








FY 2005 ORA WORKPLAN

February 1, 2005

1 PROGRAM/ASSIGNMENT TITLE
Mammography Facihities Inspection Program

2. PPS PROJECT NAME/NUMBER

Mammography Quality Standards Act (MQSA) Authority - 85

13 - PROGRAM/ASSIGNMENT CODE(S) 4. WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS
85014 A,CF ORA [ Jcenter 156 (7.9
b 1 1 1 1 1 2 2 [] ]
R DISTRICT/
E SPECIALIZED INSPEC- INSPEC- INSPEG- INSPEC- INSPEC- INVESTL- INVESTI- OTHER OTHER
G LABORATORY TIONS TIONS TIONS TIONS TIONS GATIONS GATIONS | OPERATIONS | OPERATIONS
| FOREIGN {Hours) {Hours} (Hours) {Hours}
o 85014 85014F 85014 83014 85014 850144 85014 83014C 85014
N ] 2} (3) 4] {5) ()] {7) {8) {9)
TOTAL FIELD 216 38 122 a3 15 2266] 50 468 2900
HEADQUARTERS
REGIONAL STAFF 10
NEW ENGLAND 46 2 2 1 5 154 26 157
NE | NEW YORK 2 1 3 176 26 212
REGIONAL LAR
WEAC
REGIONAL STAFF 10
BALTIMORE 2 14 2 143 26 139]
CHICAGO 2 1 90 130}
CINCINNATI 12 2 3 1 154 26 188
CE | DETROH 13 2 1 154 26 171)
MINNEAPOLIS 2 7 143 26 168]
NEW JERSEY 2 2 55 26] 83|
PHILADELPHIA 2 2 1 5 124 26 139)
FORENSIC CHEM CTR
REGIONAL STAFF 10
ATLANTA 2 13 2 132 26 195
SE | FLORIDA 2 6 [ 110} 26 147
NEW ORLEANS 2 8 3 132 26 183
SAN JUAN 3 2 5 a3 26 44
REGIONAL LAB
REGIONAL STAFF 137 4 | 27, 6 330 10 78 485
DALLAS
SW | DENVER
KANSAS CITY
SOQUTHWEST IMPORT DISTRICT
REGIONAL LAB
REGIONAL STAFF 10
LOS ANGELES 2 13) 3 88 26 183)
PA | SAN FRANCISCO 5 2 10] 3 154 26 139|
SEATTLE 2 1 1 a8 26 127
PACIFIC REGIONAL LABORATORY-SW
PACIFIC REGIONAL LABORATORY-NW
HOURS PER OPERATION 8.0 110 8.0 8.0 8.0
TOTAL HOURS 1728 306 976 264 120 2268 50 468 2900
CONVERSION FACTOR 1160 1160 1160 1160 1160 1160 1160 1160 1160
TOTAL OPERATIONAL FTEs 1.49 0.34 D.84 0.23 0.10 1.95] 004 040 250
8 REMARKS
RRHRs SHOULD REPORT ALL TECHNICAL ASSISTANCE & COORDINATION HOURS
1) Inspection of Certified Mammography Facilities nol covered by the states.
2) Follow-up Inspections.
3) Federal Facility Inspections {does not include VHA Facility inspections).
4} VHA Facility Inspections.
3) Inspeclion of Domestic Establishmenl Mammography Facilities in Foreign Counlries.
6) Audit Investigations.
7) Investigations of Uncertified Mammography Facililies.
8) Compliance Aclivities.
§) Technical Assistance and Coordinalion Activilies.
R —
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FY 2005 URA WORKPLAN

