECECTION OF ESTABLISHMENTS TO BE 8Y DISTRIGT OFFICE D BY CENTER I:I 8Y BOTH
b. INSPECTION TYPE: COMPREHENSIVE l:l ABBREVIATED D DIRECTED
<. PRODUCT(B) 4. INDUSTRY/PRODUCT CODE(S)

See Compliance Program 16, 20-22, 24-25, 27, 35, 37, 38, 40-41

e. EXAM TYPE: CHEMICAL MICROBIOLOGICAL D PHYSICAL I:! ENGINEERING
D MICROANALYTICAL |—___l OTHERS (Specify)

f. CHECK THE FOLLOWING ATTRIBUTES
Water Activity, pH, Salinity, Soluble Solids, Headspace Gas Analysis by GC,
Heat Resistance Determination.

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING

FORM EDA 2621 {7/99) PREVIOUS EDITION IS OBSOLETE ORA WORKPLANNING SHEET PAGE NO.

03-8




1 PROGRAM/ASSIGNMENT TITLE 2. FPS PROJECT NAME/NUMBER
Domestic Acidified and Low Acid Canned Food Foedberne Biolegical Hazards - 03
. {2. PROGRAM/ASSIGNMENT CODELS) 4. WORK ALLOCATION PLANNED BY 5. OFERATIONAL FTE POSITIONS
138034 , 03F103* ora [ centen 62.0
: (] ¥ 2 3 4 1 7 7 k] E]
R DISTRICT/ DSA's DOMESTIC DOMESTIC BETYER
E SPECIALIZED INSPEC- INVESTE- DOMESTIC (MPCAY FIELD SPORE SAMPLES SAMPLES PROCESS.
G LABORATORY TIONS GATIONS SAMPLE SAMPLE EXAMS/ HEAT TC BE TO BE NG
] {Hours) GOLL CoLL TESTS DETERM AMNALYZED ANALYZED SCHROL
G {Houra) CHEM MICRC {Training)
N {Hours} **
TOTAL FIELD 1435 400 8935 235 700 930
HEADQUARTERS
REGIONAL STAFF
NEW ENGLAND 83 23 54 48
NE | NEW YORK 58 17 39 49
REGIONAL LAB 38 118
WEAC
REGIONAL STAFF
BALTIMORE 65 i8 42 49
CHICAGD 49 14 32 49
CINCINNATI 51 14 32 49
CE | DETRGIT 70 20 46 49
MINNEAPOLIS 96 27 63 48
NEW JERSEY 32 9 20 49
PHILADELPHIA 67 19 44 49
FORENS!IC CHEM. CTR
REGIONAL STAFF
ATLANTA 90 25 58 49
SE | FLGORIDA 23 5] 15 49
NEW ORLEANS 51 14 33 49
SAN JUAN 18 5 12 49
REGIONAL LAB 49 144
REGIONAL STAFF
DALLAS 201 58 132 43
Sw | DENVER 45 i3 30 52 146 49
KANSAS CiTY 52 14 34 9 49
SOUTHWEST IMPORT DISTRICT
REGIONAL LAB 24 105
REGIONAL STAFF
LOS ANGELES 76 21 49 49
PA { SAN FRANCISCO 109 30 7i 18 53 48
SEATTLE 198 55 129 48
PACIFIC REGIGNAL LABORATORY-SW 12 37
PACIFIC REGIONAL LABORATCRY-NW 32 97
HQURS PER OPERATION 30.0 4.0 10.0 14.0
TOTAL HOURS 43050 400 3740 2350 8800 5930
CONVERSION FACTCR 930 930 930 1180 1180 830
TOTAL OPERATIONAL FTES 46.29 0.43 4,02 1.88 8.31 1.00
7. PERSONNEL TYPES AEQUIRED 8. WORK SCHEDULE
ANALYTICAL INVESTIGATIVE PERSON BEGIN END
TYPE
% | cHEMIST PYS. SCIENCE TECH X | INVESTIGATOR REHR INSPEC-
x | microsioLocIsT BIC. SCIENCE TECH X} INSPECTOR VETERINARIAN TIONAL 10/01/00 ©8/30/01
ENGINEERIANALYST) ENGINEER TECH ENGINEER (INV) NAT'L EXPERT
PHY SICIST MILK/FOCD SPEC ANALY- 10115400 08730/01
ENTOMOLOGIST OTHER SHELLFISH SPEC OTHER TICAL
9. REMARKS
-+ Report all resources expended for NLEA under PAC 21005 AND LACF/AF Targeted Inspections Assignment under 03F103.
Resources above include the coverage for indusiry code 16 (Fishery/Seafood Products) and to inspect ali LACF ard acidified firms
annually in FY 2001 plus anticipated re-inspections. ** Auendence at Better Processing Schools (BPS)
NOTE: Werkload provided by CFSAN
FORM FDA 2621a {03/00} ORA WORKPLANNING SHEET {Ceontinued) PAGE NO. 03-9




1 1. PROGRAMIASSIGNMENT TITLE T 2. PPS PROJECT NAME/NUMBER' *
Domestic Food Safety Foodborne Biological Hazards - 03

3. PROGRAM TYPE: COMPL!ANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMENT

4. OBJECTIVES

To assure that domestic establishments involved in the production, storage and distribution of food products are in
compliance with the FD&C Act and regulations promulgated under the Act,

The program priority for FY 2001 is to inspect ail high-risk firms annually.

5. PROGRAM JUSTIFICATION

Domestic, as well as imported products, must comply with the provisions of the FD&C Act and the regulations covering the
manufacture and handling of food products. FDA is charged with the responsibilities of assuring that manufacturers
produce these products under current Good Manufacturing Practices.

6. FIELD OBLIGATIONS

The field is to conduct inspections/investigations and necessary sample collections and analyses to document and support
inspectional findings. During FY 2001, FDA will continue to monitor chicken/eggs for Salmonella, Enteritidis, Serotype
Enteritidis. The level and type of coverage will be dictated by the nature of evenis requiring FDA investigation when they occur.
Beginning in FY 2001, firms producing high-risk products are scheduled to be inspected annually. ‘

NOTE: Ciguatera roxin confirmation test will be done at the Pacific Regional Laboratory - NW.

Confirmation tests for Clostridium botulinum, Yersinia enterocolitica & paralytic shellfish

poison will be split between SRL & Pacific Regional Laboratory-NW. SRL will be the confirmation servicing laboratory for NE,
CE, & SE Regions. Pacific Regional Laboratory-NW will be the confirmation servicing laboratory for SW & PA Regions.

Lo, BELECTION OF ESTABLISHMENTS TO 8E BY DISTRICT OFFICE D BY CENTER I:] BY BOTH
b. INSPECTION TYPE: COMPREHENSIVE l::l ABBREVIATED D DIRECTED
¢ PRODUCTIS) d. INDUSTRY/PRODUCT CODE(S!

All Food Products (Except 12 & 16) 02-11, 13-15, 17-41, 45-46, 50

e. EXAM TYPE: CHEMICAL MICROBIOLOGICAL l:] PHYSICAL D ENGINEERING
MICROANALYTICAL I:I CTHERS Specify) .

f. CHECK THE FOLLOWING ATTRIBUTES
Filth, Decomposition and Microbiological Contamination (See Compliance Program)

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING

FORM FDA 2621 [7/99] PREVIOUS EDITION I3 QBSOLETE ORA WORKPLANNING SHEET PAGE NO. _03-10




it ———————
1. PROGRAMIASSIGNMENT TITLE
Domestic Food Safety

v —
2. PPS PROJECT NAME/NUMBER
Focdborne Biological Hazards - 03

3. PROGRAM/ASSIGNMENT CODE(S)

4, WORK ALLOCATION PLANNED 8Y

5. OPERATIONAL FTE POSITIONS

03803,B,C,D; 04803 [ ] centen 130.5
Y0803E.F *
! 5 1 2 I 7 7 7 7 7
R BISTRICT/ INSPEC. DOMESTIC DSA MICRO DOMESTIC| DOMESTIC DsaA
E SPECIALIZED TiONS INVESTI- SAMPLE PFGE B0LOGIST | sAMPLES [ SAmMPLES SALMO-
G LABORATORY b GATIONS coLL ANALYSIS INSP- Y0 BE TO BE SEAD -
i MICRD TION ANALYZED} ANALYZED TYPING
&} {Haurs} b TIME CHEM MICRO {Haurs)
M {Hours)
TOTAL FIELD 4400 4000 2200 2950 1900 730 1470 1180
HEADQUARTERS
REGIONAL STAFF
NEW ENGLAND 210 181 104
NE | NEW YORK 175 159 88
REGIOMAL LAB 580 171 129 128
WEAC
REGIONAL STAFF
BALTIMORE 144 131 71
CHICAGD 247 225 123
CINCINNATI 263 239 131
CE | DETROIT 267 243 133
MINNEAPOLIS 398 363 199
NEW JERSEY 120 109 60
PHILADELPHIA 273 248 137
FORENSIC CHEM, CTR
REGIONAL STAFF
ATLANTA 258 235 129
SE | FLORIDA 219 189 110
NEW QRLEANS 278 250 138
SAN JUAN 47 43 24
REGIGNAL LAB 590 689 200 535
REGIONAL STAFF
DALLAS 246 224 123
SW | DENVER 193 175 97 297 32 23
KANSAS CITY 250 227 125 126
SOUTHWEST IMPORT DISTRICT
AEGIONAL LAB 393 107 304 1180
REGIONAL STAFF
LOS ANGELES 218 1986 108
PA | SAN FRANCISCO 185 168 93 590 80 31 62
SEATTLE 413 378 207
PACIFIC REGIONAL LABORATORY-SW 590 93 36 72
PACIFIC REGIONAL LABORATORY-NW 590 177 69 138
HOURS PER OFERATION 17.5 4.9 12.5 15,2
TOTAL HOURS 77000 4000 10780 2950 1800 8125 22344 1180
COMNVERSION FACTOR 930 930 930 1180 1180 1180 1180 1180
TOTAL OPERATIONAL FTES 82.80 4.30 1.6 2.80 1.61 7.73 18.94 1.00
7. PEASONNEL TYPES REQUIRED 8. WORK SCHEDULE
ANALYTICAL INVESTIGATIVE PERSON] BEGIN END
TYPE
X | CHEMIST X PYS, SCIENCE TECH | X | INVESTIGATOR RAHR INSPEC-
X | MICROBIOLOGIST X BIO. SCIENCE TECH X [ INSPECTOR VETERINARIAN TIONAL | 16/01/00 | C9/30/01
ENGINEER{ANALYST) ENGINEER TECH ENGINEER (INV) NAT'L EXPERT
PHYSICIST MILK/FOOD SPEC ANALY-] 101 5/00 | 09/30/01
ENTOMOLOGIST OTHER SHELLFISH SPEC OTHER TICAL
9. REMARKS
* Resources for 04803, 09803E,F are included.
** 100% of inspections based on OEI of high risk firms per compliance program. Includes 15% follow-up.
‘Resources provided to inspect all high-risk firms annually and follow-up inspections.
“Workload of High Risk firms provided by CFSAN.
®x Dylsed-Field Gel Electrophoresis (PFGE): reguired for all listoria Monocytogenes, Salmonella, & Enterohemorrhagic (EHEC) positive,
NOTE: Resources included to cover egg safety activities.
FORM FDA 26212 (03/00] ORA WORKPLANNING SHEET (Continued) PAGE NO.
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1, PROGRAM/ASSIGNMENT TITLE 2, PPS PROJECT NAME/NUMBER
Import Foods - General : Foodborne Biological Hazards - 03

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

4. OBJECTIVES

To direct coverage of imported food products in order to determine their compliance with the FD&C Act and regulations
promuigated under the Act.

5. PROGRAM JUSTIFICATION

Imported products must comply with the provisions of the FD&C and the regulations/action level guidelines concerning
microbiological contamination, and filth related to health hazards and disease vectors.

FDA must assure that such products found to be adulterated or misbranded are removed from

the marketplace. Articles offered for import are subject to refusal of admission into the U.S. if they appear to comntain

a poisonous and deleterious substance which may render them injurious to healih, or not in compliance with the FD&C Act,
PHS Act, and regulations promulgated thereunder.

6. FIELD OBLIGATIONS ~ ]
To conduct import field examinations of products most likely to be out of compliance. Collect samples for determination of filih,
decomposition or microbiological contamination. Coverage of imported dried milk products from MOU & non-MOU countries report
under Import Foods - General PAC. Import Acidified & Low -Acid Canned Foods will report under PAC (03003, 03003A).

NOTE:
ARL will perform Salmonella serotyping.
DEN will perform Salmonella resistance testing.

Za SELECTION OF ESTABLISHMENTS TO BE NA D BY DISTRICT OFFICE D BY CENTER D BY BOTH
b. INSPECTION TYPE: NA I:I COMPREHENSIVE I:' ABBREVIATED D DIRECTED
o, PRODUCTIS) d. INDUSTRY/PRODUCT CODE(S)

All Food Products (except seafood and cheese) 02-09, 13-15, 17-41

e. EXAM TYPE: CHEMICAL MICROBIOLOGICAL D PHYSICAL D ENGINEERING
MICROANALYTICAL ]:I OTHERS (Specify)

7. CHECK THE FOLLOWING ATTRIBUTES
Fiith, Decomposition and Microbiclogical Contamination (See Compliance Programy)

g. SPECTAL EQUIPMENT, METHODS, AND HANDLING

FORM FDA 2621 {7/99) PREVIOUS EQITION IS OBSOLETE ORA WORKPLANNING SHEET PAGE NO. 03-12




1. PROGRAM/ASSIGNMENT TITLE
Import Foods General

2. PPS PROJECT NAME/NUMBSER
Foedberne Biological Hazards - 03

\OGRAM/ASSIGNMENT CODE(S)

4. WORK ALLOCATION PLANNED BY

5. GPERATIONAL FTE POSITIONS

03819A,B,C (03R833/99R833/RB24#*) ORA E CENTER 83.5
) 2 3 2 4 9 8 8 8 E
R BISTRICT! IMPORT IMPQRT IMPORT IMPORT IMPORT IMPORT IMPORT IMPGRT IMPORT
E SPECIALIZED ENTRY REV | FILER EVAL FOLLOW - SAMPLE LABEL FHELD SAMPLES SAMPLES SAMPLES
G LABORATORY HOURS HOURS UP-RERUSAL COLL EXAMS EXAMS 10 BE TO BE TO 8E
i OPER 14 OPER 95 OFER 14 PHYSICAL ANALYZED ANALYZED ANALYZED
o] 03R833 G9RB33 RB24 MICRO CHEM SALM RESIST
M > [Hours) ***
TOTAL FIELD 45150 7970 2168 2930 5000 1500 2130 800 1180
HEADQUARTERS
REGICNAL STAFF
NEW ENGLAND 1581 1688 14 70 120 36
NE NEW YORK 9780 1505 2274 575 982 205
REGIGNAL LAB 498 187
WEAC
REGIONAL STAFF
BALTIMORE 1442 362 163 92 167 47
CHICAGO 1237 480 236 B6 113 35
CINCINNATI 224 222 77 5 9
CE DETROIT 1923 224 144 148 282 78
MINNEAPOLIS 440 222 49 34 58 17
NEW JERSEY
PHILADELPHIA 647 180 76 39 66 20
FORENSIC CHEM. CTR
REGIONAL STAFF
ATLANTA 703 6572 148 38 64 19
SE FLORIDA 2839 723 420 146 249 75
NEW ORLEANS 555 302 98 19 32
SAN JUAN 346 65 31 27 47 24
REGIONAL LAB 238 a9
REGIONAL STAFF
DALLAS
sw | DENVER 180 1180
KANSAS CITY
SQUTHWEST IMPORT DISTRICT 13368 845 2973 1148 1956 587
REGIONAL LAR 58
REGIONAL STAFF
LOS ANGELES 5414 1021 1501 283 448 135
PA SAN FRANCISCO 2333 507 622 138 236 71 100 38
SEATTLE 2318 471 344 124 211 63
PACIFIC REGIONAL LABDRATORY-SW 1024 384
FACIFIC REGIONAL LABORATORY-NW 90 34
HOURS PER OPERATION 1.2 0.3 0.3 9.3 5.6
TOTAL HCURS 45150 7970 9168 3516 1500 450 19809 4480 1180
CONVERSION FACTOR 1200 930 230 930 930 930 1180 1180 1180
TOTAL QPERATIONAL FIEs 37.63 8.57 3.86 3.78 1.61 0.48 16.79 3.80 1.00
7. PERSONNEL TYPES REQUIRED 8. WORK SCHEDULE
ANALYTICAL INVESTIGATIVE PERSON BEGIN END
TYPE
X | CHEMIST X FYS. SCIENCE TECH X | INVESTIGATOR ARHA INSPEC-
X | MICROBIOLOGIST X BIO. SCIENCE TECH X | INSPECTOR VETERINARIAN TIONAL | 10/01/00 | 08/30/01
ENGINEER{ANALYST) ENGINEER TECH ENGINEER {InNv) NAT'L EXPERT
PHYSICIST MILK/FOOD SPEC ANALY- | 10/15/00 | 08/30/01
X | ENTCMOLOGIST OTHER SHELLFISH SPEC OTHER TICAL
9. REMARKS Import activities include resources from the following import programs: 03844/03819/03037/03003/09006/04016A/03R233
NOTE: Workload based on 3/1/99-4/30/00 ACS FDA Review Lines.
* Eollow-Up Te Refusal hours: Additional resources added for marking and tracking the disposition of detained lots.
lesources in this program can be used to report Import Food activities under the following PAC Codes:
IMPORT ENTRY REVIEW HOURS; 03R833 / FILER EVALUATION HOURS 99R833 / FOLLOW-UP TO REFUSAL
UNDER THE APPROPRIATE FOODS R824 PAC. *** Denver Laboratory: Salmonella Resistance
FORM FDA 2621a (03/00) ORA WORKPLANNING SHEET (Continued) PAGE NO. 03-13




1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
Domestic Fish and Fishery Products Inspection Program| Foodborne Biological Hazards - 03
Program

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

4. OBJECTIVES
To ensure that domestic establishments involved in the production, storage and distribution of fish and fishery products are in

compliance with the Fish and Fishery Products (Seafood) HACCP Regulation as well as the FD&C Act and other regulations
promulgated under the ACT.

Resources provided to cover all seafood processors annually less non high-risk warehouses.

5. PROGRAM JUSTIFICATION

FDA is responsible tor assuring that manutacturers produce these products under the current Good
Manufacturing Practices. Samples will be collected and analyzed only for cause and for HACCP verification
when appropriate.

6. FIELD OBLIGATIONS

The field is to conduct inspections, but only make sample collections and analyses for cause or for HACCP verification samples as
described in the compliance program. There are specific sampling/analysis obligations for PSP/ASP, and verification
sampling/analysis must meet specific criteria. Priority inspections are required of firms processing scombrotoxic products,
smoked products, vacuum packaged products, and ready-to-eat products, and to follow-up on

firms found to be in noncompliance with the HACCP regulation.

NOTE:
Confirmation tests which require animals for Clostridium botulinum will be split between SRL
& Pacific Regional Laboratory-NW. SRL will be the confirmation servicing laboratory for NE, CE & SE Regions,
Pacific Regional Laboratory-NW will be the confirmation servicing laboratory for SW & PA Regions.

L EREGTION OF ESTABLISHMENTS TO BE BY DISTRICT GFFICE [:l BY CENTER D BY BOTH

b. INSPECTION TYPE: COMPREHENSIVE D ABBREVIATED D DIRECTED

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

Domestic Fish and Fishery Products 16

e. EXAM TYPE: CHEMICAL MICROBIOLOGICAL PHYSICAL D ENGINEERING

MICROANALYTICAL OTHERS (Specifyy (PSP, ASP, Standards, Economic Deception, Labeling)

f. CHECK THE FOLLOWING ATTRIBUTES

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING

FORM FDA 2621 {7/99) PREVIOUS EDITION (S OBSOLETE ORA WORKPLANNING SHEET PAGE NO. _03-14



1. PROGRAM/ASSIGNMENT TITLE
Domestic Fish and Fishery Products

Inspection Program

2. PPS PROJECT NAME/NUMBER

Foodborne Biological Hazards ~ 03

| ~3. PROGRAM/ASSIGNMENT CODE(S)
H3842, B, C, D, H*

4. WORK ALLOCATION PLANNED BY

5. OPERATIONAL FTE POSITICGNS

oRA [ Jcenten 122.0
6. 1 2 3 4 7 7 7 7 9
R DISTRICT/ DSAs DOMESTIC DOMESTIC EA.
E SPECIALIZED INSPECTIONS [ENY DOMESTIC IMPORT MICRO ORGANO SAMPLES SAMPLES | CERTIFICATE
G LABORATORY raen HOURS § SAMPLES SAMPLE EIOL, EXAMS TO BE TOBE  |PROCESSING
| [HelEN oL QN INSP {Hours) ANALYZED ANALYZED [Hours)
o {Hours) .- CHEM tMICRO nenee
N
TOTAL FIELD 4718 1830 1150 2360 835 380 770 2790
HEADQUARTERS
REGIONAL STAFF
NEW ENGLAND 488 189 113 1200
NE | NEW YORK 218 8s 53 56
REGIONAL LAB 484 580 77 157
WEAC
REGIONAL STAFF
BALTIMORE 143 56} 35 56
CHICAGO 105 41 26 56
CINCINNATI E | 23] 14 56
CE | DETROIT B2 az 20 56
MINNEAFPOLIS 190 74 48 56
NEW JERSEY 128 50 31 56
PHILADELPHIA 132 51 32 58
FORENSIC CHEM. CTR
REGIONAL STAFF
ATLANTA 435 189 105 56
SE | FLORIDA 628 244 153 100
; NEW ORLEANS 408 158 100 56
SAN JUAN 28 11 7 ] 55
REGICNAL LAB 849 137 277
REGIONAL STAFE
DALLAS 197 76} 43 55
Sw | DENVER 52 20, 14 150 50 55
KANSAS CITY 50 18 12 55
SOUTHWEST IMPORT DISTRICT
REGIONAL LAB 189 55 62
REGIONAL STAFF
LOS ANGELES 419 163 102 55
PA | SAN FRANGISCO 333 1289 81 167 27 54 55
SEATTLE 621 240 161 600l
PACIFIC REGIONAL LABORATORY-SW 210 34 89
PACIFIC REGIONAL LABORATORY-NW 311 755 50 101
HOURS PER OPERATION 18.5 4.5 11.0 17.5
TOTAL HOURS 87228 1830 5175 2360 885 4180 13475 2780
CONVERSION FACTOR 930 930 930 1180 1180 1180 1180 830
TOTAL OPERATIONAL FTEs 93.79 1.97 5.56 2.00 0.75 3.54 11.42 3.00
7. PERSOMNEL TYPES REQUIRED 8. WORK SCHEDULE
ANALYTICAL INVESTIGATIVE PERSON BEGIN END
TYPE
X | CHEMIST X PYS. SCIENCE TECH X J INVESTIGATOR ERHHR INSPEC-
X | MICROBIOLOGIST X BIO. SCIENCE TECH X | INSPECTOR [VETERINARIAN TIONAL § 10/01/00 | 08/30101
ENGINEERIANALYST) ENGINEER TECH ENGINEER [INV} INaT'L ExPERT
PHYSICIST MILK/FOOD SPEC ANALY- | 1015/00 | 09/30/01
X | ENTOMOLOGIST OTHER SHELLFISH SPEC X {oTHER TICAL
9. REMARKS
+* Additional PACs: 048424, H, 07842, H, 00842E, H, 21842, 21R811, 21R839. ** Organoleptic National Expert.
##4  Seafood collections are on a "For Cause” basis to document and support inspectional findings and for HACCP verification.
w44 Resources provided to cover all processors annually except non high-risk warchouses. Workload of High/Low Risk firms
hprovided by CESAN. ###k¥ Buropean Certificate processing - resource distribution per CESAN (use reporting operation code 92).
FORM FDA 2621a (03/00) ORA WORKPLANNING SHEET (Continued) PAGEND. 03-15




1. PROGRAM/ASSIGNMENT TETLE 2. PPS PROJECT NAME/NUMBER
Import Seafood Products Foodborne Biological Hazards - 03

3. PROGRAM TYPE: COMPLIANCE PROGRAM D PROGRAM CIRCULAR 1:' ASSIGNMENT

4. OBJECTIVES

To easure a safe and wholesome imported seafood supply in the U.S. by enforcing importer compliance with the seafooed HACCP
regulation and to direct coverage of imported seafood products in order to determine their compliance with the FD&C Act and
regulations promulgated under the Act.

To provide inspection coverage to as many importers as possible that import high-risk products could be health hazards.
In addition, conduct follow-up inspection with firms found in noncompliance wiih the HACCP regulations,

§. PROGRAN JUSTIFICATION

Imported products must comply with the provisions of the FD&C Act and its regnlations. In FY 2001 the Agency

will follow the approach begun in FY 98. This approach incorporated HACCP review by investigators,

specially trained in HACCP, of importers’ records for safety in conjunction with non-safety

inspection for decomposition, filth, etc. The HACCP review is conducted to ensure that each importer has and is using verification
procedures for ensuring that the seafood they offer for import was processed in accordance with the HACCP regulation. Inspections
along with the sample collection and analysis will be conducted to assure product conformity with current good manufacturing
practices and cther regulations promugulated under the FD&C Act.

6. FIELD DBLIGATIONS

HACCP trained investigators will review importer's written verification procedures, product specifications and affirmative step
documents, which demonstrate the foreign processor’s product was produced under HACCP, food safety hazards prevention
program. Top priority is assigned to “substantial risk potential” products, including ready-to-eat processed products,
scombrotoxic products, smoked products and vacuum packaged products.

NOTE: Ciguatera toxin confirmation test which require animals will be done at Pacific Regional Laboratory-NW.

Confirmation tests for Clostridium botulinum & paralytic shellfish poison will be split between SRL & Pacific Regional
Laboratory-NW.

SRL will be the contirmation servicing Iaboratory for NE, CE & SE Regions.
Pacific Regional Laboratory-NW will be the confirmation servicing laboratory for SW & PA Regions.

7z SELECTION OF ESTABLISHMENTS TO BE BY DISTRICT OFFICE BY CENTER D BY BOTH
CGVERED:

b. INSPECTION TYPE: D COMPREHENSIVE D ABBREVIATED D DIRECTED
& PHGDUCT(S) 3 TNOUSTAY/PRODUCT CODEIS)

Seafood Products 16

. EXAM TYPE; CHEMICAL MICROBIOLOGICAL PHYSICAL D ENGINEERING
MICROANALYTICAL OTHERS Specifyy  (verification sampling)

f. CHECK THE FOLLOWING ATTRIBUTES
See Compliance Program

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING

FORM FDA 2621 {7/99) PREVIQUS EDITION IS OBSOLETE ORA WORKPLANNING SHEET PAGE NO. _03-16



1. PROGRANM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
Import Seafood Products Foodborne Biological Hazards - 03
|3. PROGRAMIASSIGNMENT CODE(S) 4, WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS
138448, C, D, H; 07844: ORA [ eenten 70.4
J9844E,F;
8. 1 4 g 8 4 B ]
A DISTRICT/ 15As IMPORY IMPORT
E SPECIALIZED IMPORTER IMPORT LABEL IMPORT ORGAND SAMPLES SAMPLES
G LABORATORY INSP SAMPLE EXAM FIELD ANALYSES TO BE TO BE
1 . coL EXAMS {Hours) ANALYZED | ANALYZED
[s] 03844H PHYSICAL b CHEM MICRO
"
TATAL FIELD 700 5500 388 1552 204 4850 2730
HEADQUARTERS
REGIONAL STAFF
NEW ENGLAND 113 506 36 143
NE | NEW YORK 100 815 63 257
REGIONAL LAB 6800 1278 719
WEAC
REGIONAL STAFF
BALTIMORE 18 234 17 66
CHICAGD 24 56 ] 15
CINCINNATI 9 17 5
CE DETROIT 14 138 11 39
MINNEAPOLIS 8 7 3
NEW JERSEY 37
PHILADELPHIA 10 28 8

FORENSIC CHEM, CTR

REGIONAL STAFF

ATLANTA 13 32 9
SE | FLORIDA 71 832 66 234
NEW ORLEANS 7 20 7
SAN JUAN 8 42 12
REGIONAL LAB 1038 584
|REGIONAL STAFF
DALLAS
SW | DENVER 5
KANSAS CITY 4
SOUTHWEST IMPORT DISTRICT 41 362 26 102
REGIGNAL LAB 177 100
REGIONAL STAFF
LGS ANGELES 89 1430 105 421
PA | SAN FRANGISCO 68 294 21 83 2589 146
SEATTLE 62 527 37 148}
PACIFIC REGIONAL LABORATORY-SW 1633 919
PACIFIC REGIONAL LABORATORY-NW 304 465 262
HOURS PER OPERATION 11.0 2.4 0.4 0.4 5.3 10.6
TOTAL HGURS 7700 13200 165 621 904 257058 28938
CONVERSION FACTOR 930 930 930 930 1180 1180 1180
TOTAL OPERATIONAL FTEs 8.28 14.19 0.17 Q.67 0.77 21.78 24.52
7. PERSONNEL TYPES REQUIRED 8. WORK SCHEDULE
ANALYTICAL INVESTIGATIVE PERSON | BEGIN END
¥ § CHEMIST X PYS. SCIENCE TECH X §INVESTIGATOR RRHR INSPEC-
X | MICROBIOLOGIST X BIO. SCIENCE TECH X 3 INSPECTOR VETERINARIAN TIONAL ] 10/01/00} 09/30/01
ENGINEERIANALYST} ENGINEER TECH ENGINEER {(INV) NAT'L EXPERT
PHYSICIST X NATIONAL EXPERT MILK/FOOD SPEC ANALY- | 10415/00] 08730701
X | ENTOMOLOGIST X QTHER SHELLFISH SPEC QTHER TICAL
9, REMARKS

* Per CFSAN, inspections of importers to ascertain that the importer has compiied with Seafood HACCP regulations

ot to perform filer inspections).

o Organoleptic National Expert

*## Includes resources for ISC Process Seafood / Processed Shrimp / V. Chol.

NOTE: Workload for ISC/Label Exam/Import Field Exams based on 3/1/99 - 4/30/00 FDA Review Lines (per prorities outlined in
compliance program). Tmporter Inspeciion workload based on OASIS Censignee data as of 4/28/00.

FORM FDA 2621a (03/00) ORA WORKPLANNING SHEET (Continued) FAGENO 03-17




1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUNMBER
Foreign Inspections/Assessments Foodborne Biological Hazards - 03

3. PROGRAM TYPE: [:I COMPLIANCE PROGRAM D PROGRAM CIRCULAR ASSIGNMENT

4. OBJECTIVES

Conduct inspections at foreign firms actually exporting food to the U.S. in order to learn more about the conditions

in the manufacturing of foods from a number of couniries. Identify generic problems with specific food

industries in specific countries and, when warranted, will take regulatory actions to better control the entry of questionable
product(s}, and demonstrate, by FDA’s presence, our commitment to food safety.

5. PROGRAM JUSTIFICATION

The number of illnesses and deaths related to foodborne illness, due to the presence of microbial pathogens has

reached an unacceptably high level in the U.S. To the best of our knowledge, approximately half of the foods that

have been associated with foodborne illness, have been imported. The President and Congress have recognized this problem
and proposed and funded a Food Safety Initiative to better define the extent of the problem, and to promote an effective
approach to amelorate it. An important aspect of this new initiative is to increase our knowledge of the conditions under which a
variety of foods are manufactured in foreign countries.

6. FIELD CBLIGATIONS

ORA shall provide imported food entry and compliance daia to assist CFSAN in determining the countries and firms whose
inspections would be of greatest value to the Agency. ‘

ORA shall plan inspections of foreign firms (selected by CFSAN) in so far as contacting the firms and foreign governments and
working out the logistics of travel. ORA shall select inspectors, whose training and experience best qualifies them to conduct
inspections at specific foreign firms. ORA shall assure timely submissions of EIRs to CFSAN, for technical and compliance revie
PAC REPORTING INSTRUCTIONS: All CFSAN foreign inspection time is planned under PAC 03R233. The field should reg,
accomplishments against PAC 03R233 (per CFSAN), using the Foreign Inspection Operation Code 11.

Technical Assistance hours planned under U3R233 includes time for grass roots meetings,

Foltow-Up to Refusals, etc., and other operational activities not planned under this program. The activities should be reported
under the appropriate PODS Operation Code. '

IREMEMBER!: Follow-up to Refusal time should be reported against the appropriate PMS Follow Up to Refusal

PAC (i.e. 03R824, 04R824, O7R824, 0SR824 and 21R824).

&5, FERECTION OF ESTABLISHMENTS TO BE D BY DISTRICT OFFICE D BY CENTER BY BOTH
b. INSPECTION TYPE: D COMPREHENSIVE D ABBREVIATED' DIRECTED
. PRODUCTIE] 4. INDUSTRY/PRODUCT CODES)

All foods, with emphasis on frozen, ready to eat foods, | 02-30, 54
fresh produce, foods implicated in food-borne infection
outbreaks, infant formulas, seafood, cheese, ete.

2. EXAM TYPE: CHEMICAL MICROBIOLOGICAL FHYSICAL I:] ENGINEERING
MICROANALYTICAL D OTHERS (Specify)

{. CHECK THE FOLLOWING ATTRIBUTES

y. SPECIAL EQUIPMENT, METHODS, AND HANDLING _
All methodology is in the IOM and BAM. Resources for samples generated as part of infant formula and medical foods progran:
are planned in those respective programs, '

FORM FDA 2621 (7/99) PREVIOUS EDITION 1S OBSOLETE ORA WORKPLANNING SHEET PAGE NC. (03-18



1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
Foreign Inspections/Assessments Foodborne Biological Hazard
3. PROGRAM/ASSIGNMENT CODEIS) 4. WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS
3R233 | osa  [_jcanteR 14.8
6. 1 2 ] 3
R DISTRICT/ FOREIGN
E SPECIALIZED INSPEC- INVESTIG- ASSESSMENT OTHER
G LABOQRATQORY TIONS ATIONS TECHNICAL OPERATIONS
i FOREIGN |Houra) ASSISTANCE {Hours}
0 ' [HOURS} *
N NATIONAL EXPERT
TOTAL FIELD 250 3720
HEADQUARTERS 3720
REGIONAL STAFF
NEW ENGLAND 19
ME | NEW YORK 10
REGIONAL LAB
WEAC
REGIONAL STAFF
BALTIMORE 10
CHICAGD 10
CINCINNATI 2
CE DETROIT 10
MINNEAPOLIS 19
NEW JERSEY 10
PHILADELPHIA 10
FORENSIC CHEM. CTR
REGIONAL STAFF
ATLANTA 10
SE FLORIDA 10
NEW ORLEANS 28
SAN JUAN 9
REGIONAL LAS
REGIONAL STAFF
DALLAS 9
5W | DENVER 10
KANSAS CiTY 19
SOUTHWEST IMPORT DISTRICT
REGIONAL LAB
REGIONAL STAFF
LOS ANGELES 10
FA | SAN FRANCISCO i9
SEATTLE t9
PACIFIC REGIONAL LABORATORY-3W
PACIFIC REGIONAL LABORATORY-NW
HOURS PER OPERATION 40.0
TOTAL HOURS 10000 3720
CONVERSION FACTOR 930 930
TOTAL OPERATIONAL FTEs 10.758 4.00
7. PERSONNEL TYPES REQUIRED 8. WORK SCHEDULE
ANALYTICAL INVESTIGATIVE PERSON BEGIN END
TYPE
CHEMIST PYS. SCIENCE TECH %] INVESTIGATOR RRHR INSPEC-
MICROBIOLOGIST BIO. SCIENCE TECH x| INSPECTOR VETERINARIAN TIONAL § 10/01/00 | 08/30/01
ENGINEER{ANALYST) ENGINEER TECH ENGINEER {iNV} NAT'L EXPERT
PHYSICIST MILK/FOQOD SPEC ANALY-
ENTOMOLOGIST OTHER SHELLFISH SPEC OTHER TICAL
9. REMARKS

[Foreign activities per DEIO inspection distribution. Technical Assistance can include but are not

_;{imited to training, presentations, speeches, site visits, outreach, workshops, seminars or meetings with partnership groups

" Jtrade associations etc. Per CFSAN, report accomplishments under PAC 03R233.

* Tncludes HQ CSO National Expert.
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1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
Import and Domestic Micro Assignments Foodborne Biological Hazards - 03

3. PROGRAM TYPE: I:] COMPLIANCE PROGRAM D PROGRAM CIRCULAR ASSIGNMENT

4. OBJECTIVES
To collect and analyze selected food commodities of domestic and foreign origin for pathogenic microorganisms. To determine
the typical bioburden of various microbial pathogens on these products,

5. PROGRAM JUSTIFICATION

The nmumber of illnesses and deaths related to foodborne illness, due o the presence of microbial pathogens has
reached an unacceptably high level in the U.S.

The President and Congress have recognized this problem and proposed and fonded a Food Safety Initiative

to better define the extent of the problem, and to promote an effective approach to ameliorate it.

6. FIELD UBLIGATIONS
To collect samples and perform analyses as specified in the assignments issued by CFSAN.

7a. SELECT!ON OF ESTABLISHMENTS TO BE

COVERED: NA I:l BY DISTRICT OFFICE D BY CENTER BY BCTH

b, INSPECTION TYPE: NA D COMPREHENSIVE D ABBREVIATED DIRECTED

c. PRODUCT(S) d. INDUSTRY/PRODUCT CODE(S)
Fresh fruits and vegetables as specified in the 20-22, 24-25
assignments, )

e. EXAM TYPE: l:l CHEMICAL M{CROBIOLOGICAL D PHYSICAL D ENGINEERING
D MICROANALYTICAL [:] OTHERS {Specify}

f_ CHECK THE FOLLOWING ATTRIBUTES
Presence (and for specified pathogens, quantity) of microbial pathogens listed in the assignment.

4. SPECIAL EQUIFMENT, METHODS, AND HANDLING
All methodology is in the IOM and BAM except for Shegella and Salmonella which is contained in the assignments.

FORM FDA 2621 (7/99} PREVIOUS EDITION 1S OBSOLETE ORA WORKPLANNING SHEET PAGE NO. _03-20



1. PROGRAM/ASSIGNMENT TITLE _ 2. PPS PROJECT NAME/NUMBER
Import and Domestic Micro Assignments Foodborne Biological Hazards -03
"'3. PROGRAM/ASSIGNMENT CODE(S) 4, WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS
J3FC98 (Import) ORA CENTER 28.6
03F100 (Domestic)
8. 3 7 4 8 3
R DISTRICT/ DOMESTIC DOMESTIC IMPORT IMPGRT
£ SPECIALIZED SAMPLE SAMPLE SAMPLE SAMPLE OTHER
G LABORATORY COLLECTION ANALYSIS COLLECTION ANALYSIS CPERATIONS
¢ PRODUCE MICRO PRCDUCE MICRC {Hours}
o SUREVY SUAVEY
M
TOTAL FIELD 600] 600 300 300
HEADOQUARTERS
REGIONAL STAFF
NEW EMGLAND
NE | MNEW YCRK 13
REGIONAL LAB 96 13
WEAC
REGIONAL STAFF
BALTIMCRE
CHICAGO
CINCINNATI
CE DETROIT 18
MINNEAPOLIS
NEW JERSEY &
PHILADELPHIA 10
FORENSIC CHEM, CTR
REGIONAL STAFF
ATLANTA 26
SE FLORIDA 274 42
NEW ORLEANS
SAN JUAN 7
REGIONAL LAB 118 99
REGIONAL STAFF
DALLAS 27
SW [ DENVER 80
KANSAS CITY
SQOUTHWEST IMPORT DISTRICT 162
REGIONAL LAB 65
REGIONAL STAFF
1.OS ANGELES 170 66
PA | SAN FRANCISCO 79 58
SEATTLE
PACIFIC REGIONAL LABORATORY-SW 97 188
PACIFIC REGIONAL LABORATORY-NW 85
+=0OURS PER OPERATION 2.8 34.0 2.8 34.0
TOTAL HOURS 1680 20400 840 10200
CONVERSION FACTOR 930 1180 930 930
TOTAL OPERATIONAL FTEs 1.81 17.29 0.90 8.64
7. PERSONNEL TYPES REQUIRED a. WORK SCHEDULE
ANALYTICAL INVEST!GATIVE FERSON | BEGIN END
TYPE
CHEMIST PYS. SCIENCE TECH X | INVESTIGATOR ARHR INSPEC-
x [ MICROBIOLOGIST B0, SCIENCE TECH INSPECTOR VETERINARIAN TIONAL | 10/01/00] 08/30/01
ENGINEERIANALYST) ENGINEER TECH ENGINEER (iNV) NAT'L EXPERT
PHYSICIST MILK/FQOD SPEC ANALY- | 10/15/00| 0©8/30/01
ENTOMOLOGIST OTHER SHELLFISH SPEC OTHER TICAL
9. REMARKS
See Domestic and Import Produce Assignments for Sample Collection and Analytical schedules.

FORM FDA 2621a (03/00}
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1. PROGRAM/ASSIGNMENT TITLE 2. PAS PAOJECT NAME/NUMBER
Emergency Response to Foodborne Outbreaks Foodborne Biological Hazards - 03
and fllnesses

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

4, OBJECTIVES

To conduct investigations, inspections, sample collections and analysis in response to foodborne outbreaks and illnesses
from food of domestic or foreign origin.

5. PROGRAM JUSTIFICATION

Approximately 450 foodborne outbreaks and 13,000 individual cases of food poisoning due to microbial pathogens

are reported to the Centers for Disease Control annually. FDA must provide an emergency response to serious outbreaks
and illnesses to help identify the causative agent(s) and food(s) involved and remove the affected foods from commerce
to protect public health.

6. FIELD OBLIGATIONS
Field Districts will conduct investigations and inspection and collect and analyze the food samples as directed/coordinated
by ORA headquarters and CFSAN.

NOTE: To ensure proper reporting of this time use PACs 03R829, 04R829 etc...

28, SELECTION OF ESTABLISHMENTS TO BE NA D ayY DISTRICT OFFICE D BY CENTER BY BOTH
b. INSPECTION TYPE: NA D COMPREHENSIVE D ABBREVIATED DIRECTED
% PROBUCTIS] , & INDUSTRY/PRCOUCT CODE(S)

To be directed by assignments. 02-41, 45-47, 50, 52, 54

a. EXAM TYPE: D CHEMICAL MICROBIOLOGICAL l___l PHYSICAL l:] ENGINEERING
D MICROANALYTICAL D OTHERS {Specify)

£ CHECK THE FOLLOWING ATTRIBUTES
To be determined by the nature of each assignment.

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING
To be determined by the nature of each assignment.

FORM FDA 2621 {7/99) PREVICUS EDITION IS CBSOLETE ORA WORKPLANNING SHEET PAGE NO. _03-22



1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
Emergency Response to Foodborne Qutbreaks and Foodborne Biological Hazards -03
Hinesses
%3, PROGRAMIASSIGNMENT CODE(S) 4, WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS
ORA [ ]centen 13.0
8. 1930 2 2 3
R DISTRICT/ CENSUS INVESTI- MICRO-
E SPECIALIZED RESIDENT GATIONS BICLOGIST OTHER
G LABORATORY POPULATION (Hours} ON OPERATIONS
| DATA INVESTIGATION (Hours}
[»] {Hours)
N
TOTAL FIELD 285230516 8370 4720
HEADQUARTERS
REGIONAL STAFF
NEW ENGLAND 13922517 409
NE | MNEW YORK 18976457 557
REGIONAL LAB 545
WEAC
REGIONAL STAFF
BALTIMORE 14755404 433
CHICAGO 12419293 364
CINCINNATI 15394809 452
ce | BETROIT 16018929 470
MINNEAPOLIS 11680108 343
NEW JERSEY 8414350 247
PHILADELPHIA 13064654 383
FORENSIC CHEM, CTR
REGIONAL STAFF
ATLANTA 20247778 594,
SE | FLORIDA 15982378 469
NEW ORLEANS 17450017 512
SAN JUAN 3808610 112
REGIONAL LAB 2469
REGIONAL STAFF
DALLAS 26975874 792
SW | DENVER 8847258 260 807
KANSAS CITY 12921216 379
SOUTHWEST IMPORT DISTRICT
REGIONAL LAB
REGIONAL STAFF
LOS ANGELES 25182442 738
PA | SAN FRANCISCO 17028632 500 282
SEATTLE 12138600 356
PACIFIC REGIONAL LABORATORY-SW 416
PACIFIC REGIONAL LABGRATORY-NW 201
HOURS PER OPERATION
TOTAL HOURS 8370 4720
CONVERSION FACTOR 930 1180
TOTAL OPERATIONAL FTEs 9.00 4.00
7. PERSONNEL TYPES REQUIRED a. WORK SCHEDULE
ANALYTICAL INVESTIGATIVE PERSON BEGIN END
TYPE
CHEMIST PYS. SCIENCE TECH X ] INVESTIGATOR RRHR INSPEC-
X} MICROBIOLOGIST BIO. SCIENCE TECH INSPECTOR VETERINARIAN | TiONAL | 10/01/00 | 0930001
ENGINEERIANALYST) ENGINEER TECH ENGINEER {INV) NAT'L EXPERT
PHYSICIST MILK/FOOD SPEC | amavy-
ENTOMOLOGIST OTHER SHELLFISH SPEC OTHER TICAL
8. REMARKS .
NOTE: This program provides resources for emergency response and containment of foedborne
Autbreaks and illaesses for foods of domestic and foreign origin. Resources can be used for Sample
Collection, Sample Analysis and to be reported under the operation. REPORTING: Emergency Response Activities is planned
under 03R839, expended time should be reported against the appropriate CESAN PACs (04R839, 07R839, 00R839 and 21R839.

FORM FDA 2621a {03/00) ORA WORKPLANNING SHEET (Continued) PAGE NO.  03-23




1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER

Food State Contract Audits Foodborne Biological Hazards - 03

3. PROGRAM TYPE: COMPLIANCE PROGRAM D PROGRAM CIRCULAR [:] ASSIGNMENT
4. OBJECTIVES

To perform joint audit investigations of states that are under contract with FDA to conduct food inspections.

5. PROGRAM JUSTIFICATION

Currently, about 5,000 food inspections are centracted out each year by FDA to the states. The Agency needs to ensure
appropriate oversight of state food firm inspections is conducted.

6. FIELD OBLIGATIONS

To perform joint audit investigations of approximately 7% of state contract inspections in FY 2001. Guidance for
conducting an audit investigation is to be provided by the Division of Federal State Relations.

Report under Operation Code 13 (Domestic Investigation). These are not considered inspections.

Lo, SELECTION OF ESTABLISHMENTS TO BE n l—___] BY DISTRICT OFFICE I__—I BY CENTER D BY BOTH
b. INSPECTIGN TYPE: W D COMPREHENSIVE D ABBREVIATED D DIRECTED
= PRODUCT(S) 3. INDUSTRY /PRODUCT CODES)

All Food Products 02-41, 45-46, 50

e, EXAM TYPE: D CHEMICAL D MICROBIOLOGICAL I:I PHYSICAL [:I ENGINEERING
I::l MICROANALYTICAL D OTHERS (Specify}

f. CHECK THE FOLLOWING ATTRIBUTES

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING

FORM FDA 2621 (7/99) PREVIOUS EDITION IS OBSOLETE ORA WORKPLANNING SHEEY PAGE NO
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|2 PPS PROJECT NAME/NUMBER .

PROGRAM/ASS!GNMENT T%TLE - T
- |Foodborne Biological Hazards - 03

Food Statc Comract Audlts

o a wch ALLOCATIDN PLANNED BY e 2 _5 OPEHATIONAL FTE; POSITIONS
[ X dom o e | 40 |

A A

L 5] PRUGHAM!ASS!GNMENT CODEIS]_:_'

SRR R :-;-._7_.-
p .DOMEST!D _-Doma_snc;.}
L SAMPLES: ] SAMPLES "

SN NUMBER R A
“vours <) oo ] pomesmie of R - aicRo:
FOOD _':--Foan_ ofirsampes o samPLE ) BIoL L T0BES F i T0BED
~STATEL ] UsTATE L oo o s o oN msp S {Hoursl 0] ANALVZED ANALYZED ]

commcr CDNTRA(:T N s et s omem ] mcRe
AUDITS Cauots ] IRRRERE ERSUIORREN U ENY B PR

CDISTRIGT
SPECIALIZED,
 LABORATORY..

oz ama it

TOTAL FEELD RS I 3720 Cazanif
*: FHEADQUARTERS - % B S Eias
IREGIONAL STAFE. _ sl
LNEWENGLAND . e o iered ten ) R
CneSNEW yoRE L e gl e
1 rerer e R B
Colweact L
|REGIONAL STAFF . AR Rt S
BALTIMORE R RHEY v Ry
. CHICAGO S e el ey
LiememNaT e e see) el
DETROIT i e Taoe) e ion
MINNEAPGLIS 7 Cpaol e |
NEW JERSEY gk ey e
PHILADELPHIA e P
FORENSIC CHEM. CTR
| REGIONAL STAFF . i
ATLANTA oo s s ye0) i ite
FLORIDAT ek g Eal e
NEW"GRLEANS":" ' Ll 280
SAN JUAN T S
. REGEONAL vARY SHES
' |REGIONAL STAFF S R
i DALLAS A ]
V| IDENVER T g g0 g
KANSAS cwv ORI R 71|
SOUTHWEST: EMF'URT DISTRICT e
Y REGIONALLAB - :
| REGIONAL STAFF
|Los AnceLgs -
SAN FRANC!SCO
SEATTLE - :
|PACIFIC REGIONAL LABORATORY-SW.
‘[ PACIFIC REGIGNAL LABORATORY W
- HOURS PER QPERATION "= " - i .
] CTOTAL HOURS A 5 3720!
{CONVERBION FACTOR 0 o) - o30] iiigaor:
L TOTALOPERATIONALETEs . - i 4000 14.00)
RS —— :. PERSONNEL TYPES REQUIRED -

WORK SCHEDULE. ..~ B

H\EVEST]GATNE ‘PERSON | BEGIN LTENDT -

=hNAL’YT';CA’L-'_..'
RS CTVEE”

; :CHEMIST PERR

PYS:SCIENCETECH "

NVESTIGATOR

RRHR 70

tinseeCE]

MICROBIOLOGIST

BIO. 'sCzE'NCE'TE'CH'

INSPECTOR -

- IVETERINARIAN:

TioNAL | 10/01/00:

'ENGINEEF{IANALYST] 5

] 'ENGINEER TECH

ENGINEERUNYY 55

IeatexperT o

PHYSIGIST

) MILK/FOOD SPEC

“J ENTOMOLOGIST.

; 'Z OTHER:

: -_3HELLFISH s |

9, HEMARKS

omest;c Invesngation) Thc

' Food Staie Contracr Aud:ts 10: he conciucted at about 7% of state cuntrac fnod ﬁrm mspect[ons_
F Number of Foo(i State Contract Auchts For mformauon purposes:aml gmdance Sk
e Repart under Oparauon Code 13 '
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s OBJECTNES

L :'anaiyttcai act1v1tles wzth state ané local representanves S

| 1-PROGRAM/ASSIGNMENT TITLE 5 o2l PPS PROJECT NAMEINUMBER
Minnesota ].)epartment or Agncu]ture Laboratory oodborne Bmloglcal Hazards 03

i -Partnershtp

' E3 PROGRAM TYPE S ooMPLIANC'_:_'E_'PSOGB_AM: e

- PROGRAM CIRCULAR : 5 - ASS!GNMENT g pERE

| The. anesota Departrnent of Agrzcu}ture

L ) ratoryPartnershxpls 'désigm:d:t_o:5.“'_t_e"st 'Lhe vxablhty of mvolvmg
-Staie laboratones m'FDA’_ analy S T e e .

Sl :5 PROGRAM JUSTIFICATION - ' ' ' ' '
- | The Minnesota Department ot Agricuiture Laboratory Partnershlp 1s an outgrowth ot the tood satety movement to mtegrate !*DA s

[ Nore: contacrors rscarome anv ouestions: o

] j6 FIELD DELIGATIONS

_'-Not appllcable 2

"} 7a. SELECTION OF ESTABLISHMENTS TO B T e L i i e [ e
[ COVERED: - A [ | BY DISTRICT OFFICE: el BY CENTER o BY BOTH

S PRODUCT(SJ

Y CHECK THE FOLLOWING ATTRIBOTES. .

| G- SPECIAL EQUIPMENT, METHODS, AND HANDLING




{1 PRDGHAMIASSIGNMEN? "rrrl_’:‘

e aneso.a Depanmem of Agnculturc Laboratory Partnershlp

2.PPS PROJECT NAMEMNUMBER ;-
:-1Foodborne Biological Hazard

3__"Paoc:sggmmss_:e'r_u'r_&mr coosls o

R LS WGHK ALLOCATION PLANNED BY

|5, OPERATIONAL FTE POSITIONS * -

- CENTER

#SEE REMARKS SECTION

U DISTRCTY
.. SPECIALIZED -
LABORATORY. '

T

PARTNERSHIP
CUHRE

§ oomesme:
of - sampLEs -
. ANALYZED -

|7 omeri
'} -orERATIONS
o .““O_I.Jt!]' S K

TOTALFIELD

|HEADQUARTERS -+

" | REGIONAL STAFE -

| NEW, ENGLAND

NE“ NEW YORK

REGIONAL LAB &2

gnan)i

1 WEAC

AREGIONAL STAFF:: - . 70

BALTIMORE "

‘| chicaso:

* CINCINNATI

ce | “DETROIT..

MINNEAPOLIS -

*NEW JERSEY i

| PHILADELPHIA -

#OREN'siC"cHEM' CTR

] ﬂEGioNAL STAFF

AT LANTA

“8E | FLORIDA"

NEW ORLEANS
SAN JUAN

REGIONALLAB -+

'REGIONALSTAFF L

DALLAS:

< sw | penver:
| kansas civy .

'_'SOUTHWEST iMPORT DSSTHiCT

REGIONAL LAB

" |REGIONAL STAFF

LOSANGELES 0 i

PA° | SAN FRANCISCO ' o 0.
| SEATTLE:

CPACIFIC REGIONAL LABORATORY-SW.

PACIFIC REGIONAL LABORATORY-NW

HOURS PER OPEHATiON

: ;'35"40_ b

CONVEHSION FACTOR

: TQTAL.DPERATEDNAL-FTES

—3.00)0

- PERSONNELTYPES REQUIRED -

8.7, - WORK'SCHEDGLE 750

: ".-.-IN_\'iE_sneAng'_'-;-

PERSON |

“BEGING - f U UEND
- TYPE"- BONTRDITEN TN

g cemegT

{pys: SCIENCE TE(:H"S

: ]NVESTIGATOH

HHHFI

| nspect

- inseeEcToR -

i "VE'FEF!INARIAN SR

§ i ] MicrombLOGIET
100 ENGINEERIANALYSTY

o 510, scusmce TECH i

ENGINEER (INV)

CTIONAL .

: 'PHYsi(nST o

'MIE.KfFOGD SPEC

 NAT'LEXPERT.
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9. REMARKS '_: T

ol THIS SHEE’F IS FOR INFOMRATION AND GI}IDANCE ON LY o
These resources reprcsem me ancseta Dcpariment of Agncutwre Labomtory Partnersh:p
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C2 4 1 PROGRAM/ASSIGNMENT TITLE - 00 b b e e 2 pPS PROJEGT: NAME/NUMBER R
o ORAf’Center Dlrected Research ?rOJects P e Foodborne Brologrcai Hazards 03 -: i

?HOGHAM CIRCULAR . ASSIGNMENT

|3 proGRAM T\r’I’IE':';'_.:._._"..'- '
'4OBJECTVES _ T T -
Develop new and/or 1mpr0ved methodoiogy 1n support of regulatory anaiysw

CLONAT -'cdePuA'N_cj'E PRUGHAM’_"’ B

5 PH{}GHAM JUSTIFICA?IDN TR
' Research : '

5 FIELD OBLIGATIONS
A(.comphshment of goals of Lhe mdlvrdual research pro
:distrrbuted ir house andfor pubhshed in the referred screntrfic hterature

. E!:‘_f;.bléfﬂlc-T-bFFlé'E

7a SELECTION OF ESTABL]SHMENTS TO BE CDVEFIED

BY CEN?EFI ;_B'Y; BOT

b INS?ECTION TYFE

N]A EI COMPREHENSIVE G

. DIRECTED Z: e

Y PRODUCTISI mnusmwpnooucr comsts '

MICROBIOLOGICAL -

'.orHéRS_' S
. -:(._S‘p_e(:ffy) NURSE

Lo, EXAM TYPE: U N/A PHYSICAL:

f CHECK THE FOLLOWING ATTRIBUTES

-g. SPECIAL EQUIPMENT METHODS AND HANDLING

o ronsramn | mevor oo ORA WORKPLANNING SHEET  roceva. _ov2s




1, PROGRAM/ASSIGNMENT TITLE
ORA/Center Directed Research Projects

Z. PPS PROJECT NAME/NUMBER
Foodborne Biological Hazards - 03

3. PROGRAM/ASSIGNMENT CODE(S}
3R816

4. WORK ALLOCATION PLANNED BY

ORA [ centen

5. OPERATIONAL FTE POSITIONS

17.0

B, [ 5 9 ] S
HSTRICT/ RESEAACH RAESEARCH FSi
SPECIALIZED LENTER CENTER RISK
LABORATORY RESEARCH RESEARCH ASSESSMENT
CHEMIST MICROD COLLABORATIVE
{Hours} {Hours} RESEARCH MICRO

(Hours) **

DISTRICT
RESEARCH
CHEMIST
{Hours)

DISTRICT
RAESEARCH
MICRQ
{Hours!

ZOoO-Gm3I;

TOTAL FIELD 10300 4720 5352

HEADQUARTERS

REGIONAL STAFF

NE NEW ENGLAND

NEW YORK

REGIONAL LAB 3880 1338

WEAC

REGIONAL STAFF

BALTIMCRE

CHICAGO

CHNCINNATI

Ce BETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM, CTR

REGIONAL STAFF

ATLANTA

SE FLORIDA

MNEW ORLEANS

SAN JUAN

REGIONAL LAR 1700 1338

REGIONAL STAFF

DALLAS

sSw DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

REGIONAL STAFF

LOS ANGELES

PA SAN FRANCISCO 1900

SEATILE

PACIFIC REGIONAL LABORATORY-SW 500 1338

PACIFIC REGIONAL LABORATORY-NW 2350 4720 1338

HOURS PER OPERATION

TOTAL HOURS 10300 4720 5352

CONVERSION FACTOR 1208 1180 1205

TOTAL OPERATIONAL FTES 8.55 4.00 4.44

7. PERSONNEL TYPES REQUIRED

8.

WORK SCHEDULE

ANALYTICAL INVESTIGATIVE

PERSON
TYPE

BEGIN

END

CHEMIST

PYS. SCIENCE TECH

INVESTIGATOR

RRHR

MICROBICLOGIST

BI1C. SCIENCE TECH

INSPECTOR

VETERINARIAN

INSPEC-
TIONAL

ENGINEERIANALYST)

ENGINEER TECH

ENGINEER {iNV)

NAT'L EXPERT

PHYSICIST

MILK/FOCD SPEC

ENTOMOLOGIST

OTHER

SHELLFISH SPEC

OTHER

ANALY-
TICAL

10/15/G0

08/30/01

.. REMARKS
NOTE:

* DISTRICT RESEARCH MICRO (HOURS) FOR FOOD SAFETY INITIATIVE
*# FEOOD SAFETY INITIATIVE (FSI) RISK ASSESSMENTS/COLLABORATIVE RESEARCH
REPORT UNDER PAC 03R816

FORM FDA 2621a (03/00)

ORA WORKPLANNING SHEET (Continued)

PAGE NO,

03-29




PROJECT SUNMMARY SHEET

1. PROGRAM CATEGORY

.Food and Cosmetics

2. PPS PROSECT NAME-NUMBER

Pesticides and Chemical Contaminants - (4

FORM FDA 2622 {9-98)

5. PROGRAM 6. OPERATIONAL FTE TOTAL TOTAL
3 4. FDA COMPLIANCE PROGRAMS ASSIGNMENT OPERATIONAL| SUPPORTED |8
No. AND ASSIGNMENTS CODE DOMESTIC| IMPORT | FOREIGN FTEs FTEs PAGE
TOTAL 66.5 48.5 115.0 207.7
| {Pesticides and Industrial Chesnicals in Domestic Foeds 04004A,D 19.7 5.9 25.0 49.7 2.3
2 [Pesticides and Industrial Chemicals in Imported Foods 04016A* ' 28.8 28.8 56.9 4-5
Seafood Chemotherapeutic Sampling Assignment 4018 1.8 2.0 3.8 7.2 6-7
3 JToxic Elements in Food and Foodware 2.9 11.8 14.5 28.1
Toxic Elements in Foods {Domestic and Import)* 040194+ 0.1 (7.4} {8.1) (15.8) 8-11
Toxic Elements in Foodware (Domestic and Import) 040198 (1.8) (3.0 (5.7 (11.0)
Radionuctides in Foods (Domestic and Import} 04019C 1.2) {0.5) 0.7 (1.3)
4 |Total Diet Study 04839 22.9 22.9 44.4 12-13
5 JGeneticaEly Madified Corn Assignments 04F102 2.1 2.1 4.1 14-15
6 {Science Advisor Research Assoc. Program(SARAP) 04R813 1.0 1.0 1.0 16-17
7 JORA-Center Directed Research Projects 04R816 5.3 53 5.3 18-19
8 |Forensic Evaluation and Sample Analysis 04R838 11.0 11.0 11.0 20-21
* 04R833, 99RE33,04R824
** Tucludes DISC and DISA FTEs
CENTER PROJECT MANAGER-TELEPHONE ORA PLANNER-TELEPHONE
Ronald R. Roy (202) 205-2262 Lorraine B. Jefferson, 301-827-1630
PAGE NO. 04-1




1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
Pesticides and Industrial Chemicals in Domestic Foods Pesticides and Chemical Contaminants - (4

3. PROGRAM TYPE: COMPLIANCE PRCGRAM : D PROGRAM CIRCULAR D ASSIGNM’

4. OBJECTIVES

To enforce tolerances and other regulatorv limits for nesticides and industrial chemicals in domesticalv nroduced foads shinned in
interstate commerce. To determine incidence and levels of Pesticides and industrial chemicals in domesticallv nroduced food.

TFo remoave from commerce food containing residues of resulatorv significance. Tn FY (1 there is an increased emnhasis on
dioxins.

5. PROGRAM JUSTIFICATION

The food supply requires monitoring for both pesticides and industrial chemicals. This is indicated by previous program
results, by needs identified via EPA or other means, and by pesticide usage data.

6. FIELD OBLIGATIONS
Emphasis on pesticide/commodity combinations with high exposure potentials in planning sampling for pesticides.
Emphasis should also be given on foods eaten by infants and children. Designation of portion of each district’s total resources

may be devoted to special assignments (e.g., Center- directed survey). Districts are encouraged to utilize this time for special
district-initiated surveys.

7a. SELECTION OF ESTABLISKMENTS TO BE COVERED: BY DISTRICT OFFICE BY 8Y BOTH
CENTER
b. INSPECTION TYPE; COMPREHENSIVE ABBREVIA DIRECTED
TED
. PRODUCT(S) d. INDUSTRY/PRODUCT CODE(S)
All foods consumed by human. All human food codes
. EXAM TYPE: CHEMICAL D MICROBICLCGICAL D PHYSICAL D ENGINEERING
MICROANALYTICAL OTHERS
(Specify}

f, CHECK THE FOLLOWING ATTRIBUTES
Pesticides and industrial chemicals.

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING

FORM FDA 2621(7/99) PREVIOUS EDITION IS OBSOLETE ORA WORKPLANNING SHEET pacenc.  04-2



1. PROGRAM/AGSIGNMENT TITLE

Pesticides and Industrial Chemicals in Domestic Foods

2. PPS PROJECT NAME/NUMBER

Pesticides and Chemical Contaminants -04

3. PROGRAM/ASSIGNMENT CODE(S}

4. WORK ALLOCATION PLANNED BY

5. OPERATIONAL FTE POSITIONS

-M004A, D ORA CENTER 25.6
B. 2 3 3 7 7 7 7 3 ?
H CISTRICT/ DSCs DSAs
E SPECIALIZED NV DSGs DSCs DSAs DSAs DIIBSC DSAs DSAs SEAFQOD SEAFOOD
G LABORATORY {hours} " EPAs EPA Dioxins Dioxins (HOURS) PEST PEST
| e e (0400441 {04004 A)
4] MASS
M SPEC
TOTAL FIELD 500 2300 {712} 2300 {(712) 500 700 1835 175 175
HEADQUARTERS
REGIONAL STAFF
NE NEW ENGLAND 11 51 {34} 34 7
NEW YORK 19 87 {14} 45 14
AEGIONAL LAB 90 865 21
WEAC
REGIONAL STAFF
BALTIMORE 8 35 (14) 44 21
CHICAGO 20 93 {12 16 7
CINCINNATI 11 52 {14) 10
CE | DETROIT 24 10¢ {22) 10
MINNEAPOLIS 50 231 {34)
NEW JERSEY 5 24 {24) 7
PHILADELPHIA 10 45 {24) 26 7
FORENSIC CHEM. CTR
REGIONAL STAFF
ATLANTA 12 56 {14} 38 7
FLORIDA 39 178 [56) 44 14
NEW ORLEANS 10 43 {18) 36 32
SAN JUAN 7
REGIONAL LAS 271 g5
REGIONAL §TAFF
DALLAS 15 87 {18) 16 17
DENVER 30 140 {98)
KANSAS CITY 43 196 122} 267 47 17
SOUTHWEST IMPORT DISTRICT
REGIONAL LAB 365 700 1180 7
REGIONAL STAFF
PA | LOS ANGELES 53 242 (170} 45 17
SAN FRANCISCO 58 268 (44) 43 7
SEATTLE 82 383 {84) 41 11
PACIFIC REGIONAL LABQRATCRY- SW ' 546 {3504 24
PACIFIC REGIONAL LABORATORY- NW 661 {362} 11
HOURS PER OFERATION 2.2 4.7 3.5 10.0 2.2 4.7
TOTAL HOURS 500 5060 10810 1750 7000 1845 385 823
CONVERSION FACTCR 830 930] 1180 930 1180 1180 930 1180
TOTAL OPERATIONAL FTEs 0.54 5.44] 9.16 1.88 5,93 1.56 0.41 0.70
7. PERSONNEL TYPES REQUIRED 8. WORK SCHEDULE
ANALYTICAL INVESTIGATIVE PETE:R(S‘;:%N BEGIN END
X_| cHEMIST PYS. SCIENCE TECH X INVESTIGATOR RRHR INSPEC-
MICROBIOLOGIST BIO. SCIENCE TECH INSPECTOR VETERINARIAN TIONAL | 10/01/00) 03/30/01
ENGINEERIANALYST) ENGINEER TECH ENGINEER (INV) NAT'L EXPERT
PHYSICIST MILK/FOQD SPEC ANALY- | 10/18/00] 0830001
ENTOMOLOGIST OTHER SHELLFISH SPEC OTHER TICAL
9. REMARKS
* Approximately 712 samples for EPA's Food Quality Protection Act (FQPA) for organophosphates,
#%* DSA Hours: MASS SPEC in NRL & ARL
*=#Inchudes analyses of 200 of Total Diet Study sample homogenates.
FORM FDA 2621a (05/00} ORA WORKPLANNING SHEET (Continued) 04-3




1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAMEMNUMBER
Pesticides and Industrial Chemicals in Imported Foods Pesticides and Chemical Contaminants - 04
3. PROGRAM TYPE: COMPLIANCE PROGRAM D PROGRAM GIRCULAR |:| ASSIGNMENT

4, OBJECTIVES

To determine incidence and levels of pesticides and industrial chemicals in imported food (including seafood
and aquaculture products); and, to prevent imporiatien of products failing to meet the requirements of the FD&C Act.

5. PROGRAM JUSTIFICATION

Imported food requires monitoring for the presence of both pesticides and industrial chemicals to

enforce tolerances, regulatory limits, and other requirements of the FD&C Act. This is indicated

by precious program results, by needs identified via EPA or other means, and by foreign pesticides usage information.

6. FIELD OBLIGATIONS

Emphasis on pesticide/commodity combinations with high exposure potentials in planning sampling for pesticides. Emphasis should
be given on foods eaten by infants and children. Designation of a portion of each District’s total resources which may be devoted to
special assignments. (¢.g. Center- directed surveys).

72. SELECTION OF ESTABLISHMENTS TO BE COVERED: BY DISTRICT D 8Y CENTER |:| BY BOTH
b. INSPECTION TYPE: D COMPREHENSIVE l:] ABBREVIATED DIRECTED
c. PRODUCT(S) d. INDUSTRY/PRODUCT COOE(S)

All human food producis All human food codes

e. EXAM TYPE: ' CHEMICAL D MICROBICLOGIGAL D PHYSICAL D ENGINEERING
I:I MICRCANALYTICAL D OTHERS

f. CHECK THE FOLLOWING ATTRIBUTES
Pesticide and industrial chemicals.

g. SPECIAL EQUIFMENT, METHODS, AND HANDLING

FORM FDA 2621 {07/99} PREVIOUS EDITION IS OBSOLETE ©  (ORA WORKPLANNING SHEET PAGE NO. (g4-4



1. PROGRAM/ASSIGNMENT TITLE

* Tnods

Pesticides and Industrial Chemicals in Imported

2. PPS PROJECT NAME/NUMBER
Pesticides and Chemical Contaminants - 04

OGRAM/ASSIGNMENT CODE(S)

4. WORK ALLOCATION FLANNED BY

5. OPERATIONAL FTE POSITIONS

04016A ORA [ ]centen 28.8
R g. 4 4 8 8 4 8
E DISTRICT/ ISCs 15Cs ISAs ISAs ISCs 1SAs
G SPECIALIZED EPA EPA SEAFOOD SEAFOOD
i LABORATORY - . {PEST) {PEST)
N
TOTAL FIELD 4600f  (288) 4600] (288} 300 300
HEADGUARTERS
_ REGIONAL STAFF
NE NEW ENGLAND 131 31
NEW YORK 395 (55} 43
REGIONAL LAB 471} 74
WEAC
REGIONAL STAFF
BALTIMORE 116 {10} 10
CHICAGO 117 (20}
CINCINNATI 101
CE DETROIT 258 17 11
MINNEAPQLIS 103
NEW JERSEY :
PHILADELPHIA 244 (34)
FORENSIC CHEM. CTR
REGIONAL STAFF
ATLANTA 103 (10
FLORIDA 371 (31) 61
NEW ORLEANS 104
SAN JUAN 128
REGIONAL LAS 1080 71
REGIONAL STAFF
SW | DALLAS
DENVER
KANSAS CITY
SOUTHWEST IMPORT DISTRICT 1825 (51} 23
REGIONAL LAB 439 11
REGIONAL STAFF
PA | LOS ANGELES 253 {44) 68
) SAN FRANCISCO 116 {10 18
SEATTLE 239 (B} 35
PACIFIC REGIONAL LABORATORY-SW 2241 (152) 109
PACIFIC REGIONAL LABORATORY-NW 369] (136} 35
HOURS PER OPERATION 1.2 5.4 1.3 5.4
TOTAL HOURS 5520 24840 380 1620
CONVERSION FACTOR 930 1180 930 1180
TOTAL OPERATIONAL FTEs 5.94 21.1 0.42 1.4
7. PERSONNEL TYPES REQUIRED ) WORK SCHEDULE
ANALYTICAL INVESTIGATIVE P%%CE)N BEGIN END
x| cHEMIST X PYS. SCIENGE TECH | % | INVESTIGATOR RRHA INSPEC-
MICROBIOLOGIST Bl0. SCIENCE TECH | X | INSPECTOR VETERINARIAN TIONAL | 10/01/00 | 08/30/01
ENGINEERIANALYST} ENGINEER TECH ENGINEER #iNV) NAT's EXPERT
PHYSICIST MILK/FOOD SPEC ANaLY- | 100118/00 | 09/30/01
ENTOMOLOGIST OTHER SHELLFISH SPEC | OTHER TICAL
9. REMARKS
* Samples for EPA Food Quality Protection organaphasphate pesticide assignment (EPA ISAs split between PRN & PRS Labs) and EPA
SAs are included in ISAs
ZPA 1SCs are included in ISCs
FORM FDA 2621a {05/00) ORA WORKPLANNING SHEET (Continued) PAGENO.  04-5




1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
Seafood Chemotherapeutics Sampling Assignment Pesticides and Chemical Contaminants

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

4. OBJECTIVES

To sample and analyze imported and domestically produced aquaculture products to obtain information on potential residues of
illegal drugs and initiate administrative or regulatory actions against shipments found to contain iflegal residues.

5. PRCGRAM JUSTIFICATION

Worldwide trends are toward increased dependence upon cultured fish and shellfish produced under environmentally controlled
conditions. With the advent of this trend there will be incentives to protect investments and/or gain a competitive edge through the
use of chemotherapeutic agents. Many of the countries producing much of the aquacnlturally grown species allow the usage of
drugs which are illegal in the U.S. and do not have adequate regulatory controls the prevent their export to the United States.
International coaditions, as such, mandate the monitoring of aquaculture products for illegal drug residues. In addition, the use

of drugs on a national scope in aquaculture has been reported. Samples collected are intended to assess the current situation
regarding drug residues in domestic and imported seafood products.

6. FIELD OBLIGATIONS
Districts will collect domestic and import samples of products specified in the assignment.

L& SELECTION OF ESTABLISHMENTS TO B2 BY DISTRICT OFFICE D BY CENTER D 8Y BOTH
b. INSPECTION TYPE: I:] COMPREHENSIVE l:] ABBREVIATED l:] DIRECTED
¢ PRODUCT(S) d. INDUSTRY/PRCDUCT CODEIS)

Seafood Products 16

e. EXAM TYPE: CHEMICAL D MICROBIOLOGICAL [:I PHYSICAL EI ENGINEERING

l___j MICROANALYTICAL [j OTHERS (Specify)  Label Review

#. CHECK THE FOLLOWING ATTRIBUTES
Non-permitted ingredients, microbiological/contaminants, labeling warnings.

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING

FORM FDA 2621 {7/99} PREVIOUS EDITION IS OBSOLETE ORA WORKPLANNING SHEET PAGENO. (4.06



. PROGRANM/ASSIGNMENT TITLE

Seafood Chemotherapeutic Sampling Assignment

2. PPS PROJECT NAME/NUMBER

Pesticides and Chemical Contaminants -04

n*nys

ZO0O-—-GmxT

6.

3. PROGRAM/ASSIGNMENT CODE(S)

4, WORK ALLOCATION PLANNED BY

CENTER

5. OPERATIONAL FTE POSITIONS

3.8

DISTRICT/
SPECIALIZED
LABORATORY

2

INV
(howrs)

ISCs

3

D6Cs

1548

7 ?

DSAas

TOTAL FIELD

125

100

125

100

HEADQUARTERS

REGIONAL STAFF

NE

NEW ENGLAND

15

NEW YORK

REGIONAL LAB

10

13

15

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNAT!

CE

DETROIT

22

MINNEAPCOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM, CTR

REGIONAL STAFF

ATLANTA

FLORIDA

30

NEW DRLEANS

40

SAN JUAN

REGIONAL LAB

32

40

.. | REGIONAL STAFF

DALLAS

20§

DENVER

28

30

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

PA

REGIONAL STAFF

LOS ANGELES

52

SAN FRANCISCO

SEATTLE

15

PACIFIC REGIONAL LABORATORY- SW

PACIFIC REGIONAL LABORATORY- NW

52

1b

HOURS PER OPERATION

2.0

4.0

18.0

18.0

TOTAL HOURS

250

400.0

20004

1600

CONVERSICN FACTOR

930

930

1180

1180

TOTAL OPERATIONAL FTEs

0.27

0.43

1.69

1.36

PERSONNEL TYPES REQUIRED

8. WORK SCHEDULE

ANALYTICAL

INVESTIGATIVE

PERSON
TYPE

BEGIN

END

CHEMIST X

PYS. §C

IENCE TECH

XV INVESTIGATOR

RRHR

INSPEC-

MICROBICLOGIST X

BIO. SCI

ENCE TECH

X L INSPECTOR

VETERINARIAN

TIONAL

10/01/00

£8/30/01

ENGINEERIANALYST)

ENGINEER TECH

ENGINEER (INV}

NAT'L EXPERT

PHYSICIST

MILK/FOQD

SPEC

ANALY-

ENTOMOLOGIST

OTHER

SHELLFISH

SFEC

OTHER

TICAL

10/15/00

09/30/01

9. REMARKS

FORM FDA 2621a (05/00)

ORA WORKPLANNING SHEET {Continued)

04-07




1. PROGRAM/ASSIGNMENT TITLE . 2, PPS PROJECT NAME/NUMBER

Taxic Elements in Food. Foodware: Pesticides and Chemical Contaminants - 04
(Domestic and fmport)
3. PROGRAM TYPE: COMPLIANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMENT

4. OBJECTIVES

To determine the incidence and levels of lead. cadmium and other toxic elements of significance and radionuclides in domestic.
imnorted food and seafood and domestic and imnorted foodware.

To take resulatorv action aeainst anv food or foodware found to contain levels of
toxic elements or radionuclides of regulatorv significance.

5. PROGRAM JUSTIFICATION
Historical evidence mandates the continued monitoring of domestic and imported food and seafood; and domestic and imported
foodware for the presence of toxic elements (i.e., lead, cadmium and other elements of significance).

The continuing monitoring of radionuclides in food is necessary to guard against any dangerous level of radiochemical
contamination of domestic and imported foods. This monitoring will also provide continiing background data to identify any
upward trend in tritium, gamma-ray emitters and Sr levels.

5, FIELD OBLIGATIONS

Raw agricultural products and their processed derivatives are to be sampled and analyzed for the presence of toxic elements in
accordance with instructions for this activity contained in the "Toxic Element” program. Analysis of additional elements of
significance will be added as methodology becomes available,

Sample collections, analyses and other activities relating to domestic and imported foodware
will continue as directed by the "Toxic Element” program.

Specific foods cellected near domestic nuclear power plants are to be analyzed for radionuclides. Foods imported from countries
potentially affected by radioaciive contamination will be sampled and analyzed for radionuclides.

7a, SELECTION CF ESTABLISHMENTS TO BE COVERED: D BY DISTRICT QFFICE E:l BY CENTER BY BOTH

b. INSPECTION TYPE: X} COMPREHENSIVE ABBREVIATED ["X ] DIREGTED

¢. PRODUCT(S) d. INDUSTRY/PRCDUCT CODE(S)

All human food products. Ceramic foodware. 02 -41, 52A

e, EXAM TYPE: CHEMICAL D MICROBIOLOGICAL D PHYSICAL D ENGINEERING
D MICROANALYTICAL OTHERS (Specify) Radiochemical Analysis

f. CHECK THE FOLLOWING ATTRIBUTES

Lead, cadmium and other toxic elements as directed. DOMESTIC - tritium, s & FAMINA Tay emiters;
IMPORTS; *'Cs, ®"Cs and *Sr

g. SPECIAL EQUIFMENT, METHODS, AND HANDLING

Radiochemical analysis capability. (Available only at WEAC.)

Graphite furnace atomic absorption with Zeeman background correction.

FORM FDA 2621 (7/99) PREVIOUS EDITION IS OBSOLETE ORA WORKPLANNING SHEET rageno. 04-8



1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
Toxic Flements in Foods (Domestic and Import) Pesticides and Chemical Contaminants - 04
[OGRAM/ASSIGNMENT CODE(S} 4. WORK ALLCCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS
UI019A oRa CENTER 4.5 (8.1
3 z 3 3 3 7 3 8
R DISTRICT/
E SPECIALIZED MNVESTI- DISC DiSA DSCs DSAs Isc DISA
G LABCRATGRY GATIONS NON NON (Seafood) (Saafoud} SEAFQOD SEAFOOD
{ {Hours) SEAFOCD SEAFQOD Trate Trace Trace Trace
o] Etements Elements Elemeants Elemants
N .
TOTAL FIELD 525 525 70 70 200 200
HEADQUARTERS
REGIONAL STAFF
NE NEW ENGLAND 19 7 32 )
NEW YORK 105 34
REGIONAL LAB 124 7 66
WEAC
REGIONAL STAFF
BALTIMORE 15 7 16
CHICAGG 12
CINCINNATL
CE DETRQIT 25
MINNEAPOLIS
NEW JERSEY
PHILADELPHIA 12
FORENSIC CHEM. CTR
REGIONAL STAFF
ATLANTA 13 7
FLORIDA 38 3 29
NEW ORLEANS i1
SAN JUAN
REGIONAL LAB 78] 28 a5
% | REGIONAL STAFF
4 | DALLAS 4 11
DENVER
KANSAS CITY 211 4 11
SOUTHWEST IMPORT OPERATION 174
REGIONAL LAS
REGIONAL STAFF
PA | LOS ANGELES 58 12 32
SAN FRANCISCO 26 112 7 3 14 78]
SEATTLE 28 12 32
PACIFIC REGIONAL LABORTORY - SW
PACIFIC REGIONAL LABCRTORY - NW
HOURS PER OPERATION 1.6 10.0 1.6 10.0) 1.8 10.0
TOTAL HODURS 240 5250 112 700 320 2000
CONVERSION FACTGR 930 1180 930 1180 930 1180
TOTAL GPERATIONAL FTEs 0.90 4.45 0.12 0.59 0.34 1.69
7. PERSONNEL TYPES REQUIRED 8. WORK SCHEDULE
ANALYTICAL INVESTIGATIVE PI_ErF\!(Sp%N BEGIN END
¥ | CHEMIST PYS. SCIENCE TECH X[ INVESTIGATOR RRHA INSPEC-
MICROBIOLOGIST BiC. SCIENCE TECH X [ INSPECTOR VETERINARIAN T:ONAL | 10/01700 | o9s30/0n
ENGINEER{ANALYST) ENGINEER TECH ENGINEER {INV] NAT'L EXPERT
PHYSICIST MILK/FODD SPEC ANALY- { 1018/00 | o930/
ENTOMOLOGIST OTHER SHELLFISH SPEC OTHER TICAL
G. REMARKS
* Area of emphasis for toxic elements in non-seafoed products are foods manufactured in Asia, Eastern Europe,
Central and South America, processed foods, and foods likely to be consumed by children.
v
FORM EDA 2621a {05/00) ORA WORKPLANNING SHEET (Continued) PAGE NO. 04-9




1. PROGRAMIAS SIGNMENT TITLE

Toxic Elements in Foodware
{Domestic and Import)

2. PPS PROJECT NAME/NUMBER
Pesticides and Chemical Contaminants - 04

3. PROGRAM/ASSIGNMENT CODE(S)
04019B

4. WORK ALLOCATION PLANNED BY

5. QPERATIONAL FTE POSITIONS

ORA [ ]centen {5.7) :
6. 3 4 5 & 7 8 1
R DISTRICT/ IMPORT
£ SPECIALIZED D5Cs 15Cs FIELD FIELD DSAs iSAs
G LABORATORY {Houseware} {Hauseware) EXAMS EXAMS
o
N
TOTAL FELD 210 400 485 27504 210 400
HEADQUARTERS
REGIONAL STAFF
ENE NEW ENGLAND 18 i3 41 87
NEW YORK 7 121 17 829
REGIONAL LAR 25 134
WEAC
REGIONAL STAFF
BALTIMORE 20 5 140
CHICAGD 4 24 9 164
CINCINNATI 47 8 108 57
CE DETROIT 8 2 29
MINNEAPGLIS 8 11 22
NEW JERSEY 5
PHILADELPHIA 8 12 4 82
FORENSIC CHEM. CTR
REGIONAL STAFF
ATLANTA i3 15 31 108
FLORIDA 8 2 51
NEW (RLEANS 14 20 33 141
SAN JUAN 2 g
REGIONAL LAB 80 75
REGIONAL STAFF
SwW | DALLAS 2 |
DENVER 3 |
KANSAS CITY 5 7 15 40
SQUTHWEST IMPORT OPERATION 47 321 ) ]
REGIONAL LAB
REGIONAL STAFF
PA 0% ANGELES 39 72 90 494
SAN FRANCISCO 51 19 109 130 5% 12
SEATTLE 13 3 88
PACIFIC REGIONAL LABORTORY-SW 39 119
PACIFIC REGIONAL LABORTORY-NW 13
HOURS PER OPERATION 2.0 1.0 0.4 0.3 7.5 7.0
TOTAL HOURS ‘420 400 194 825 1575 2800
CONVERSION FACTOR 930 930 930 930 1180 1180
TOTAL OPERATIONAL FTEs 0.45 .43 0.21 0.89 1.33 2.37
7. PERSCNNEL TYPES REQUIRED 8. WORKX SCHEDULE
ANALYTICAL INVESTIGATIVE PE@%%N BEGIN END
X | cHEMIST X PYS. SCIENCE TECH X_ | INVESTIGATCR RRHR INSPEC-
MICRCBIOLOGIST BIO. SCIENCE TECH X | iNSPECTOR VETERINARIAN TIONAL | 100100 | os/aoion
ENGINEERIANALYST} ENGINEER TECH ENGINEER (INV) NAT'L EXPERT
PHYSICIST MILK/FOOD SPEC ANALY- { 10M15/00 | 09/30/01
ENTOMOLOGIST OTHER SHELLFISH SPEC OTHER TICAL
¢, REMARKS
*DSCs should be collected at warehouses and retail level if samples collected during inspections do not meet obligations.
EORM FDA 2621a [05/0() ORA WORKPLANNING SHEET {Coentinued) PAGE NO, 04-10




1. PROGRAM/ASSIGNMENT TITLE

Radionuclides in Foods {Domestic and Import)

2. PPS PROJECT NAME/NUMBER
Pesticides and Chemical Contaminants - 04

3. PROGRAM/ASSIGNMENT CODE(S)

nao19C

osA

4. WORK ALLOCATION PLANNED BY

CENTER

5. OPERATHOMAL FTE POSITIONS
0.7)

Z0-&GimD

3
BISTRICT/
SPECIALIZED
LABORATORY

1 2

Inspections (AT

3 4

DSECs i8Cs

5 6

Fieid Import

Exams Field

Exams

7 8 3
DSAs 15A8 OTHER
OPERATIONS

{Hours)

TOTAL FIELD

16

84

HEADQIUARTERS

NE

REGIONAL STAFF

NEW ENGLAND

NEW YORK

REGIONAL LAB

WEAC

16 84

CE

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

REGIONAL STAFF

ATLANTA

FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

| sw

REGIONAL STAFF

DALLAS

DENVER

KANSAS CITY

SOUTHWEST IMPORT QPERATION

29

AEGIINAL LAB

PA

REGIONAL STAFF

LOS ANGELES

SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL 1LABCRTORY-SW

PACIFIC REGIONAL LABORTORY-NW

HOURS PER OPERATION

2.0

1.8

16.0 3.5

TOTAL HOURS

32

160

240 284

CONVERSION FACTOR

930

830

1180 1180

TOTAL DPERATIONAL FTEs

0.03]

0.17

0.20 Q.25

PERSONMEL TYPES R

EQUIRED

8. WORK SCHEDULE

ANALYTICAL

INVESTIGATIVE

PERSON
TYPE

BEGIN END

CHEMIST

PYS. SCIENCE TECH

X ] INVESTIGATOR

RRHR

MICROBIOLOGIST

8l0. SCIENCE TECH

X ] INSPECTCR

VETERINARIAN

INSPEC-

TIONAL 10/01/00 08/30/Q1

ENGINEER{ANALYST)

ENGINEER TECH

ENGINEER {INW)

NAT'L EXPERT

PHYSICIST

MILK/FOGD SPEC

ENTOMOLOGIST

OTHER

SHELLFISH SPEC

OTHER

ANALY-
TICAL

10/15/00 08/30/01

9. REMARKS

CFSAN spreads DSCs based on location of nuclear power plants.
CFSAN will provide guidance for all assignments.