February 1, 2005

1 PROGRAM/ASSIGNMENT TITLE
Mammography Facilities Inspection Program

2. PPS PROJECT NAME/NUMBER
Mammography Quality Standards Act (MQSA) Authonity - 85

3 PROGRAM/ASSIGNMENT CODE(S)

4. WORK ALLOCATION PLANNED &Y 5. OPERATIONAL FTE POSITIONS
85014 A,CF ORA [_Jcenter 156  [7.7]
b. 1 2 3 4 5 [] 7 ] [}
R DISTRICT/ DOMESTIC IMPORT
E SPECIALIZED INSPEC- INVESTI- DOMESTIC IMBORT FIELD IMPORT SAMPLES | SAMPLES OTHER
G LABORATORY TIONS GATIONS SAMPLE SAMPLE EXAMS/ FIELD TO BE TO BE OPERATIONS
1 {Hours) coLL coLL TESTS EXAMS | ANALYZED| ANALYZED {Hours)
0 B5014F BSO14F 85014
N {10} {11} {12}
TOTAL FIELD 72 6865 1200
HEADQUARTERS
REGIONAL STAFF 200
NEW ENGLAND 4 273
NE | NEW YORK 693
REGIONAL LAB
WEAC
REGIONAL STAFF 400
BALTIMCRE L 469)
CHICAGO
CINCINNATI 4 e |
CE | DETROIT 4 357
MINNEAPOLIS 4 553
NEW JERSEY 4 147
PHILADELPHIA 4 231
FORENSIC CHEM CTR
REGIONAL STAFF 200
ATLANTA 4 315
SE [ FLORIDA 4 189
NEW ORLEANS 4 ara|
SAN JUAN 4 105
REGIONAL LAB
REGIONAL STAFF 12 973 200
DALLAS
5W | DENVER
KANSAS CITY
SCOUTHWEST IMPORT DISTRICT
REGIONAL LAB
REGIONAL STAFF 200
LOS ANGELES 4 847
PA | SAN FRANCISCO 567
SEATTLE 4 258)
PACIFIC REGIONAL LABORATORY-3W
PACIFIC REGIONAL LABORATORY-NW
HQURS PER OPERATION 11.0])
TOTAL HOURS 792 6965 1200/
CONVERSION FACTOR 1160 1160/ 1200
TOTAL OPERATIONAL FTEs (.68 6.00 1.00
9 REMARKS
RRHRs SHOULD REPORT ALL TECHNICAL ASSISTANCE & COORDINATION HOURS
10) Follow-up Inspection after warning letter
11) Inspection Follow-Up Aclivilies (Non-Warning Letter).
12) Technical Assistance and Coordinalion Activities: RRHRs.
—
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1. PROGRAM CATEGORY

PROJECT SUMMARY SHEET

FY 2005

Medical Devices and Radiological Health

2. PPS PROJECT NAME/NUMBER

Radiation Control and Health Safety Act (RCHSA) Authority - 86

5. PROGRAM |6.  OPERATIONAL FTE TOTAL TOTAL
% 4. FDA COMPLIANTE PROGRAMS ASSIGNMENT OPERATIONAL| PROGRAM %
Mo, AND ASSIGNMENTS CODE DOMESTIC | IMPORT [ FOREIGN FTEs FTEs PAGE
TOTAL 27.5 5.5 1.0 34.0 58.7

1 |Optical Electronic Products: 6.3 0.2 6.7 11.5 2-5
Inspection of Manufacturers of Laser Products 86001 (5.7 (0.2) (5.9 (10.1
Field Implementation of the Sunlamp & Sunlamp 86002 (0.8 (0.8) (1.4)
Products Peformance Standard as Amended

2 |X-Ray Surveillance Programs: 11.0 11.0 19.0 6-13
Field Compliance Testing of Diagnostic X-Ray  |86003 (5.0) (9.0 (15.6)
Equipment
Field Compliance Testing of Cabinet X-Ray 286004 {2.0) {2.0) (3.4
Equipment

3 |Compliance Testing of Electronic Products 86006, A, B, 34 0.8 4.2 7.3 14-15
at WEAC D.E

4 |lmported Electronic Products 86007 * 5.5 5.5 9.5 16-17

5 JRadiological Health Control Activities: 6.6 6.6 11.4] 18-21
Medical Device and Radiological Health Use 86008 (4.6) {4.6) (7.9)
Control and Policy Implementation
Emergency Planning and Response Activities 86009 {2.0) (2.0 (3.5)

* In addition 10 PAC 86007, includes reporting,
PACs 86R824, 86R833, and 99RE33.
CENTER PROJECT MANAGER/TELEPHONE ORA PLANNER/TELEPHONE
Tim Uletowski 301-594-4692 John Aydinian 301-827-1634
FORM FDA 2622 (9/98) PAGENO. 86-1




1. PROGRAM/ASSIGNMENT TITLE
Optical Electronic Products

2. PPS PROJECT NAME/NUMBER
Radiation Control and Health Safety Act (RCHSA)

3. PROGRAM TYFE:

Authority - 86
|:| ASSIGNMENT

[:' PROGRAM CIRCULAR

COMPLIANCE PROGRAM
4. OBJECTIVES

Inspection of Manufacturers of Laser Products:

To determine if laser products are in compliance with the radiation safety emissions and other requirements of the "laser performance

standard.”