FORM FDA 2621a {0B/00)

ORA WORKPLANNING SHEET {Continued}
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i, PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
Total Diet Studv Pesticides and Chemical Contaminants - 04

3. PROGRAM TYPE: COMPLIANCE PROGRAM i:l PROGRAM CIRCULAR [:I ASSIGNMENT

4. OBJECTIVES

Ta determine the levels of occurrence and dietary intakes of selected nesticides. industrial chemicals and toxic elements bv
various age/sex erouns throuch anaivses of table-readv foods. to ohserve differences or trends in the intake of these chemicals.
and to investigate unusual findines.

To monitor radiomueiide levels in food.

To monitor the mineral nutrients in foads from tvnical American diets. To identifv mineral and vitamin nutrient intake trends.

To nravide baseline data on mineral nutrient and vitamin intake for intervention studies and other nutrition studies.

To function as an imnortant comnonent of the National Nutrition Monitorine Svstern (NNMS)

5. FROGRAM JUSTIFICATION

"This continuing study has provided valuable information on dietary intakes of residues and nutrients and has been often used
1o gange intakes in ready-to-eat foods. EPA relies on the data for hazard assessment in special review and other
proceedings. Portions of the Totat Diet samples are used for other analysis (e.g. radionuclides and selected nuirients, in
addition to selected pesticides, industrial chemicals and toxic elements).

The current Selected Nutrients in Foods Survey is an important segment of the NNMS that provides the only continuous analysis
of nutriert minerals in the American food supply. This permits identification of trends in nutrient intake over time as well
as information on the general nutritional status of the population at any point in time.

8, FIELD OBLIGATIONS
The collection and analysis of four market baskets, each consisting of three separate samplings of 260 items, which are to be
obtained simultaneously from three locales in the region, over a five week period.

KAN-DO will analyze Total Diet samples for selected pesticides, industrial chemicals and toxic elements, KAN-DO will analyze
Total Diet samples for 12 nutrients identified in item 71, below. The Atanta Center for Nuirient Analysis (ACNA) will analyze
Selected Total Diet samples from one market basket annually for folic acid. WEAC will analyze the first market basket for

radionuclides.

éat) SEEIRTESEFION OF ESTABLISHMENTS TOBE BY DISTRICT OFFICE D BY CENTER l:l BY BOTH
b. INSPECTION TYPE: D COMPREHENSIVE D ABBREVIATED DIRECTED
<. PRODUCT(S) d. INDUSTRY/PRCDUCT CODE(S)

Various Human Foods All Hurman Food Codes

e. EXAM TYPE: CHEMICAL D MICROBIOLOGICAL EI PHYSICAL I:::I ENGINEERING

D MICROANALYTICAL [:l OTHERS (Specify)

f. CHECK THE FOLLOWING ATTRIBUTES
Pesticides, industrial chemicals, selected toxic elements. Calcium, phosphorus, iron, selenium, zine, copper, magnesium, nickel,
. . . . 106 137 3 4
Manganese, potassium, sodium, iodine and water. *Sr, “*Ru, Cs, ¥'1, “K,

0. SPECIAL EQUIPMENT, METHODS, AND HANDLING

Radicchemical analysis capability. (Available only at WEAC))

FORM FDA 2621 (7/99} PREVIOUS EDITION IS OBSOLETE ORA WORKPLANNING SHEET rpaceno. 04-12




1. PROGRAM/ASSIGNMENT TITLE
Total Diet Study

2, PPS PROJECT NAME/NUMBER

Pesticides and Chemica! Contaminants - 04

3. PROGRAM/ASSIGNMENT CODE[S)

4, WGORK ALLOCATION PLANNED BY

5. OPERATIGNAL FTE POSITIONS

104839 [ 1oaa CENTER 22.9
| B. 3 2 7
A DISTRICT/ DOMESTIC DOMESTIC TOTAL
E SPECIALIZED SAMPLES SAMPLE OIET
G {ABORATORY COLLECTED TO BE SAMPLE
I {TOTAL ANALYZED ANALYSIS
o} DIET) {RADIONUCGLICES}
N . .-
TOTAL FIELD 60 1116
HEADQUARTERS
REGIONAL STAFF
NE NEW ENGLAND 5
NEW YORK 5
REGIDNAL LAB
WEAG 1
REGIONAL STAFF
BALTIMORE 5
CHICAGO 5
CINCINNATS 5
CE DETROIT
MINNEAPOLIS
NEW JERSEY
PHILADELPHIA 5
FORENSIC CHEM. CTR
REGIONAL STAFF
ATLANTA
FLORIDA 5
NEW ORLEANS
SAN JUAN
REGIONAL LAB
REGIONAL STAFF
sw | DALLAS 5
' DENVER 5
KANSAS CIiTY 5 1116}
SOUTHWEST IMPORT DISTRICT
REGICNAL LAB
REGIONAL STAFF
PA | _LOS ANGELES
SAN FRANCISCO 5
SEATTLE 5
PACIFIC REGIONAL LABORTORY-SW
PACIFIC REGIONAL LABORTORY-NW
HOURS PER OPERATION 23.0 20.1 2800
TOTAL HOURS 1380 22432 2800
CONVERSION FACTOR 930 1180 1180
TOTAL OPERATIONAL FTEs 1.48 19.01 2.37
7. PERSONNEL TYPES REQUIRED 8. WORK SCHEDULE
ANALYTICAL INVESTIGATIVE Pgrii({E;(EN BEGIN END
X | CHEMIST X PYS. SCIENCE TECH INVESTIGATOR RRHR INSPEC-
MICROBIGLOGIST BIO. SCIENCE TECH INSPECTOR VETERINARIAN | TIONAL 10/01/99 08/30/00
ENGINEERIANALYST) ENGINEER TECH ENGINEER {INV) NAT'L EXPERT
PHYSICIST MILK/FOCD SPEC ANALY- 10/15/89 69/30/00
ENTOMOLOGIST OTHER SHELLFISH SPEC OTHER TICAL
9. REMARKS
* Each DSC represents a District's weekly collection of specified food items.
** Represents the total number of food items analyzed for various attributes.
w4+ All TDS food items from one market basket analyzed by WEAC for selected radionuclides.
; .
FORM FDA 2621a {05/00) ORA WORKPLANNING SHEET (Continued) PAGE NO. 04-13




1. PROGRAM/ASSIGNMENT TITLE 2. PMS PROJECT NAME/NUMBER
Genetically Modified Cora Assignments Pesticides and Contaminants - 04
3. PROGRAM TYPE: ‘:l COMPLIANCE PROGRAM [:I PROGRAM CIRCULAR I:I ASSIGNIMENT

4. OBJECTIVES
To collect and analyze corn and finished corn products for the presence of Cry9C, a protein added to corn seed.
EPA has approved the use of Cry9C for animal use BUT NOT for human consumption.

5. PROGRAM JUSTIFICATION

Unapproved for human consumption, Cry9C protein has been found in human, corn-containing foods.
These assignments are intended to find such genetically modified corn at corn processors and finishers
that manufacture human, corn-containing foods.

6. FIELD OBLIGATIONS
Districts are instructed to collect 2 samples of corn meal from each firm designated in the assignments
(CFSAN Field Assignments #01-05 and #01-09).

Districts are also instructed to collect 3-5 samples of finished corn-containing foods at each firm designated in
agsignment (CFSAN Field Assignmenis).

18 SELECTION OF ESTABLISHMENTS TG BE I:I BY DISTRICT OFFICE D BY CENTER E] BY BOTH
b. INSPECTION TYPE: : I___l COMPREHENSIVE D ABBREVIATED I:I DIRECTED
<. PRODUCTIS! . d. INDUSTRY/PRODUCT CODE(S)

02B{1[]

Corn Meal and finished Corn Products

e. EXAM TYPE: D CHEMICAL D MICROBIOLOGICAL D PHYSICAL D ENGINEERING
D MICROANALY TICAL [:I OTHERS (Specify)

f. CHECK THE FOLLOWING ATTRIBUTES

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING
Trait BtO Lateral Flow Test Kit and PCR Analysis

FORM FDA 2621 {(10/97)  PREVIOUS EDITION IS OBSOLETE  ORA WORKPLANNING SHEET  paceno. 241%



1. PROGRAM/ASSIGNMENT TITLE
Genetically Modified Corn Assignment

2. PPS PROJECT NAME/NUMBER
Pesticides and Chemical Contaminants - 04

‘OGRAM/ASSIGNMENT CODE(S)
S102

4, WORK ALLOCATION PLANNED BY

5. OPERATIONAL FTE POSITIONS

[ ] osa CENTER 2.1
R
R DISTRICT/
£ SPECIALIZED TEST PCR PROJECTED
G LABORATORY Dsc DsC Dsc KIT DSA PCR
£ * .. e Dsa DSA
a % @
N
TOTAL FIELD 28 40 89 58 89 14
HEADQUARTERS
REGIONAL STAFF
NE NEW ENGLAND 4
NEW YORK 7
REGIONAL LAB 13 30 3
WEAC
REGIONAL STAFF
BALTIMORE 2 S
CHICAGO 9 & |
CINCINNAT] 2 4 3
CE BETROIT 2 2
MINNEAFOLIS 4 7
NEW JERSEY
PHILADELPHIA 10
FORENSIC CHEM. CTR
REGIONAL STAFF
ATLANTA 4 8
FLORIDA 5
SE NEW CRLEANS 6 4
SAN JUAN 2
REGIONAL LAB 26 34 5
REGIONAL STAFF
oW | DALLAS 3 4 8
DENVER 5
KANSAS CITY 8 4 5
SQUTHWEST IMPORT DISTRICT
REGIONAL STAFF
PA | LOS ANGELES 2 4
SAN FRANCISCO 2 4
SEATTLE 4 4
PACIFIC_REGIONAL LABGRATORY - 5W
PACIFIC REGIONAL LABORATORY - NW 29 2B 5
HOURS PER OPERATION 7.3 7.3 3.7 5.5 10.0 10.0
TOTAL ROURS 203 292 329 374.0 890.0 140.0
CONVERSION FACTOR 930 330 930 1180} 1180 1180
TOTAL OPERATIONAL FTEs 0.22 0.31 0.35 0.32] 0.75 0.12
7. PERSONNEL TYPES REQUIRED 8. WORK SCHEDULE
ANALYTICAL INVESTIGATIVE P%B{%%N BEGIN END
CHEMIST PYS. SCIENCE TECH INVESTIGATOR RRHR INSPEC-
X | MICROBIOLOGIST BI0. SCIENCE TECH INSPECTOR VETERINARIAN TioNAL | 10/01/00 | oaraoiot
ENGINEERIANALYST) ENGINEER TECH ENGINEER (INV} NAT'L EXPERT
PHYSICIST MILK/FOOD SPEC ANALY- | 10/15/00 | 09/30/01
ENTOMOLOGIST OTHER SHELLFISH SPEC OTHER TICAL
§9. REMARKS
(*)Corn Meal, Assignment 01-05
(**} Corn Meal, Assignments 01-09
(***} Finished corn products, Assignment 01-06
(%) BT 9 Lateral flow test kit
(@) Projected PCR Analysis for Corn Meal Assignments 01- 05 and 01- 09
7Cs and DSAs are estimates based on FY' 99 & FY '00 FACTS accompiishment data.
FORM FDA 2621a (05/00) ORA WORKPLANNING SHEET {Continued) PAGE NO.
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1 PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER

ORA/Center Direcied Research Proiects Pesticides and Chemical Contaminants - (4

3. PROGRAM TYFE: NA D COMPLIANCE PRCGRAM D PROGRAM CIRCULAR |:| ASSIGNMENT

4. OBJECTIVES
Develon new and/or imnroved methodoelogv in supnort of resulatorv analvsis.

5. PROGRAM JUSTIFICATION
Research

8. FIELD OBLIGATIONS
Accomplishment of goals of the individual research projects identified in Part IIA of the Workplan. All research will be
distributed in-house and/or published in the referred scientific literature,

7a. SELECTION OF ESTABLISHMENTS TO 8E'COVERED; Rm |:| BY DISTRICT OFFICE D BY CENTER D BY BOTH

b. INSPECT:ON TYPE: ﬁ’A D COMPREHENSIVE D SBBREVIATE D DIRECTED

¢, PRODUCT(S) d. INDUSTRY/PRODUCT CODE(S)

e, EXAM TYPE: N/A l__‘] CHEMICAL [:] MICRCBIOLOGICAL D PHYSICAL l:l ENGINEERING
D MICROANALYTICAL gl;—élg%%

{. CHECK THE FOLLOWING ATTRIBUTES

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING

FORM FDA 2621 . PREVIOUS EDITION IS OBSOLETE ORA WORKPLANNING SHEET  paceno. 04-16



1. PROGRAM/ASSIGNMENT TITLE
Science Advisors Research Associate Program (SARAP)

2. PP PROJECT NAMEMNUMBER

Pesticides and Chemical Contaminants - 04

. JGRAM/ASSIGNMENT CODE(S)
04R813

4. WORK ALLOCATION PLANNED BY

[ cenren

5. CPERATIONAL FTE POSITIONS

1.0

ZO~-0Om:D

6.
DISTRICT/
SPECIALIZED
LABORATORY

] g

{SARAP}
SAMPLE
ANALYSIS
{CHEM)

FORENSIC
EVALUATION

TOTAL FIELD

1205

HEADQUARTERS

NE

REGIONAL STAFF

BUFFALD

NEW ENGLAND

NEW YORK

REGIOMAL LAB

WEAC

Ce

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

DETROIT

MINNEAPDLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

REGIONAL STAFE

ATLANTA

FLORIDA

MASHVILLE

NEW ORLEANS

SAN JUAN

REGIONAL LAB

1205

Sw

REGIONAL STAFF

DALLAS

DENVER

KANSAS CITY

PA

REGIOMAL STAFF

LOS ANGELES

SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LABORATORY - SW

PACIFIC REGIONAL LABORATORY - NW

HOURS PER OPERATION

TOTAL HOURS

1205

CONVERSION FACTOR

1205

TOTAL OPERATIONAL FTEs

1.00

PERSONNEL TYPES RE

CGUIRED

8. WORK SCHEDULE

ANALYTICAL

INVESTIGATIVE

PERSON
TYPE

BEGIN

END

CHEMIST

PYS. SCIENCE TECH

INVESTIGATOR

RRER

INSPEC-

MICROBIOLOGIST

B!Q. SCIENCE TECH

INSPECTOR

VETERINARIAN

TIONAL

ENGINEERIANALYST)

ENGINEER TECH

ENGINEER (INV)

NAT'L EXPERT

PHYSICIST

MILIK/FOOD SPEC

ANALY-

ENTOMOLOGIST

OTHER

SHELLFiSH SPEC

OTHER

TICAL

10/1/00

09/30/01

9. REMARKS

FORM FDA 2621a {06/97)

ORA WORKPLANNING SHEET {Continued)

PAGE NO.

04-17




1. PROGRAM/ASSIGNMENT TITLE 2, PPS PROJECT NAME/NUMBER

ORA/Center Directed Research Proiects Pesticides and Chemical Contaminants - (4

3. PROGRAM TYPE: NIA D COMPLIANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMENT

4. OBJECTIVES

Develon new and/or imnroved methodologv in sunnort of resulatorv analvsis.

5. PROGRAM JUSTIFICATION
Research

6. FIELD OBLIGATIONS

Accomplishment of goals of the individual research projects identified in Part ITA of the Workplan. All research will be
distributed in-house and/or published in the referred scientific literature.

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED: IAI!A [:] BY DISTRICT OFFICE E:] BY CENTER D BY BOTH

b. INSPECTION TYPE: :;I‘IA D COMPREHENSIVE D JSBBRE\”ATE D DIRECTED

¢. PRCDUCT(S) d. INDUSTRY/PRODUCT CODE(S)

e EXAM TYPE: NfA D CHEMICAL D MICROBIOLOGICAL D PHYSICAL D ENGINEERING
D MICROANALYTICAL %EI—;E?%

f. CHECK THE FOLLOWING ATTRIBUTES

q. SPECIAL EQUIPMENT, METHODS, AND HANDLING

FORM FDA 2621 PREVIOUS EDITION IS OBSOLETE ORA WORKPLANNING SHEET cacewno. 04-18



1. PROGRAM/ASSIGNMENT TITLE
ORA/Center Directed Research Projects

2, PPS PROJECT NAME/NUMBER

Pesticides and Chemical Contaminants - 04

{OGRAM/ASSIGNMENT CODE(S}
04R816

4, WORK ALLOCATION FLANNED BY

[ ]center

5. OPERATIONAL FTE PGSITIONS

33

ZO0—-Om3

6.

DISTRICT!/
SPECIALIZED
LABORATORY

9

DISTRICT
RESEARCH
[CHEM]}

g

RESEARCH
CENTER
{CHEM

TOTAL FIELD

350

5900

HEADQUARTERS

NE

REGICNAL STAFF

NEW ENGLAND

NEW YORK

REGIONAL LAB

WEAC

CE

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPH!A

FORENSIC CHEM. CTR

REGIONAL STAFF

ATLANTA

FLORIDA

NEW ORLEANG

SAN JUAN

REGIONAL LAB

Sw

REGIONAL STAFF

DALLAS

DENVER

KANSAS CITY

350

5900

SOUTHWEST IMPORT OPERATION

REGIONAL LAB

PA

REGIONAL STAFF

L.OS ANGELES

SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LABORATORY - 5W

PACIFIC REGIONAL LABORATORY - NW

HOURS PER OPERATION

TOTAL HOURS

350

5800

CONVERSION FACTOR

1205

1180

TOTAL OPERATIONAL FTEs

0.28

5.00

PERSONNEL TYPES REQUIRED

8. WORK SCHEDULE

ANALYTICAL

INVESTIGATIVE

PERSON
TYPE

BEGIN

END

CHEMIST

PYS. SCIEMCE TECH

INVESTIGATOR

REHR

MICROBIOLOGIST

BIO. SCIENCE TECH

INSPECTOR

VETERINARIAN

INSPEC-
TIONAL

ENGINEERIANALYST}

ENGINEER TECH

ENGINEER {INV)

NAT'L EXPERT

PHYSICIST

MILK/FOOD SPEC

ENTOMOLOGIST

OTHER

SHELLFISH SPEC

OTHER

ANALY -
TICAL

10/1/29

08/30/00

9. REMARKS

FORM FDA 2621a {03/00)

ORA WORKPLANNING SHEET {Continued)

PAGE NO.

04-13




1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
Forensic Evaluation and Samnle Analvsis Pesticides and Chemical Caontaminants - 04

3. PROGRAM TYPE: N/A D COMPLIANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMENT

4. OBJECTIVES

Forensic evaluation and Forensic samnle analvsis activities are to nrovide sound scientific sunnort for the investigations of the
Office of Criminal Investigations.

This includes sample analvsis of phvsical samnles related to incidents of tamnering. counterfeitine. frand. adulteration and other
vinlations of the FD&C and related acts so that the findines are suitable to be nresented as technical evidence in a court of law.

It also includes forensic evaluation of methods and the generation of scientific data to identifv. characterize and assess the

public health imnact of possible adulterants. or intentional vielation of the law regardine resulated nroducts to assist FDA
in its nublic health mission.

5. PROGRAM JUSTIFICATION

Incidents of tampering, frand, and adulteration with known and potentially harmful substances make it clear that FDA needs to be
able to conduct sample analyses to reliably determine the chemical identity of suspected substances and support its findings in

the courts. FDA's unique public health mission makes it interested in types of forensic evaluation and method studies for which
there are few customers and few external funding sources. To protect the public health FDA needs to continue to develop an
arsenal of techniques which will permit it to determine the nature and source of risks through criminal investigations.

8. FIELD OBLIGATIONS

Appropriate scientific analysis of official physical samples in support of Investizations are to be performed so that the findings are
suitable to be presented in a court of law. The time spent on these activities is to be reported as PODS Operation Code 41 or 43,
domestic or import sample analysis under the appropriate Forensic Activities PAC 04R838 or OCI PAC (04R831.

Conduct operations supporting methods refinement, development, or general forensic studies that may be applied to
laboratory evaluations to support the FDA mission. Report the time spent on these activities as PODS Operation Code 03,
PAC 04R838; Petition Validation, Methods Development, or Forensic Evaluation.

7a. SELECTION OF ESTABLISHMENTS 7O BE COVERED: N/A D BY DISTRICT GFFICE D BY CENTER D BY BOTH
b. INSPECTION TYPE: NIA D COMPREHENSIVE l:] SBSREVIATE D DIRECTED
¢. PRODUCT(S) d. INDUSTRY/PRODUCT CODE(S)

a. EXAM TYPE: NIA D CHEMICAL |:I MICROBIOLOGICAL D PHYSICAL D ENGINEERING

MICROANALYTICAL OTHERS
[ ] [ ]%)

f. CHECK THE FOLLOWING ATTRIBUTES

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING

FORM EDA 2621 PREVIOUS EDITION IS OBSOLETE ORA WORKPLANNING SHEET raceno. 0420




1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
Forensic Evaluation and Sample Analysis Pesticides and Chemical Contaminants - 04

‘D4R833 ORA [ centen 11.0

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

B. 9 9
OISTRICT/
SPECIALIZED FORENSIC FORENSIC
LABORATORY SAMPLE EVALUATION
ANALYSIS
(CHEM]

ZO-~-rm3

TOTAL FIELD 1180 11800

HEADQUARTERS

REGIONAL STAFF

{NE NEW ENGLAND

NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGD

CINCINNATI

CE DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR 1180 11800

REGIONAL STAFF

ATLANTA

FLORIDA

NEW CRLEANS

SAN JUAN

REGIONAL LAB

REGIONAL STAFF

.SW | __DALLAS

DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIDNAL LAB

PA 1.OS ANGELES

SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LABORTORY - SW

PACIFIC REGIONAL LABORTORY - NW

HOURS PER OPERATION

TOTAL HOURS 1800 11800

CONVERSION FACTOR 1180 31180

TOTAL OPERATIONAL FTES 1.00 10.00

7. PERSONNEL TYPES REGUIRED 8, WORK SCHEDULE

ANALYTICAL INVESTIGATIVE PERSON BEGIN
TYPE

END

X | CHEMIST PYS, SCIEMCE TECH INVESTIGATOR RRHR INSPEC-
MICROBIOLOGIST Bl0. SCIENCE TECH INSPECTOR VETERINARIAN TIONAL

ENGINEERIANALYSTY ENGINEER TECH ENGINEER (INV} NAT'L EXPERT
PHYSICIST MILK/FODD SPEC ANALY- 15/1/00
ENTOMOLOGIST OTHER SHELLFISH SPEC OTHER TICAL

Qg8/30/01

9. REMARKS

The hours planned above are estimates. Report Forensic activities under the appropriate PAC 04R838; PODS operation
code 03, Petition Bvaluation, Methods Development, or Forensic Evaluation (Forensic Evaluation added in FY 1999);
PODS operation code 41 or 43, domestic or import sample analysis, PAC 04R838 or OCI PAC 04R831.

Contact Division of Field Science (HFC-140), ORA, for additional reporting instructions.

FORM FDA 2621a (06/97) ORA WORKPLANNING SHEET (Continued) PAGE NC.
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PROJECT SUMMARY SHEET

- k1. PROGRAM CATEGORY

‘ood and Cosmetics

2. PP5 PROJECT NAME/NUMBER

Molecular Biology and Natural Toxins:
Food and Cosmetics - 07

5. PROGRAM 6. OPERATIONAL FTE TOTAL TOTAL
3. 4. FDA COMPLIANCE PROGRAMS ASSIGNMENT OPERATIONAL | SUPPORTED {s.
No. AND ASSIGNMENTS CODE DOMESTIC]| IMPORT | FOREIGN FTEs FTEs PAGE
TOTAL 19.9 6.6 26.5 46.4
1 |Mycotoxing in Domestic Foods 07001 14.6 14.6 283 2.5
2 IMycotoxins in Imported Foods 07002 6.6 0.0 12.8 6-9
3 JORA/Center Directed Research Projects 07R816 5.3 5.3 5.3 10-11
CENTER PROJECT MANAGER/TELEPHONE ORA PLANNER/TELEPHONE
2onald R. Roy (202) 205-2262 Lorraine B. Jefferson (201)827-1631
PAGE NO. 7-1

FORM FDA 2622 (9/98)




1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
Mycotoxins in Domestic Foods Molecular Biology and Natural Toxins:

Foods and Cosmetics - 07

3. PROGRAM TYPE: COMPLIANCE PROGRAM I:I PROGRAM CIRCULAR D ASSIGNMENT

4, OBJECTIVES

Te collect and analyze domestic samples of food products to determine the occurrence and levels of aflatoxins, fumonisins,
dexynivalenol (DON), ochratoxin, and patulin.

To remove from interstate commerce those foods which contain aflatoxins at level judged to be of regulatory significance.

5. PROGRAM JUSTIFICATION

Mycotoxins are metabolic products of specific molds commonly found on foods, some (the aflatoxins) are hepatocarcinogens in a
number of animal spectes, and until proven otherwise must be assumed to be carcinogenic to man. The FDA, in conjunction with
other Agencies and the food industries, has devised and will continue to improve on practical programs for ensuring minimum
exposure of the population to mycotoxins without jeopardizing the food supply.

Fumonisins is a naturally occurring toxin metabolites produced by fungus which occurs ubiquitously on corn from around the world.
world. Because of its potential carcinogenicity and its frequent occurence in corn based feeds and foods, its presence shonld
be monitored, especially for incidence data.

Deoxynivelol (DON) is a trichothecene mycotoxin produced by several strains of Fusarium, which under certain climatic conditions,
conditions, invade certain grains in the field (particularly wheat). There have been reports of outbreaks of DON-associated acute ga
gastrointestinal illness in humans in China and India. An advisory level of 1 ppm for DON in finished wheat products has been
issued by FDA. There is a need for continuous monitoring of this toxin.

Ochratoxin A is a nephrotoxic metabolite produced by certain species of the genera Aspergillis and
Penicillium. It is mainly a contaminant of cereal grains and is carcinogenic in mice and rats. :
There is a need for current information on the incidence and tevels of this toxin in the U.S. food supply.

Pamilin is produced by several species of mold fungi including Penicillium expansim, the causal organism of apple rot.
Apple juice prepared from rotten apples is a possible source of patulin in the human diet. Patulin is regulated in at
least 10 countries so far. In the U.S. there is need for more exposure data to assess the potential risk associated with
the presence of this toxin in apple juice.

6. FIELD DBLIGATIONS
The field will conduct follow-up inspections, collect, and analyze samples of domestic products as directed by
the Compliance Program.

13, SELECTION OF ESTABLISHMENTS TO BE BY DISTRICT OFFICE l:l BY CENTER D BY BOTH
b. INSPECTION TYPE: I:l COMPREHENSIVE ABBREVIATED ]:] DIRECTED
¢ PROBUCT(S) d. INDUSTARY/PRODUCT CODE(S)

See Attachment "A" C.P. 7307.001 for list of Products. |02, 03, 05, (07, 09, 12, 13, 23, 24

e. EXAM TYPE: CHEMICAL D MICROBIOLOGICAL 1___] PHYSICAL D ENGINEERING
[::] MICROANALYTICAL D OTHERS (Specify)

f. CHECK THE FOLLOWING ATTRIBUTES
Aflatoxins, Fumonisins B, and B,, Deoxynivalenol (DON), Ochratoxin A, and Patulin.

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING

FORM FDA 2621 {7/99) PREVIOUS EDITION IS OBSOLETE ORA WORKPLANNING SHEET PAGENO. 07-2




. PHUOGHANMPADSDIGNIVIENG 11ILE

Mycotoxins in Domestic Foods

Lo TEQ TMUIEG§ NAMVIE/INUIVIEEN

Molecular Biology and Natural Toxins:

3. PROGRAM/ASSIGNMENT CODE(S)

4. WORK ALLOCATION PLANNED BY

5. OPERATIONAL FTE POSITIONS

07001 ORA [] center 14.6 (6.8)
0, 3 3 3 3 3 g
. DISTRICT/
E SPECIALIZED DOMESTIC COMESTIC DOMESTIC DOMESTIC] DOMESTIC OTHER
G LABORATORY SAMPLE SAMPLE SAMPLE SAMPLE SAMPLE OPERATIONS
| GOLL coL caL coL coL [Hours}
o AFLA FuM DON OCHRA PATULIN
N
TOTAL FIELD 800 400 125 125 400
HEADQUARTERS
REGIONAL STAFF
NE NEW ENGLAND i9 5 3 36
NEW YORK 25 8 12 ¢} 32
REGIONAL LAB
WEAC
REGIONAL STAFF
BALTIMORE 35 10 8 21
CHICAGO 53 48 12 9 28
CINCINNATI 1z 63 16 7 14
CE DETROIT 43 38 12 8 64
MINNEAPOLIS 29 156 22 14 17
NEW JERSEY 14 3 2 19
PHILADELPHIA 34 14 7 7 51
FORENSIC CHEM. CTR
REGIONAL STAFF
ATLANTA 113 28 i1 8
FLORIDA 24 4 3 4 12
SE NEW ORLEANS 66 31 7 8 5
SAN JUAN 4 3 2 4
REGICNAL LAB
REGIONAL STAFF
1 __DALLAS 77 35 4 8 5
DENVER 10 5 3 3
KANSAS CITY 26 25 9 9 15
SCUTHWEST IMPORT BISTRICT
REGIONAL LAB
REGIONAL STAFF
LOS ANGELES 48 18 5 5 12
SAN FRANCISCD 66 19 7 [+] 14
SEATTLE 42 28 13 11 42
PA {PACIFIC REGIONAL LABCRTORY - SW
PACIFIC REGIONAL LABORTORY- NW
HOURS PER OPERATION 3.4 3.4 3.4 3.4 3.4
TOTAL HOURS 2720 1360 425 425 1360
CONVERSION FACTOR 830 930 930 830 930
TOTAL OPERATIONAL FTEs 2.92 1.48 0.46 0.48 1.465
7. PERSONNEL TYPES REGQUIRED 8. WORK SCHEDULE
ANALYTICAL INVESTIGATIVE PERSON BEGIN ENG
TYPE
X _§ CHEMIST PYS. SCIENCE TECH X} INVESTIGATOR RRHR INSPEC-
MICROBICLOGIST BIO. SCIENCE TECH X} INSPECTOR VETERINARIAN TIONAL | 16/01/0C | 08/30/01
ENGINEER{ANALYST) ENGINEER TECH ENGINEER {INV) NAT'L EXPERT
PHYSICIST MILR/FOOD SPEC ANALY- | 10/15/00 J09/30/01
ENTOMOLOGIST OTHER SHELLFISH SPEC OTHER TICAL
9. REMARKS

Hours per operation for ISAs is an average based on accomplishment data for all mycotoxins sample analysis.

FORM FDA 2621a {05/00)

ORA WORKPLANNING SHEET (Continued}

PAGE NO. 07-3
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PAGENO.  (07-4



1. PROGRAM/ASSIGNMENT TITLE
Mycaotoxins in Domestic Foods

2. PPS PROJECT NAMEMNUMBER
Molecular Biology and Natural Toxins:

Food and Cosmetics - 07

3. PROGRAM/ASSIGNMENT CODE(S)
peng

4. WORK ALLOCATION PLANNED BY

[] cenTer

5. OPERATIONAL FTE POSITIONS

(1.8

a.
DISTRICT/
SPECIALIZED
LABORATORY

ZO0—Mmmx

7 7

DOMESTIC
SAMPLE

ANAL ANAL
AFLA FUuM

DOMESTIG
SAMPLE

7 7

DOMESTI DOMESTIC

SAMPLE SAMPLE
ANAL ANAL
DON OCHRA

7

DOMESTIC
SAMPLE
ANAL
FATULIN

]

OTHER
OPERATIONS
(Hours}

TOTAL FIELD

800

400

125 125

400

HEADQUARTERS

REGIONAL STAFF

NE NEW ENGLAND

NEW YORK

REGIONAL LAB

x| 31

WEAC

REGICNAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

CE DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

REGIONAL STAFF

ATLANTA

FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

800

58

136

REGIONAL STAFF

. DALLAS

.. .[_DENVER

KANSAS CiTY

400

13 72

23

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

REGIONAL STAFF

LOS ANGELES

SAN FRANCISCO

SEATTLE

FA [PACIFIC REGIONAL LABORTORY - SW

PACIFIC REGIONAL LABDRTORY- NW

25 22

68

HOURS PER OPERATION

5.0

5.0

5.0 5.0

5.0

TOTAL HOURS

4000

2000

628 625

2000

CONVERSION FACTOR

1180

1180

1180 1180

1180

3.38

1.69

0.53 0.53

1.69

PERSONNEL TYPES REQUIRED

8.

WORK SCHEDULE

ANALYTICAL

INVESTIGATIVE

PERSON
TYPE

BEGIN END

X | CHEMIST X

PYS. SCIENCE TECH

X LINVESTIGATOR

RRHR

INSPEC-

MICROBIOLOGIST

BIC. SCIENCE TECH

X JINSPECTOR

VETERINARIAN

TIONAL

10/01/00 09730/

ENGINEER[ANALYST)

ENGINEER TECH

ENGINEER (INV)

NAT'L EXPERT

PHYSICIST

MILK/FOOD SPEC

ANALY-

ENTOMOLOGIST

OTHER

SHELLFISH SPEC

OTHER

TICAL

10/15/00 08/30/01

9. REMARKS

Page 2 of 2

L.

FORM FDA 2621a (06/97)

ORA WORKPLANNING SHEET {Continued}

PAGE NO, 07-5




1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER

Mycotoxins in Imported Foods Molecular Biology and Natural Toxins:
Foods and Cosmetics - U7

3. PROGRAM TYPE: COMPLIANCE PROGRAM D PROGRAM CIRCULAR |:| ASSIGNMENT

4. OBJECTIVES

To direct coverage of imported food products in order to determine their compliance with the FD&C Act and regulations
promulgated under the Act in regards to mycotoxin contamination.

To determine the incidence and levels of aflatoxins, fumonisins, dexynivalenol (DON}, ochratoxin, and patulin
in specific imported foods.

5. PROGRAM JUSTIFICATION

This prograrm monitors imported products known to be susceptible to aflatoxin contamination and prevents food found to be
contaminated with aflatoxins above 20 ng/g from reaching consumer channels. It also gathers data on foods suspected of having the
the potential for aflatoxin contarnination.

Fumonisins B, and B, are naturally occurring toxin metabolites produced by fungus which occur ubiquitously on corn from around the
the world. Because of its potential carcinogenicity and its frequent occurrence in corn based feeds and foods, their presence
monitored specifically for incidence data.

Deoxynivelol (DON) is a trichothecene mycotoxin produced by several strains of Fusarium, which under certain climatic conditions,
Conditions, invade certain grains in the field (particularly wheat). ‘There have been reports of outbreaks of DON-associated acute
Gastrointestinal illness in humans in China and India. An advisory level of 1 ppm for DON in finished wheat products has been
Issued by FDA. There is a need for continnous monitoring of this toxin,

Ochratoxin A is a nephrotoxic metabolite produced by certain species of the genera Aspergiliis and
Penicillium. Tt is mainly a contaminant of cereal grains and is carcinogenic in mice and rats.
There is a need for current information on the incidence and levels of this toxin in the U.S. food supply.

Patulin is produced by several species of mold fungi including Penicillium expansum, the causal organism of apple rot.
Apple juice prepared from rotten apples is a possible source of patulin in the human diet. Patulin is regulated in at
least 10 countries so far. In the U.S. there is need for more exposure data to assess the potential risk associated with
the presence of this toxin in apple juice.

8. FIELD OBLIGATIONS

The field will collect and analyze samples of imported food products as directed by the Compliance Program. Some resources may be
expended to develop a history on foods suspected of having the potential for mycotoxin contamination (i.e., sesame,poppy seeds,
white pepper, nutmeg, figs, paprika, turmeric, and cinnamon) on a when encountered basis.

All samples designated for special surveillance coverage and fumonisin analysis will be sent to MAL.

28, SELECTION OF ESTABLISHMENTS 70 82 BY DISTRICT OFFICE I:] BY CENTER I:l BY BOTH
b. INSPECTION TYPE: N l___] COMPREHENSIVE l__—] ABBREVIATED D DIRECTED
<. PRODUCTI(S) 4. INDUSTRY/PRODUCT CODE(S)

See Attachment "A" of CP 7307.002 for list of products {02, 03, 05, 07, 23, 24, 28

e. EXAM TYPE: CHEMICAL D MICROBIOLOGICAL D PHYSICAL D ENGINEERING
[:] MICROANALYTICAL D OTHERS (Specify/

f. CHECK THE FOLLOWING ATTRIBUTES
Aflatoxins, Fumonisins B, and B,, Deoxynivalenol (DON), Ochratoxin A, and Patulin.

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING

EORM FDA 2621 {7/99) PREVIOUS EDITION IS OBSOLETE ORA WORKPLANNING SHEET PAGE NO. _07-6

e



1. PFROGHAM/ASDIGNIVIENT TT1LE L. PFPD FHOJEL T NAME/NUMBEH
Mycotoxins inn Imported Foods Molecular Biology and Natural Toxins:
Food and Cosmetics - 07
3. PROGRAM/ASSIGNMENT CODE(S) 4. WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS
07002 ORA [ ]center 6.6 (1.9)
kL 4 4 4 4 a4 4 4 3
DISTRICT/
E SPECIALIZED IMPORT IMPGRT IMPORY IMPORT IMPORT IMPORT tMPORT OTHER
G LABORATORY SAMPLE SAMPLE SAMPLE SAMPLE SAMPLE SAMPLE SAMPLE OPERATIONS
| CGLL COLE coL COoL coL coL [HelR {Hours)
8} AFLATOXIN PEANUT FUGMON CON QOCHRA PATULIN SPECIAL
N BUTTER SURV
TOTAL FIELD 500  |108) 200 80 80 200 40
HEADQUARTERS
AEGIONAL STAFF
NE NEW ENGLAND 11 4 7
NEW YORK 136| (200 39 28 20 79 16
REGIONAL LAB
WEAG
REGIONAL STAFF
BALTIMORE 18, (4 2 6
CHICAGO 11 5
CINCINNAT!
CE DETROIT 79| (44} 42 11 8 23 4
MINNEAPQOLIS 25 8 7
NEW JERSEY
PHILADELPHIA 11
FORENSIC CHEM. CTR
REGIONAL STAFF
ATLANTA 19 (10 2 7
FLORIDA 12 9 8 8 4
SE NEW ORLEANS 3 8
SAN JUAN 25
REGIONAL LAB
"L REGIONAL STAFE
. DALLAS
Sv. | _DENVER
KANSAS CITY
SOUTHWEST IMPORT DiSTRICT 31 63 8 34 4
REGIONAL LAR
REGIONAL STAFF
LOS ANGELES 54 12 7 6 8 7
Ira SAN FRANCISCO 26 3 7 5
SEATTLE 77| (27 16 19 8 17
PACIFIC BEGICNAL LABORTORY-SW
PACIFIC REGIONAL LABORTORY-NW
HOURS PER OPERATION 1.6 1.6 i.6 1.6 1.6 1.8
TOTAL HOURS 800 320 128 128 320 64
CONVERSION FACTOR 930 930 930 930 930 930
TOTAL OPERATIONAL FTEs 0.86 0.34 0.14 0.14 0.34 .07
7. PERSONNEL TYPES REQUIRED 8. WORK SCHEDULE
ANALYTICAL INVESTIGATIVE PERSON BEGIN END
TYPE
X__| CHEMIST X PYS. SCIENCE TECH X_| INVESTIGATOR RRHR INSPEC-
MICROBIOLOGIST BiO. SCIENCE TECH X | INSPECTOR VETERINARIAN TionaL | 10/01/00 | ©9/30/01
ENGINEER(ANALYST) ENGINEER TECH ENGINEER (INV) NAT'L EXPERT
PHYSICIST MILK/FOOD SPEC anaLY- | 101500 | 093001
ENTOMOLQGIST OTHER SHELLFISH SPEC OTHER TICAL
9. REMARKS
The 105 peanut butter samples in parentheses are included in the ISCs for aflatoxins
FORM FDA 2621a [05/00) ORA WORKPLANNING SHEET {Continued) PAGE NO. 07-7
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1. PROGRAM/ASSIGNMENT TITLE
IMycotoxins in Imported Foods

2. PPS PROJECT NAME/NUMBER
Molecular Biology and Natural Toxins:
Food and Cosmetics - 07

ZOo-—-—0Omzx

3. PROGRAM/ASSIGNMENT CODE(S)
jomn2
. B

4. WORK ALLOCATION PLANNED BY

[ ]centen

5. OPERATIONAL FTE POSITIONS
(4.7)

o
DISTRICT/

SPECIALIZED

LABORATORY

8

IMSPORT
SAMFLE
ANAL
ALFA

g

IMPORT
SAMPLE
ANAL
FUMON

8 8

IMPGRT
SAMPLE
ANAL
DON

ANAL
OCHRA

IMPORY
SAMPLE

8 8

iMPORT
SAMPLE
ANAL

PATULIN

IMPORT

SAMPLE

SPECIAL
SURV

9

OTHER
OPERATIONS
{Hours)

TOTAL FIELD

500

200

80

80§

200 40

HEADQUARTERS

INE

REGIONAL STAFF

NEW ENGLAND

NEW YORK

REGIONAL LAB

147

34

20

103

WEAC

CE

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

DETROIT

MINNEAPQLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM, CTR

REGIONAL SYAFF

ATLANTA

FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

185

26

23

38 40

'REGIONAL STAFF

DALLAS

SwW

DENVER

KANSAS CITY

31

200)

16)

34

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

PA

REGIONAL STAFF

LOS ANGELES

SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LABORTORY-SW

PACIFIC REGIONAL LABORTORY-NW

157

20

21

25

HOURS PER OPERATION

5.0

5.0

5.0

5.0

5.0 5.0

TOTAL HOURS

2600

1000,

400

400

1009 200}

CONVERSION FACTOR

1180

1180

1180

1180

1180 1180

2,12

.85

0.34

0.34

0.85 0.17

PERSONNEL TYPES R

EQUIRED

8. WORK SCHEOULE

ANALYTICAL

INVESTIGATIVE

PERSON
TYPE

BEGIN END

CHEMIST X

PYS. SCIENCE TECH

X | INVESTIGATOR

RRHR

MICROBIOLOGIST

BIO. SCIENCE TECH

X Y INSPECTOR

VETERINARIAN

INSPEC-

TIONAL | 10/01/00 09/30/01

ENGINEER{ANALYST}

ENGINEER TECH

ENGINEER ({INV)

NAT'L EXPERT

PHYSICIST

MILK/FOOD SPEC

ENTOMOLOGIST

OTHER

SHELLFiSH SPEC

OTHER

ANALY-
TICAL

10/15/00 08/30/01

9. REMARKS

FORM FDA 2621a {04/96)

ORA WORKPLANNING SHEET (Continued)

PAGE NO. 07-9




1, PROGRAM/ASSIGNMENT TITLE 2. PMS PROJECT NAME/NUMBER
ORA/Center Directed Research Projects Molecular Biology and Natural Toxins:
Foods and Cosmetics - 07
3. PROGRAM TYPE: D COMPLIANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMENT
4, OBJECTIVES

Develop new and/or improved methodology in support of regulatory analysis.

. PROGRAM JUSTIFICATION
Research

&. FIELD OBLIGATIONS

Accomplishments of goals of the individual research projects identified in Part IIA of the Workplan. All research will be
distributed in-house and/or published in the referred scientific literatare.

28 FELECTION OF ESTASLISHMENTS TO BE l:] BY DISTRICT OFFIGE r_—l BY CENTER D BY BOTH
b, INSPECTION TYPE: D COMPREHENSIVE [:] ABBREVIATED l:] DIRECTED
¢ PRODUCT (8] 4. INDUSTRY/PRODUCT CODE(S)

e. EXAM TYPE: D CHEMICAL [::l MICROBIOLOGICAL D PHYSICAL D ENGINEERING
D MICROANALYTICAL [:I OTHERS (Specity)

f. CHECK THE FOLLOWING ATTRIBUTES

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING

FORM FDA 2621 (10/91) PREVIQUS EDITION IS OBSOLETE ORA WORKPLANNING SHEET PAGE NO. _07-10



1. PROGRAM/ASSIGNMENT TITLE
ORA/Center Directed Research Projects

2. PPS PROJECT NAME/NUMBER
Molecular Biology and Natural Toxins:
Food and Cosmetics - 07

3. PROGRAM/ASSIGNMENT CODE(S)
16

4. WORK ALLOCATION PLANNED BY

[ 7] cenTen

5. OPERATIONAL FTE POSITIONS

5.3

Z20—0OmmD

6.
DISTRICT/
SPECIALIZED
LABCGRATORY

DISTRICT
RESEAHRCH
CHEMIST
{Hours)

DISTRICT
RESEARCH
MICRC

[Hours}

RESEARCH
CENTER

RESEARCH

CHEMiST

RESEARCH
CENTER
RESEARCH
MICRO

TOTAL FIELD

1550

4130 590

HEADQUARTERS

NE

REGIONAL STAFF

NEW ENGLAND

NEW YORK

REGIONAL L AB

500

WEAC

CE

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNAT}

DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

SE

SW

REGIONAL STAFF

ATLANTA

FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

3540

REGIONAL STAFE

DALLAS

DENVER

KANSAS CITY

SOUTHWEST IMPORT OPERATION

REGIONAL LAB

PA

REGIONAL STAFF

LOS ANGELES

SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LABORTORY - SW

600

PACIFIC REGICNAL LABORTORY - NW

450

550 580

HOURS PER OPERATION

TOTAL HOURS

1580

4130 890

CONVERSION FACTOR

1205

1180 1180

JTOTAL OPERATIONAL FTEs

1.28

3.50 0.50

PERSONNEL TYPES REQUIRED

8. WORK SCHEDULE

ANALYTICAL

INVESTIGATIVE

FPERSON
TYPE

BEGIN

END

CHEMIST

PYS. SCIENCE TECH

INVESTIGATOR

RRHR

INSPEC-

MICROBIOLOGIST

BIO. SCIENCE TECH

INSPECTOR

VETERINARIAN

TIONAL

ENGINEER{ANALYST)

ENGINEER TECH

ENGINEER {INV)

NAT'L EXPERT

PHYSICIST

MILK/FOOH SPEC

ANALY-

ENTOMOLOGIST

OTHER

SHELLFISH SPEC

OTHER

TICAL

1015/2000

09/30/2001

9. REMARKS

FORM FDA 2621k (03/00}

ORA WORKPLANNING SHEET (Continued)

PAGE NOG.

07-11




PROJECT SUMMARY SHEET

-

1. PROGRAM CATEGORY

“and Cosmetics

2. PPS PROJECT NAME/NUMBER

Food and Color Additives Petition Review
and Policy Development - 09

. 5. PROGRAM 6. OPERATIONAL FTE TOTAL TOTAL
3. 4, FDA COMPLIANCE PROGRAMS ASSIGNMENT OPERATIONAL | SUPPORTED
No. AND ASSIGNMENTS CODE DOMESTIC | IMPORT | FOREIGN FTEs FTEs PAGE
TOTAL 7.0 7.0 13.6
1 limported Foods-Food and Color Additives 09006A,B 7.0 7.0 13.6 2-3
CENTER PROJECT MANAGER/TELEPHONE ORA PLANNER/TELEPHONE
Ronald R. Roy (202) 205-2262 Lorraing B. Jefferson (301)827-1631
PAGE NO. 09-1

FORM FDA 2622 (9/98)




1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
Imported Foods - Food and Color Additives Food and Color Additives Petition Review and Policy
Development - 09

3. PROGRAM TYPE: COMPLIANCE PROGRAM D PROGRAM CIRCULAR l:| ASSIGNMENT

4. DBJECTIVES
To direct coverage of imported food products in order to determine their compliance with the FD&C Act and regulations regulatios..
promuigated under the Act.

5. PROGAAM JUSTIFICATION

Imported as well as domestic products must comply with the provisions of the FD&C Act and the regulations for food and
color additives. The Imported Foods--Food and Color Additives Compliance Program directs sample collections and label/
record reviews of imported foods for unsafe food additives and non-permitted food/undeclared color additives to insure that
these foods meet the requirements of the law.

6. FIELD OBLIGATIONS
The field is to collect and analyze samples of imported food products having a known potential for food and color additive
viplations.

L3, SELECTION OF ESTABLISHMENTS TO BE N/A D BY DISTRICT OFFICE D 8Y CENTER I:I BY BOTH

b. INSPECTION TYPE: NIA D COMPREHENSIVE I:] ABBREVIATED [:I DIRECTED

¢, PRODUCT(S) d. INDUSTRY/PRODUCT CODE(S)

All human foods All food codes

6. EXAM TYPE: CHEMICAL D MICROBIOLOGICAL I___] PHYSICAL D ENGINEERING
I::l MICROANALYTICAL |_T__l OTHERS (Specify) LABELING

f. CHECK THE FOLLOWING ATTRIBUTES
Food and color additives

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING

FORM EDA 2621 (7/99) PREVIOUS EDITION IS OBSOLETE ORA WORKPLANNING SHEET PAGENC. 09-2



1. PROGRAM/ASSIGNMENT TITLE
Imported Foods - Food and Color Additives

2. PPS PROJECT NAME/NUMBER
Food and Color Additives Petition Review and
Policy Development - 09

3, PROGRAM/ASSIGNMENT CODE(S)

4, WORK ALLOCATION PLANNED BY

5. OPERATIONAL FTE POSITIONS

T W: ORA [ centzr 7.0
5. 2 4 9 8 4 9 8 g
R DISTRICT/ ISCs LABEL iSAs ISCs LABEL ISAs
E SPECIALIZED COLOR REVIEW COLOR FOOD HEVIEW FOOD OTHER
G LABORATOCRY ADDITIVIES COLOR ADDITIVES ADDITIVES FOOD ADDITIVES OPERATIONS
) ADDITIVES ADDITIVES {Hours)
N
TOTAL FIELD 7565 250 755 270 540 270
HEADQUARTERS
REGIONAL STAFF
NE NEW ENGLAND 19 7 13
NEW YCORK 171 63 61 123
REGIONAL LAB 227 85
WEAL
REGIONAL STAFF
BALTIMORE 25 8 2 18
CHICAGO 22 8 8 16
CINCINNATI
CE DETROIT 33 11 12 24
MINNEAPOLIS 12 10
NEW JERSEY
PHILADELPHIA 12 9 8 9
FORENSIC CHEM. CTR
REGIONAL STAFF
ATLANTA 19 9 11 9
FLORIDA 33 11 12 23
NEW ORLEANS 10 11
SAN JUAN
'\ _REGIONAL LAB 62 23
‘REGIONAL STAFF
DALLAS
SW DENVER 280 89
KANSAS CITY
SOUTHWEST IMPORT DISTRICT 250 B2 89 178
REGIONAL LAB 67 20
REGIONAL STAFF
LOS ANGELES 79 26 28 58
PA SAN FRANCISCO 38 13 148 14 27 53
SEATTLE 32 10 11 23
PACIFIC REGIONAL LABORTORY- SW
PACIFIC REGIONAL LABORTORY - NW
HOURS PER OPERATION 1.2 0.5 5.6 0.5 1.1 6.7
TOTAL HOURS 908 125 4228 135 594 1808
CONVERSION FACTCR 930 930 1180 930 930 1180
TOTAL OPERATIONAL FTEs 0.97 0.13 3.58 0.15 .64 1.53
7. PERSONNEL TYPES REQUIRED 8. WORK SCHEDULE
ANALYTICAL INVESTIGATIVE P%E(%%N BEGIN END
X | CHEMIST X PYS. SCIENCE TECH | X | INVESTIGATOR RRHR INSPEC-
MICROBIOLOGIST BIG. SCIENCE TECH | X | INSPECTOR VETERINARIAN TIGNAL 1 10/01/2000309/30/2001
ENGINEERANALYST) ENGINEER TECH ENGINEER (INV) NAT'L EXPERT
PHYSICIST MILK/FOOD SPEC ANALY- | 10/18/2000}09/30/2001
ENTOMOLOGIST OTHER SHELLFISH SPEC OTHER TICAL
9, REMARKS

NOTE: Resources for Entry Review and Filer Evalution are plamned under the Import Foods- General Program (03819 A,B,C),

FORM FDA 2621a (05/00)

ORA WORKPLANNING SHEET (Continued)

PAGE NO. 09-3




PROJECT SUMMARY SHEET

1. PROGRAM CATEQORY

Jd and Cosmetics

2. PPS PROJECT NAME/NUMBER

Technical Assistance: Food and Cosmetics - 18

15. PROGRAM [ OPERATIONAL FTE TOTAL TOTAL
3 4, FDA COMPLIANCE PROGRAMS ASSIGNMENT OPERATIONAL{ SUPPORTED |8
No. AND ASSIGNMENTS CODE DOMESTIC | IMPORT | FOREIGN FTEs FTEs PAGE
TOTAL 90.7 0.2 90.8 177.4
1 JRetaii Food Protection - Federal Program 18001 4.7 4.7 9.1 2/3
2 |Retail Food Protection - State Program 18002 30.4 30.4 60.0 4/5
3 JMilk Safety Program 18003 20.6 20.6 40.0 6/7
4 jMolluscan Shellfish Evaluation 18004 13.4 0.2 13.6 26.4 8/9
5 lnterstate Travel Program - Conveyances 18029A-F 21.6 21.6 41.9 10/13
and Support Pacilities
CENTER PROJECT MANAGER/TELEPHONE ORA PLANNER/TELEPHONE
“d R. Roy (202) 205-4771 Marlene Garcia Swider, 301-827-1635
PAGE NO 18-1

JRM FDA 2622 (3/98)




1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMEBER
Retail Food Protection - Federal Program Technical Assistance: Food and Cosmetics - 18

3. PROGRAM TYPE: COMPLIANCE PROGRAM [:] PROGRAM CIRCULAR D ASSIGNMENT -

4. OBJECTIVES

To assist federal agencies in achieving and maintaining acceptable levels of food safety in retail food operations under their
direct or indirect responsibility or sponsorship by providing inspections, special investigations, complaint/illness investi-
gations, sample collection, plan review, equipment evaluation, training and general technical assistance.

Note: Federal agencies include, but are not limited to, the Treasury/Secret Service, Office of Personnel Management, GSA,
Interior/National Park Service, Justice/Bureau of Prisons, HHS (PHS, Office of Human Development which includes the
Administration on Aging and the Administration on Children, Youth and Families' Head Start Bureau, and the Health Care
Financing Administration), FDA, USDA and others,

To assist and cooperate with government agencies of other countries.

During FY 2001 and 2002, this program will address the list of “High Risk” foods as defined by CFSAN, as appropriate.

5. PROGRAM JUSTIFICATION

Services to all federal agencies are provided under authority of the Economy Act, as amended 31 USC 1535, Assistance to
other countries is provided under authority of the Agricultural Trade Development and Assistance Act of 1954 (P.L. 83-480),
as amended, and other appropriate authorities in the Public Health Service Act.

This program also fulfills agency responsibilities incurred under an ongoing interagency agreement with the General Services
Administration. This interagency agreement is reviewed annually and updated as necessary.

6. FIELD OBLIGATIONS

Standardize FDA field investigators in the current Food Code. Provide HACCP training and technical assistance
to FDA field investigators.

Conduct sanitation inspections for 2ll designated federal food facilities. Conduct special investigations to assist the
U.S. Secret Service or other agencies, as appropriate,

Submit GSA inspection forms to HFS-627 for technical review when a significant level of violations are encountered.

Ja, SELECTION OF ESTABLISHMENTS TO BE r_—l BY DISTRICT OFFICE l___] BY CENTER BY BOTH
b. INSPECTION TYPE: COMPREHENSIVE D ABBREVIATED D DIRECTED
<. PROCUCTIS) d. INDUSTRY/PRODUCT CODE(S)

Human Foods Inspections: 51 NY

Samples: All Food Codes

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

I:] MICROANALYTICAL D OTHERS (Specify)

f. CHECK THE FOLLOWING ATTRIBUTES

Reduction in the occurrence of CDC Identified Risk factors associated with foodborne iliness and national promotion of the Food
Cede Interventions,

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING
Work assigned in this program is to be conducted by persons who are standardized in the application of the Feod Code.

FORM FDA 2621 (7/99) PREVIOUS EDITION IS OBSOLETE ORA WORKPLANNING SHEET paAgeno.  18-2



1. PROGRAM/ASSIGNMENT TITLE

Retail Food Protection - Federal Program

2. PPS PROJECT NAME/NUMEER

Technical Assistance: Food and Comsmetics - 18

“GRAM/ASSIGNMENT CODE(S) 4. WORK ALLOCATION PLANNED BY 5. OFERATIONAL FTE POSITIONS
[ 7] ora CENTER 4.7
6.
R DISTRICT/ CONTINUED NEW
£ SPECIALIZED STANDS STANDS GSA oPMm FDA
G LABORATORY & & INSP INSP FACILITIES
| CERTIFICATES | CERTIFICATES *
g tHOURS) {HOURS)
TOTAL FIELD 430 1820 450 2 6
HEADQUARTERS
REGIONAL STAFF 60 336
NE NEW ENGLAND 29
NEW YORK 8
REGIONAL LAB
WEAC
REGIONAL STAFF 160 480 2
BALTIMORE 93 2
CHICAGO 6 2
CINCINNATI 14
CE DETROIT 6
MINNEAPOLIS 14
NEW JERSEY 3
PHILADELPHIA 18
FORENSIC CHEM. CTR
REGICNAL STAFF 70 384
ATLANTA 28
SE FLORIDA 21
NEW QRLEANS 24
__SAN JUAN 4
: REGIONAL LAB
' REGIONAL STAFF 70 384
DALLAS 35 2
SW | DENVER 35
KANSAS CITY ib
SOUTHWEST IMPORT DiSTRICT
REGIONAL LAB
REGIONAL STAFF 70 338
LOS ANGELES 25
PA SAN FRANCISCO 36
SEATTLE 386
PACIFIC REGIONAL LAB - SW
PACIFIC REGIONAL LAB - NW
HOURS PER OPERATION 5.6 5.6 5.6
TOTAL HOURS 430 1920 2520 11.2 33.8
CONVERSION FACTOR 1200 1200 930 830 8930.0
TOTAL OPERATIONAL FTEs 0.36 1.80 2.71 0.01 0.04
7. PERSONNEL TYPES REQUIRED 8. WORK SCHEDULE
ANALYTICAL INVESTIGATIVE PERSON BEGIN END
TYPE
CHEMIST PYS. SCIENCE TECH X} INVESTIGATOR RRHR INSPEC-
MICROBIOLGGIST BIO. SCIENCE TECH INSPECTOR VETERINARIAN TIONAL | 10/1/2000 | 9/20/2001
ENGINEERIANALYST) ENGINEER TECH ENGINEER (INV) NAT'L EXPERT
PHYSICIST X | MILK/FQOD SPEC ANALY- |10r15/2000] 9/30/2001
ENTOMOQLOGIST OTHER SHELLFISH SPEC OTHER TICAL

9 """ MARKS

K assigned in this program is to be conducted by persons sitandardized in the us of FDA Model Codes.
* The District assignments may change after the Memorandum of Understanding [MOUT negotiations with GSA are completed.

FORM FDA 2621a (03/00)

ORA WORKPLANNING SHEET {Continued)
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1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
Retail Food Protection - State Program Technical Assistance: Food and Cosmetics - 18

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

4. OBJECTIVES

To provide guidance, support, and assistance to the federal, state, tribal and local agencies that have regulatory control over
the retail segment of the food industry with the goal of reducing the occurrence of risk factors implicated in food borne illnesses.

During FY 2001 and FY 2002, this program will address “High Risk” foods at retail as determined to be high priority by CESAN.
High risk foods such as soft cheeses, seafoed products, eggs, produce, unpasteurized juices and others will all be addressed and
state programs will be provided assistance.

5. PROGRAM JUSTIFICATION

There are more than 3,000 federal, tribal, state and local food control agencies which together represent the regulatory resource
through which federal food policy is implemenied at the retail level. This segment totals more than one million commereial
and institutional food establishments, locations and operations.

Each year the Centers for Disease Control's Annual Report shows that a major percentage of foodborne outbreaks, where
mishandling of food is implicated, oceur in retail food establishments, Therefore, an important part of FDA's mission is
to provide assistance to federal, tribal, state and local regulatory agencies with control over this segment of the food industry.

-

6. FIELD OBLIGATIONS ]

Provide technical assistance to federal, tribal, state, and local regulatory food agencies. Conduct periodic baseline and follow up
surveys to measure conditions nationwide in selected retail food establishments. Promote the adoption of uniform retail program
standards. Provide training on the provisicns of he FDA Food Code, HACCP, Facility Plan Review, egg safety and other topics as
may be needed by regulatory personnel. Provide support to state and local agencies during emergency situations and special events.
‘Including retail food safety. Conduct pilot programs to test new technology and innovative approaches to increase effectiveness.
Participate in the FDA Retail Steering Committee, the National Conference for Food Protection and other conferences and industry
events to share information and present FDA’s position on issues concerning retail food protection. Maintain a cadre of trained
FDA Retail Food Specialists. "

28, SELECTION OF ESTABLISHMENTS TO BE I:] BY DISTRICT OFFICE D BY CENTER BY BOTH
b. INSPECTION TYPE: N/A [:] COMPREHENSIVE D ABBREVIATED D DIRECTED
<. PRODUCT(S) d. INDUSTRY/PRODUCT CODE(S)

Human Foods Ingpections; 51 NY

e. EXAM TYPE: D CHEMICAL I:l MICROBIOLOGICAL D PHYSICAL l:_—l ENGINEERING
D MICROANALYTICAL D OTHERS (Specify)

f. CHECK THE FOLLOWING ATTRIBUTES
Reduction in the occurrence of CDC identified risk factors associated with foodborne iliness in retail establishments, and national
promoation of Food Code Interventions.

9. SPECIAL EQUIPMENT, METHODS, AND HANDLING
Work assigned in this program is to be conducted by persons who are Center standardized in ¢he application of the
relevant retail Food Code provisiens, and related prograim documents.

FORM FDA 2621 {7/99) PREVIOUS EDITION IS OBSOLETE ORA WORKPLANNING SHEET PAGE NO. 18-4



1. PROGRAM/ASSIGNMENT TITLE

Retail Food Protection - State Program

2. PPS PROJECT NAME/NUMBER

Technical Assistance: Food and Cosmetics - 18

© AM/ASSIGNMENT CODE(S)

18002

4. WORK ALLOCATION PLANNED BY

ona

[ cenren

30.4

5. OPERATIONAL FTE POSITIONS

DiSTRICT/
SPECIALIZED
LABORATORY

20—-@Gmm

TECHNICAL
ASSISTANCE

TRAINING

{Hours) [Hours)

NEW
STDS

CERT

PRCMOTE
UNIFORM
NATIONAL

SEMINARS | STANDARDS

{Hours} {Hoursi**

SPECIAL
PROJECT

{Hours)***

STEERING
COMMITTEE

{Hours}

RENEWAL
STD

{Hours)

CFP
AND
NFSS
{Hours}

e

TOTAL FIELD

14150 1960

5000

2150 9500

600

400

2200

570

HEADQUARTERS

REGIONAL STAFF

2650 100

900

250 1300

350

100

NE NEW ENGLAND

NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

4100 700

1400

500 2200

500

100

BALTIMCRE

CHICAGO

CINCINNATL

CE DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

REGIONAL STAFF

3000 250

700

400 1800

650

100

ATLANTA

SE FLORIDA

.. |_NEW ORLEANS

SAN JUAN

REGIONAL LAB

REGIONAL STAFF

2100 200

1000

500 2100

600

200

600

100

DALLAS

Sw DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

REGIONAL STAFF

2300 850

10090

500 2100

200

100

170

1L.OS ANGELES

PA SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LAB - SW

PACIFIC REGIONAL LAB - NW

HOURS PER OPERATION

TOTAL HOURS

14150 1900

5000

2150 8500

600

400

2200

570

CONVERSION FACTOR

1200 1200

1200

1200 1200

1200

1200

1200

1200

TOTAL OPERATIONAL FTEs

11.79 1.68

4,17

i.79 7.92

0.50

0.33

1.83

0.48

PERSONNEL TYPES REQUIRED

8. WORK SCHEDULE

ANALYTICAL

INVESTIGATIVE

PERSON
TYPE

BEGIN

END

CHEMIST

PYS. SCIENCE TECH

INVESTIGATOR

ARHR

INSPEC-

MICRCBIOLOGIST

BiO. SCIENCE TECH

INSPECTCR

VETERINARIAN

TIONAL

10/1/00

9730701

ENGINEER(ANALYST}

ENGINEER TECH

ENGINEER (INV)

NAT'L EXPERT

PHYSICIST

X

MILK/FOCD SPEC

ANALY-

ENTOMOLOGIST

OTHER

SHELLFiSH SPEC

OTHER

TICAL

18/16/00

9/3G/01

5. REMARKS

* Hours allocated for Co-Team leaders to work with Steering Committee,
#* "acial Projects include preparatory activities for the 2002 Olympics.
}mference of Food Protection and National Food Safety System Workgroup.
- - "Program time has been allocated for the Regional Food Specialists to provide technical assistance to the states in promoting egg safety
safety (refrigeration and labeling). Time has also been provided for the Regional Food Safety Specialist in promoting adoption of the
Food Code by state and local regulatory food agencies.

FORM FDA 2€621a {03/00}

ORA WORKPLANNING SHEET (Continued)
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1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
Milk Safety Program Technical Assistance: Food and Cosmetics - 18

3. PROGRAM TYPE: COMPLIANCE PROGRAM l:] PROGRAM CIRCULAR D ASSIGNMENT

4. OBJECTIVES

To implement FDA's responsibility under the Public Health Service Act, 42 USC 214; 42 USC 243; and 42 USC 246a and
the Memorandum of Understanding between FDA and the National Conference on Interstate Milk Shipments. This
responsibility includes all Grade "A" dairy products processing plants, and all dairy farms supplying raw milk to these plants.

In addition, it is preferable that Regional Milk Specialists conduct GMP inspections of non-IMS dairy products only when produced
in IMS plants.

5. PROGRAM JUSTIFICATION

This program will promote a uniform, safe, and wholesome supply of Grade "A" Milk and Milk products throughout the U.S.
This program enables FDA to exert influence on the application of Uniform Sanitary Standards for Grade "A" Milk produced
in the U.S. This program provides a mechanism for reciprocity between states, thereby eliminating the need for costly
duplicative inspection across jurisdictional lines. Without this program, FDA would have direct responsibility for

inspecting all Grade "A" Milk products moving in Interstate commerce. This program also provides a mechanism for
promoting greater sanitation uniformity of all dairy products. Due to the increasing consumer interest in chemical
contaminants in the food supply, the perception and the potential for animal drug residues in milk and dairy products

has become an importans issue. This program will place additional emphasis toward continuous vigilance in maintaining

a safe wholesome milk supply that is free of animal drug residues.

6. FIELD OBLIGATIONS

Promote the adoption, implementation and enforcement of the uniform technical guidelines, administrative procedures and
regulatory standards provided in the Pasteurized Milk Ordinance (PMO) and related documents through provision of
technical assistance and consuliation; conduct check ratings of IMS listed shippers and audits of listed single service
facilities; participation in regional seminars, state workshops and other training courses and evaluate state programs {0
measure effectiveness in maintaining adequate level of conformity with the PMO and related documents.

23, SELECTION OF ESTABLISHMENTS TO BE D BY DISTRICT OFFICE - D BY CENTER BY BOTH
b. INSPECTION TYPE: COMPAREHENSIVE D ABBREVIATED [:] CIRECTED
¢, PRODUCTIS] d. INDUSTRY/PRODUCT CODE(S]

Grade "A" Milk and Milk Products, Cheese, Butter, Dry Milk 09, 13 & 14
and Frozen Dessert

g. EXAM TYPE: CHEMICAL MiCROBIOLOGICAL [:! PHYSICAL D ENGINEERING
D MICROANALYTICAL I::I QTHERS (Specify}

f. CHECK THE FOLLOWING ATTRIBUTES
Listeria, Yersinia, Salmonella, Coliform and animal drag residues in milk and milk products.

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING
Work assigned in this program is to be conducted by persons who are standardized in the use of the Grade "A" Pasteurized
Milk Ordinance and related documents and in the case of non-IMS products, persons trained to conduct GMP inspections.

FORM FDA 2621 (7/99) PREVIOUS EDITION IS OBSOLETE ORA WORKPLANNING SHEET pracenc. 18-6



1. PROGRAM/ASSIGNMENT TITLE
Milk Safety Program

2. PPS PROJECT NAME/NUMBER

Technical Assistance: Food and Cosmetics - 18

SRAM/ASSIGNMENT CODE(S)

4. WORK ALLOCATION PLANNED BY

6. OPERATIONAL FTE POSITIONS

18003

[ om

CENTER

20.6

Z0—-—mm3™

DISTRICT!
SPECIALIZED
LABORATQRY

CHECK
RATINGS
PLANTS

CHECK
RATINGS
FARMS

SINGLE
SERVICE
AUDITS

CONTINUED
STATE
CERT.

»

TECHNiCAL
ASSISTANCE
HOURS

STATE
EVALUATION
REPGRTS

CERTIFICATION

s

HACCP
Pilot Site
Visits

ea

HACCP
Filot
Evaluation

{Hours}
v

TOTAL FIELD

216 292

118 {122}

8928

25

120

HEADQUARTERS

NE

REGIONAL STAFF

27 38

9 {22)

1225

14

NEW ENGLAND

NEW YORK

REGIONAL LAB

WEAC

CE

REGIONAL STAFF

g7 142

49 (43)

2626

a7

BALTIMORE

CHICAGO

CINCINNAT)

DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM, CTR

SE

SwW

REGIONAL STAFF

19 19

20 {16}

1576

18

ATLANTA

FLORIDA

NEW ORLEANS

5 SAN JUAN

REGIONAL LAB

REGIONAL STAFF

37 58

22 (21)

1825

22

DALLAS

DENVER

KANSAS CITY

SQUTHWEST IMPORT DISTRICT

REGIONAL LAB

PA

REGIONAL STAFF

36 37

18 (20}

1576

_28

LOS ANGELES

SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LAS - SW

PACIFIC REGIONAL LAB - NW

HOURS PER OPERATICN

24.0 20.0

7.0

100

8

40

40

TOTAL HCURS

5184 5840

826

8928

2500

960

240

240

CONVERSICN FACTOR

1206 1200

1200

1200

1200

1200

1200

1200

TOTAL OPERATIONAL FTEs

4,32 4.87

0.69

7.44

2.08

0.80

0.20

0.20

PERSONNEL TYPES

REQUHRED

a. WORK SCHEDULE

ANALYTICAL

INVESTIGATIVE

PERSON
TYPE

BEGIN

END

CHEMIST

PYS. SCIENCE TECH

INVESTIGATOR

REHR

INSPEC-

MICROBIOLOGIST

BiO. SCIENCE TECH

INSPECTOR

VETERINARIAN

TIONAL

1100

9/30/01

ENGINEER{ANALYST)

ENGINEER TECH

ENGINEER (INV]

NAT'L EXPERT

PHYSICIST

X | MILK/FOOD SPEC

ANALY-

ENTOMGLOGIST

CTHER

SHELLFISH SPEC

OTHER

TICAL

10/16/00

9730101

9. REMARKS
*Continuous State Certifications listed by region; no separate block of time is necessary since these are in conjunction with check-ratings.

“ification of State Milk Sample Surveiliance Officers.
) Jint inspections with State officials at selective dairies to identify deficiencies.
##%*Time for writing reports and findings.

FORM FDA 2621a (03/00)

ORA WORKPLANNING SHEET {Continued)
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1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
Molluscan Shellfish Evaiuation Technical Assistance: Food and Cosmetics - 18

3. PADGRAM TYPE: COMPLIANCE PROGRAM I:I PAOGRAM CIRCULAR I:l ASSIGNMENT

4. OBJECTIVES

Evaluate the shellfish sanitation program of 30 states and 5 nations for the sanitary control of shetlfish intended for

interstate and overseas commerce under the cooperative arrangements of the federal-state National Shellfish Sanitation Program
(NSSP).

Provide standardization, technical assistance, and evaluation of state and international shellfish control programs.

5. PROGRAM JUSTIEICATION

Shellfish, by virtue of their habitat, physiclogical characteristics, and the manner in which they are consumed, require

specialized comprehensive sanitary control measures to ensure the safety of human consumption. The management of the program
requires a cooperative federal-state effort as defined in the National Shellfish Sanitation Program (NSSP). Consumption of

raw or partially cooked shellfish presents a high risk factor to a portion of the population, and requires specialized

health control measures to oversee. The 1991 National Academy of Sciences report entitled "Seafood Safety" estimated that up to
85 percent of seafood-related illnesses originate with the consumption of molluscan shellfish. FDA is conunitted to improving

the safety of molluscan shellfish through NSSP, a program of newly developed safety controls. These initiatives are the direct
result of Congressional and public comments directed toward the establishment of a "level playing field” for both

domestic and international producers of molluscan shellfish. These program improvements are intended to provide improved
shellfish safety through improved program criteria, procedures, and technical support under the NSSP.

FDA is committed to improving the safety of shellfish through program enhancement activities. FDA has committed support to the
National Shellfish Sanitation Program (NSSP) both administratively and technically through an MOU with ISSC.

6. FIELD OBLIGATIONS
Provide technical assistance and training to states and foreign programs in the prevention of shellfish-borne illness and enforcemer
of appropriate public health controls. Oversee national standardization program for inspecting shellfish processing plants and

Evaluating state and foreign shellfish growing areas. Participate in the evaluation of national shellfish control programs in countries
applying to import molluscan shellfish into the U.S.

Program time has been allocated for each Regional Shellfish Specialist io attend the annual Interstate Shellfish Conference meeting
and to hold one regional workshop. Regional workshops provide the opportunity for the specialists to exchange information and
provide technical agsistance and guidance to their state counterparts. Also, program time has been allocated for Regional Shelifish

Specialists to work with ISSC in reviewing state monitoring programs for Vibrio parahaemolicicus and Vibrio Vulnificus
{ should thelnterstate Shellfish Sanitation Conference adopt additional controls).

7, SELECTION OF ESTABLISHMENTS TO BE l:l BY DISTRICT OFFICE D BY CENTER BY BOTH
b. INSPECTION TYPE: N/A I:] COMPREMENSIVE D ABBREVIATED D DIRECTED
c. PRODUCT!S] d. INDUSTRY/PRODUCT CODE(S]

Fresh and fresh frozen molluscan shellfish 16,52 B,Y

e. EXAM TYPE: N/A D CHEMICAL D MICROBIOLOGICAL D PHYSICAL D ENGINEERING
D MICROANALYTICAL I:I OTHERS (Specify/

f. CHECK THE FOLLOWING ATTRIBUTES

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING

FORM FDA 2621 (7/39) PREVIOUS EDITION IS OBSOLETE ORA WORKPLANNING SHEET  raceno. 18-8



1. PR

OGRAM/ASSIGNMENT TITLE

Molluscan Shellfish Evaluation

2. PPS PROJECT NAME/NUMBER

Technical Assistance: Food and Cosmetics - 18

3. PROGRAM/ASSIGNMENT CODE(S) 4. WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS
[:I ORA CENTER 13.6
8.
R DISTRICT/
E SPECIALIZED GROWING  |PATROL PLANT FOREIGN STANDARD NATIONAL TECHNICAL
G LABORATORY AREA EVALUA- EVAL EVALUA- & & ASSISTANT
{ EVALUATION [TION TIONS TRAINING REGIONAL {Hours)
a e WORKSHOP
N ¥
TOTAL FIELD 176 21 522 3 30 26 4228
HEADQUARTERS
REGIONAL STAFF 50 5 120 1 8] 6 720
NE NEW ENGLAND
NEW YORK
REGIONAL LAB
WEAC
REGIONAL STAFF 37 4 123 7 6 820
BALTIMORE
CHICAGO
CINCINNATI
CE | DETROIT
MINNEAPOLIS
NEW JERSEY
PHILADELPHIA
FORENSIC CHEM. CTR
REGIONAL STAFF 48 7 147 1 8 8 1718
ATLANTA
SE FLORIDA
NEW ORLEANS
¢ 'y SAN JUAN
i . REGICNAL LAB
' REGIONAL STAFF 6 1 43 4 2 320
DALLAS
SW | DENVER
KANSAS CITY
SOUTHWEST IMPORT DISTRICT
REGIONAL LAB
REGIONAL STAFF 35 4 89 1 5 4 550
LOS ANGELES
PA SAN FRANCISCO
SEATTLE
PACIFIC REGIONAL LAB - SW
PACIFIC REGIONAL LAB - NW
HOURS PER OPERATION 20.0 40.0 8.0 200.0 54.0 40.0
TOTAL HOURS 3520 840 4176 6800 1820 1040 4228
CONVERSION FACTOR 1200] 12C00 1200 1200 1200 1200 1200
TOTAL OPERATIONAL FTEs 2.93 0.70 3.48 0.50 1.60 0.87 3.52
7. PERSONNEL TYPES REQUIRED 8. WORK SCHEDULE
ANALYTICAL INVESTIGATIVE PERSON BEGIN END
TYPE
CHEMIST PYS. SCIENCE TECH INVESTIGATOR RRHR INSPEC-
MICROBIQLOGIST BIO. SCIENCE TECH INSPECTOR VETERINARLAN TIONAL 10/1/00 9/30/01
ENGINEER(ANALYST) ENGINEER TECH ENGINEER {INV) NAT'L EXPERT
PHYSICIST % | MILK/FOOD SPEC ANALY- 10/15/00 9/30/1
ENTOMOLOGIST OTHER SHELLFISH SPEC OTHER TICAL
©  "ARKS
wam time has been allocated for each Regional Shellfish Specialist to attend the annual Interstate Shellfish
" Lanitation Conference meeting and to hold one regional workshop. Regional workshops provide
the opportunity for the Specialists to exchange information and provide technical assistance and guidance to their state counterparts.
s Program time has been allocated for Regional Shellfish Speciatists to review state monitoring programs for Vibrio Parahemolyticus and
Vibrio Vulnificus (should the ISSC adopt additional controls).
FORM FDA 2621a (03/00) ORA WORKPLANNING SHEET {Continued) PAGE NO. 18-9




1. PROGRAM/ASSIGNMENT TiTLE 2. PPS PROJECT NAME/NUMEER
Interstate Travel Program - Conveyances and Support Technical Assistance: Food and Coesmetics - 18
Facilities

3. PROGRAM TYPE: COMPLIANCE PROGRAM I:I PROGRAM CIRCULAR |:| ASSIGNMENT

4. OBJECTIVES

To investigate and identify insanitary conditions in conveyances and support facilities which are associated with passenger and
crew food, water and waste operations, facilities, and construction; to initiate regulatory and administrative compliance

actions based on the Acts and regufations enforced by FDA; to work cooperatively with the regulated industry, associations

and others to promote voluntary compliance; to coordinate activities with Federal/State/Local authorities, and to the extent
possible with foreign governments; to cooperate with Canada, CDC, DOT, and EPA in accordance with MQUs; and to perform
other activities in support of a national/international program in Interstate Travel Program (ITP).

For FY 2001 special emphasis will be directed towards inspections of conveyances under construction, conveyance food establishments
(caterers/catering points), and watering points. Special resources continue to be allocated to food establishment inspections to determine
industry compliance with the new food safety initiatives contained in the 1999 Food Code.

5. PROGRAM JUSTIFICATION

This IT program directs agency efforts in fulfillment of DHHS functional redelegations to FDA under sections 311, 361

and 368 of the Public Health Service Act which relate to the Jaw enforcement functions of FDA. The IT program provides the
means for FDA to accomplish functional requirements for the protection of the health and well-being of passengers, crews and
others from the sanitation associated hazards of food, water and waste product and services in conjunction with the operation of
interstate and other regulated carrier conveyances and support facilities. In addition to PHS authorities, the Food, Drug

and Cosmetic Act and other acts with their associated regulations provide for additional authority and other program requirements.

6, FIELD OBLIGATIONS

The field is to perform comprehensive inspections of “high risk foods™ establishments (including HACCP) and investigations,

to apply effective compliance measures and to perform other activities as necessary. The field will also establish and .
maintain support and expertise for a national ITP; cooperate with other agencies, groups and industry; and maintain interregional/
district communications for activities such as the regulatory review of specifications; plan and follow-up work associated

with interstate conveyances, support facilities, and equipment. These activities apply to certain exported and/or

imported services, equipment and conveyances.

7a. SELECTION OF ESTABLISHMENTS TO BE

PN D BY DISTRICT OFFICE D BY CENTER BY BOTH
b, INSPECTION TYPE: COMPREHENSIVE D ABBREVIATED D DIRECTED
c. PRODUCT(S) d. INDUSTRY/PRODUCT CODE(S)

Human Foods, Water Inspections/Investigations: Industry 51 Ail food codes,

including water 20W (Y30).

e. EXAM TYPE: D CHEMICAL MICRCBIOLOGICAL [:] PHYSICAL ENGINEERING
MICROANALYTICAL D OTHERS (Spacify]

1. CHECK THE FOLLOWING ATTRIBUTES
Samples: Food and water contamination, mostly microbiological.
9. SPECIAL EQUIPMENT, METHODS, AND HANDLING

These field assignments will be conducted by persons anmually standardized in the use of FDA's mode! codes and in
accordance with established FDA procedures and the specific guidelines established for the IT Program.