Field Implementation of the Sunlamp and Sunlamp Products Performance Standard as Amended:

To conduct a field enforcement program to determine the compliance of sunlamp and sunlamp products with both the performance

standard and Agency issued recommendations.

5. PROGRAM JUSTIFICATION

Inspection of Manufacturers of Laser Products: FDA conducis a program effort to protect the public from the dangerous emission of
radiation from laser products. Under the authority of Public Law 90-602 the FDA published a Laser Product Performance Standard
designed to conirol dangerous emissions from these products and is applicable to laser products manufactured after August 2, 1976. In
addition, those laser products that are used in medical applications are covered under this Agency's medical device authority.

Field Implementation of the Sunlamp and Sunlamp Products Performance Standard as Amended: FDA conducts program efforts
to minimize radiation emissions from electronic products and devices that have proven to have harmful biological effects. Under the
authority of Public Law 90-602 and the Medical Device Amendments to the Food, Drug and Cosmetic Act, FDA has published a
performance standard and separate recommendations designed to control the emission of radiation from sunlamp products. The
performance standard for sunlamp products became effective May 7, 1980, and the amended standard on September 7, 1986. Recent
studies sugpest that exposure to excessive UV A radiation has resulted in malignant melanoma and other skin cancers.

6. FIELD OBLIGATIONS

Inspection of Manufacturers of Laser Products: Field personnel will initiate and schedule their own inspections of laser
manufacturers listed in the compliance program. In addition, they will participate on joint CDRH/ORA inspections when such

inspections are scheduled by the Center.

Implementation of the Sunlamp and Sunlamp Products Performance Standard as Amended: Districts will identify and schedule

inspections of sunlamp product manufacturers for compliance with the FD&C Act. Districts will initiate and conduel field testing of
products in suntanning facilities per the guidance set out in the compliance program. [n addition, in that most states and local
radiological health bureaus have no regulation on these products, the field should establish communications with them and offer

assistance if they choose to develop such regulations.

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED:

]

D BY CENTER BY BOTH

BY DISTRICT OFFICE

b INSPECTION TYPE:

|:, ABBREVIATED DIRECTED

COMPREHENSIVE

£ PRODUCT(S) d. INDUSTRY/PRODUCT CODE(S})

Lasers and laser products 95L8-99

Suniamp, suntanning booths, and sunlamp products. 95 US-11

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

|:| MICROANALYTICAL I:I

OTHERS (Specify)

{ CHECK THE FOLLOWING ATTRIBUTES

Sunlamp Products: The investigator should use the inspectional Check-List (Review of Product Compliance) located in the
compliance program when conducting field tests under this compliance program.

9. SPECIAL EQUIPMENT, METHODS, AND HANDLING

Caution: laser product may be dangerous or hazardous. Only personnel trained on both instrumentation use, as well as type of lasers

should test equipment.

FORM FDA 2621 (7/99) PREVIOUS EDITION IS OBSQLETE

ORA WORKPLANNING SHEET

PAGENO. _ 862




FY 2005 ORA WORKPLAN

February 1, 2005

1 PROGRAM/ASSIGNMENT TITLE
Optical Electronic Products

2. PPS PROJECT NAME/NUMBER

Radiation Control and Health Safety Act (RCHSA)

Inspection of Manufacturers of Laser Products:

1) Comprehensive Inspections can only be claimed for manufaclurers of radiation-emitting producls on a recurring basis.
2} Number of inspections for Engineering Analyst.

4) Investigation Hours—refer to Compliance Program for reporting information.

5) Will include [aser products located al a user facility and laser light shows.

7) To include all olher activities such as lechnical assistance, coordinalion, and training.

Sunlamps and Sunlamp Products:

3) Inspeclional figures are oniy for biennial inspections of manufacturers of sunlamp products (to include sunlamps,
boolh beds, elc.). Inspections are to be conducted in conjunction with a GMP inspection. Examination of booth

beds at tanning parlors, athletic clubs, etc. should be reported as field exams and nol inspections.

6) The field lest of each sunlamp product should be counted as a separale operation.