FORM FDA 2621 (7/99) PREVIOUS EDITION IS O8SOLETE ORA WORKPLANNING SHEET  pagenc.  18-10



1. PROGRAM/ASSIGNMENT TITLE

Interstate Travel Program - Conveyances and Support Facilities

2. PPS PROJECT NAME/NUMBER

Technical Assistance: Food and Cosmetics - 18

3. PROGRAM/ASSIGNMENT CODE{S)

4. WORK ALLOCATION PLANNED BY

5. OPERATIONAL FTE POSITIONS

A-E ora_x_| canren (20.3) 21.6
G. 1 1 1 3 7 2
R DISTRICT/ FGOD FOOD SAFETY
E SPECIALIZED INSPEC- CONVEY WATERING CATERING RSCs bBSAs SAFETY INVEST MGMT SYS
G LABORATORY TICNS UNDER POINTS POINTS MICRQ INEFIATIVE (HOLRS) INITIATIVES
{ CONSTRUC INSPECT iNSPECT CONSULTATIONS {HOURS!} *
o} INSPECT B c (HOURS) *»
N A
TOTAL FIELD 1894 {295} 1710) {458) 51 51 345 1628 425
HEADQUARTERS
REGIONAL STAFF
NE | NEW ENGLAND 107 10 50 27 3 21 88
NEW YORK 108 6 15 70 2 10 67 75
REGIONAL LAB 5 38
WEAC
REGICNAL STAFF
BALTIMORE 167 25 38 12 3 8 106 75
CHICAGO 57 6 20 16 2 13 72
CINCINNATS 80 17 32 9 2 1 77
CE | DETROIT 42 4 9 8 2 7 61
MINNEAPOLIS 92 11 27 18 3 11 102
NEW JERSEY 63 10 29 9 2 10 59
PHILADELPHIA 63 10 23 8 2 5 68
FORENSIC CHEM. CTR
REGIONAL STAFF
ATLANTA 9 24 28 18 2 13 77
SE | FLORIDA 122 23 B3 34 3 5 81
. NEW ORLEANS 135 30 73 9 4 30 115
. ! SAN JUAN 22 0 17 3 5 18
REGIONAL LAB 18
REGIONAL STAFF
DALLAS 109 18 44 23 3 10 g4 75
Sw | DENVER 48 5 15 12 2 10 48
KANSAS CITY 76 11 22 23 2 17 67
SOUTHWEST IMPORT DISTRICT
REGIONAL LAB 7
REGIONAL STAFF
LOS ANGELES 175 34 70 28 5 27 159
PA i SAN FRANCISCO 202 13 68 85 5 62 150 75
SEATTLE 185 39 77 46 4 32 129 125
PACIFIC REGIONAL LAR - SW
PACIFIC REGIONAL LAB - NW 14
HOUAS PER OPERATION 8.4 4.2 9.8
TOTAL HOURS 15910 214 500 345 1628 425
CONVERSION FACTOR 830 930 1180 930 930 830
TOTAL OPERATIONAL FTEs 17.11}] 0.23 0.42 0.37 1.75 0.46
7. PERSONNEL TYPES REQUIRED 8. WORK SCHEDULE
ANALYTICAL INVESTIGATIVE PERSON BEGIN END
TYPE
CHEMIST FYS. SCIENCE TECH X _|INVESTIGATOR RRHR INSPEC-
X [ MICROBIOLOGIST BiO. SCIENCE TECH INSPECTOR VETERINARIAN TIONAL 10/1/2000 | 9/30/2001
ENGINEERIANALYST) ENGINEER TECH ENGINEER (INV) NAT'L EXPERT
| PHYSICIST MILK/FOOD SPEC ANALY- 10/15/2000] 9/30/2001
ENTOMOLOGIST OTHER SHELLFISH SPEC OTHER TICAL
ARKS
Inspections in Columns A, B, and C are included in Column 1.
* Includes time for contirmal use of HACCP principies by 4 additional FDA districts, and time given to SEA-DO for training others.
*#* Includes time for changes to the 1999 Food Code, further discussions of Interventions & Risk Factors,
and meetings with the airlines to discuss Chapter 2 of the Food Code on Employee Health Issues.
Page 1 ot 2
FORM FDA 2621a {03/00) ORA WORKPLANNING SHEET {Continued) PAGE NO. 18-11
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1. PROGRAM/ASSIGNMENT TiTLE

Interstate Travel Program - Conveyances and Support Facilities

2. PPS PROJECT NAME/NUMBER

Techrnical Assistance: Food and Cosmetics - 13

3. PROGRAM/ASSIGNMENT CODE(S)

A-E

4. WORK ALLOCATION PLANNED BY

CENTER

(1.3)

&, OPERATIONAL FTE POSITIONS

DISTRICT/
SPECIALIZED
LABORATORY

20 —60O0mm

iTP NBA
SPECIALIST AUDIT
TIME {HOURS)
[HOURS) b

STEERING
COMMITTEE
[HOURS}

TOTAL FIELD

930 80

200

HEADQUARTERS

REGIONAL STAFF

NE NEW ENGLAND

NEW YORK

REGICNAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

CE DETROIT

MINNEAPOLIS

80

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

REGIONAL STAFF

ATLANTA

SE FLORIDA

NEW ORLEANS

¢ SAN JUAN

REGIONAL LAB

REGIONAL STAFF

DALLAS

sSw DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

REGIONAL STAFF

LOS ANGELES

PA SAN FRANCISCG

200

SEATTLE

930

PACIFIC REGIONAL LAB - 8W

PACIFIC REGIONAL LAB - NW

HOURS PER OPERATION

TOTAL HOURS

930 80

200

CONVERSION FACTOR

930 930

930

TOTAL OPERATIONAL FTEs

1.00 0.09

0.22

PERSONNEL TYPES REQUIRED

8. WORK SCHEGULE

ANALYTICAL

PERBON
TYPE

BEGIN

END

CHEMIST

PYS. SCIENCE TECH

X} INVESTIGATOR

RRHR

INSPEC-

MICROBIOLOGIST

BIO. SCIENCE TECH

INSPECTOR

VETERINARIAN

TIONAL

14/1/2000

9/30G/2001

ENGINEER{ANALYST)

ENGINEER TECH

ENGINEER (INV)

NAT'L EXPERT

PHYSICIST

MILK/FOOD SPEC

ANALY-

ENTOMOLOGIST

OTHER

SHELLFiISH SPEC

OTHER

TICAL

10/15/200C

9/30/2001

ARKS

and audit inspection.

Page 2 of 2

#4%% A national [TP Specialist in Seattle

% Includes time for meetings with North West Airlines to determine restauranis involved with serving food to NBA teams,

FORM FDA 2621a {03/00}
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PROJECT SUMMARY SHEET

1. FROGRAM CATEGORY

™ ~d and Cosmetics

2. PPS PROJECT NAME-NUMBER

Food Composition, Standards, Labeling and Feonomics - 21

FORM FDA 2622 (9-98}

5. PROGRAM | 6. OPERATIONAL FTE TOTAL TOTAL
3 4. FDA COMPLIANCE PROGRAMS ASSIGNMENT OPERATIONAL] SUPPORTED |s.
No. AND ASSIGNMENTS CODE DOMESTIC] IMPORT | FOREIGN FTEs FTEs PAGE
TOTAL 22.4 4.6 27.0 51.0
1 |Medical Foods - Domestic and Import 21002 3.0 (.6 3.6 7.0 2-3
2 |Domestic NLEA, Nutrient Sample Analysis and
General Food Labeling Program® 21003 3.4 3.4 6.6 4-7
3 Hafant Formula Program 21006 2.8 0.5 3.3 6.4 8-9
4 Mmport NLEA, Nutrient Sample Analysis and
General Food Labeling Program** 21007 * 3.0 3.0 5.8 10-11
5  [biet Supplements*** 21008 ** 5.0 0.5 9.5 18.4 12-13
6 Selected Nutrients in Food Survey 21839 2.8 2,8 5.4 14-15
7 JORA-Center Directed Research Projects 21R816 1.4 1.4 1.4 [6-17
* Includes 2 1R829 (Health Fraud) and FPLA,
#* 03RE33, 99RB33,21RE24
*## Includes DISC and DISA FTEs.
CENTER PROJECT MANAGER-TELEPHONE ORA PLANNER-TELEPHONE
Ronald R. Roy (202) 205-2262 Lorraine B. Jefferson, 301-827-1631
PAGE NO. 21-1
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1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
Medical Foods - Domestic and Imnort Food Comnosition. Standards. Labeling and Economics - 21

3. PROGRAM TYPE COMPLIANCE PROGRANM D PROGRAM CIRCULAR D ASSIGNMEN

4. OBJECTIVES

To obtain information regardine the manufacturing nrocess and aualitv assurance nrograms emnlaved bv manufacturers
of Medical Foonds.

5. PROGRAM JUSTIFICATION

Medical Foods are nutrition support food products for oral or tube feeding that have associaied therapeuiic claims

and are to be used under medical supervision. The manufacture and/or importation of Medical Foods is rapidly
increasing in the U.S. due to advances in nutritional science and the aging of the population. The products are

often used for life support and are subject to compositional and microbiological errors (as evidenced by four

infant deaths in 1986). However, as the products currently must conform only to those regulations dealing with

general food safety and labeling, they have received little in-depth inspectional or analytical coverage. In addition

to the infant deaths in 1986 related to use of medicai foods, there have been a number of recalls of medical foods in recent
years associated with significant compositional deviations and occurrences of underprocessing and potential microbio-

logical hazard. There were some instances of contamination of medical foods which were deemed acute, life-threatening health
hazards. Therefore, FDA plans to expand oversight activities in this area.

Medical foods are identified as "high risk" foods under the Center's Food Safety Initiaitves. Additional resources have been

budgeted to allow annual inspections and sample collections from medica] foods firms.

8 FIECCTOBLIGATIONS
Districts will conduct inspections and collect samples at compliance program directed firms. The Atlanta Center for
Nutrient Analysis (ACNA) will perform all nutrient analyses. SRL Microbiology Branch will perform microbiclogical analyses.

7a. SELECTION OF ESTABLISHMENTS TO BE D 8Y DISTRICT OFFICE E] BY CENTER BY BOTH
COVERED:
b, INSPECTION TYPE: COMPREHENSIVE D ABBREVIATED D DIRECTED
c. PRODUCT(S) d. INDUSTRY/PRODUCT CODE(S)
Medical Foods 41, 54
e. EXAM TYPE: CHEMICAL MICROBIOLOGICAL D PHYSICAL D ENGINEERING

D MICROANALYTICAL OTHERS (Specify) Label Review

f. CHECK THE FOLLOWING ATTRIBUTES
Nutrient declarations. Micro exam for Listeria monocytogenes, Salmonella, Staphylococcus aureus,
Bacillus cereus, Escherichia coli, and Aergbic Plate Count (APC).

g. SPECIAL EQUIPMENT, METHCDS, AND HANDLING

FORM EDA 2621 (07/99) PREVIOUS EDITION IS OBSOLETE ORA WORKPLANNING SHEET paceno. 21-2




I FAUAONANTADDILINIVIEN | (TELE

Medical Foods - Domestic and Import

£. Pro PRUJEC T NAME/NUMBER

Food Composition, Standards, Labeling and Economics - 2{

3. PROGRAM!ASSIGNMENT CODE(S)
21002

4. WORK ALLOCATION PLANNED BY

CENTER

5. OPERATIONAL FTE POSITIONS

3.6

5
DISTRICT/

SPECIALIZED

LABORATORY

ZOo—om

1 2

INSPEC- INVESTI-
TIONS GATIONS
{Hours!

COMESTIC
SAMPLE

3 4

IMPCAT
SAMPLE
coLL [3{e} 18

FIELD
EXAMS/

5 7

TESTS

DSAs
MICRO

DSAs
CHEM

I5As
CHEM

I5As
MICRG

TOTAL FIELD

26

36

HEADQUARTERS

REGIONAL STAFF

NE NEW ENGLAND

NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGC

CINCINNATI

CE DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

| i = —

— | = OO 0D A R E R

FORENSIC CHEM. CTR

REGIONAL STAFF

ATLANTA

FLORIDA

SE NEW ORLEANS

SAN JUAN

REGIONAL LAB

REGIONAL STAFF

DALLAS

! DENVER

KANSAS CITY

SOUTHWEST IMPORT OPERATION

REGIONAL LAB

REGIONAL STAFF

PA LOS ANGELES

SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LABORTORY - SW

PACIFIC REGIONAL LABORTORY - NW

HOURS PER OPERATION

30.0 4.4

2.5

30.0

75.0

75.04

30.0

TOTAL HOURS

780

168

35

270

2025

525

210

CONVERSION FACTOR

930

93¢

830

1180

1180

1180

1180

TOTAL OPERATIONAL FTEs

0.84 Q.17

0.04

0.23

1.72

0.44

G.18

PERSONNEL TYPES REQUIRED

8.

WORK SCHEDULE

ANALYTICAL

INVESTIGATIVE

PERSON BEGIN

TYPE

END

X_ 1 CHEMIST

BYS. SCIENCE TECH

| INVESTIGATOR

RRHR

X | MICROBIOLOGIST X

BIO. SCIENCE TECH

INSPECTOR

VETERINARIAN

INSPEC-
TIONAL

10/01/00

08/30/01

ENGINEERIANALYST)

ENGINEER TECH

ENGINEER {INV)

NAT'L EXPERT

PHYSICIST

MILK/FOOD SPEC

ENTOMOLOGIST

OTHER

SHELLFISH SPEC

OTHER

ANALY.-

10/15/00

08/30/01

9. REMARKS
CFSAN spreads inspections and DSCs.
ORA spreads import operations.

FORM FDA 2621a {05/00)
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1, PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
Domestic NLEA. Nutrient Samnle/Analvsis and Food Comnosition. Standards. Labeling and Economics - 21
General Food Laheling Program

3. PROGRAM TYPE; COMPLIANCE PROGRAM i:l PROGRAM CIRCULAR D ASSIGNMEN

4. OBJECTIVES

To determine comnliance with: (1) the natrition Iabeling reculations as reauired under the Nutrition Labeline and Education
Act (NLEAY of 1960: (2) the Julv 8. 1998 reculation that reauires a warning statement on nackaged fruit and vegetable juice
aroducts. {i.e.. uices and heverages containing iuice) that have not been nasteurized or otherwise treated to prevent. reduce.
or eliminate harmful bacteria: (3) EDA's notice to manufacturers regarding label declaration of allergenic substances in foods:
and. (4) resilations nromuleated under the FD&C Act for other mandatorv lahel information.

5. PROGRAM JUSTIFICATION

The Federal Food, Drug and Cosmetic Act requires that certain label information appear on food labels. The NLEA requires
nutrition labeling on most foods consumed in the United States. In addition, a regulation was published on July 8, 1998 that
requires firims to place a warning label on packaged fruit and vegetable juice products that have not been pasteurized or {reated
in another way capable of preventing, reducing, or eliminating harmful bacteria.

On June 10, 1996, the FDA issued a notice to manufacturers requesting that they voluntarily declare ingredients that are known to
cause allergic reactions in sensitive individuals. The FDA is currently reviewing labels on conventional foods that contain novel
ingredients and that make claims on the label that affects the structure and/or function of the body. Continvous monitoring ensures
Compliance with the regulations established under the FD&C Act and identifies potential problem areas related to foods.

6. FIELD OBLIGATIONS -
Review of product labels for compliance with NLEA, the July 8, 1998, juice warning and notice regulation for juice products, and
other mandatory label information. Districts should collect documentary samples of labels that appear to be violative.

Physical samples will be collected for subsequent analyses as follows:

(1) compliance samples that do not appear to qualify for labeled health or nutrient content claims (see C.P., area of

emphasis #4); and; (2) surveiltance samples collected for general nuirient analyses. ’

Field Fxams and sample collections to be conducted during inspeciions under the following compliance programs: 7303.803,
7303.803A,7303.037 and 7303.842.

e, SELECTION OF ESTABLISHMENTS TO BE' BY DISTRICT QFFICE D BY CENTER D BY BOTH
b, INSPECTION TYPE; NIA D COMPREHENSIVE D ABBREVIATED D DIRECTED
c. PRODUCT(S) g INDUSTRYPRODUCT CODES)

All food products (except vitamins/minerals) 02-41

e. EXAM TYPE: CHEMICAL l:] MICROBIOLOGICAL l:l PHYSICAL l:l ENGINEERING

D MICROANALYTICAL OTHERS (Specify) Label Review

§ CHECK THE FOLLOWING ATTRIBUTES
Label review and nutrient analysis as appropriate.

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING

FORM FDA 2621 (7/99) PREVIOUS EDITION iS OBSOLETE ORA WORKPLANNING SHEET eaceno.  21-4




1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
Domestic NLEA, Nutrient Sample/Analysis and Food Cemposition, Standards, Labeling and Economics - 21
General Food Labeling Program

3, PROGRAM/ASSIGNMENT CODE(S) 4. WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS
21005 (Includes FPLA) ORA [ centen 3.4
6. 1 2z 3 5 -3 7
A DISTRICT/ . DOMESTIC
E SPECIALIZED INSPEC- NV bSCs FIELD DGCUMENTARY SAMPLES OTHER
G LABORATORY TIONS caLy, EXAMS/ SAMPLES TO BE QPEAATIONS
) SURV TESTS ANALYZED {Houes)
N .
TOTAL FIELD 100 3600 540 100
HEADQUARTERS
REGIONAL STAFF
NE NEW ENGLAND 5 194 29
NEW YORK 5 188 28
REGIONAL LAB )
WEAC
REGIONAL STAFF
BALTIMORE 4 141 21
MA CHICAGO 4 162 24
CINCINNAT! 4 126 18
DETROIT 4 16C 24
MINNEAPOLIS 6 212 32
NEW JERSEY 4 123 18
PHILADELPHIA 4 139 21
FORENSIC CHEM, CTR
REGIONAL STAFF
ATLANTA 5 185 28
FLORIDA 5 157 24
NEW ORLEANS B8 202 30
SAN JUAN 44 7
REGIONAL £tAB 100
REGIONAL STAFF
5w | DALLAS 7 267 40
DENVER 4 129 19
KANGAS CITY 7 235 35
SOUTHWEST IMPORT OPERATION
REGIONAL LAB
REGIONAL STAFF
PA LOS ANGELES 5 194 29
SAN FRANCISCO 10 350 53
SEATTLE 11 392 59
PACIFIC REGIONAL LABORTORY - SW
BACIFIC REGIONAL LABORTORY - NW
HOURS PER OPERATION 4.2 0.4 0.4 14.3
TOTAL HOURS . 420 1440 218 1430
CONVERSION FACTOR 930 930 930 1180
TOTAL OPERATIONAL FTEs 0,45 1.65 0.23 1.21
7. PERSONNEL TYPES REQUIRED 8. WORK SCHEDULE
ANALYTICAL INVESTIGATIVE P!_-ZI_F\{{E"::%N BEGIN END
X __¥ CHEMIST X PYS. SCIENCE TECH INVESTIGATOR RRHR INSPEC-
MICROBIOLQGIST BIO. SCIENCE TECH INSPECTOR VETERINARIAN TIONAL 10/01/00 09/30/01
ENGINEER(ANALYST) ENGINEER TECH ENGINEER {INV) NAT'L EXPERT
PHYSICIST MILK/FOQD SPEC ANALY- 10715/00 08730101
ENTOMOLOGIST QOTHER SHELLFISH SPEC OTHER TICAL

* Surveillance samples are to be collected according to CP 7321.005 & Attachment A.

** Compliance samples are to be collected, as necessary, for verification of appropriate lzbel claims.
CP: 7303.803, 7303.803A, 7303.037 and 7303.842 saraple collections and fietd exams are to be conducted during
inspections.

*#+ CFSAN planned 3600 field exams for major label violations (15% or 540 will result in documentary sample collections).
Use PAC 21003 to report economic deception or feod standard violations only

FORM FDA 2621a [05/00} ORA WORKPLANNING SHEET {Continued) PAGE NO. 21-5
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ATTACHMENT A

Domestic NLEA, Nutrient Sample Analysis and General Food Labeling
Program (21005)
FOCD CCMPOSITION, STANDARDS, LABELING AND ECONCMICS - 21

SURVEILLANCE SAMPLE COLLECTION SCHEDULE (FY 2001)

YEAR/ 0o |oo oo |=2001) o1 |01 |o1 01 |o1 tor Jor |o1 T
0
MONTHS OC No " JA FE MA AP MA JU JU AU e §
T v c N B R R Y N L e Pl L
DISTRICIS
NEW ENGLAND 1 1 2 1 5
NEW YORK 1 1 2 1 5
BALTIMORE 1 2 1 4
CHICAGO 2 2 4
CINCINNATI 2 2 4
DETROIT 1 2 1 4
MINNEAPOLIS 2 2 2 6
NEW JERSEY 1 1 1 1 4
PHILADELPHIA 1 1 2 4
ATLANTA 1 1 1 2 5
FLORIDA 1 2 1 1 5
NEW ORLEANS 2 2 2 6
SAN JUAN
DALLAS 2 2 2 1 7
DENVER 1 1 1 1 4
KANSAS CITY 2 1 1 2 1 7
SOUTHWEST IMPORT
LOS ANGELES 1 1 2 1 5
SAN FRANCISCO 2 2 3 2 1 10
SEATTLE 2 3 3 2 1 11
TOTAL 3 12 | 10 | 13 12 | 16 | 15 9 10 | 100

PAGE NO. 21 -7




1. PROGRAMIASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER

Infant Formula Proeram Food Comnosition. Standards. Labeling and Economics - 21

3. PROGRAM TYPE: COMPLIANCE PROGRAM l:l PROGRAM CIRCULAR D ASSIGNMEN

4. OBJECTIVES

To ensure comnliance with the Infant Formula Act and regulation nromuleated thereunder hv inspection of infant formula
manufacturers and coilection and analvsis of infant formula samnies.

5. PROGRAM JUSTIFICATION

Serious infant health problems arising from inadequate nutrient content of infant formula prompted Congress to pass the
Infant Formula Act of 1980. This inspection and analysis program assures adherence to the provisions of the Act.
Violations and recalls over the past several vears (and the continuing keen interest by Congress, as evidenced in part by the
1986 amendments to the Act) indicate the need for continued compliance monitoring. The large number of applications for
approval of the formulas exempt from the Act requires expansion of oversight activities into this area. '

Infant formulas are identified as "high-risk” foods under the Center's Food Safety Initiatives. Additional resources have
been budgeted to allow anmual inspections and sample collections from infant formula firms. Inspections of foreign infant
formula firms are planned under PAC 03R233.

6. FIELD OBLIGATIONS
Districts will conduct inspections and collect samples. SRL/ACNA will perform all nutrient analyses and iabel reviews.
SRL/Microbiology Branch will perform microbial analyses.

COVE

7a. SE!R;ESTION OF ESTABLISHMENTS TO BE D BY DISTRICT OFFICE BY CENTER D 8Y BOTH

b. INSPECTION TYPE: COMPREHENSIVE ' D ABBREVIATED L__] DIRECTED

¢. PRODUCT(SY d. INDUSTRY/PRODUCT CODE(S)
Infant Formula and Nutrient Premixes 40C

e. EXAM TYPE: CHEMICAL MICROBIOLOGICAL D PHYSICAL D ENGINEERING

D MICROANALYTICAL OTHERS (Specify} Label Review

f. CHECK THE FGLLOWING ATTRIBUTES

Nutrients as per Infant Formula Act, Section 412. Micro exam for Listeria monocytogenes, Salmonella, Clostridium perfringens,

Staphvlococeus aureus, Bacillus cereus, Escherichia coli, Aerobic Plate Count (APC).

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING

FORM FDA 2621 {07/99) PREVIOUS EDITION IS OBSOLETE ORA WORKPLANNING SHEET  paceno.
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1. PROGRAM/ASSIGNMENT TITLE
Infant Formula Program

2. PPS PROJECT NAME/NUMBER

Food Composition, Standards, Labeling and Economics - 21

3. PROGRAM/ASSIGNMENT CODE(S)

-
hl

4. WORK ALLOCATION PLANNED BY

CENTER

5. OPERATIONAL FTE POSITIONS
3.3

DISTRICT/
SPECIALIZED
LABORATORY

ZOo0—-0Om>D

1 2

INSPEC-
TIONS

INVESTi-
GATIONS
{Hours}

3 3

DOMESTIC DOMESTIC
SAMPLE SAMPLE
coLL COLL

CHEM

DOMESTIC
SAMPLE

3 7
DOMESTIC
SAMPLES
TO BE
CoLL ANALYZED
MICRC CHEM

K 4 8
DOMESTIC IMPORT
SAMPLES IMPORT SAMPLES

TO BE SAMPLES TO BE
ANALYZED coLwL ANALYZED
MICRO CHEM

TOTAL FIELD

24

30 {19}

{11} 19

H 8 8

HEADOUARTERS

REGIONAL STAFF

NE NEW ENGLAND

(1)

NEW YORK

REGICNAL LAB

WEAC

REGIQNAL STAFF

BALTIMORE

2 (2}

CHICAGO

CINCINNATI

(2}

CE DETROIT

(4)

4}

MINNEAPOLIS

(4

{4)

NEW JERSEY

ha {02 (00 NS

1)

{1

PHILADELPHIA

S PO Y . POV o oy

FORENSIC CHEM. CTR

REGIONAL STAFF

ATLANTA

FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

19

11 8

REGIONAL STAFF

DALLAS

DENVER

KANSAS CITY

4 4

SOQUTHWEST IMPORT DISTRICT

REGIONAL LAB

REGIONAL STAFF

PA LOS ANGELES

SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LABORTORY-SW

PACIFIC REGIONAL LABORTORY-NW

HOURS PER OPERATION

37.0

5.3

86.3

30.0 4.7 70.0

TOTAL HOURS

888

159

1640

330 38 580

CONVERSION FACTOR

930

230

1180

1180 230 1180

TOTAL OPERATIONAL FTEs

Q.85

0.17

1.38

0.28 0.04 0.47

PERSONNEL TYPES REQUIRED

8. WORK SCHEDULE

ANALYTICAL

INVESTIGATIVE

PERSON
TYPE

BEGIN END

X_ | CHEMIST

PYS. SCIENCE TECH

X | INVESTIGATOR

RRHR

INSPEC-

MICROBIQLOGIST

BIO. SCIENCE TECH

X | INSPECTOR

VETERINARIAN

THONAL 10/01/00 09/30/01

ENGINEERIANALYST)

ENGINEER TECH

ENGINEER ({INV}

NAT'L EXPERT

PHYSICIST

MILK/FOOD SPEC

ANALY- 10/15/C0 09/30/01

ENTOMOLOGIST

OTHER

SHELLFISH SPEC

OTHER

TICAL

8. REMARKS

* May also be used for microbiological analysis.
Numbers in parenthesis are included in DSCs
ORA spreads import operations

FORM FDA 26217a (05/00}

ORA WORKPLANNING SHEET (Continued)
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1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
Imnort NLEA. Nutrient Samnle/Analvsis and Fond Combaosition. Standards. Laheling and Economics - 21
General Food Laheline Proeram

3. PROGRAM TYPE: COMPLIANCE PROGRAM :I PROGRAM CIRCULAR D ASSIGNMEN

4. OBJECTIVES

To determine comnliance of imnorted food nroducts with (1) the nutrition labeling regulations as reauired under the
Nutrition Laheling and Education Act (NLEA)Y: {2} the Julv 8. 1998 resulation that reaunires a warning staternent on
nackased fruit and veeetable iuice nroducts (i.e.. iuices and beverages containing iuice) that have not been pasteurized
ar otherwise treated to nrevent. reduce. or eliminate harmful bacteria: and (3} the regulations nromuleated under the
Fair Packagine and Labeline Act {FPLA) for other mandatorv lahel information.

5 PROGRAM JUSTIFICATION

The Nutrition Labeling and Education Act (NLEA) of 1990, provided the FDA with specific authority to require

nutrition labeling on most imported and domestic foods regulated by FDA. In addition, a regulation published on July 8, 1998

that requires firms to place a warning statement on packaged fruit and vegetable juice products that have not been pasteurized or
treated in another way capable of preventing, reducing, or eliminating harmful bacteria. Continuous monitoring ensures compliance
with FDA's resulations and increases the safety of the food supply, which is in the best interest of American consumers.

The obiectives of this program will be fuliilled by:
1y reviewing the nutrition label and ensuring that all other mandatory labeling information is present on the label;
2) ensuring the packaged fruit and vegetable juice products that have not been pasteurized or otherwise treated to prevent,
reduce, or eliminate harmful bacteria bear the required warning label statement; and
3) analyzing foods that contain nutrient content claims to determine compliance with the food labeling reguiations.

8. FIELD OBLIGATIONS
Field obligations include sample collections, import field exams, label reviews and nutrient analysis of imported food samples.
Sample collection should be equitably distributed across imported food codes.

7a, SELECTION OF ESTABLISHMENTS TO BE BY DISTRICT OFFICE BY CENTER BY BOTH
COVERED:

b. INSPECTION TYPE: N/A D COMPREHENSIVE l:l ABBREVIATED D DIRECTED
¢. PRODUCT(S} d. INDUSTRY/PRODUCT CODE(S)

All c‘{'oocl products including packaged fruit and vegetable juice 02-41

products.

&. EXAM TYPE: CHEMICAL D MICROBIOLOGICAL D PHYSICAL D ENGINEERING

D MICROANALYTICAL OTHERS (Specify) Label review

f. CHECK THE FOLLOWING ATTRIBUTES
Label review and nutrient analysis.

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING

FORM FDA 2621 (10/91) PREVIOUS EDITION iS OBSOLETE ORA WORKPLANNING SHEET paceno.  21-10



1. PROGRAM/ASSIGNMENT TITLE

General Food Labeling Program

Import NLEA, Nutrient Sample/Analysis and

2. PPS PROJECT NAME/NUMBER
Foed Composition, Standards, Labeling and Economics - 21

3. PROGRAM/ASSIGNMENT CODE(S)

4. WORK ALLOCATION PLANNED BY

5. DPERATIONAL FTE POSITIONS

.21007, 21R829 (Health Fraud) ORA [ ] center 3.0
{{Includes FPLA)
6. 1 2 3 4 8 E] 7 g
B DISTRICT/ IMPQRT IMPORT DOMESTIC
E SPECIALIZED INSPEC- INVESTI- COMESTIC IMPORT SAMPLES LABEL SAMPLES OTHER
G LABORATORY TIONS GATIONS SAMPLE SAMPLE TO BE EXAMS TG BE OPERATIONS
| {Hours} CoLL, coL: ANALYZED . ANALYZED (Houwrs)
) CHEM
N
TOTAL FIELD 910 125 445}
HEADQUARTERS
REGIONAL STAFF
NE NEW ENGLAND as 162
NEW YQRK 183 896
REGIONAL LAB
WEAC
REGIONAL STAFF
BALTIMORE 27 130
CHICAGO 20 93
CINCINMATI
CE DETROIT 43 208
MINNEAPOLIS 52
NEW JERSEY
PHILADELPHIA 18 51
FORENSIC CHEM. CTR
REGICNAL STAFF
ATLANTA 10§ 50
FLOBIDA 6] 322
NEW QRLEANS 25
SAN JUAN 13 38
REGIONAL LAB 125
REGIONAL STAFF
sw | DALLAS
: DENVER
KANSAS CITY
SOUTHWEST IMPORT OPERATION 302 1475
REGIONAL LAR
REGIGNAL STAFF
PA | LOS ANGELES 100 430
SAN FRANCISCO 46 223
SEATTLE 48 235
PACIFIC REGIONAL LABORTORY-SW
PACIFIC REGIONAL LABORTORY-NW
HOURS PER OPERATION 1.2 8.2 0.2
TOTAL HOURS 1092 1025 890
CONVERSION FACTOR 930 1180 930
TOTAL OPERATIONAL FTEs 1.17 .87 0.96
7. PERSONNEL TYPES REQUIRED 8. WORK SCHEDULE
ANALYTICAL INVESTIGATIVE PF-SFF\‘(E;:%N BEGIN END
X _{cHEMIST 2YS. SCIENCE TECH X | INVESTIGATOR RRHR INSPEC-
MICROBIOLOGIST BIO. SCIENCE TECH X | INSPECTOR VETERINARIAN TIONAL | 10/01/00 | os/30/C01
ENGINEER{ANALYST]) ENGINEER TECH ENGINEER {INV) NAT'L EXPERT
PHYSICIST MILK/FOOD SPEC ANALY- | 10/15/00 | 08/30/01
ENTOMOLOGIST OTHER SHELLFISH SPEC OTHER TIGAL
{9. REMARKS
* Nutrition Labeling & Educational Act (NLEA) - to determine compliance with the nutrition Labeling
regulations through import field exams, collections and inspections of labels on products bearing nutrition labeling.
FORM EDA 2621a [05/00) ORA WORKPLANNING SHEET (Continued) PAGENO.  21-11




1. PROGRAM/ASSIGNMENT TITLE 2. PFS PROJECT NAME/NUMBER

Phetarv Sunnlements Food Commnaosition. Standards. Laheling and
Economics - 21

3. PROGRAM TYPE: COMPLIANCE PROGRAM I:I PROGRAM CIRCULAR D ASSIGNMENT

4. OBJECTIVES

Ta ensure comnliance with the Dietarv Sunnlement Health and Education Act and resulations nromuleated thereunder by
insnections of dietarv sunnlement manufacturers and collections and analvses of dietarv sunnlement samnles.

Effective March 23. 1999, all non-exemnt dietarv sunnlements must comnlv with the Sunnlement Facts Labeling reauirements of
the Act. Comnliance with these new reauirements will he determined bv field exams and documentarv samnle collections conducted
under the nrogram.

5. PROGRAM JUSTIFICATION

Dietary supplements are a special class of products consisting of such dietary ingredients as vitamins, minerals,

amino acids, herbs and other botanicals. These products are subject to specific safety and labeling

requirements. This program provides puidance to FDA district offices regarding inspections, sample collections,
sample analyses, and compliance objectives in accordance with the Dietary Supplement Health and

Education Act of 1994,

The compliance program will provide coverage of Supplement Facts Labeling and other 1abeling of dietary supplements,
including the requirement for unit-dose packaging for supplements containing 30mg or more of iron per unit and the
Voluntary warning statement on stimulant laxative products.

During FY*01, the Cenier plans to issue a special assignment that will target raw material botanicals, both domestic and
import, for sampling and analyses for heavy metals and/or pesticides. In addition, samples are set aside for coverage of
Dissolution/disintegration testing of folic acid supplements. .

6. FELD OBLIGATIONS
Field obligations include inspections, sample collections, label reviews, and analyses of dietary ingredients
in dietary supplements.

7a. SELECTION OF ESTABLISHMENTS TO BE BY DISTRICT OFFICE I:l BY CENTER I:‘ BY BOTH
b, INSPECTION TYPE: COMPREHENSIVE D ABBREVIATED l::] DIRECTED
¢. PRODUCTIS) d. INDUSTRY/PRCDUCT CODE(S}

Dietary supplements 54

e. EXAM TYPE: CHEMICAL [“_‘] MICROBIGLOGICAL D PHYSICAL D ENGINEERING

D MICROANALY TICAL OTHERS {Specify) Label Review

1. CHECK THE FOLLOWING ATTRIBUTES
Analyze selected nutrients and compare with levels declared on product label

q. SPECIAL EQUIPMENT, METHODS, AND HANDLING

FORM FDA 2621 {7/99} PREVIOUS EDITION 1S OBSOLETE ORA WORKPLANNING SHEET PAGENO. 21-12




1. PROGRAN/ASSIGNMENT TITLE
Dietary Supplements

2. FPS PROJECT NAME/NUMBER

Food Composition, Standards, Labeling and Economics - 21

3. PROGRAM/ASSIGNMENT CODE(S}

4. WORK ALLOCATION PLANNED BY

5. OPERATIONAL FTE POSITIONS

21008 ORA CENTER 8.5
. 6. 1 2 3 4 3 7 7 8
R DISTRICT!
E SPECIALIZED {NSPEC- FIELD DOMESTIC DISC HQ INIT HOINIT DOMESTIC DiSAs DSCs
G LABCRATORY TIONS EXAMS SAMPLE SAMPLE DOMESTIC DOMESTIC SAMPLES e
£ COLL caLL SAMPLE SAMPLE TO BE
8] COLL ANALYZED ANALYZED
N . .
TOTAL FIELD 80 700 100 25 225 225 100 25 230
HEADQUARTERS
REGIONAL STAFF
INE NEW ENGLAND 2 18 3 3 6 8
NEW YORK G 78 10 25 25
REGICNAL LAS
WEAC
REGIONAL STAFF
SALTIMORE 2 18 3 5 B ]
CHICAGC 2 18 3 B 3]
CINCINNATI 2 18 3 5] B
CE DETROIT 2 18 3 5] 5]
MINNEAPOLIS 4 35 5 11 12
NEW JERSEY 9 78 10 25 25
PHILADELPHIA 5 a4 3] 4 14 14
FCRENSIC CHEM. CTR
REGICNAL STAFF
ATLANTA 31 26 4 g 9
FLORIDA 6 53 8 3 17 17
5E NEW ORLEANS
SAN JUAN
REGIONAL LAB 225 100 25
REGIONAL STAFF
DALLAS 2 18 3 3 3] 8
. DENVER 3 269 4 8 9
i SW KANSAS CITY 4 35 5 11 12
SOUTHWEST IMPORT BISTRICT
REGICNAL LAB
REGIONAL STAFF
PA L.OS ANGELES 12 104 15 7 34 34
SAN FRANCISCC 4 35 5 11 12
SEATTLE 9 78 10 25 25
PACIFIC REGIONAL LABORTORY-SW
PACIFIC REGIONAL LABORTORY-NW
HOURS PER OPERATION 17.5 0.5 4.2 4.2 4.2 20.0 20.C 20.0 0.4
TOTAL HOURS 1400 350 420 105 945 4500 2000 500 92
CONVERSION FACTOR 930 930 930 930 930 1180 1180 1180 930
TOTAL OPERATIONAL FTEs 1.51 0.38 0.45 0.11 1.02 3.81 1.69 0.42 0.10
7. PERSONNEL TYPES REQUIRED 8. WORK SCHEDULE
ANALYTICAL INVESTIGATIVE PE_E]_I?(SP%N BEGIN END
X CHEMIST PYS. SCIENCE TECH X INVESTIGATCR RRHR INSPEC-
MICROBICLOGIST BIO, SCIENCE TECH X ] INSPECTOR VETERINARIAN TIONAL 10/01/00 09/30/01
ENGINEER{ANALYST]) ENGINEER TECH ENGINEER {INV) NAT'L EXPERT
PHYSICIST MILK/FOCD SPEC ANALY- 10/15/00 09/30/01
ENTOMOLOGIST OTHER SHELLFISH SPEC OTHER TICAL
9. REMARKS

** DSCs for reviewing documerts only.

ORA spreads Domestic-Import Sample Collections (DISCs). CFSAN spreads the remaining operations. Field Exams and sample collections
may be conducted at packers/repackers, distriubtors, or warehouses if the levels planned cannot be performed during the inspections.

* These samples are set aside for special, targeted assignments and the spread to districts is for planning purposes only.
Final participating districts will be specified in assignments as issued.

FORM FDA 2621a {05/00}

ORA WORKPLANNING SHEET (Continued)
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1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMEBER
Selected Nutrients in Foods- Total Diet Foods Composition Standard Labeling and Economics-21

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

4, DBJECTIVES A
To monitor the mineral nutrients in foods from typical American diets. To identify mineral and vitamin nutrient

intake trends. To provide baseline data on mineral nutrient and vitamin intake for intervention studies and other
autrition studies. To function as an important comporent in the National Nutrition Monitoring System.

5. PROGRAM JUSTIFICATION

Congress has given the Secretaries of DHHS and USDA a mandate to set up a National Nutrition Monitoring System

(NNMS). The current Selected Nutrients in Food Survey is an important segment of the NNMS that provides the only
concinuous analysis of nutrient minerals in the American food supply. This permits identification of trends in nutrient
intake over time as well as information on the general nutritional status of the population at any point in time.

6. FIELD DBLIGATIONS

KAN-DO will analyze Total Diet samples for the 12 mutrients identified below in 7F, and for water.

The Atlanta Center for Nutrient Analysis(ACNA} will analyze selected Total Diet study food items from one market
basket annually for folic acid

18, SELECTION OF ESTABLISHMENTS TO BE D 8Y DISTAICT OFFICE l:‘ BY CENTER ]_____] 8Y BOTH
b. INSPECTION TYPE: [:| COMPREHENSIVE I:] ABBREVIATED D DIRECTED
c. PRODUCT{S) d. INDUSTRY/FRODUCT CODE(S)

Various foods as required by the Total Diet Studies 37,40

Program

e. EXAM TYPE: CHEMICAL I:I MICROBIOLOGICAL EI PHYSICAL D ENGINEERING

MICROANALYTICAL l:] OTHERS fspecifyy  L.abel Review

f. CHECK THE FOLLOWING ATTRIBUTES
Calcium,phosphorus,iron,seienium,zinc,copper,magnesium,manganese,nickel,potassium,sodium,iodine,water and folic acid.

g. SPECIAL EQUIPMENT, METHODS, AND BANDLING

FORM FDA 2621 (7/99) PREVIOUS EDITION IS OBSOLETE ORA WORKPLANNING SHEET PAGENO. 51.14



1. PROGRAM/ASSIGNMENT TITLE
Selected Nutrient in Foods Survey - Total Diet

2. PPS PROJECT NAME/NUMBER
Food Composition, Standards, Labeling and Economics - 21

3. PROGRAM/ASSIGNMENT CCGDE(S)
21839

4. WORK ALLOCATION PLANNED BY

CENTER

5. OPERATIONAL FTE POSITIONS

2.8

ZO—~-@m3I

a.

DISTRICT/
SPECIALIZED
LABORATORY

1 2

INSPEC-
TIONS

INVESTI-
GATIONS
{Hours)

3 4

DOMESTIC IMPORT
SAMPLE SAMFLE
Lo oL

5 6

FIELD WHARF
EXAMS{ EXAMS
TESTS

7
DOMESTIC
SAMPLES

YO BE
ANALYZED
CHEM *

7
DORESTIC
SAMPLES
T0 BE
ANALYZED
MICRO*®*

TOTAL FIELD

1036

168

HEADQUARTERS

NE

REGIONAL STAFF

NEW ENGLAND

NEW YORK

REGIONAL LAB

WEAC

CE

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

SE

REGIONAL STAFF

ATLANTA

FLORIDA

NEW ORLEANS

SAN JUAN

REGICONAL LAB

168

Tsw

RECIONAL STAFF

DALLAS

DENVER

KANSAS CITY

1038

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

PA

REGIONAL STAFF

LOS ANGELES

SAN FRANCISCC

SEATTLE

PACIFIC REGIONAL LABORTORY-SW

PACIFIC REGIGNAL LABCRTORY-NW

HOURS PER OPERATION

2.0

7.0

TOTAL HOURS

2072

1178

CONVERSION FACTQOR

1180

1180

TOTAL OPERATIONAL FTEs

1.76

1.00

PERSOMNNEL TYPES REQUIRED

8. WORK SCHEDULE

ANALYTICAL

INVESTIGATIVE

PERSON
IYPE

REGIN

END

CHEMIST

PYS. SCIENCE TECH

INVESTIGATOR

RRHR

MICROBIOLOGIST

810, SCIENCE TECH

INSFECTOR

VETERINARIAN

INSPEC-
TIONAL

10/01/00

09/30/01

EMGIMEERIANALYST)

ENGINEER TECH

ENGINEER {INV)

MNAT'L EXPERT

PHYSICIST

MILK/FOOD SPEC

ENTOMOLOGIST

OTHER

SHELLFISH SPEC

OTHER

ANALY-
TiCAL

10/15/00

Q97301

3. REMARKS
* Represents total number of assays to be analyzed.
** Folic Acid for one market basket consisting of 168 Food ilemns.

FORM FDA 2621a (05/00}

ORA WORKPLANNING SHEET (Continued)
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1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER

ORA/Center Directed Research Proiects Pesticides and Chemical Contaminants - 21

3. PROGRAM TYPE: N/A D COMPLIANGE PROGRAM I__—l PROGRAM CIRCULAR I:I ASSIGNMENT

4. CBJECTIVES

Develon new and/or imnraved methadologv in sunport of regulatorv analvsis.

5. PROGRAM JUSTIFICATION
Research

8. FIELD OBLIGATIONS
Accomplishinent of goals of the individual research projects identified in Part TTA of the Workplan. All research will be
distributed in-house and/or published in the referred scientific literature.

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED: ﬁ"" D BY DISTRICT OFFICE L__' BY CENTER D BY BOTH

b. INSPECTION TYFE: Rm D COMPREHENSIVE D SBBREVIATE D DIRECTED

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

e. EXAM TYPE: N/A D CHEMICAL D MICROBIOLOGICAL D PHYSICAL D ENGINEERING
D MIGROANALYTICAL Psm%%%

f. CHECK THE FOLLOWING ATTRIBUTES

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING

FORM FDA 2621 PREVIOUS EDITION IS OBSOLETE ORA WORKPLANNING SHEET raceno. 21-16




1. PROGRAM/ASSIGNMENT TITLE
ORA/Center Directed Research Projects

2. PPS PROJECT NAME/NUMBER
Feod Composition, Standards, Labeling and Economics - 21

3. PROGRAMIASSIGNMENT CODE(S)
“Z1R816

4, WORK ALLOCATION PLANNED BY

[ ]centen

5. OPERATIONAL FTE POSITIONS

1.4

6.
DISTRICT/
SPECIALIZED
LABORATORY

Z20-—-m

DiSTRICT
RESEARCH
{CHEM]

RESEARCH
CENTER
ICHEM}

TOTAL FIELD

500 1180

HEADQUARTERS

REGIONAL STAFF

NE NEW ENGLAND

NEW YORK

REGIONAL LAB

500

WEAC

REGIONAL STAFF

BALTIMCRE

CHICAGO

CINCINMNATI

CE DETROIT

MINNEAROLLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

REGIONAL STAFF

ATLANTA

FLORIDA

SE NEW ORLEANS

SAN JUAN

REGIONAL LAB

HEGIONAL STAFF

- SW DALLAS

DENVER

KANGAS CITY

SOUTHWEST IMPORT OPERATION

REGICNAL LAB

REGIONAL STAFF

PA LOS ANGELES

SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LABORTORY - SW

PACIFIC REGIONAL LABCRTORY- NwW

1180

HOURS PER CPERATION

TOTAL HOURS

500 1180

CONVERSION FACTOR

1205 1180

TOTAL DPERATIONAL FTEs

0.41 1.00

PERSONNEL TYPES REQUIRED

8. WORK SCHEDULE

ANALYTICAL

INVESTIGATIVE

PERSON
IVPE

BEGIN

END

X _ | CHEMIST

PYS. SCIENCE TECH

INVESTIGATOR

RRHR

MICROBIOLOGIST

B0, SCIENCE TECH

INSPECTOR

VETERINARIAM

INSPEC-
TIONAL

ENGINEERIANALYST)

ENGINEER TECH

ENGIMEER {INV)

NAT'E EXPERT

PHYSICIST

MILK/FOOD SPEC

ENTOMOLOGIST

OTHER

SHELLFISH SPEC

OTHER

ANALY-
TICAL

10/15/00

09/30/01

3. REMARKS

FORM FEA 2621a {05/00]

ORA WORKPLANNING SHEET (Continued}”

PAGE NO.
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LAY

PROJECT SUMMARY SHEET

41, PROGRAM CATEGORY

‘ood and Cosmetics

2. PPS PROJECT NAME/NUMBER

Colors and Cosmetics Technology - 29

S, PROGRAM 6. OPERATIONAL FTE TOTAL TOTAL
i 4. FIDA COMPLIANCE PROGRAMS ASSIGNMENT OPERATIONAL | SUPPORTED
No. AND ASSIGNMENTS CODE DOMESTIC| IMPORT | FOREIGN FTEs FTES PAGE
TOTAL 3.5 2.9 6.4 12.4
1 }Cosmetics - Domestic and Import 29001, 29002, 3.5 2.9 6.4 12.4 2.3
29F(Q99*
*Includes 29R833, 99R833,29R824
CENTER PROJECT MANAGER/TELEPHONE ORA PLANNER/TELEPHONE
Ronald R. Roy (202) 205-2262 Lorraine B. Jefferson (301)827-1631
; PAGE NO, 29-1

FORM FBA 2622 {9/98)




1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMEER
Cosmetics; Domestic and Import Colors and Cosmetics Technology - 29

3. PROGRAM TYPE: COMPLIANCE PROGRAM D PROGRAM CIRCULAR I::I ASSIGNMENT

4. OBJECTIVES

Issuance of center-initiated assignments to address specific problems or areas of concern for both domestic and imported
cosmetics.

5. PROGRAM JUSTIFICATION

Congress appropriated $2.5 million in the FY 99 budget for the agency to use to assure that consumers are protected from
unsafe cosmetics; particularly those presenting a microbiological risk.

6. FIELD OBLIGATIONS

As directed in special assignments, districts will review and screen entry documents for imported cosmetics, inspect domestic
firms, collect and analyze samples for non-permitted ingredients and microbiclogical contamination. All servicing laboratories

will conduct label reviews for declaration of ingredients, warning statements, and directions for use as required by 21 CFR Part
700.

{3, FELECTION OF ESTABLISHMENTS TO BE E:l BY DISTRICT OFFICE [:] BY CENTER l:l BY BOTH
b. INSPECTION TYPE: Izl COMPREHENSIVE ABBREVIATED D DIRECTED
= PRODUCT(S) 4. INDUSTRY/PRODUCT CODE(S)

Cosmetic Products 53

e, EXAM TYPE: CHEMICAL MICRCBIGLOGICAL l:l PHYSICAL |:] ENGINEERING

I:] MICROANALYTICAL OTHERS fSpacify)  Label Review

f. CHECK THE FOLLOWING ATTRIBUTES
Non-permitted ingredients, microbiological/contaminants, labeling warnings.

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING

FORM EDA 2621 (7/99) PREVIOUS EDITION iS OBSOLETE ORA WORKPLANNING SHEET PAGENO.  9g.9



1. PROGRAM/ASSIGNMENT TITLE
Cosmetic- Domestic and Import

2. PPS PROJECT NAME/NUMBER

Colors and Cosmetics Technology

S RAM/ASSIGNMENT CODE(S)

4. WORK ALLOCATION PLANNED BY

5. OPERATIONAL FTE POSITIONS

- .,29002,29R833,99R833,29R824 ORA [ ]centen 6.4
. 2 z ] 4 B 1 3 8
R DISTRICT/ IMPDAT IMPORT IMPCGRT IMPORT DDMESTIC { DOMESTIC
E SPECIALIZED ENTRY REV LABEL SAMPLE SAMPLE INSFECTION SAMPLE SAMPLE
G LABCRATORY HGURS EXAMS COLL ANALYSIS coLL ANALYSIS
| oP 14 PHYSICAL {MICRO} IMICRO)
o 29R833 .
N .
TOTAL FIELD 700 700 125 123 100 75 75
HEADQUARTERS
REGIONAL STAFF
NE NEW ENGEAND 7 5 5 5
NEW YQORK 167 278 51 7 5
REGIONAL LAB g1 10
WEAC
REGIONAL STAFF '
BALTIMORE 15 18 5
CHICAGD 18 9 9 7 T
CINCINNATI 26 17 5 4
CE DETROIT 23 69 12 5 4
MINNEAPOLIS 4 8 8f
NEW JERSEY g 7
PHILADELPHIA 10 27 5
FORENSIC CHEM. CTR
REGIONAL STAFF
ATLANTA 17 21 8 7 5
FLORIDA 80 42 2 7 5
NEW ORLEANS 22 7
SAN JUAN 26 7 2
REGIONAL LAB 27 21
REGIONAL STAFF
" DALLAS 9 7
SW | DENVER 7 i2
KANSAS CITY 7 53
SOUTHWEST IMPORT DISTRICT 70 39 7
REGIONAL LAB 12 17
REGIONAL STAFF
LOS ANGELES 194 26 15 15 10
SAN FRANCISCO k) 24 4 13 5 5 5}
SEATTLE 22 50 g
PA [PACIFIC REGIONAL LABORTORY-SW 15 10
PACIFIC REGIONAL LABORTCRY-NW
HOURS PER OPERATION 0.4 1.3 17.6 18.2 5.5 17,61
TOTAL HOURS 700 280 163 2200 1820 413 1320
CONVERSION FACTOR 1200 930 830! 1180 830 830! 1180
TOTAL OPERATiONA_I._ FTEs 0.58} 0.30 .17 1.86¢ 1.86 0.44 1.12
7. PERSCNNEL TYPES REQUIRED 8. WORK SCHEDULE
ANALYTICAL INVESTIGATIVE PERSON BEGIN END
TYPE
CHEMIST PYS. SCIENCE TECH X ) INVESTIGATOR RRHR INSPEC-
X MICROBIOLOGIST Bi0. SCIENCE TECH X INSPECTOR VETERINARIAN TIONAL 10/172000 1 88/30/200
ENGINEER{ANALYST) ENGINEER TECH ENGINEER {iNV] NAT'L EXPERT
PHYSICIST MILX/FOOD SPEC ANALY- F10/15/2000] 05/30/2001
ENTOMOLOGIST OTHER SHELLFISH SPEC OTHER TICAL
9, REMARKS

For PAC 29001-CFSAN may continue to issue special assigments during the course of the year to address specific problems; however, routine
coverage of the domestic cosmetic industries should be conducted in accordance with the guidance in the compliance program.

#* Filer Evaluation hours (39R833) and Follow-up to Refusal (29R824) are included in Entry Review Hours.
Compliance Program- All servicing laboratories will conduct label reviews for declaration of ingredients, warning statements, and directions for use

Jquired by 21 CFR Part 700.

FORM FDA 2621a {05/00)

ORA WORKPLANNING SHEET (Continued)

28-3




CENTER FOR BIOLOGICS EVALUATION AND RESEARCH

RESOURCE SUMMARY
FY 2001

OPERATIONAL FTES

TOTAL

SUPPORTED FTEs TOTAL
OPERATIONAL SUPPORTED
PPS {DOMESTIC | IMPORT | FOREIGN FTEs DOMESTIC] IMPORT | FOREIGN FTEs
NG, PROJECT TITLE
TOTAL 111.0 2.5 8.0 121.5 219.2 5.3 10.5 235.0]
41 | THERAPEUTIC PRODUCTS 20.0] 1.0 21.0 38.9 1.0 40.9
42 | BLOOD AND BLOCD PRODUCTS 827 2.5 4.2 89.4 166.5 5.3 6.2 178.0]
45 | VACCINES AND ALLERGENIC PRODUCTS 8.3 2.8 11.1 12.8 3.3 16.1




PROJECT SUMMARY SHEET

1. PRCGRAM CATEGORY

2. PPS PROJECT NAME/MNUMBER

"jiogics Therapeutic Products - 41
5. PROGRAM OPERATIONAL FTE TOTAL TOTAL
3, 4. FDA COMPLIANCE PROGRAMS ASSIGNMENT OPERATIONAL | SUPPORTED
No. AND ASSIGNMENTS CODE DOMESTIC | iMPORT FOREIGN FTEs FTEs PAGE
TOTAL 20.0 1.0 21.0 40.9
1 Licensed Therapeutic Drug Products {(Core) 41001,A 2.5 ,si 1.0 3.5% % 3.3 2-3
{Field [nvestigations) 0.3 0.3 0.7
2 Tissue Establishments 41002 2.3 8.3 19.8 445
3 Bioresearch Monitoring Programs  * 7.9 1.9 16.9
Good Laboratoy Practices 41808 #* * 6/11
{Nonclinical Labs)
Institutional Review Board 41809 * *
Sponsors, Contract Research Organizations, 41810 {1.5) {1.5)
and Monitors
Clinical Investigators 41811 (6.4) 6.4)
* See 2021a for details
CENTER PROJECT MANAGER/TELEPHONE ORA PLANNER/TELEPHONE
Elaine Knowles Cole, 301 827-6220 Harriet Gerber, 301-827-1630
PAGE NO. 411

FORM FDA 2622 (5/00}




1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/MNUMBER

Inspection of Licensed Therapeutic Drug Products (Post-Market) Therapeutic Products - 41

3, PROGRAM TYPE; COMPLIANCE PROGRAM D PROGRAM CIRCULAR I:I ASSIGNMENT
4. OBJECTIVES

To ensure the safety and effectiveness of licensed thereapeutic drug products, through inspections, the conditions under which
a particular class of biological therapeutic drug producis, well characterized bio-technology product, is manufactured, and to
determine their compliance with the federal Food, Drug, and Cosmetic Act, and the Public Health Service Act, standards and
commitments made in license applications and/or supplements, and applicable regulations,

5. PROGRAM JUSTIFICATION

Licensed Therapeutic Drug Products are: (1) therapeutic synthetic peptides of 40 or fewer amino acids; (2) therapeutic DNA
plasmid products; {3) monocional antibodies for in vivo use; (4) therapeutic recombinant DNA-derived products used in the
prevention and treatment of disease and thus are of immeasurable value to the consumer.

6. FIELD OBLIGATIONS

ORA will perform single, comprehensive inspections that asses the adequacy of all significant processes and systems. These
should be performed on at least a Biennial Basis. Inspections will be conducted as a team, whenever possible, consisting of
a field investigator leading and a CBER Product Specialist participating.

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED: BY DISTRICT CFFICE D BY CENTER D BY BOTH

b. INSPECTION TYPE: COMPREHENSIVE D ABBREVIATED D OIRECTED

c. PROGUCTI(S) d. INDUSTRY/PRCCUCT CODE(S)
Biologics 57

e. EXAM TYPE: D CHEMICAL D MICROBIOLOGICAL l:l PHYSICAL I:I ENGINEERING

[::] MICROANALYTICAL D QTHERS {Specify)

f. CHECK THE FOLLOWING ATTRIBUTES

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING

FORM FDA 2621 (10/91) PREVIOUS EDITION 1S OBSOLETE ORA WORKPLANNING SHEET PAGE NO.

41-2




1. PROGRAM/ASSIGNMENT TITLE

(Post-Market)

Inspection of Licensed Therapeutic Drug Products

2. PPS PROJECT NAME/NUMBER
Therapeutic Preducts - 41

"-.QGRAMIASSIGNMENT CODE(S)
231, A Domestic & Foreign *

4. WORK ALLOCATION PLANNED BY

[ ]center

3.8

5. OPERATIONAL FTE POSITIONS

8.

DISTRICT!
SPECIALIZED
LABORATORY

Z0—-—@Gm>D

1 1

INSPEC-
TIONS
FOREIGN
*

INSPEC-
TIONS
DOMESTIC
*

1 1

ENVESTI-
GATIONS

5

7
DOMESTIC
SAMPLES
TO BE
ANALYZED

8
IMPORT
SAMPLES
TQ BE
ANALYZED

9

OTHER

OPERATIONS

{Hours}

TOTAL FIELD

10

273

HEADQUARTERS

10 4

REGIONAL STAFF

NE NEW ENGLAND

NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

CE DETROIT

MINNEAPOLIS

NEW JERSEY

89

PHILADELPHIA

FORENSIC CHEM. Ci7R

REGIONAL STAFF

ATLANTA

68

- | FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

REGIONAL STAFF

DALLAS

SwW DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

REGIONAL STAFF

LOS ANGELES

€8

PA SAN FRANCISCO

68

SEATTLE

PACIFIC REGIONAL LAB - SW

RACIFIC REGIONAL LAB - NW

HOURS PER OPERATION

227.5 227.5

TOTAL HOURS

2275 910

273

CONVERSION FACTOR

810 91¢

910

TOTAL OPERATIONAL FTEs

2.50 1.0C

0.30

PERSONNEL TYPES

REQUIRED

8. WORK SCHEDULE

ANALYTICAL

INVESTIGATIVE

PERSON
TYPE

BEGIN

END

X CHEMIST

PYS. SCIENCE TECH

X INVESTIGATOR

RRHR

INSPEC-

X | MICROBICLOGIST

BIO. SCIENCE TECH

INSPECTOR

VETERINARIAN

TICNAL

10/01/00

08/30/01

ENGINEER[ANALYST)

ENGINEER TECH

ENGINEER (INV}

NAT'L EXPERT

PHYSICIST

MILK/FGOD SPEC

CORE TEAM 8I0L

ANALY-

ENTOMOLOGIST

OTHER

SHELLFISH SPEC

OTHER

TICAL

MARKS

‘41001 GMP Inspections, 41001A Pre-Licensed Inspections All inspections will be performed by Core Team Biologics.
No separate resources are planned for Pre-License, Inspections (41001A), Use above resources as needed.

FORM FDA 2621a {05/00)

ORA WORKPLANNING SHEET (Continued)

41-3




1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
Tissue Establishments Therapeutic Products - 41

3. PROGRAM TYPE: I:I COMPLIANCE PROGRAM I:] PROGRAM CIRCULAR ASSIGNMENT

4. OBJECTIVES

To determine if human tissue for transplantation establishments are in compliance with the tissue regulations (21 CFR, Part 1270),

promulgated under the Public Health Service Act, Section 361, by assuring that tissue is suitable in terms of transplantation through
the required testing and screening of the tissue donors.

5. PROGRAM JUSTIFICATION

Human tissues for transplantation are important products for medical treatment. Monitoring the recovery of processing of

human tissue and the testing and screening of the donors to assure consumer protection from unsuitable tissue products which
may endanger public health.

6. FIELD OBLIGATIONS

ORA will perform the inspections, prepare and submit EIRs to the Center for Biologics Evaluation and Research (CBER),
and recommend administrative/regulatory actions when appropriate.

25, SELECTION OF ESTABLISHMENTS TO BE D BY DISTRICT OFFICE 8Y CENTER D BY BOTH
b. INSPECTION TYPE: COMPREHENSIVE D ABBREVIATED I:l DIRECTED
= PRODUCT(S) d. INDUSTRY/PROGUCT CODE®

Biologics 571-57TM, 570, 57P

e. EXAM TYPE: l__—l CHEMICAL I:’ MICRCBIOLOGICAL D PHYSICAL I:I ENGINEERING
D MICROANALYTICAL D OTHERS (Specify)

f. CHECK THE FOLLOWING ATTRIBUTES

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING

FORM EDA 2621 (10/91} PREVIQUS EDITION IS OBSOLETE ORA WORKPLANNING SHEET PAGENO. 41-4



1. PROGRAM/ASSIGNMENT TITLE

Tissue Establishments

2. PPS PROJECT NAME/NUMBER
Therapeutic Products - 41

."’:EOGRAM.'ASSIGNMENT CODEIS) 4. WORK ALLOCATICN PLANNED BY 5. OPERATIONAL FTE POSITIONS
002 ORA [ ]center 9.3
B. 1 2 ) A 5 6 7 8 S
R DISTRICTY DORESTIC HMPORT
E SPECIALIZED INSPEC- INVESTI- DOMESTIC IMPORT FIELD IMPORT SAMPLES SAMPLES OTHER
G LABORATORY TIONS GATIONS SAMPLE SAMPLE EXAMS/ FIELD TO BE TO BE OPERATIGNS
i {Howrs) COLL CoLL TESTS EXAMS ANALYZED ANALYZED {Hours]
N
TOTAL FIELD 165 254
HEADQUARTERS
REGIONAL STAFF
NE | NEW ENGLAND 4 5
NEW YORK 12 18
REGIONAL LAB
WEAC
REGIONAL STAFF
BALTIMORE 14 22
CHICAGO 5 9
CINCINNAT) 10 15
CE | DETROIT 7 11
MINNEAPOLIS g 8
NEW JERSEY 3 5
PHILADELPHIA 6 9
FORENSIC CHEM. CTR
REGIONAL STAFF
ATLANTA 7 11
=~ | FLORIDA 6 9
.| NEW ORLEANS 9 14
- SAN JUAN 1 2
REGIONAL LAB
REGIONAL STAFF
DALLAS 14 22
SW | DENVER 5 8
KANSAS CITY 12 18
SOUTHWEST iMPORT DISTRICT
REGIONAL LAB
AEGIONAL STAFE
LOS ANGELES 30 AS
PA | SAN FRANCISCO 6 9
SEATTLE 7 11
PACIFIC REGIONAL LAB - SW
PACIFIC REGIONAL LAB - NW
HOURS PER OPERATION 48.7
TOTAL HOURS 8201 254
CONVERSION FACTOR 910 910
TOTAL OPERATIONAL FTES 9.01 0.28
7. PERSONNEL TYPES REQUIRED 8. WORK SCHEDULE
ANALYTICAL INVESTIGATIVE PERSON BEGIN END
TYPE
CHEMIST PYS. SCIENCE TECH ¥ | INVESTIGATOR RRHR INSPEC-
MICROBIOLOGIST BIO. SCIENCE TECH INSPECTOR VETERINARIAN TIONAL { 10/01/00 | 08/30/01
ENGINEERIANALYST] ENGINEER TEGH ENGINEER (INV) NAT'L EXPERT
PHYSICIST MILK/FOOD $SPEC ANALY-
ENTOMOLOGIST OTHER SHELLFISH SPEC OTHER TICAL
FAARKS
- Please use "HT" as the establishment-type code for Tissue Establishments,
FORM FDA 2621a {05/00) ORA WORKPLANNING SHEET {Continued} PAGE NO. 41-5
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1. PROGRAM/ASSIGNMENT TITLE

Good Laboratory Practice (Nonclinical Laboratory)
(PDUFA)

2. PPS PROJECT NAME/NUMBER
Therapeutic Products - 41

“DBJECTIVES

3. PROGRAM TYPE: COMPLIANCE PROGRAM

D PROGRAM CIRCULAR

D ASSIGNMENT

justify the use of an investigational product in humans.

5. PROGRAM JUSTIFICATION

3 assure compliance with GLP regulations (21 CFR 58) and the validity, reliability of the data submitted to FDA used o

be established prior fo the product’s use in humans.

6. FIELD OBLIGATIONS

Nonclinical studies of investigation products are the basis for their use in humans. The reliability of the nonclinical data must

Conduct inspections and forward report(s) to the assigning office in CBER.

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED:

I___I BY DISTRICT OFFICE BY CENTER

[:I BY BOTH

b. INSPECTION TYPE:

COMPREHENSIVE [:l ABBREVIATED 1::] DIRECTED

f. CHECK THE FOLLOWING ATTRIBUTES

<. PRODUCT(S) d. INDUSTRY/PRODUCT CODE(S)
Biclogics 57199

59 is used for products n.e.c.
e. EXAM TYPE: D CHEMICAL D MICROBIOLOGICAL D PHYSICAL

D MICROANALYTICAL EI OTHERS (Specify]

I—_—I ENGINEERING

. SPECIAL EQUIPMENT, METHODS, AND HANDLING

FORM FDA 2621 {10/9T) PREVIOUS EDITION IS OBSOLETE

ORA WORKPLANNING SHEET

PAGE NO. 41-7




1. PROGRAM/ASSIGNMENT TiTLE
Institutional Review Board

(PDUFA)

2. PPS PROJECT NAME/NUMBER
Therapeutic Products - 41

3. PROGRAM TYPE; COMPLIANCE PROGRAM |:| PROGRAM CIRCULAR D ASSIGNMENT
4. CBJECTIVES

To ensure that the rights of human subjects participating in clinical trials are protected through proper oversight by
institutional review boards {21 CFR 56, 21 CFR 50).

5. PROGRAM JUSTIFICATION

Tharough amendments of the Act, Congress has mandated that FDA has the responsibility to assure
that the rights of subjects in the clinical trials of investigational drugs are protected,

6. FIELD CBLIGATIONS

Perform inspections of IRBs which are involved in the review of clinical trials of studies involving biological products and
forward reports to the assigning CBER office.

7a. SELECTICN OF ESTABLISHMENTS TO BE COVERED: D BY DISTRICT GFFICE BY CENTER [::] BY BOTH
b. INSPECTION TYPE: COMPREHENSIVE D ABBREVIATED D DIRECTED
c. PRODUCT{S) d. INDUSTRY/PRODUCT CODE(S)

Biologics 571/99

9% is used for products n.e.c.

. EXAM TYPE: D CHEMICAL D MICROBIOLOGICAL D PHYSICAL I:l ENGINEERING

D MICROANALYTICAL l:l QTHERS (Specify)

f. CHECK THE FOLLOWING ATTRIBUTES

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING

FORM FDA 2621 (10/91} PREVIOUS EDITION IS OBSOLETE ORA WORKPLANNING SHEET PAGE NO. 41-8



1. PROGRAM/ASSIGNMENT TITLE
Sponsors, Contract Research Organizations,
and Moaitors (PDUFA)

2. PPS PROJECT NAME/NUMBER
Therapeutic Products - 41

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

DBJECTIVES
o assess the adherence of sponsors, contract research organizations, and monitors to the current regulations (21 CFR 312)
and their oversight of clinical studies.

5. PROGRAM JUSTIFICATION

Sections of the FD&C Act and the Public Health Service Act require the submission of reliable, accurate clinical data. The
inspectional program assures that proper oversight is maintained over the clinical studies.

6. FIELD OBLIGATIONS

Conducts inspections as assigned by CBER and forward the report(s) to the appropriate office.

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED: D BY DISTRICT OFFICE BY CENTER |:| BY BOTH

b. INSPECTION TYPE: COMPREHENSIVE D ABBREVIATED D CIRECTED

c. PRODUCT(S] d. INDUSTRY/PRODUCT COBGEIS]
Biologics 57/99

99 is used for products n.e.c.

e. EXAM TYPE: D CHEMICAL D MICROBIOLOGICAL ‘:I PHYSICAL D ENGINEERING

D MICROANALYTICAL oo,
F. CHECK THE FOLLOWING ATTRIBUTES

) 4 SPECIAL EQUIPMENT, METHODS, AND HANDLING

FORM FDA. 2621 {10/91) PREVIOUS EDITION IS OBSOLETE ORA WORKPLANNING SHEET

PAGENO. 41-9



1. PROGRAM/ASSIGNMENT TITLE

2. PPS PROJECT NAME/MNUMSER
Clinical Investigators {PDUFA)

Therapeutic Products - 41

3. PROGRAM TYPE: COMPLIANCE PROGRAM D PROGRAM CIRCULAR lj ASSIGNMENT
4. OBJECTIVES

To assess the reliability and accuracy of the data submitted to FDA in support of 2 marketing or research permit and to
determine the compliance of clinical investigators with the relevant regulations (21 CFR 312).

5. PROGRAM JUSTIFICATION

The Kefauver Harris amendment to the Act and the regulations promulgated thereunder, provided FDA with the
responsibility and authority to review all clinicat research involving FDA regulated products.

G. FIELD OBLIGATIONS

Conduct inspections as assigned by CBER and forward reports including recommendations for compliance follow-up as
needed.

72, SELECTION OF ESTABLISHMENTS TO BE COVERED: D BY DISTRICT OFFICE BY CENTER D BY BOTH

b. INSPECTION TYPE: COMPREHENSIVE D ABBREVIATED I:I DIRECTED

€. PRODUCT(S) d. INDUSTRY/PROCUCT CODE(S)
Biologics 57199

99 is used for products n.e.c.

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

D MICROANALYTICAL %ngﬁ%
f. CHECK THE FOLLOWING ATTRIBUTES

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING

FORM FDA 2621 (10/91) PREVIOUS EDITION 1S OBSOLETE ORA WORKPLANNING SHEET PAGE NO. 41-10




1. PROGRAM/ASSIGNMENT TITLE

GLPs, IRBs, Sponsor-Monitors, Clinical Investigators
(PDUFA)

2. PPS PROJECT NAME/NUMBER

Therapeutic Products - 41

£

4

. ‘3. PROGRAM/ASSIGNMENT CODEIS)

1808, 41809, 41810, 41811

4. WORK ALLOCATION PLANNED BY

ORA E:| CENTER

5. OPERATIONAL FTE POSITIONS

7.9

o —-—mMmax

6.
DISTRICT/
SPECIALIZED
LABORATORY

1

INSPEC-
TIONS

"

1

INSPEC-
TIONS
Clin Invest

3

DOMESTIC
SAMPLE
COoLL

4 5 3

IMPCHT FIELD IMPORT
SAMPLE EXAMS/ FIELD
CoLL TESTS EXAMS

7
DOMESTIC
SAMPLES
TO BE
ANALYZED

8
IMPORT
SAMPLES
TO BE
ANALYZED

2

OTHER
OPERATIONS
{Haurs!

TOTAL FIELD

21

55

HEADQUARTERS

REGIONAL STAFF

NE NEW ENGLAND

NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

CE DETROIT

MINNEAPCLIS

NEW JERSEY

PHILADELPHIA

R UV PO RN PR QU

i jwlw in i it

FORENSIC CHEM, CTR

REGIONAL STAFF

ATLANTA

SE FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

REGIONAL STAFF

DALLAS

sSw DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

REGIONAL STAFF

LOS ANGELES

PA SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LAB - SW

PACIFIC REGIONAL LAB - NW

HOURS PER OPERATION

65.0

105.9

TOTAL HOURS

1365

5825

CONVERSION FACTOR

910

910

TOTAL OPERATIONAL FTES

1.50

6.40

PERSGNNEL TYPES REQUIRED

8. WORK SCHEDULE

ANALYTICAL

INVESTIGATIVE

PERSCN
TYPE

BEGIN

END

CHEMIST

FYS. SCIENCE TECH

X INVESTIGATOR RRHR

MICROBIOLOGIST

BIO. SCIENCE TECH

INSPECTOR VETERINARIAN

INSPEC-
TIONAL

10/01/00

09/3C/01

ENGINEERIANALYST)

ENGINEER TECH

ENGINEER {INV)} NAT'L EXPERT

PHYSICIST

MILK/FOQOD SPEC

ENTOMOLOGIST

QOTHER

SHELLFISH SPEC OTHER

ANALY-
TICAL

9. REMARKS

% Resources for PACs 41808, 41809 and 41810 are plammed under 41810. Report Accomplishments under appropriate PAC.

FORM FDA 2627a {05/00}

ORA WORKPLANNING SHEET (Continued)

PAGE NO.

41-11




PROJECT SUMMARY SHEET

1. PROGRANM CATEGORY

2. PPS PROJECT NAME/NUMBER

‘ologics Biood and Blood Preducts - 42
5. PROGRAM 6 OPERATIONAL FTE TOTAL TOTAL
kN 4. FDA COMPLIANCE PROGRAMS ASSIGNMENT OPERATIONAL | SUPPORTED
. AND ASSIGNMENTS CODE DOMESTIC IMPORT FOREIGN FTEs FTEs PAGE
TOTAL 82.7 2.5 4.1 89.3 178.0
] [nspection of Licensed and Unlicensed 42001ABCDE, 58.1 0.9 59.0 125.9 2-3
Blood Banks 42R825
(Natipnal Experts) 2.4 0.1 2.5 2.5
Inspection of Unlicensed Blood Banks
Inspection of Licensed Blood Banks
Inspection of Donor Centers
Inspection of Reference Laboratories
Inspection of Plasma Brokers
Inspection of Blood Product Contractors
2 Inspection of Source Plasma Establishments 42002 11.7 11.7 24.9 4/5
3 Inspection of Piasma Derivatives of
Human Origin (Core Team Biologics) 420006,A 2.8 1.1 3.9 3.9 6/7
(Field) 0.7 0.7 1.5
4 Examination of Blood & Bloed Components 42007, 42R833, 2.5 2.5 53 8/9
Offered for Import 42R824,99R833
g Inspection of Licensed Viral Marker Test Kits 42008,A 3.0 1.0 4.0 4.0 10711
; (Core Team Biologics)
[§] Bioresearch Monitoring Programs * 1.0 1.0 2.0 4.2 12/15
Institutional Review Board 42809 * *
Sponscrs, Contract Research Organizations, 42810 * *
and Monitors
Clinical Investigators 42811 (1.0) (0.8) (1.8)
Field {GLPs & Clin Investigators) ** 41808, 41811 0.2) (0.2)
National Experts (GLPs & Clin Investigators) 42808, 42811
45808, 45811
7 Inspection of Medical Device Manufacturers 42830L,C 2.5 2.5 5.3 16/17
8 ORA/Center Directed Research Project 42R816 0.5 0.5 0.5 18/19
* Al resources planned under 42811
** Resources cover PPS 41, 42, 45
CENTER PROJECT MANAGER/TELEPHONE ORA PLANMER/TELEPHONE
Elaine Knowles Cole, 301 827-6220 Harriet Gerber, 301-827-1630
FORM FDA 2622 (9/98) PAGE NO. 42-1




1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
Inspection of Licensed and Unlicensed Blood Banks Blood and Blood Producis - 42
3. PROGRAM TYPE: COMPLIANCE PROGRAM D PRGGRAM CIRCULAR I:] ASSIGNMENT

4. OBJECTIVES

To assure blood and blood products are safe, effective, and adequately labeled by conducting inspections of the
following establishments as required by law, to determine the level of compliance and adherence with applicable Federal
regulations: (a) Licensed and Unlicensed (Registered) Blood Establishmenis engaged in the collection, manufacturing,
preparation or processing of human blood or blood products; (b) Licensed Blood Donor Centers which collect blood and
ship to the Licensed Blood Banks of which they are a part; (c) Reference Laboratories that perform testing on blood
products and donors, e.g., hepatitis, HIV antibody, Western Blot on donors for re-entry purposes, serum electrophoresis,
and STS; (d) Reference Laboratories that perform quality control testing for licensed blood establishments, e.g., platelet

q.c., GMP evaluation to determine the level of competency and adherence to contractual agreements with the licensed
establishments.

5, PROGRAM JUSTIFICATION
Blood and Blood Products are vitally important products in medical treatment. Monitoring the collection of whole blood

and the processing, manufacturing, and preparation of products derived from haman blood assures consumer protection
from defective products which may endanger public health.

6. FIELD OBLIGATIONS

ORA will perform the inspections, prepare and submit the certain specified EIRs to the Center for Biologics Evaluation
and Research (CBER), issue Warning Letters, and recommend administrative/regulatory actions when appropriate.
Joint inspections with CBER personnel may be performed. Training of field personnel will be coordinated with CBER.

7a. SELECTION OF ESTABLISHMENTS TG BE COVERED: D BY DISTRICT OFFICE D BY CENTER BY BOTH
b. INSPECTION TYPE: COMPREHENSIVE D ABBREVIATED l___l DIRECTED
c. PRODUCT(S) d. INDUSTRY/PROGUCT CODE(S)

Blood and Blood Products 55, 57

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

l:l MICROANALYTICAL D QTHERS (Specify)

f. CHECK THE FOLLOWING ATTRIBUTES

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING

FORM FDA 2621 {10/91} PREVIOUS EDITION IS OBSOLETE ORA WORKPLANNING SHEET PAGE NO

. 42-2




1. PROGRAM/ASSIGNMENT TITLE

Inspection of Licensed and Unlicensed Blood Banks

(Domestic & Foreign)

2. PPS PROJECT NAME/NUMBER
Blood and Blood Products - 42

", PROGRAM/ASSIGNMENT CODE(S) 4. WORK ALLOCATION PLANNED BY 5, OPERATIONAL FTE POSITIONS
42001,A,B,C,D,E 42R825 ORA [ ]centen 61.5
6. 1 2 3 t 5 3 7 ] g
] DISTRICT/ DOMESTIC FOREIGN DOMESTIC iMPORT
E SPECIALIZED INSPEC- DOMESTIC DOMESTIC BLOOD BANK FIELD IMPORT SAMPLES SAMPLES OTHER
G tABORATGORY TIONS 1NV SAMPLE INSPEC- EXAMS/ FIELD TO BE TG BE OPERATIONS
] * {Hours] COLL TiONS TESTS EXAMS ANALYZED ANALYZED {Houes]
2
TOTAL FIELD 1484 1936 34
HEADQUARTERS 60 3
REGIONAL STAFF
NE | NEW ENGLAND 75 81 3
NEW YORK 71 77
REGIONAL LAB
WEAC
REGIONAL STAFF
BALTIMORE 92 459 8
CHICAGE 70 76 3
CINCINNATI 82 67
CE | DETROIT 76 82
MINNEAFOLIS 64 69
NEW JERSEY 33 36 3
PHILADELPHIA 76 82
FORENSIC CHEM. CTR
REGIONAL STAFF
ATLANTA 76 82 3
. 8E | FLORIDA 108 116
NEW ORLEANS 101 109 3
SAN JUAN 186 16
REGIONAL LAB
REGIONAL STAFF
DALLAS 123 131 3
sw | DENVER 47 51
KANSAS CITY 87 94 3
SOUTHWEST IMPORT DISTRICT
REGIONAL LAB
REGIONAL STAFF
LOS ANGELES a8 106
PA | SAN FRANCISCO 66 71
SEATTLE 84 91 3
PACIFIC REGIONAL LAB - SW
PACIFIC REGIONAL LAB - NW
HOURS PER OPERATION 35.8 27.5
TOTAL HOURS 53127 1936 835
CONVERSION FACTOR 910 910 910
TOTAL OPERATIONAL FTEs 58.38 2.13 1.03
7. PERSONNEL TYPES REQUIRED 8. WORK SCHEDULE
ANALYTICAL INVESTIGATIVE PERSON BEGIN END
TYPE
CHEMIST PYS. SCIENCE TECH | X | INnvESTIGATOR RRHA INSPEC-
MICROBIOLOGIST 810, SCIENCE TECH INSPECTOR VETERINARIAN TIONAL | 10/01/00 | 09/30/01
ENGINEER(ANALYST) ENGINEER TECH ENGINEER (INV) X | NAT'L EXPERT
PHYSICIST MILK/FOOD SPEC ¥X_| TEAM BIOLOGICS| ANALY-
ENTOMOLOGIST OTHER SHELLFISH SPEC OTHER TICAL
i REMARKS
* Time is for all facilities listed in the current compliance program and follow up time as needed.
Domestic Inspectional module of 35.8 represents an average of PACs 42001,A,B,C and 42R825 (FY98 & FY99).
Use Operational Code 11 for Foreign Inspections.
The National Expert time planned above may be used for other Biologics programs as needed.
FORM FDA 2621a (05/00} ORA WORKPLANNING SHEET {Continued) PAGE NO. 42-3




1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
Inspections of Source Plasma Establishments Blood and Blood Products - 42

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

4. OBJECTIVES

To determine through inspections if plasmapheresis estabiishments are operating in compliance with applicable
regulations to assure donor protection and 1o assure that Source Plasma is safe, effective, and adequately labeled.

5. PROGRAM JUSTIFICATION
The collection of Source Plasma as source material for further manufacturing into products used in the prevention and
treatment of disease is of immeasurable value to the Consumer.

Through this program the Agency can accomplish its objectives of donor protection and product safety, purity, and potency.

6. FIELD OBLIGATIONS

ORA will perform inspections, prepare and submit certain specified EIRs to the Center for Biclogics Evaluation and Research
(CBER), issue Warning letters, and recommend administrative/regulatory actions when appropriate. Joint inspections with
CBER personnel may be performed.