)

Authority - 86
2. PROGRAM/ASSIGNMENT CODE(S) 4 WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS
86001, 86002 ORA CENTER 6.7  [5.2]
Eil
L 1 1 1 2 z 3 3 5 3
R DISTRICT!
E SPECIALIZED INSPEC- INSPEC- INSPEC- INVESTI- INVESTI- DOMESTIC | DOMESTIC FIELD FIELD
G LABORATQORY TIONS TIONS TIQNS GATIONS GATIONS BAMPLE SAMPLE EXAMS! EXAMS!
I FOREIGN {Hours) {Hours) COLL COLL TESTS TESTS
(o] Be001 86001 BED02 86001 85002 28001 86002 86001 asno2
N i) {2} {3) {1} {5) 8)
TOTAL FIELD 133 5 7 1147 90 | 3 97 100
HEADQUARTERS
REGIONAL STAFF
NEW ENGLAND 12 1 107 4 1 9 5
NE | NEW YORK i | 53 6 5 7
REGIONAL LAB
WEAC 5
REGIONAL STAFF
BALTIMORE 4 38 5 3 H |
CHICAGO 5 1 g 4 3 4]
CINCINNAT! 5 1 40 5 1 3 5
CE | DETROIT B 52 5 4 6
MINNEAPOLIS 8 49 4 4 4
NEW JERSEY 4 1 35 3 3 3
PHILADELPHIA 4 38 4 3 5
FORENSIC CHEM. CTR |
REGIONAL STAFF 16 2 143 18 1 12
ATLANTA |
SE | FLORIDA 7|
NEW ORLEANS sl
SAN JUAN 1
REGIONAL LAB
A [REGIONAL STAFF
i DALLAS & 53 s] 1 5 12
* | DENVER 7 56 2 5
KANSAS CITY 4 1 a 4 3 5
SOUTHWEST IMPORT DISTRICT
REGIONAL LAB
REGIONAL STAFF
LOS ANGELES 22 190 B 2 1 16 g
PA | SAN FRANCISCO 19 160 5 1 14 6
SEATTLE 7 63 4 1 5 4
PACIFIC REGIONAL LABORATORY-SW
PACIFIC REGIONAL LABORATORY-NW
HOURS PER OPERATION 18.4 524 13.8 aof BO 6.2 3z
TOTAL HOURS 2447, 262 97 1147 90 18] 24 601 320
CONVERSION FACTOR 950 1180} 950 g50) 950 50| 950 950 950,
TOTAL OPERATIONAL FTEs 2 58 0.22] 010 1.21] 0.09 0.02] 0.03 0.63 0.34
9. Remarks

NOTE: RRHR's Technical Assistance and Coordination under this program is planned under Radiological Health Control Activities (PAC 86008).

FORM FDA 2621a (05/03) ORA WORKPLANNING SHEET (Continued)
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FY 2005 ORA WORKPLAN

February 1, 2005

1 PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
Optical Electronic Products Radiation Control and Health Safety Act (RCHSA)
Authority - 86
? PROGRAM/ASSIGNMENT CODE(S} 4. WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE POSITIONS
86001, 86002 ORA CENTER 6.7  [1.5]
3 1 F] ) 3 ] 7 ] ]
R DISTRICT/ DOMESTIC
E SPECIALIZED INSPEC- INVESTI- DOMESTIC IMPORT FIELD IMPORT | SAMPLES OTHER OTHER
G LABORATORY TIONS GATIONS SAMPLE SAMPLE EXAMS/ FIELD TO BE OPERATIONS QPERATIONS
! {Hours) cou coLL TESTS EXAMS | ANALYZED {Hours) {Hours}
o 86001 86002
N {7
TOTAL FIELD 1215 220
HEADQUARTERS
REGIONAL STAFF
NEW ENGLAND 113 21
NE | NEW YORK 56 5]
REGIONAL LAB
WEAC
REGIONAL STAFF
BALTIMORE 40 11
CHICAGD 42 16]
CINCINNATI 42 32
CE | DETROIT 55 11
MINNEAPOLIS 51
NEW JERSEY 37 16]
PHILADELPHIA 40
FORENSIC CHEM CTR
REGIONAL STAFF 152 54
ATLANTA
SE | FLORIDA
NEW ORLEANS
SAN JUAN
REGIONAL LAB
REGIONAL STAFF
DALLAS 56 11
sW [ DENVER 60
KANSAS CITY 33 27
SOUTHWEST IMPORT DISTRICT
REGIONAL LABR
REGIONAL STAFF
LOS ANGELES 201 11
PA | SAN FRANCISCO 170 4 |
SEATTLE 67
PACIFIC REGIONAL LABORATORY-SW
PACIFIC REGIONAL LABORATORY-NW
HOURS PER OPERATION
TOTAL HOURS 1218 220
CONVERSION FACTOR 950 9504
TOTAL OPERATIONAL FTEs 1.28 o.gl
Inspection of Manufacturers of Laser Products:
7) To include all other activities such as technical assislance, coordinalion, and Iraining.
FORM FDA 2621a {05/03) ORA WORKPLANNING SHEET (Continued) PAGE NO. 86-5