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED: BY DISTRICT OFFICE D BY CENTER !:I BY BOTH
b, INSPECTION TYPE: COMPREHENSIVE l:l ABBREVIATED D DIRECTED
. PRODUCTIS) d. INDUSTRY/PRODUCT CODE(S]

Source Plasma 55, 57

e. EXAM TYPE: l:l CHEMICAL D MICROBIOLOGICAL I:I PHYSICAL I:i ENGINEERING
D MICROANALYTICAL I___I OTHERS (Specifyl

f. CHECK THE FOLLOWING ATTRIBUTES

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING

FORM FDA 2621 (10/81) PREVIOUS EDITION IS OBSOLETE ORA WORKPLANNING SHEET PAGE ND. 42-4



1. PROGRAM/ASSIGNMENT TITLE

Inspection of Scurce Plasma Establishments

2. PPS PROJECT NAME/NUMBER
Biood and Blood Products - 42

* PROGRAM/ASSIGNMENT CODEIS} 4. WORK ALLOCATION FLANNED BY 5. OPERATIONAL FTE POSITIONS
42002 ORA [} canTer 11.7
. ] 2 3 4 153 3] 7 8 g9
R CISTRICT/ DOMESTIC IMPORT
E SPECIALIZED INSPEC- INVESTI- DOMESTIC IMPORT FIELD IMPORT SAMPLES SAMPLES OTHER
G LABORATORY TIONS GATIONS SAMPLE SAMPLE EXAMS/ FIELD TO BE TO BE OPERATIONS
b * {Hours) COLL COLL TESTS EXAMS ANALYZED ANALYZED [Hours)
g
TOTAL FIELD 286 500 43
HEADQUARTERS
REGIONAL STAFF
NE | NEW ENGLAND & 10 1
NEW YORK 3 5
REGIONAL LAR
WEAC
REGIONAL STAFF
BALTIMORE 7 12 1
CHICAGO & 10 1
CINCINNATI 18 31 3
CE | DETROIT 19 33 3
MINNEAPOLIS 18 31 3
NEW JERSEY 2 3
PHILADELPHIA 14 24 2
FORENSIC CHEM. CTR
REGIONAL STAFF
ATLANTA 25 45
. SE | FLOR!DA 13 23
: MEW DALEANS 30 53
SAN JUAN
REGIONAL LAB
REGIONAL STAFE
DALLAS 38 67 5
SwW | DEMNVER 16 28 2
KANSAS CITY 20 35 3
SOUTHWEST IMPORT DISTRICT
REGIONAL LAB
REGIONAL STAFF
LOS ANGELES 24 43 4
PA | SAN FRANCISCO 9 18 1
SEATTLE 18 31 3
PACIFIC REGIONAL LAB - SW
PACIFIC REGIONAL LAB - NW
HOURS PER QPERATION 34.2 8.5
TOTAL HOURS 9781 500 366
CONVERSION FACTOR 910 910 910
TOTAL QPERATION FTEs 10.75 0.55 0.40
7. PERSONNEL TYPES REQUIRED 8, WORK SCHEDULE
ANALYTICAL INVESTIGATIVE FERSON BEGIN END
TYPE
CHEMIST PYS. SCIENCE TECH X | InvESTIGATOR RAHR INSPEC-
MICROBIOLGGIST BIO. SCIENCE TECH INSPECTOR VETERINARIAN TIONAL { 10/0100 | 083001
ENGINEER{ANALYST] ENGINEER TECH ENGINEER {INV) NAT'L EXPERT
PHYSICIST MILK/FOOD SPEC X | TEAM BIOLOGICS{ ANALY-
ENTOMOLOGIST OTHER SHELLFISH SPEC OTHER TICAL
: REMARKS
"* Time is for all inspections, including follow-up inspections.
The inspectional module of 34.2 represents an average of PAC 42002 accomplishments for FY98 & FY99.
FORM FDA 2621a (05/00) ORA WORKPLANNING SHEET {(Continued) PAGE NO.
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1. PROGRAM/ASSIGNMENT TITLE
Inspections of Plasma Derivatives of Human Origin

2. PPS PROJECT NAME/NUMBER
Blood and Blood Products - 42

3. PROGRAM TYPE:

COMPLIANCE PROGRAM

Ij FROGRAM CIRCULAR

I:I ASSIGNMENT

4, OBJECTIVES

supplements, and applicable regulations.

To ensure the safety and effectiveness of plasma derivatives by evaluating, through inspections, the conditions under which
a particular class of biological/drug products, plasma derivatives of human origin, is manufzactured, and to determine their
compliance with the Federal Food, Drug, and Cosmetic Act, standards and commitments made in license applications and/or

5. PROGRAM JUSTIFICATION

are of immeasurable value to the Consumer.

Plasma derivatives of human origin are products used in the prevention and treatment of disease and thus

8. FIELD OBLIGATICNS

ORA will perform comprehensive inspections that assess ihe adequacy of all significant processes and systems. These
inspections should be performed on at least a Biennial Basis. Inspections will be conducted as a team, whenever
possible, consisting of a field investigator leading and a CBER Product Specialist participating.

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED:

BY DISTRICT OFFICE

D 8Y CENTER D BY BOTH

b, INSPECTION TYPE:

COMPREHENSIVE

[:] ABBREVIATED D DIRECTED

c. PRODUCTI(S)
Fractionation Products

d. INDUSTRY/FRODUCT CODE(S)
55, 57

a. EXAM TYPE:

D CHEMICAL
I:I MICROANALYTICAL

l:l MICROBIOLOGICAL
I:I OTHERS (Specify}

I:I PHYSICAL I:l ENGINEERING

f. CHECK THE FOLLOWING ATTRIBUTES

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING

FORM FDA 2621 {(10/91}

PREVIOUS EDITION IS OBSOLETE

ORA WORKPLANNING SHEET

PAGENC., 42-6



1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
Inspection of Plasma Derivatives of Human Origin Blood and Bloed Products - 42

'\PROGRAM/ASSIGNMENT CODE{(S) 4. WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS
142006, A Domestic & Foreign * ORA [ ] center 4.6

6. i i 3 2 3 6 7 g a

DISTRICT/ DOMESTIC FOREIGN DOMESTIC iMPORT
SPECIALIZED LICENSED LICENSED DOMESTIC DOMESTIC FIELD MPORT SAMPLES SAMPLES OTHER

LABORATORY INSPECT- INSPECT- SAMPLE INVESTI- EXAMS/ FIELD TO BE TO BE OPERATIONS
IONS IONS colLL GATIONS TESTS EXAMS ANALYZED | ANALYZED (Hours}

{HOURS)

ZOo-—-—G0mz:

TOTAL FIELD 14 6 637
HEADQUARTERS 14 6
REGIONAL STAFF
NE | NEW ENGLAND

NEW YORK
REGIONAL LAB
WEAC
REGIONAL STAFF
BALTIMORE
CHICAGO 295
CINCINNATI
CE DETROIT
MINNEAPOLIS 114
NEW JERSEY
PHILADELPHIA
FORENSIC CHEM. CTR
REGIONAL STAFF
ATLANTA 114
“SE | FLORIDA

NEW QRLEANS

SAN JUAN

REGIONAL LAB
REGICNAL STAFF

DALLAS
SW DENVER

KANSAS CITY
SOUTHWEST IMPORT DISTRICT
REGIONAL LAB
REGIONAL STAFF
LOS ANGELES 114
PA SAN FRANCISCO

SEATTLE
PACIFIC REGIONAL LAB - SW

PACIFIC REGIONAL LAB - NwW

HOURS PER OPERATION 180.0 171.4
TOTAL HOURS 2520 1028 637

CONVERSION FACTOR 910 910 210
CPERATIONAL FTEs 2,77 1.13 0.70

7. PERSONNEL TYPES REQUIRED 8. WORK SCHEDULE

ANALYTICAL INVESTIGATIVE PERSON BEGIN END
TYPE

CHEMIST PYS. SCIENCE TECH X 1 INVESTIGATOR BRHR INSPEC-
MICROBIOLOGIST 810, SCIENCE TECH INSPECTOR VETERINARIAN TIONAL 10/01/00 § 08/30/01

ENGINEERIANALYST) ENGINEER TECH ENGINEER {INV) NAT'L EXPERT

PHYSICIST MILK/FOOD SPEC X [ CORE TEAM BIOL | ANALY-
ENTOMOLOGIST OTHER SHELLFISH SPEC OTHER TICAL

/REMARKS
" * All inspections wilt be conducted by Core Team Biologics.

42006 GMP Inspeciions; 42006A Pre-Licensed Inspections Report foreign inspections under Operation Code 11.
All resources are planned under Licensed Inspections, these resources may be used for pre-licensed inspections.

FORM FDA 2621a (05/00) ORA WORKPLANNING SHEET (Continued) PAGE NG. 42.7



1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
Examination of Bleod and Blood Components Offered Blood and Blood Products - 42
for Import
3. PROGRAM TYPE; COMPLIANCE PROGRAM D POGRAM CIRCULAR D ASSIGNMENT
4. OBJECTIVES

1) Determine if import entries comply with the requirements of appropriate Federal regulations.

2} Assure that import entries declared as Impori for Export are CBER approved pursuant to section 801(d)(4) of FD & C Act.

3) Detain all import entries intended for transfusion, or source plasma for further manufacture, by manufacturer NOT holding a
US license.

4) Detain all import entries which are intended for further manufacture which are NOT covered by a valid short supply agreement.

5) Examine import entries intended for further manufacture into unlicensed products for adequate labeling.

6) Identify foreign manufacturers of blood and blood components offering import entries.,

5. PROGRAM JUSTIFICATION
In 1995, a Blocd Working Group {(consisting of personnel from CBER and ORA) reviewed cases in which imported blood and
blood components were identified as being illegally distributed in domestic commerce. Analysis of available information

identified a need for a compliance program to clarify existing CBER policy on the imporiation of blood products and ensure
consistent handling of imported blood products by the field.

6. FIELC OBLIGATIONS
To review electronic line entries or examine entry documentation for imported biological products offered for entry into the United

States. To determine the type and amount of product, its intended use, and whether it is licensed or unlicensed: conduct
Investigations as necessary: and determine whether entry is in compliance with Federal Regulations.

Collect documentary samples following the guidance in Section III of the compliance program.
{Contact CBER if an Import Sample is collected.)

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED: D BY DISTRICT OFFICE [:] BY CENTER D BY BOTH
b. INSFECTION TYPE: D COMPREHENSIVE D ABBREVIATED D DIRECTED
c. PRODUCT(S) d. INDUSTRY/FRODUCT CODE(S)

Bleod and Biood Components 37

e. EXAM TYPE: I:I CHEMICAL I:] MICROBIOLOGICAL I::I PHYSICAL D ENGINEERING

I:I MICROANALYTICAL D QOTHERS (Specify)

f. CHECK THE FOLLOWING ATTRIBUTES

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING

FORM FDA 2621 (10/91) PREVIOUS EDITION IS OBSOLETE ORA WORKPLANNING SHEETY PAGE NO. 42-8



1. PROGRAM/ASSIGNMENT TITLE

Examination of Blood and Blood Components Gifered

2. PPS PROJECT NAME/NUMBER
Bioed and Blood Products - 42

for Import
1. PROGRAM/ASSIGNMENT CODE(S) 4. WORK ALLOCATION PLANNED BY 5. DPERATIONAL FTE POSITIONS
42007, 42R833, 42R824, 99R833 ORA [_—__i CENTER 2.5
6, 1 2 3 a 5 3 7 g )
R DISTRICT/ COMESTIC IMPCGRT
E SPECIALIZED INSPEC- IMPORT DOMESTIC IMPORT FIELD IMPORT SAMPLES SAMPLES OTHER
G LABORATORY TiONS ENTRY SAMPLE SAMPLE EXAMS/ FIELD T0 BE TO BE QOPERATIONS
3 REVIEW CoLL COLL TESTS EXAMS ANALYZED ANALYZED [Hours}
0 HOURS
M
TOTAL FIELD 3000
HEADQUARTERS
REGIONAL STAFF
NE | NEW ENGLAND 110
NEW YORK 529
REGIONAL LAR
WEAC
REGIONAL STAFF
BALTIMORE 44
CHICAGO 127
CINGINNATI 66
CE | DETROIT 54
MINNEAPOLIS 30
NEW JERSEY
PHILADELPHIA 112
FORENSIC CHEM. CTR
REGICNAL STAFF
ATLANTA 13
SE |_FLORIDA 26
NEVW ORLEANS 745
SAN JUAN
REGIONAL LAB
REGIONAL STAFF
DALLAS
SW | DENVER
KANSAS CITY
SOUTHWEST iMPORT DISTRICT 231
REGIONAL LAB
REGIONAL STAFF
LOS ANGELES 533}
PA | SAN FRANCISCO 35
SEATTLE 345
PACIFIC REGIONAL LAB - NW
PACIFIC REGIONAL LAB - SW
HCOURS PER OPERATION
TOTAL HOURS 3000
CONVERSION FACTOR 1200
TOTAL OPERATION FTES 2.50
7. PERSONNEL TYPES REQUIRED 8. WORK SCHEDULE
ANALYTICAL INVESTIGATIVE PERSON BEGIN END
TYPE
CHEMIST PYS. SCIENCE TECH X Y INVESTIGATOR RRHR INSPEC-
MICROBIQLOGIST BIO. SCIENCE TECH INSPECTOR VETERINARIAN TIONAL | 10/01/00 | ©8/30/01
ENGINEER(ANALYST} ENGINEER TECH ENGINEER {INV) NAT'L EXPERT
PHYSICIST MILK/FOOD SFEC ANALY-
: ENTOMOLOGIST OTHER SHELLFISH SPEC OTHER TICAL
3. REMARKS
Resources are for: 42R833 Entry Review; 42R824 Tollow-Up to Refusals; 99RE833 Filer Evaluation;
and Label Exams/Reviews as needed (Report Hours under PAC 42007).
FORM FDA 2621a (05/00) ORA WORKPLANNING SHEET {Continued) PAGE NO.
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1. PROGRAM/ASSIGNMENT TITLE
Inspection of Licensed Viral Marker Test Kits
(Inspections of In Vitro Diagnostic Product Manufactures)

2. PPS PROJECT MAME/NUMBER
Blood and Blood Products - 42

3. PROGRAM TYPE: COMPLIANCE PROGRAM D PROGRAM CIRCULAR [I ASSIGNMENT
4. OBJECTIVES

To evaluate the manufacturing processes for in vitro diagnostic products which are used in relation to blood bank practices,
including their instrumentation and software, and those used for patient diagnosis, monitoring, or prognosis, and to determine
their compliance with the Federal Food, Drug, and Cosmetic Act, the applicable regulations, including Device GMP regulations

(21 CFR Part 809), Biologics regulations (21 CFR Part 600-680), and with standards and commitments made in license
applications and/or supplements.

5. PROGRAM JUSTIFICATION

In Vitro Diagnostics are important tools in medical treatment. This program enables the Agency to continue
to protect the public health by assuring safety, purity, potency, and efficacy of these products.

6. FIELD OBLIGATIONS

Conduct comprehensive inspections that assess the adequacy of all significant processes and systems. These inspections should

be performed on at least a Biennial Basis. Inspections will be conducied by a Team Biologics Core Team member and may
include a district representative and /or a Product Specialist from CBER.

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED: BY DISTRICT QFFICE lj BY CENTER [::] BY BOTH

b. INSPECTION TYPE: COMPREHENSIVE I:l ABBREVIATED D DIRECTED

¢. PRODUCT(S) d. INDUSTRY/PRODUCT CODE(S)
In Vitro Diagnostic Products accordance with the stated objective. 55, 57, 65 & 81 (Device Categories)

e. EXAM TYPE: D CHEMICAL D MICROBIOLOGICAL I:I PHYSICAL l—_—l ENGINEERING

I___] MICROANALYTICAL AL Device Specific
F. CHECK THE FOLLOWING ATTRIBUTES

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING

FORM FDA 2621 {10/91) PREVIOUS EDITION IS OBSOLETE ORA WORKPLANNING SHEET PAGE NO. 42-10




1. PROGRAM/ASSIGNMENT TITLE
Inspection of Licensed Viral Marker Test Kits

2. PPS PROJECT NAME/NUMBER
Blood and Blood Producis - 42

“PROGRAM/ASSIGNMENT CODE(S)

152008, A Domestic & Foreign *

4. WORK ALLOCATION PLANNED BY

[ ] center

5. OPERATIONAL FTE POSITIGNS

4.0

Zo0—-—0Om3m

6.
DISTRICT/
SPECIALIZED
LABORATORY

1
Post-licensed
DOMESTIC
INSPEC-
TiONS

)

Post-Licansed
FOREIGN
INSPEC-
TIONS

3 r

COMESTIC
SAMPLE
COLL

IMPORT
SAMPLE
CoLL

5

FIELD
EXAMS/
TESTS

6

IMPORT
FIELD
EXAMS

7
DOMESTIC
SAMPLES
TO BE
ANALYZED

8
IMPORY
SAMPLES
TO BE
ANALYZED

9

OTHER
OPERATIONS
{Hours}

TOTAL FIELD

12

HEADGUARTERS

12

NE

REGIONAL STAFF

NEW ENGLAND

NEW YORK

REGIONAL LAB

WEAC

CE

REGIONAL STAFF

SALTIMORE

CHICAGO

CINCINNATI

DETROIT

MINNEAPQLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

SE

REGIONAL STAFF

ATLANTA

FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

SwW

REGIONAL STAFF

DALLAS

DENVER

KANSAS CITY

SCUTHWEST IMPORT DISTRICT

REGIONAL LAB

PA

REGIONAL STAFF

LOS ANGELES

SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LAE - SwW

PACIFIC REGIONAL LAB - NW

HOURS PER OPERATION

228.0

228.0

TOTAL HOURS

27363

912

CONVERSION FACTOR

910

910

TOTAL CPERATIONAL FTEs

3.01

1.00

7.

PERSONNEL TYPE

S REQUIRED

WORK $CHEDULE

ANALYTICAL

INVESTIGATIVE

PERSON
TYPE

BEGIN

END

CHEMIST

PYS. SCIENCE TECH

X Y INVESTIGATCR

REHR

MICROBIOLOGIST

BlO. SCIENCE TECH

INSPECTOR

VETERINARIAN

INSPEC-

10/01/00

08/30/01

ENGINEER{ANALYST)

ENGINEER TECH

ENGINEER {INV)

NAT'L EXPERT

PHYSICIST

MILK/FOQD SPEC

X | CORE TEAM BIOL

ENTOMOLOGIST

OTHER

SHELLFISH SPEC

ANALY-
TICAL

REMARKS
~ All inspections will be performed by Core Team Biologics.
No Resources are planned for 42008A, use above resources if there are any Pre-License Inspections.
* 42008 GMP Inspections, 42008A Pre-License Inspections
Report Foreign Inspections nnder the Operation Code 11.

FORM FDA 2621a (05/00)

ORA WORKPLANNING SHEET {Continued)
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1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/MNUMBER

Institutional Review Board Blood and Blood Products - 42

{PDUFA)

3. PROGRAM TYPE: COMPLIANCE PROGRAM D PAOGRAM CIRCULAR D ASSIGNMENT

4 OBJECTIVES

To ensure that the rights of human subjects participating in clinical trials are protected through proper oversight by
institutional review boards (21 CFR 56, 21 CFR 50).

5. PROGRAM JUSTIFICATION
Through amendments of the Act, Congress has mandated that FDA has the responsibility to assure
that the rights of subjects in the clinical trials of biological products are protected,

6. FIELD OBLIGATIONS

Perform inspections of IRBs which are involved in the review of clinical trials of studies involving biological products and
forward reports to the assigning CBER office.

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED: D BY DISTRICT OFFICE BY CENTER D 8Y BOTH
b. INSPECTION TYPE: COMPREHENSIVE I:I ABBREVIATED I:l DIRECTED
c. PRODUCTIS) d. INDUSTRY/PRODUCT CODE(S)

Biologics 57799

99 is used for products n.e.c.

e. EXAM TYPE: I___I CHEMICAL [:I MICROBIOLOGICAL D PHYSICAL D ENGINEERING

D MICROANALYTICAL EI QTHERS (Specify/

f. CHECK THE FOLLOWING ATTRIBUTES

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING

FORM FDA 2621 (10/81) PREVIOUS EDITION IS OBSOLETE ORA WORKPLANNING SHEET PAGE NO. 42-12




1. PROGRAM/ASSIGNMENT TITLE
Spensers, Contract Research Organizations,
and Monitors (PDUFA)

2. PPS PROJECT NAME/NUMBER
Blood and Blood Products - 42

3. PROGRAM TYPE: COMPLIANCE PROGRAM

I:] PROGRAM CIRCULAR l:l ASSIGNMENT

DBIECTIVES

oversight of clinical studies.

J assess the adherence of sponsors, contract research organizations, and monitors to the current regulations {21 CFR 312} and their

5. PROGRAM JUSTIFICATION

Sections of the FD&C Act and the Public Health Service Act require the submission of reliable, accurate clinical data. The
inspectional program assures that proper oversight is maintained over the clinical studies.

6. FIELD OBLIGATICNS

Conducts inspections as assigned by CBER and forward the report(s) to the appropriate office.

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED:

|:| BY DISTRICT OFFICE BY CENTER D BY BOTH

b. INSPECTION TYPL:

COMPREHENSIVE D ABBREVIATED I:l DIRECTED

D MICROANALYTICAL

c. PRODUCTS) d. INDUSTRY/PRODUCT CODE(S)
Biologics 57799
99 is used for products n.e.c.
&, EXAM TYPE: D CHEMICAL D MICROBIOLOGICAL D PHYSICAL D ENGINEERING

OTHERS
{Specify)

f. CHECK THE FOLLOWING ATTRIBUTES

d": SPECIAL EQUIPMENT, METHODS, AND HANDLING

FORM FDA 2621 (10/91) PREVIOUS EDITION IS OBSOLETE

ORA WORKPLANNING SHEET PAGENO. 42-13



1. PROGRAM/ASSIGNMENT TITLE
Clinical Investigators

(PDUFA)

2. PPS PROJECT NAMENUMBER
Blood and Blood Products - 42

3. PROGRAM TYPE: COMPLIANCE PROGRAM D PROGRAM CIRCULAR I:] ASSIGNMENT
4. CBJECTIVES

To assess the reliability and accuracy of the data submitted to FDA in support of a marketing or research permit and to
determine the compliance of clinical investigators with the relevant regulations (21 CEFR 312).

5. PROGRAM JUSTIFICATION

The Kefauver Harris amendment to the Act and the regulations promulgated thereunder, provided FDA with the
responsibility and authority to review all clinical research invelving FDA regulated products.

6. FIELD OBLIGATICNS

Conduct inspections as assigned by CBER and forward reports including recommendations for compliance follow-up as
needed.

7a. SELECTION OF ESTABLISHMENTS TC BE COVERED: D BY DISTRICT OFFICE BY CENTER D BY BOTH

b. INSPECTION TYPE: COMPREHENSIVE I:I ABBREVIATED I:I DIRECTED

c. PRODUCTIS) d. INDUSTRY/PRODUCT CODE(S)
Biologics 571799

99 is used for products n.e.c.

e. EXAM TYPE: ':l CHEMICAL D MICROBIOLOGICAL I:I PHYSICAL l:] ENGINEERING

|:| MICROANALYTICAL %L';'E,?f,
7 CHECK THE FOLLOWING ATTRIBUTES

g. SPECIAL EQUIFMENT, METHODS, AND HANDLING

FORM EDA 2621 {10/91] PREVIOUS EDITION. IS OBSCLETE ORA WORKPLANNING SHEET PAGE NO. 42-14




1. PROGRAM/ASSIGNMENT TITLE

IRBs, Sponsors-Monitors, Clinical Investigators
{PDUFA Domestic and Foreign)

2. PPS PROJECT NAME/NUMBER
Blood and Blood Products - 42

FOGRAM/ASSIGNMENT CODE(S)

;09-1RBs, 42810-Spon. /Monitor,

42811- Clinical Investigators

4. WORK ALLOCATION PLANNED BY

ORA

|j CENTER

5. OPERATIONAL FTE POSITIONS
2.0

Z0—-—0Om>3

6.
DISTRICT/
SPECIALIZED
LABORATORY

1
DOMESTIC
INSPEC-
FIONS
{IRBs,
SFON/MON
Cis)

1
FOREIGN
BIMO
INSPEC-
TIONS
{GLPs, Cls)

3

SAM

DOMESTIC

COLL

4

IMPORT
SAMPLE
CoLL

PLE

5

FIELD
EXAMS/
TESTS

6

IMPORT
FIELD
EXAMS

7 a 8
DOMESTIC IMPORT
SAMPLES SAMPLES

TO 86 TO BE
ANALYZED ANALYZED

OTHER

(Hours)

TOTAL FIELD

14

12

HEADQUARTERS

NE

REGIONAL STAFF

NEW ENGLAND

NEW YORK

REGIONAL LAB

WEAC

CE

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

DETROIT

MINMEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

"E

REGIONAL STAFF

ATLANTA

FLORIDA

NEW ORLEANS

SAN JUAN

SW

REGIONAL LAB

REGIONAL STAFF

DALLAS

DENVER

SOUTHWEST IMPORT DISTRICT

KANSAS CITY

PA

REGIONAL LAB

REGIONAL STAFF

LOS ANGELES

SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LAB - SW

PACIFIC REGIONAL LAB - NW

HOURS PER OPERATION

65.9

75.0

TOTAL HOURS

910

S00

CONVERSION FACTOR

910

91C

TOTAL OPERATIONAL FTEs

1.00

0.83

PERSONNEL TYPES

REQUIR

ED

8. WORK SCHEDULE

ANALYTICAL

INVESTIGATIVE

PERSON
TYPE

BEGIN END

CHEMISY

PYS. SCIENC

E TECH

INVESTIGATOR

RRHR

MICROBIQLOGIST

810, SCIENCE TECH

INSPECTOR

VETERINARIAN

INSPEC-

TIONAL 10/01/00 | 09/30/1

ENGINEER{ANALYST)

ENGINEER TECH

ENGINEER {INV]

NAT'L EXPERT

PHYSICIST

MILK/FOOD SPEC

ENTOMOLOGIST

OTHER

SHELLF{SH SPEC

OTHER

ANALY-
TICAL

.:MARKS
Respurces are planned under Clinical Investigators. Operations are to be conducted only when assignments are

received from CBER. See individual assignments from CBER for appropriate reporting PAC,
Report Foreign Inspections under Operation Code 11,

FORM FDA 2621a {05/00)

ORA WORKPLANNING SHEET {Continued)
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1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
Inspection of Medical Device Manufacturers (Biologics) Blood and Bleod Products - 42
3. PROGRAM TYPE: COMPLIANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMEN

4. OBJECTIVES

To evaluate the manufacturing processes for those medical devices and in-vitro diagnostic products which were transferred to
the Center for Biologics Evaluation and Research (CBER) under the 4/1/82 Working Relationships Agreement with CDRH.

5. PHOGRAM JUSTIFICATION

As a result of the 4/1/82 Working Relationship Agreement, the Center for Biologics Evaluation and Research (CBER)
became the focal point for the review and evaluation of 23 categories of medical devices. Qur strategy for inspecting those
firms which manufacture products in the 23 categories are for biennial inspection. The product categories are primarily in the
area of devices used in blood banking.

8. FIELD OBLIGATIONS

Conduct inspections pursuant to the instructions in the OMD Program - Inspection of Medical Device Manufacturers, CP
7382.830. Report findings/observations to the Center for Biologics Evaluation and Research (CBER). Recommend/initiate
Regulatory follow-up congistent with the compliance program guidance and Agency policy.

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED: l:l BY DISTRICT OFFICE I:l BY CENTER BY BOTH
b. INSPECTION TYPE: D COMPREHENSIVE D ABBREVIATED DIRECTED
c. PRODUCTIS] d. INDUSTRY/PRODUCT CODE(S]

All devices in the product categories transferred to CBER 65 & 81 (Device Categories)

e. EXAM TYPE: I:l CHEMICAL I:J MICROBIGLOGICAL I:I PHYSICAL I___J ENGINEERING

D MICROANALYTICAL i Device Specific

f, CHECK THE FOLLOWING ATTRIBUTES

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING

FORM FDA 2621 (10/91) PREVIOUS EDITION IS OBSOLETE ORA WORKPLANNING SHEET PAGE NG. 42-1B




1. PROGRAM/ASSIGNMENT TITLE

Inspection of Medical Device Manufacturers

{Biologics)

2. PPS PROJECT NAME/NUMBER
Blocd and Blood Products - 42

FOGRAM/ASSIGNMENT CODE(S) 4, WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS
Z830L, C ORA [ ]cenTeR 2.5
8. 1 2 3 4 5 [ 7 g ]
R DISTRICT/ DOMESTIC HAPORT
£ SPECIALIZED INSPEC- INVEST!- DOMESTIC IMPORT FIELD IMPORT SAMPLES SAMPLES OTHER
G LABORATORY TIONS GATIONS SAMPLE SAMPLE EXAMS/ FIELD TO BE TO BE CPERATIONS
| |Hours! coLL COLL TESTS EXAMS ANALYZED ANALYZED [Hours}
S
TOTAL FIELD 36 204
HEADQUARTERS
REGIONAL STAFF
NE NEW ENGLAND 2 i1
NEW YORK 4 23
REGIONAL LAB
WEAC
REGIONAL STAFF
BALTIMORE 4 22
CHICAGO 4 23
CINCINNATI 1 [¢]
CE DETROIT 1 6
MINNEAPROLIS
NEW JERSEY 11
PHILADELPHIA 1 5]
FORENSIC CHEM, CTR
REGIONAL STAFF
ATLANTA
"E_ FLORIDA 3 17
NEW ORLEANS 1 4]
SAN JUAN
REGICNAL LAB
REGIONAL STAFF
DALLAS 3 17
SwW DENVER
KANSAS CITY 2 11
SOUTHWEST IMPORT BISTRICT
REGIONAL LAB
REGIONAL STAFF
LOS ANGELES 3 17
PA SAN FRANCISCO 3 17
SEATTLE 2 11
PACIFIC REGIONAL LAB - SW
PACIFIC REGIONAL LAB - NW
HOURS PER QPERATION 57.6
TOTAL HOURS 2074 204
CONVERSION FACTOR 910 910i
TOTAL OFERATIONAL FTgs 2.28 0.22'
7. PERSCONNEL TYPES REQUIRED 8. WORK SCHEDULE
ANALYTICAL INVESTIGATIVE PERSON BEGIN END
TYPE
CHEMIST PYS. SCIENCE TECH X INVESTIGATOR ARHR INSPEC-
MICROBIOLOGEST BIO, SCIEMNCE TECH INSPECTOR VETERINARIAN TIONAL 10/01/00 | 09/30/01
ENGINEER[ANALYST) ENGINEER TECH ENGINEER (INV) NAT'L EXPERT
PHYSICIST MILK/FOQD SPEC ANALY-
ENTOMOLOGIST OTHER SHELLFISH SPEC OTHER TICAL
IMARKS
FORM FDA 2621a {05/00) PAGE NO.

ORA WORKPLANNING SHEET {Continued)
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1. PROGRAM/ASSIGNMENT TITLE
ORA/Center Directed Research Projects

2. PPS PROJECT NAME/NUMBER
Blood and Blood Products - 42

3. PROGRAM TYPE:

COMPLIANCE PROGRAM

D PROGRAM CIRCULAR

I:I ASSIGNMENT

4. OBJECTIVES

Develop new and/or improved methodology in support of reguiatory analysis.

5. PROGRAM JUSTIFICATION

Research

6. FIELD OBLIGATIONS

Accomplishment of goals of the individual research projects identified in Part II A of the Workplan. All research wiil be
Distributed in-house and/or published in the referred scientific literature.

7a. SELECTION OF ESTABLISHMENTS TO 8E COVERED: N/A

D BY DISTRICT GFFICE I:I BY CENTER D 8Y BOTH

b. INSPECTION TYPE: N/A

D COMPREHENSIVE I:I ABBREVIATED l:l DIRECTED

c. PRODUCT(S)

d. INDUSTRY/PRODUCT CODEI(S)

N/A D CHEMICAL

I:I MICROAMALYTICAL

e, EXAM TYPE:

D MICROBIOLOGICAL
D QOTHERS {Specify)

I:] PHYSICAL D ENGINEERING

. CHECK THE FOLLOWING ATTRIBUTES

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING

FORM FDA 2627 {10/91)

PREVIOUS EDITION {S OBSOLETE

ORA WORKPLANNING SHEET

PAGE NO.

42-18




1. PROGRAM/ASSIGNMENT TITLE
ORA/Center Directed Research Projects

2. PPS PROJECT NAME/NUMBER
Blood and Biood Products - 42

ZR816

. TOGRAM/ASSIGNMENT CODE(S)

4. WORK ALLOCATION PLANNED BY

[ ] centen

0.5

5. OPERATIONAL FTE POSITIONS

DISTRICT/
SPECIALIZED
LABORATORY

1 2

INSPEC-
TIONS

INVESTI-
GATIONS
{Hours}

3

COMESTIC
SAMPLE
COLL

4

IMPORT
SAMPLE
CoLL

5

FIELD
EXAMS/
TESTS

6

IMPORT
FIELD
EXAMS

Z0—-—Omx

7
DOMESTIC
SAMPLES
TO BE
ANALYZED

8
IMPORT
SAMPLES
70 8E
ANALYZED

8

OTHER
OPERATIONS
{Hours}

TOTAL FIELD

603

HEADQUARTERS

NE

REGICNAL STAFF

NEW ENGLAND

NEW YORK

REGIONAL LAB

603

WEAC

CE

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM, CTR

REGICNAL STAFF

ATLANTA

FLCRIDA

NEW ORLEANS

SAN JUAN

REGICNAL LAB

SwW

REGIONAL STAFF

DALLAS

DENVER

KANSAS CiTY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

PA

REGIONAL STAFF

LOS ANGELES

SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LAB - SwW

PACIFIC REGIONAL LAB - NW

HOURS PER OPERATION

TOTAL HOURS

603

CONVERSION FACTOR

1205

TOTAL OPERATIONAL FTEs

0.50

7.

PERSONNEL TYPES REQUIRED

8. WOCR

K SCHEDULE

ANALYTICAL

INVESTIGATIVE

PERSCN
TYPE

BEGIN

END

CHEMIST

PYS. SCIENCE TECH

X [ INVESTIGATOR

RRHR

INSPEC-

MICROBIOLOGIST

BIO. SCIENCE TECH

INSPECTOR

VETERINARIAN

TIONAL

ENGINEER(ANALYST)

ENGINEER TECH

ENGINEER {INV}

NAT'L EXPERT

PHYSICIST

MILK/FOOD SFEC

ANALY-

ENTOMOLOGIST

OTHER

SHELLFISH SPEC

OTHER

TICAL

10/15/00

09/30/01

MARKS

FORM FDA 2621a {05/00)

ORA WORKPLANNING SHEET (Continued}

PAGE NO.

42-19




PROJECT SUMMARY SHEET

1. PROGRAM CATEGORY

2. PPS PROJECT NAME/NUMBER

“logics Vaccines and Allergenic Products - 45
5. PROGRAM 6. OPERATIONAL FTE TOTAL TOTAL
i 4. FDA COMPLIANCE PROGRAMS ASSIGNMENT OPERATIONAL SUPPORTED
Na. AND ASSIGNMENTS CODE DOMESTIC IMPORT FOREIGN FTEs FTEs PAGE
TOTAL 8.4 2.8 11.2 16.1
| Licensed Allergenic Products {(Core) 45001, A 1.0 0.5 1.5 1.5 2-3
{Field Joint Pre-License Inspections) 0.5 0.5 1.0 2.0
(Field Investigations) 0.2 0.2 0.4
2 Licensed Vaccine Products  (Core) 45002, A 3.5 1.8 5.3 53 4.5
(Field Investigations) 0.3 0.3 0.7
3 Bioresearch Monitoring Programs * 2.9 2.9 6.2 6-9
Institutional Review Board 45309 *
Sponsors, Contract Research Organizations, 45810 *
and Monitors
Clinical Investigators 45811 (2.9) (2.9)
* All resources plamned under 45811
CENTER PROJECT MANAGER/TELEPHONE ORA PLANNER/TELEPHONE
Elaine Knowles Cole, 301 827-6220 Harriet Gerber, 301-827-1630
FORM FDA 2622 {9/98) PAGE NO. 45-1




1. PROGRAM/ASSIGNMENT TITLE 2, PP PROJECT NAME/NUMBER
Inspection of Licensed Allergenic Products Vaccines and Allergenic Products - 45
3. PROGRAM TYPE; COMPLIANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMENT

4. OBJECTIVES

To ensure the safety and effectiveness of allergenic products by evaluating, through inspections, the conditions under which a
particular class of biological/drug products, allergenic products and unlicensed source materials suppliers, is manufactured, and
to determine their compliance with the Federal Food, Drug, and Cosmetic Act, and the Public Health Service Act, standards
and commitments made in license applications and/or supplements, and applicable regulations.

5. PROGRAM JUSTIFICATION

Allergenic products are biological products which are administered to man for the diagnosis, prevention, or treatment of atlergies,
The products are manufactured from source materials that may inciude pollen, insects, mold, food, and animals, used in the
prevention and treatment of disease and thus are of immeasurable value to the Consumer.

6. FIELD DBLIGATIONS

ORA. wiil perform single, comprehensive inspections that assess the adequacy of all significant processes and systems.
Inspections will be conducted as a team, whenever possible, consisting of a field investigator leading and a

CBER Product Specialist participating.

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED: ':] BY DISTRICT DFFICE I:] BY CENTER D BY BOTH

b. INSPECTION TYPE: COMPREHENSIVE l:] ABBREVIATED D DIRECTED

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

Biologics 57

e. EXAM TYPE: D CHEMICAL L__] MICROBIOLOGICAL D PHYSICAL D ENGINEERING
|:I MICROANALYTICAL %}';E,-F}f,

f. CHECK THE FOLLOWING ATTRIBUTES

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING

FORM FDA 2621({10/91) PREVIOUS EDITION IS OBSCLETE ORA WORKPLANNING SHEET PAGENC. 45-2



1. PROGRAM/ASSIGNMENT TITLE
Inspection of Licensed Allergenic Products
(Post-Market & Pre-License)

2. PPS PROJECT NAME/NUMEBER
Vaccines and Allergenic Products - 43

"0GRAM/ASSIGNMENT CODELS)

:JOI, A Domestic/Foreign * &
Joint Pre-License *#*

4. WORK ALLOCATION PLANNED BY

5. OPERATIONAL FTE POSITIONS
2.7

ORA [ ]cenTer

8. 1 1
DISTRICT/ * *
SPECIALIZED DOMESTIC FOREIGN
LABORATQORY INSPEC- INSPEC-
TIONS TIONS

ZOoO-—-—omx

1 1 Fa 6 7 g 2]

e b IMPORT DOMESTIC IMPORT

PRE-LICENSE PRE-LICENSE FIELD SAMPLES SAMPLES
INSPEC- INSFEC- EXAMS/ 7O BE TO BE

TIONS TiONS TESTS ANALYZED ANALYZED
DOMESTIC FOREIGN

INVESTI-
GATICGNS
[HOURS)

OTHER
OPERATIONS
{Hoursi

TOTAL FIELD 5 2

12 5 182

HEADQUARTERS 5

AEGIONAL STAFF

NE NEW ENGLAND

NEW YORK

REGIONAL LAB

, WEAC

REGIONAL STAFF

BALTIMCRE

CHICAGO

CINCINNATI

CE DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

REGIONAL STAFF

ATLANTA

1 91

o= FLORIDA

NEW ORLEANS

SAN JUAN

REGICNAL LAB

REGIONAL STAFF

DALLAS

Sw DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICTY

REGIONAL LAB

REGIONAL STAFF

LOS ANGELES

FA SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LAB - SW

PACIFIC REGIONAL LAB - NW

HOURS PER OPERATION 182.0 228.0

37.9 91.0

TOTAL HOURS 910 456

458 455 182

CONVERSION FACTOR 810 910

910 9iC 310

TOTAL GPERATICNAL FTEs

1.00 Q.50

.50 0.50 0.20

7. PERSONMNEL TYPES REQUIRED

ANALYTICAL

INVESTIGATIVE PERSON

TYPE

BEGIN END

CHEMIST

PYS. SCIENCE T

ECH

INVESTIGATOR

RRHR

MICROBIOLOGIST

BIO. SCIENCE TECH

INSFECTOR

VETERINARIAN

INSPEC-
TIONAL

10/01/00

09/30/01

ENGINEERIANALYST)

ENGINEER TECH

ENGINEER (INV)

NAT'L EXPERT

PHYSICIST

MILK/FOOD SPEC

TEAM BIOL

ENTOMOLOGIST

OTHER

SHELLFISH SPEC

OTHER

ANALY-
TICAL

MARKS

No resources are planned for PAC 45001 A.

45001 GMP Inspection, 45001 A Pre-License Inspections

Inspections conducted by Team Biclogics.

Report inspection hours under appropriate PAC. Repert Foreign Inspections under Operation Code 11.

FORM FDA 2621a {05/00)

ORA WORKPLANNING SHEET (Continued)

PAGE NG.

45-3




1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
Inspection of Licensed Vaccine Products Vaccines and Allergenic Products - 45
3. PROGRAM TYPE: CCMPLIANCE PROGRAM I:I PROGRAM CIRCULAR |___| ASSIGNMENT

4. OBJECTIVES

To ensure the safety and effectiveness of licensed vaccines by determining that they are manufactured in compliance with current
Good Manufacturing Practice regulations and that they comply with standards and commitments made in license applications and/or
supplements.

To encourage voluntary compliance by identifying practices which establish and implement programs.

To regulatory/administrative guidance to ensure that appropriate enforcement actions are initiated against those manufaciurers found
to be in significant noncompliance with applicable laws and regulations.

To provide information and guidance to investigators assigned to perform biennial GMP or for cause inspections of manufacturers of
licensed vaccines.

5. PROGRAM JUSTIFICATION

Vaccine and vaccine related products are biological products which are administered to man for the diagnosis and prevention of
microbial disease and for the therapeutic treatment. Products are manufactured from viral and bacterial organisms and compoenents
and may include live attenuated, inactivated, and recombinant vaccines. These products are used in the prevention of childhood
diseases and in the treatment, diagnosis, and prevention of diseases and thus are of immeasurable value to the Consumer.

§. FiELD OBLIGATIONS

ORA will perform single, comprehensive inspections that assess the adequacy of all significant processes and systems. These
should be performed on at least a Biennial Basis. Inspections will be conducted as a team, whenever possible, consisting of a
field investigator leading and a CBER Product Specialist participating.

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED: I:l BY DISTRICT OFFICE D BY CENTER D BY BOTH
b. INSPECTION TYPE: COMPREHENSIVE D ABBREVIATED D DIRECTED
¢. PRODUCTIS) d. INDUSTRY/PRODUCT CODE(S)

Biologics 57

e. EXAM TYPE: D CHEMICAL I:] MICROBICLOGICAL D PHYSICAL D ENGINEERING

1:' MICRCANALYTICAL GIHENS

{Specify}
f. CHECK THE FOLLOWING ATTRIBUTES

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING

FORM EDA 2621(10/91) PREVIOUS EDITION IS OBSOLETE ORA WORKPLANNING SHEET PAGE NO. 45-4




1. PROGRAM/ASSIGNMENT TITLE 2, PPS PROJECT NAME/NUMBER
Inspection of Licensed Vaccine Products

(Post-Market)

Vaccines and Allergenic Products - 43

GGRAM/ASSIGNMENT CODE(S)
J02, A Domestic/Foreign *

4. WORK ALLOCATION PLANNED BY

ORA

5. OPERATIONAL FTE POSITIONS

[ lcewter 5.6

8. 1 1 2 3 5 6 7 [3 g
R DISTRICT/ " * IMPORT DOMESTIC {MPORT
E SPECIALIZED DOMESTIC FCREIGN INVESTH- DOMESTIC FIELD FiELD SAMPLES SAMPLES QTHER
G LABORATORY INSPEC- INSPEC- GATIGNS SAMPLE EXAMS/ EXAMS! TO BE TO BE OPERATIONS
{ TIONS TIONS DOMESTIC coLL TESTS TESTS ANALYZED ANALYZED [Hawrs)
G {HOURS)
N

TOTAL FIELD 32 17 273
HEADQUARTERS 32 17

REGIONAL STAFF

NE NEW ENGLAND

NEW YORK 91

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

CE DETROIT 91

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA 81

FORENSIC CHEM. CTR

REGIONAL STAFF

ATLANTA

_E FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

REGICNAL STAFF

DALLAS

SW DENVER

KANSAS CITY

SOUTHWEST IMPQORT DISTRICT

REGIONAL LAB

REGIONAL STAFF

LOS ANGELES

PA SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LAB - SW

PACIFIC REGIONAL LAB - NW

HOURS PER OPERATION 97.5 97.5
TOTAL HOURS 3120 1668 273
CONVERSION FACTOR 910 910 910
TCTAL OPERATIONAL FTEs 3.43 1.82 0.30
7. PERSONNEL TYPES RECUIRED
ANALYTICAL INVESTIGATIVE PERSON BEGIN END
TYPE
CHEMIST PY¥S. SCIENCE TECH X B INVESTIGATOR RRHR INSPEC-
MICRCBIOLOGIST 8i0. SCIENCE TECH INSPECTOR VETERINARIAN | TionaL | 1o/01/00 | 09/30/01
ENGINEERIANALYST) ENGINEER TECH ENGINEER [INV} X | NAT'L EXPERT
PHYSICIST MILK/FOOD SPEC X___JCORE TEAM BioL | AnaLY-
ENTCGMOLOGIST OTHER SHELLFISH SPEC OTHER TICAL
JAARKS
3002 GMP Inspection, 45002A Pre-License Inspections (No planned resources for Pre-License Inspections)
Core Team Biologics (42 INSP Planned) Breakdown of Domestic & Foreign Inspections is: 28 Domestic & 14 Foreign.
National Experts (7 INSP Planned) Breakdown of Domestic & Foreign Inspections is: 4 Domestic & 3 Foreign.
Report inspection hours under appropriate PAC. Report Foreign Inspections under Operation Code 11.
FORM FDA 2621a (05/00) ORA WORKPLANNING SHEET {Continued) PAGENO.  45-5




1. PROGRAM/ASSIGNMENT TITLE
Institutional Review Beard

(PDUFA)

2. PFS PROJECT NAME/NUMBER
Vaccines and Allergenic Products - 45

3, PROGRAM TYPE: COMPLIANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMENT
4. OBJECTIVES

To ensure that the rights of human subjects participating in clinical trials are protected through proper oversight by
institutional review boards (21 CFR 56, 21 CFR 50).

5. PROGRAN JUSTIFICATION

Through amendments of the Act, Congress has mandated that FDA has the responsibility to assure
that the rights of subjects in the clinical trials of investigational drugs are protected.

6. FIELD OBLIGATIONS

Perform inspections of IRBs which are involved in the review of clinical trials of studies involving biological products and
forward reports to the assigning CBER office.

7a. SELECTION OF ESTABLISHMENTS TC BE COVERED: I:I BY DISTRICT OFFICE BY CENTER I:i BY BOTH

b. INSFECTION TYPE: COMPREHENSIVE D ABBREVIATED D DIRECTED

¢, PRODUCT(S) d. INDUSTRY/PRODUCT CODE(S)
Biologics 5717199

99 is used for products n.e.c.

e. EXAM TYPE; El CHEMICAL D MICRCBICLOGICAL D PHYSICAL D ENGINEERING

D MICROANALYTICAL I:I OTHERS (Specify)

f, CHECK THE FOLLOWING ATTRIBUTES

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING

FORM FDA 2621 {10/91) PREVIOUS EDITION IS OBSOLETE ORA WORKPLANNING SHEET

PAGEND. 45-6



1. PROGRAM/ASSIGNMENT TITLE
Sponsors, Contract Research Organizations,

2. PP PROJECT NAME/NUMBER
Vaccines and Allergenic Products - 45

and Monitors  (PDUFA)
3. PROGRAM TYPE; COMPLIANCE PROGRAM

EI PROGRAM CIRCULAR

I:] AGSIGNMENT

YOBJECTIVES

and their oversight of clinical studies.

-0 assess the adherence of sponsors, contract research organizations, and monitors to the current regulations (21 CFR 312)

5. PROGRAM JUSTIFICATION

Sections of the FD&C Act and the Public Health Service Act require the submission of reliable, accurate clinical data. The
inspectional program assures that proper oversight is maintained over the clinical studies,

6. FIELD OBLIGATIONS

Conducts inspections as assigned by CBER and forward the report(s) to the appropriate office,

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED:

l:] BY DISTRICT OFFICE 8Y CENTER [:I BY BOTH

b INSPECTION TYPE:

COMPREHENSIVE l:l ABBREVIATED D DIRECTED

D MICRCANALYTICAL

c. PRODUCTIS) d. INDUSTRY/PRODUCT CODE(S)
Biologics 57799
99 is used for products n.e.c.
e. EXAM TYPE: I:I CHEMICAL I:I MICROBIOLOGICAL I:l PHYSICAL |:] ENGINEERING

OTHERS
{Specify)

f. CHECK THE FOLLOWING ATTRIBUTES

g SPECIAL EQUIPMENT, METHODS, AND HANDLING

FORM FDA 2621 (10/21} PREVICUS EDITION IS OBSOLETE

ORA WORKPLANNING SHEET

PAGE NO, 4b-7



1. PROGRAM/ASSIGNMENT TITLE 2. PFS PROJECT NAME/NUMBER
Clinical Investigators Vaccines and Allergenic Products - 45
(PDUFA)
3. PROGRAM TYPE: COMPLIANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMENT

4. OBJECTIVES

To assess the reliability and accuracy of the data submitted to FDA in support of a marketing or research permit and to
determine the compliance of clinical investigators with the relevant regulations (21 CFR 312).

5. PROGRAM JUSTIFICATION
The Kefauver Harris amendment to the Act and the regulations promulgated thereunder, provided FDA wish the
responsibility and authority to review all clinical research involving FDA regulated produets.

6. FIELD OBLIGATIONS

Conduct inspections as assigned by CBER and forward reports including recommendations for compliance follow-up as
needed.

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED: D 8Y DISTRICT CFFCE 8Y CENTER D BY BOTH
b. INSPECTION TYPE: COMPREHENSIVE l:l ABBREVIATED D DIRECTED
c. PRODUCTIS) d. INDUSTRY/PRODUCT CODE(S}

Biologics 57799

99 is used for products n.e.c.

e. EXAM TYPE: D CHEMICAL D MICROBIOLOGICAL I:j PHYSICAL L__] ENGINEERING

D MICROANALYTICAL Al

f. CHECK THE FOLLOWING ATTRIBUTES

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING

FORM FDA 2621{10/91) PREVIOUS EDITION iS OBSOLETE ORA WORKPLANNING SHEET PAGE NO. 45-8



1. PROGRAM/ASSIGNMENT TITLE

IRBs, Sponsors-Mouitors, Clinical Investigators

(PDUFA)

2, PPS PROJECT NAME/NUMBER

Vaccines and Allergenic Products - 45

" OGRAM/ASSIGNMENT CODE(S)

809 IRBs, 45810 Spon/
Mon., 45811 Clin Invest

4. WORK ALLOCATION PLANNED BY

[ ] cenTer

5. OPERATICNAL FTE POSITIONS

2.9

g.
DISTRICT/
SPECIALIZED
LABORATORY

SPECIALIZED

Z20—-~00mm

4 4

INSPEC- INVESTI-
TIONS GATIONS
- {HOURS)

3 4

DOMESTIC
SAMPLE
COLL

IMPGRT
SAMPLE
COLL

[ &

FIELD
EXAMS/
TESTS

IMPORT
FIELD
EXAMS

7
COMESTIC
SAMPLES
TO BE
ANALYZED

2]
IMPORYT
SAMPLES
TO BE
ANALYZED

]

OTHER

OPERATIONS

{Haurs)

TOTAL FIELD

28

HEADQUARTERS

REGIONAL STAFF

NE NEW ENGLAND

NEW YORK

REGIONAL LAB

WEAC

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

CE QETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

REGIONAL STAFF

ATLANTA

FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

REGIONAL STAFF

DALLAS

SwW DENVER

KANSAS CITY

SOUTHWEST IMPORT OPERATION

REGICNAL LAB

REGIONAL STAFF

LOS ANGELES

PA SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LAB - SW

FACIFIC REGIONAL LAB - NW

HOURS PER OPERATION

84.0

TOTAL HOURS

2832

CONVERSION FACTOR

810

TOTAL OPERATIONAL FTEs

2.88

PERSONNEL TYPES REQUIRED

8. Wi

ORK SCHEDULE

ANALYTICAL

INVESTIGATIVE

PERSON
TYPE

BEGIN

END

CHEMIST

PYS. SCIENCE TECH

X INVESTIGATOR

RRHR

MICROBIOLOGIST

BIO. SCIENCE TECH

INSPECTCR

VETERINARIAN

INSPEC-
TIONAL

10/01/00

09/30/1

ENGINEERIANALYST}

ENGINEER TECH

ENGINEER ({INV)

NAT'L EXPERT

PHYSICIST

MILK/FOCD SPEC

ENTOMOQLOGIST

CTHER

SHELLFISH SPEC

OTHER

ANALY-
TiCAL

_MARKS

* All resources are planned under 45811, Clinical Investigators. Report Accomplishment hours under Appropriate PAC.,

FORM FDA 2821a (05/00)

ORA WORKPLANNING SHEET (Continued)

PAGE NO.

45-9




CENTER FOR DRUG EVALUATION AND RESEARCH

RESOURCE SUMMARY
FY 2001
OPERATIONAL FTES TOTAL SUPPORTED FTEs TOTAL
OPERATIONAL SUPPORTED
IPPS JDOMESTIC | IMPORT | FOREIGN FTEs DOMESTIC] IMPORT JFOREIGN] FTEs
NO, PROJECT TITLE
TOTAL 2735 31.01 52.8] 357.3 577.1 57.8 112.1 757
46|NEW DRUG EVALUATION 37.54 18.8I 56.3 81.6 39.8} 121.4
48IBIORESEARCH MONITORING
HUMAN DRUGS 47.3 6.9§ 54.2 101.6 14.7 116.3
52|GENERIC DRUG EVALUATION 37.4 10.6! 48.0] 81.0} 2251 103.5
53]POSTMARKETING SURVEILLANCE
AND EPIDEMIOLOGY
HUMAN DRUGS 8.3} 1.7 8.03 13.7 34 17.1
¢ 56]|DRUG QUALITY ASSURANCE 1315 31.0 14.8 177.3 269.8 67.8 31.7 369.3
63|HEALTH FRAUD: HUMAN DRUGS 13.5 13.5 29.4 20.4

Nete: Supported FTEs includes Operational (Workplan) and Program Direction & Assistance (Non-Workplan) positions



PROJECT SUMMARY SHEET

" PROGRAM CATEGORY

Human Drugs

2. PPS PROJECT NAME/NUMBER

New Drug Evaluation - 46

FORM FDA 2622 {9/98)

5. PROGRAM 6. OPERATIONAL FFEs TFOTAL TOTAL
3. 4. FDA COMPLIANCE PROGRAMS ASSIGNMENT OPERATIONAL| SUPPORTED
Neo. AND ASSIGNMENTS CODE DOMESTIC| IMPORT { FOREIGN FTEs FTES PAGE
TOTAL 37.5 18.8 56.3 121.4
1 [NDA Pre-Approval Inspections/Investigations 46832/B/C 375 375 81.6 2-3
Methods Validation - Domestic (PDUFA)
2 [NDA Pre-Approval Inspections/Investigations 46832/B/C * 18.8 18.8 398 8-7
Methods Validation - Foreign (PDUFA)
* | Fte National exports unsupported
CENTER PROJECT MANAGER/TELEPHONE ORA PLANNER/TELEPHONE
Joseph Famulare, HFD-320; {301) 594-0093 Joel A, Turner 301-827-163¢6
PAGE NO. 48-1




t. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
NDA Pre-Approval Inspections/ Investigations New Drug Evaluation - 46

3. PROGRAM TYPE: COMPLIANCE PROGRAM l:] PROGRAM CIRCULAR ASSIGNMENT

4. OBJECTIVES

To verity that NDA applicant has facilities, equipment, controls, etc. so specified in their application. To determine
compliance of manufacturing establishments with GMPs prior 0 approval of pending NDAs.

5. PROGRAM JUSTIFICATION

Compliance of manufacturing establishments must be assessed before NDA approvals.

§. FIELD OBLIGATIONS

Conduct pre-approval establishment inspections as requested by Center for Drug Evamation and Research.

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED: El BY DISTRICT OFFICE BY CENTER |:| BY BOTH

b. INSPECTION TYPE: I:I COMPREHENSIVE |:I ABBREVIATED DIRECTED

c. PRODUCT(S) d. INDUSTRY/PRODUCT CODE(S)
All Human Drugs, Including Radioactive Drugs All Human Drug Codes

e. EXAM TYPE: CHEMICAL D MICROBIOLGGICAL I:I PHYSICAL |:| ENGINEERING

D MICROANALYTICAL I:] OTHERS (Specify)

f, CHECK THE FOLLOWING ATTRIBUTES

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING

EORM FDA 2621 (7/99) PREVIOUS ERITION IS OBSOLETE ORA WORKPLANNING SHEET PAGE NO. 46-2



1. PROGRAM/ASSIGNMENT TITLE
NDA Methods Validations

2. PPS PROJECT NAME/NUMBER
New Drug Evaluation - 46

3. PROGRAM TYPE: D COMPLIANCE PROGRAM

D PROGRANM CIRCULAR ASSIGNMENT

JBJECTIVES
. alidate NDA methodology before approval.
This includes NDAs for radicactive drugs.

5. PROGRAM JUSTIFICATION

A validated analytical method is needed for compliance purposes after approval of an NDA.

6. FIELD OBLIGATIONS

of Field Science (HFC-140).

Assigned district laboratory performs the validation study according to instructions in the assignment from the Division

7a, SELECTION OF ESTABLISHMENTS TO BE COVERED:

D BY DISTRICT OFFICE BY CENTER I:! BY 80TH

b. INSPECTION TYPE:

EI COMPREHENSIVE D ABBREVIATED I::I DIRECTED

<. PRODUCTIS)
All Human Drugs, Including Radicactive Drugs

d. INDUSTRY/PHODUCT CODE(S]
All Human Drug Codes

e. EXAM TYPE: CHEMICAL

D MICROANALYTICAL

[:I MICROBIOLOGICAL D PHYSICAL D ENGINEERING
D QOTHERS (Specify)

f. CHECK THE FOLLOWING ATTRIBUTES

) .-';SPECEAE. EQUIPMENT, METHODS, AND HANDLING

FORM FDA 2621 (7/99) PREVIOUS EDITION IS CBSOLETE

ORA WORKPLANNING SHEET PAGE NO

463
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1. PROGRAM/ASSIGNMENT TITLE
NDA Pre-Approval Inspections/Inv.

“Methods Validation-Domestic (PDUFA)

2. PPS PROJECT NAME/NUMBER
New Drug Evaluation - 46

PROGRAM/ASSIGNMENT CODE(S})

4. WORK ALLOCATION PLANMNED BY

5. OPERATIONAL FTE POSITIONS

46832, 468328, 46832C ORA [ ]centen 37.5
6. 1 1 2 a 5 7 K 7 7
5 DISTRICT/ DOMESTIC DSAs METH. VALID. DSAs
£ SPECIALIZED NDAs CHEMIST INVESTI- DOMESTIC FIELD SAMPLE METH, RADPHARNM {METH.}
[¢] LABORATORY ™ INSPECT GATIONS SAMPLE EXAMSY ANALYSES VALID. TRANSDERM. {VALID}
I INSPECT {HOURS} {(HOURS) COoLL TESTS PROFILE IMICRC) wrees CHEM
(8] {Domestic) {Domestit {Chem) el (ehem)
N . . {Hours)
TOTAL FIELD 190 3000 350 30 30 6 2380 180
HEADQUARTERS
REGIONAL STAFF
NE NEW ENGLAND 11 20 2
NEW YORK 18 32 3
REGIONAL LAB 800 13 1 19
WEAC 1180
REGIONAL STAFF
BALTIMORE 6 i1 1
CHICAGOD 10 18 2
CINCINNAT? 9 17 1
CE | DETROIT 6 100 11 1
MINNEAPOLIS 2 4
MEW JERSEY 27 B0 4
PHILADELPHIA 16 600 29 3 1200 85
FORENSIC CHEM. CTR 200 17
REGIONAL STAFF
ATLANTA 16 28 3
% | FLORIDA 2 4
NEW ORLEANS 5 9 1
SAN JUAN 27 375 50 a4 66
REGIONAL LAB 275 19
REGIONAL STAFE
DALLAS 7 13 1
Sw | DENVER 3 100 6 5
KANSAS CITY 8 100 15 1
SOUTHWEST IMPORT DISTRICT
REGIONAL LAB
REGIONAL STAFF
LOS ANGELES 11 20 2
PA | SAN FRANCISCO 4 7 1
SEATTLE 2 4
PACIFIC REGIONAL LAB - SW 3
PACIFIC REGICNAL LAB - NW 450 18
HOURS PER OPERATION 65.0 8.0 50.0 105.0 105.0
TOTAL HOURS 12350 3000 350 240 1500 &30 2380 19950
CONVERSION FACTOR 810 1180 810 910 1180 1180 1180 1180
TOTAL OPERATIONAL FTES 13.57 2.54 0.38 0.28 1.27 0.53 2.02 16.91
7. PERSONNEL TYPES REQUIRED 8. WORK SCHEDULE
ANALYTICAL INVESTIGATIVE PERSON BEGIN END
TYPE
X Y CHEMIST X PYS. SCIENCE TECH INVESTIGATOR RRHR INSPEC-
X § MICROBIOLOGIST B!0. SCIENCE TECH INSPECTCR VETERINARIAN TIONAL { 10/01/00 | 09730401
ENGINEERIANALYST) ENGINEER TECH ENGINEER [NV} NAT'L EXPERT
PHYSICIST MILK/FOOD SPEC ANALY- | 10/15/00 | 0830101
| ENTOMOLOGIST OTHER SHELLFISH SPEC OTHER TICAL
REMARKS
* An estimated 190 NDAs require Methods Validation @ approx. 105 Hours. ** Includes Microbiologists on inspections.
=% NRL analyzes profile DSCs in NE & SE Regions. FCC analyzes profile DSCs in CE, SW AND PA Regions.
##3% Micro Meth. Val.105 hrs NRL; 525 HRS DEN LAB *#%%* Radpharm 1180 Hrs WEAC; 1200 Hrs Phi-lab
Transdermal testing **##%+ Meth. Valid DSAs : See Servicing Laboratory Table Appendix [II.
FORM FDA 2621a {03/00) ORA WORKPLANNING SHEET {Continued) PAGENO.  48-5




1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
NDA Pre-Approval Inspections/ Investigations - Foreign New Drug Evaluation - 46
3. PROGRAM TYPE: COMPLIANCE PROGRAM D PROGRAM CIRCULAR |:! ASSIGNMENT

4. OBJECTIVES
To verify that NDA applicant has facilities, equipment, controls, etc. so specified in their application. To determine
compliance of manufacturing establishments with GMPs prior to approval of pending NDAs,

5. PROGRAM JUSTIFICATION

Compliance of manufacturing establishments must be assessed before NDA approvals.

6. FIELD OBUGATIONS
Conduct pre-approval establishment inspections as requested by Center for Drug Evaluation and Research.

7e. SELECTION OF ESTABLISHMENTS TO BE COVERED: D BY DISTRICT OFFICE BY CENTER D BY BOTH

b. INSPECTION TYPE: D COMPREHENSIVE D ABBREVIATED DIRECTED

¢. PRODUCTI(S) d. INDUSTRY/PRODUCT CODE(S)

All Human Drugs, Including Radioactive Drugs All Human Drug Codes

&. EXAM TYPE: CHEMICAL D MICROBIOLOGICAL [::] PHYSICAL l:l ENGINEERING
D MICROANALY TICAL D OTHERS (Specify)

t. CHECK THE FOLLOWING ATTRIBUTES

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING

FORM FDA 2621 {7/99) PREVIOUS EDITION IS OBSOLETE ORA WORKPLANNING SHEET PAGE NO. 486-6



1. PROGRAMASSIGNMENT FITLE

NDA Pre-Approval Inspections/Investigations

“Methods Validation) - Foreign (PDUFA)

2. PPS PROJECT NAME/NUMBER
New Drug Evaluation - 46

PROGRAM/ASSIGNMENT CODE(S)

4. WORK ALLOCATION PLANNED BY

5. OPERATIONAL FTE POSITIONS

46832, 468328, 46832C ORA | cener 18.8
3 T 1 3 3 5 6 8 8 9
R DISTRICT/ IMPORT IMPORT
E SPECIALIZED INSPEC- CHEMIST DOMESTIC IMPCRT FIELD {MPORT SAMPLES SAMPLES OTHER
G LABORATORY TIONS INSPS SAMPLE SAMPLE EXAMS/ FIELD ANALYSES ANALYSES OPERATIONS
I {Hours COLL cOoiL TESTS EXAMS PROFILE METH, VAL. {Hours)
0 FOREIGN FOREIGN e {CHEM} {Chemi
TOTAL FIELD 199 4500 90 80 10
HEADQUARTERS 16
REGICNAL STAFF
NE | NEW ENGLAND i1
NEW YORK 15
REGIONAL LAB 900 B8O 10
WEAC
REGIONAL STAFF
BALTIMCRE 10 8
CHICAGO 10 5
CINCINNATI 8 4
CE | DETROIT 6 3
MINNEAPGLIS 2 1
MEW JERSEY 26 11
PHILADELPHIA 12 1750 6
FORENSIC CHEM. CTR 225
REGIONAL STAFF
ATLANTA 16 8
] FLORIDA 3 2
-SE | NEW ORLEANS 2 3
SAN JUAN 26 400 11
REGIONAL LAB a7s
REGIONAL STAFF
DALLAS 3 3
SW | DENVER 3 200 2
KANSAS CITY 8 250 4
SQUTHWEST IMPORT DISTRICT
REGIONAL LAB
REGIONAL STAFF
LOS ANGELES 11 8
PA | SAN FRANCISCO 3
SEATTLE 1
PACIFIC REGIONAL LAB - SW
PACIFIC REGIONAL LAB - Nw 400
HOURS PER OPERATION 55.0 3.0 30.0 75.0
TOTAL HOURS 10945 4500 270 2400 750
CONVERSION FACTOR 910 1180 910 1180 1180
TOTAL OPERATIONAL FTEs 12.03 3.81 0.30 2.03 0.64
1. PERSONNEL TYPES REQUIRED 8. WORK SCHEDULE
ANALYTICAL INVESTIGATIVE PERSOM BEGIN END
TYPE
X | CHEmIST PYS. SCIENCE TECH X | INVESTIGATOR RRHR INSPEC-
X | MICROBIOLOGIST 810. SCIENCE TECH INSPECTOR VETERINARIAN TIONAL | 100100 | 09/30/01
ENGINEER{ANALYST) ENGINEER TECH ENGINEER (INV) X} NAT'L EXPERT
PHYSICIST MILK/FOOD SPEC Anacy- | o10.15/00 | 0913001
ENTOMOLOGIST OTHER SHELLFISH SPEC OTHER TICAL
‘REMARKS
* Report as follows: Insps./Chem on Insps under new foreign operation code 11 Pac Code 46832;
M. Valid,-46832; Profile ISCs & 1SAs -46832B; Biotest ISCs & ISAs (not planned) if collected -46832C.,
#* Includes microbiologists on inspections. **% Samples are collected at foreign mamufacturers.
wxkik NRL, analyzes all Profile ISCs and meth. valid. ISAs.
FORM FDA 2621a (03/00) ORA WORKPLANNING SHEET (Continued) PAGE NO.
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PROJECT SUMMARY SHEET

1. PROGRAM CATEGORY

“aman Drugs

2. PPS PROJECT NAME/NUMBER

Bioresearch Monitoring: Human Drugs - 48

FORM FDA 2622 (9/88)

5. PROGRARM 6. OPERATIONAL FTE TOTAL TOTAL
3. 4. FDA COMPLIANCE PROGRAMS ASSIGNMENT OPERATIONAL | SUPPORTED
Ne. AND ASSIGNMENTS CODE DOMESTIC | IMPORT | FOREIGN FTEs FTEs PAGE
TOTAL 47.3 6.9 b4.2 116.3
1 ] In Vivo Bicequivalence 48001,48001A 4.0 4.0 8.8 2/3
Foreign Inspections {In Vivo Bioequivalence, 6.9 6.9 14.4 4/5
GLPs, Clinicial Investigators)
(National Experts) {0.3) 0.3 0.3
2 1 Good Laboratory Practices (Non-clinical Lab) 48808 6.0 6.6 11.3 6/7
(National Experts) (©.8) (0.8) 0.8
3 | Institutional Review Board 48809 0.8 9.8 21.3 §8-11
Radioactive Drug Research Committee 48809A* 0.3 0.3 0.7
*(48809A planned under 48809)
4 | Spansors, Contract Research Organizations, 43810 3.8 3.8 8.3 12/13
and Monitors
5 | Clinical Investigators 48813 23.4 234 46.9 14/15
(National Experts) (0.5) ©.5) 0.5
CENTER PROJECT MANAGLER/TELEPHONE ORA PLANNER/TELEPHONE
Stan Woollen, 301 594-0020 Anitia T, McCurdy, 301-827-1632
PAGE NO. 48-1




1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
In Vivo Bicequivalence Bioresearch Monitoring: Human Drugs - 48
3. PROGRAM TYPE: ]:] COMPLIANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMENT

4. OBJECTIVES
Through audit procedures determine whether data submitted to FDA in NDAs and ANDAs are accurate and valid.

5. PROGRAM JUSTIFICATION
Bioequivalence studies are conducted mainly by private and nniversity affiliated contract laboratories. Previous
inspections noted deviations from protocols, poor recordkeeping, inadequate controls over test subjects, poor analytical
procedures and fraud. Results of bicequivalence inspections have a direct relationship to approvability of NDA and
ANDA applications.

8. FIELD OBLIGATIONS
Conduct the inspections and forward the reporis directly to the Division of Scientific Investigations, CDER.

7a. ESTABLISHMENTS TO BE SELECTED D BY DISTRICT OFFICE BY CENTER l:! BY BOTH

b. INSPECTION TYPE: COMPREHENSIVE D ABBREVIATED D DIRECTED

c. PRODUCT (3] d. INDUSTAY/PRODUCT CODE(S)
Human Drugs 60,61

e. EXAM TYPE: l:] CHEMICAL D MICROBIOLOGICAL l:l PHYSICAL l:l ENGINEERING
D MICROANALYTICAL D OTHERS (Specify)

{. CHECK THE FOLLOWING ATTRIBUTES

g. SPECIAL EQUIPMENT, METHODS, AND HANCLING

FORM FDA 2621 {7/99) PREVIOUS EDITION IS OBSOLETE ORA WORKPLANNING SHEET PAGE NO.
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1. PROGRAM/ASSIGNMENT TITLE
In Vivo Bioequivalence
{Pre-Approval)

2. PPS PROJECT NAME/NUMBER

Bioresearch Monitoring: Human Drugs - 48

“GRAM/ASSIGNMENT CODE(S) 4. WORK ALLOCATION PLANNED BY 5. OFERATIONAL FTE POSITIONS
J01 (ANDAs) ORA [ ]center 4.0
48001A (NDAs)
8. i i 3 4 5 5 7 8 g
R DISTRICT/ DOMESTIG IMPORY
E SPECIALIZED ANDA NDA DOMESTIC IMPORT FELD IMPORT SAMPLES SAMPLES OTHER
G LABORATORY INSFEC- INSPEC- SAMPLE SAMPLE EXAMS/ FIELD TO BE TO BE OPERATIONS
é TIONS TIONS COoLL COLL TESTS EXAMS ANALYZED ANALYZED {Hours)
N
TOTAL FIELD 40 3
HEADQUARTERS
REGIONAL STAFF
NE | NEW ENGLAND
NEW YORK 4 1
REGIONAL LAB
WEAC
REGIONAL STAFF
BALTIMORE 7
CHICAGO 1
CINCINNATI 3
CE | _DETROIT 2
MINNEAPOLIS 4
NEW JERSEY 1
PHILADELPHIA 4 1
FORENSIC CHEM. CTR
REGIONAL STAFE
ATLANTA 4 1
SE | FLORIDA 1
© 1 _NEW ORLEANS
) SAN JUAN 1
REGIONAL LAB
REGIONAL STAFF
DALLAS 3
SW | DENVER
KANSAS CITY 1
SOUTHWEST IMPORT DISTRICT
REGIONAL LAB
REGIONAL STAFF
LOS ANGELES 3
PA | SAN FRANCISCO 1
SEATTLE
PACIFIC REGIONAL LAB {SW)
PACIFIC REGIONAL LAB (NW)
HOURS PER OPERATION 86.0 86.0
TQTAL HOURS 3440 258
CONVERSION FACTOR 910 910
TOTAL OPERATIONAL FTEs 3.78 0.28
7. PERSONNEL TYPES REQUIRED 8. WORK SCHEDULE
ANALYTICAL INVESTIGATIVE PERSON BEGIN END
TYPE
CHEMIST PYS. SCIENCE TECH X | INVESTIGATOR RRKA INSPEC-
MICROBICLOGIST BIO. SCIENCE TECH INSPECTOR VETERINARIAN TionaL | 1om1i00 | 093007
ENGINEERIANALYST) ENGINEER TECH ENGINEER [INV) NAT'L EXPERT
PHYSICIST MILK/FOOD SPEC ANALY-
ENTOMOLOGIST OTHER SHELLFISH SPEC OTHER TICAL
8 TTMARKS
anments issued by the Center will identify the PDUFA Pre-Approval High Priority Classification for
.uted assignments.
An estimate of percentage of time for each PAC is: Non-PDUFA 48001 (ANDA) 95%, PDUFA 48001A (NDA) 5%.
FORM FDA 2621a {03/00) ORA WORKPLANNING SHEET {Continued) PAGE NO. 48-3




1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
Foreign Inspections Bioresearch Monitoring: Human Drugs - 48

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

4. OBJECTIVES

To determine through audit procedures whether: (a) bicequivalence data, (b) non-clinical laboratory study data, and (c) clinical
data are substantiated by on-site documentation, are valid, scientifically accurate and the studies were conducted according to
appropriate regulations.

GLP inspections in foreign laboratories may also provide an assessment of the effectiveness of an existing Memorandum of
Understanding with that named nation.

5. PROGRAM JUSTIFICATION

An increasing number of bicequivalence studies are conducted by contract laboratories, private and university affiliated,

located in Canada and Europe. In addition, large numbers of animal studies {(GLP) and clinical studies are conducted in

Europe and other foreign countries. Serious problems associated with lack of adherence to protocols, lack of and inadequate
record keeping, inadequate and inaccurate analytical procedures, and frand have been documented in such studies. These studies
are required for drug approval in the United States.

6. FIELD OBLIGATIONS
Conduct the inspections and forward the reports directly to the Division of Scientific Investigations, CDER, for
evaluation and follow-up.

7a. ESTABLISHMENTS TO BE SELECTED: [::] BY DISTRICT OFFICE BY CENTER D 8y BOTH

b, INSPECTION TYPE: COMPREHENSIVE D ABBREVIATED D DIRECTED

o, PRODUCT (3] d. INDUSTRY/PRODUCT CODEIS)
Human Drugs 60/61

e. EXAM TYPE: ‘:l CHEMICAL [:] MICROBIOLOGICAL D PHYSICAL l:] ENGINEERING
D MICROANALYTICAL D OTHERS (Specify/

f. CHECK THE FOLLOWING ATTRIBUTES

G. SPECIAL EQUIPMENT, METHODS, AND HANDLING

FORM FDA 2621 (7/99) PREVIGUS EDITION IS OBSOLETE ORA WORKPLANNING SHEET PAGE NO. 48-4




1. PROGRAMIASSIGNMENT TITLE
Foreign Inspections
{NDA - PDUFA)

(ANDA - Pre-Approval)

2. PP3 PRCUECT NMAME/NUNMBER

Bioresearch Monitoring: Human Drugs - 48

3. PROGRAM/ASSIGNMENT CODE(S
1 48001,A

4, WORK ALLOCATION PLANNED BY

5. OPERATIONAL FTE POSITIONS

[ 7] center 6.9
NDA &, ANDA *
[N [ 1 a 4 5 ) 7 ) S
B DISTRICT? DOMESTIC IMPORT
£ SPECIALIZED NDA ANDA DOMESTIC INPORT FIELD IMPORT SAMPLES SAMPLES QTHER
G LABCRATORY INSPEC- \NSPEC- SAMPLE SAMPLE EXAMS] FIELD TO BE TO BE OPERATIONS
1 TIGNS TIONS COLL coLy TESTS EXARMS ANALYZED ANALYZED {Hours}
] POUFA
N
TOTAL FIELD 90 10
HEADQUAHRTERS 3
REGIONAL STAFF
NE | _NEW ENGLAND
NEW YORK
REGIONAL LAB
WEAC
REGIONAL STAFF
BALTIMCRE 8
CHICAGO 5 2
CINCINNATI 5
CE | DETROIT 5
MINNEAPOLIS 2
NEWY JERSEY 3 1
PHILADELPHIA 4 2
FORENSIC CHEM. CTR
REGIONAL STAFF
ATLANTA 10
FLORIDA 10 2
NEW ORLEANS
SAN JUAN
REGIONAL LAB
REGIONAL STAFF
DALLAS 5
SW |_ DENVER
KANSAS CITY 4 1
SOUTHWEST IMPORT DISTRICT
REGIONAL LAB
REGIONAL STAFE
LOS ANGELES 4
PA | SAN FRANCISCO
SEATTLE 8 2
PACIFIC REGIONAL LAB_(SW)
PACIFIC REGIONAL LAB {NW)
HOURS PER OPERATION 60.0 91.0
TOTAL HOURS 5400 810
CONVERSION FACTOR 210 310
TOTAL OPERATIONAL FTEs 5.93 1.00
7. PERSONNEL TYPES REQUIRED 8. WORK SCHEDULE
ANALYTICAL INVESTIGATIVE PERSON BEGIN END
TYPE
CHEMIST PYS. SCIENCE TECH X_| INVESTIGATOR RARHR INSPEC-
MICROBIOLOGIST BIO. SCIENCE TECH INSPECTOR VETERINARIAN TIONAL § 10/01/00 | 09/30/01
ENGINEER(ANALYST) ENGINEER TECH ENGIMEER {iNV) X_| NAT'L EXPERT
PHYSICIST MILK/FOOD SPEC ANALY-
ENTCMOLOGIST OTHER SHELLFISH SPEC OTHER TICAL
"§9. REMARKS
*# Planned inspections include: In Vivo Bicequivalence, Clinical Investigators, GLPs (PDUFA).
HIGH PRIORITY inspections when the data have been submitted in a NDA.
** Report hours used under appropriate PAC. Report foreign inspections under the operation code 11.
An estimate of percentage of time: PDUFA (NDA) 85% and Non-PDUFA, Pre-Approval (ANDA) 15%.
FORM FDA 2621a [03/00) ORA WORKPLANNING SHEET (Continued) PAGE NO. 48-5




1, PROGRAM/ASSIGNMENT TiTLE 2. PPS PROJECT NAME/NUMBER
Good Laboratory Practice Bioresearch Monitoring: Human Drugs - 48

{Nonclinical Laboratory)

3. PROGRAM TYFPE: COMPLIANCE PROGRAM D PROGRAM CIRCULAR ;:l ASSIGNMENT

4. OBJECTIVES
To assure compliance with current Good Laboratory Practice Regulations (21 CFR 58) by nonclinical laboratories and to assure

validity of data through associated data audits.

5. PROGRAM JUSTIFICATION
Animal Studies are vital prerequisites to human clinical trials of drugs and other FDA regulated products. Past experience

has shown serious deficiencies in the conduct of nonclinical laboratories in recordkeeping, adherence to study protocol, and

in some cases frandulent practices.

6. FIELD OBLIGATICNS
Conduct the inspections and forward EIRs directly to the Division of Scientific Investigations, CDER. District may make

classification and recommend compliance actions.

7a. ESTABLISHMENTS TO BE SELECTED: l:] 8Y DISTRICY OFFICE BY CENTER D BY BOTH
9. INSPECTION TYPE: COMPREHENSIVE D ABBREVIATED l:l DRECTED

c. PRODUCTI{S) d. INDUSTRY/PRODUCT CODE(S)
Human Drugs 60/61

e. EXAM TYPE: D CHEMICAL [::1 MECROBIOLOGICAL I:] PHYSICAL D ENGINEERING
D MICROAMNALYTICAL D OTHERS (Specify/

§ CHECK THE FOLLOWING ATTRIBUTES
Presence and concentration of test article feed mixture used in the study audited. CDER will specify in the assignment when samples

samples are to be collected and analyzed.
o. SPECIAL EQUIPMENT, METHODS, AND HANDLING
Use methodology prescribed in protocol or actually used in nonclinical laboratory.

FORM FDA 2621 (7/29) PREVIOUS EDITION (S OBSOLETE ORA WORKPLANNING SHEET PAGE NO. 48-8



1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
Good Laboratory Practices Bioresearch Monitoring: Human Drugs - 48
{(PDUFA)
- GRAM/ASSIGNMENT CODE(S) 4. WORK ALLGCATION PLANNED BY 5. CPERATIONAL FTE POSITIONS
J8 ORA [ | center 6.0
8. i 2 3 4 5 [ 7 8 g
R DISTRICT/ DOMESTIC IMPORT
E SPECIALIZED INSPEC- INVESTi- DOMESTIC IMPORT FIELD IMPORT SAMPLES SAMPLES OTHER
G LABORATORY TIONS GATIONS SAMPLE SAMPLE EXAMS! FIELD TO BE TO BE QPERATIONS
é {Hours} CDLL coL. TESTS EXAMS ANALYZED ANALYZED {Hours)
N
TOTAL FIELD 65
HEADGQUARTERS 9
AEGIONAL STAFF
NE | NEW ENGLAND 3
NEW YORK 4
REGIOMAL LAB
WEAC
REGIONAL STAFF
BALTIMORE 5
CHICAGO 2
CINCINNATI 3
CE | DETROT 4
MINNEAPOLIS 1
NEW JERSEY 10
PHILADELPHIA 5
FORENSIC CHEM. CTR
REGIONAL STAFF
ATLANTA 3
SE |_FLORIDA
NEW ORLEANS 1
SAN JUAN
REGIONAL LAB
REGIONAL STAFF
DALLAS 3
SW | DENVER 3
KANSAS CITY 2
SOUTHWEST IMPORT DISTRICT
AEGIONAL LAB
REGIONAL STAFF
LOS ANGELES 2
PA | _SAN FRANCISCO
SEATTLE 1
PACIFIC REGIONAL LAB_(SW)
PACIFIC REGIONAL LAB (NW)
HOURS PER OPERATION 84.3
TOTAL HOURS 5480
CONVERSION FACTOR 910
TOTAL OPERATIONAL FTES 6,02
7. PERSONNEL TYPES REQUIRED 8. WORK SCHEDULE
ANALYTICAL INVESTIGATIVE PERSON BEGIN END
TYPE
CHEMIST PYS. SCIENCE TECH INVESTIGATOR RRHR INSPEC-
MICROBIOLOGIST 810. SCIENCE TECH INSPECTOR VETERINARIAN TIONAL | 10/01/00 | 08/30/01
ENGINEERIANALYST) ENGINEER TECH ENGINEER (INV) X | NAT'L EXPERT
PHYSICIST MILK/FOOD SPEC ANALY-
ENTOMOLOGIST OTHER SHELLFISH SPEC OTHER TICAL
9. REMARKS
" -sources planned for inspections may also be used for DSCs.
ignments issued by the Center will contain designations for coverage under PDUFA when assignments identify data
{1 audits of studies submitted in NDAs.
FORM FDA 2621a (03/00) ORA WORKPLANNING SHEET (Continued) PAGE NO. 48-7




1. PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
Institutional Review Board Bioresearch Monitoring: Human Drugs - 48

3. PROGRAM TYPE: COMPLIANCE PROGRAM |:l PROGRAM CIRCULAR D ASSIGNMENT

4, OBJECTIVES

To assure the quality and integrity of institutional review boards (21 CFR 36, 21 CFR 50) which provide protection for
human subjects of clinical investigations to be submitted to FDA.

5. PROGRAM JUSTIFICATION
Through amendments of the Act, Congress has mandated that FDA has the responsibility to assure that the
rights of subjects in the clinical trials of investigational drugs are protected.

6. FIELD OBLIGATIONS
Conduct inspections of IRBs which may be evaluation of human drugs studies and forward the reports to the
Division of Scientific Investigations, CDER.

Assist in presentation of IRB workshops.

7a. ESTABLISHMENTS TG BE SELECTED D BY DISTRICT OFFICE BY CENTER D BY BOTH

b. INSPECTION TYPE: COMPREHENSIVE D ABBREVIATED [:' DIRECTED

c. PRODUCT(S) d. INDUSTRY/PRODUCT CGDE(S)
Human Drugs 60/61

e. EXAM TYPE: L___I CHEMICAL [:l MICROBIOLOGICAL D PHYSICAL l__—l ENGINEERING
D MICROANALYTICAL D OTHERS (Specify)

f. CHECKX THE FOLLOWING ATTRIBUTES

g. SPECIAL EQUIPMENT, METHODS, ANG HANDLING

FORM FDA 2621 {7/99} PREVIOUS EDITION IS OBSOLETE ORA WORKPLANNING SHEET PAGE NO. A48-8
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