1. PROGRAM/ASSIGNMENT TITLE 2, PPS PROJECT NAME/NUMBER
X-Ray Surveillance Programs Radiation Contrel and Health Safety Act (RCHSA)
Authority - 86

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

4. OBJECTIVES

Field Compliance Testing of Diapnostic X-Ray Equipment:

To determine if certified dental and medical x-ray diagnostic equipment meet the Federal performance requirement for diagnostic x-ray
equipment (21 CFR 1020.30), in order to monitor the compliance of x-ray equipment component manufacturers and assemblers.

Field Compliance Testing of Cabinet X-Ray Equipment:
To determine compliance with the performance standard for cabinet x-ray equipment with respect to radiation emissions under
conditions of use.

5. PROGRAM JUSTIFICATION
Field Compliance Testing of Diagnostic X-Ray Equipment:

Under the authority of Public Law 90-602, FDA has published a performance standard designed to control unnecessary radiation
associated with diagnostic x-ray equipment. The promulgated standard became effective August 1, 1974, and this authority extends to
all diagnostic x-ray equipment manufactured afier that date.

Field Compliance Testing of Cabinet X-Ray Equipment:
Under the authority of Public Law 90-602 FDA published a performance for cabinet x-ray equipment which became effective on April

10, 1975, (and on April 25, 1974, for carry-on baggage systems). This performance standard is designed to control the emission levels
of radiation from cabinet x-ray systems and baggage x-ray equipment and to assure that radiation exposure will be reduced to, or
maintained at, acceptabie levels in accessible areas from those systems manufactured afier the effective date of the standard. In addition,
the standard will have the effect of minimizing incidences of system failure and associated excessive radiation exposure.

6 FIELD OBLIGATIONS
Diagnostic X-Rays: Assemblers will be inspected to ensure their capabilities to properly install diagnostic x-ray compenents. Field
personnel will conduct tests using their discretion as far as site selection except where the CDRH identifies priorities. Equipment at each
site will be tested per the instruction of the compliance program. ORA will monitor both State and Federal inspectors to assure quality
and consistency in the collected test data, Cabinet X-Ravs: Districts will conduct record reviews of manufacturers in their inventory to
determine locations of cabinet x-ray systems. Identified site locations will be sent to appropriate DDs so they can schedule field tests.
Field personnel will conduct tests at locations identified by the district. Each site shall be investigated per the instructions of the
compliance program.

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED:

BY DISTRICT OFFICE I:’ BY CENTER BY BCTH

b. INSPECTION TYPE- I:, COMPREHENSIVE ABBREVIATED D DIRECTED

c. PRODUCT(S) d. INDUSTRY/PRODUCT CODE(S)
Diagnostic X-Ray Equipment 94DS---
Cabinet x-ray and baggape x-ray 94 IS-11 94 [S-21

& EXAM TYPE- I:’ CHEMICAL D MICROBIOLOGICAL [:l PHYSICAL |:| ENGINEERING
D MICROANALYTICAL l:'

OTHERS (Spacify)

{. CHECK THE FOLLOWING ATTRIBUTES

g SPECIAL EQUIPMENT, METHODS, AND HANDLING - ] o o o
Diagnostic X-Ravs: Field tests will be performed .b[); consumer safety officers who have received specialized training which includes
approximately two weeks of on-the-job training with a qualified auditor.

FORM FDA 2621 (7/99) PREVIOUS EDITION IS OBSOLETE ORA WORKPLANNING SHEET PAGE NO. 86-6



FY 2005 ORA WORKPLAN

February 1, 2005

- qualified as an auditor to verify both Federal and State data.
. Other Operations includes Coordination/Technical Assistance resources for Field Test Review.

1 PROGRAM/ASSIGNMENT TITLE 2 PPS PROJECT NAME/NUMBER
X-Ray Surveillance Programs Radiation Control and Health Safety Act (RCHSA)
Authority - 86
2, PROGRAM/ASSIGNMENT CODE(S) 4. WORK ALLOCATION PLANNED BY 5. OPERATIONAL FTE PQSITIONS
86003, 86004 ORA CENTER 11.0
1 1 3 ? & 3 B3] B B
R DISTRICTS IMPORT
E SPECIALIZED INSPEC- INSPEC- INVESTI INVESTI- FIELD FIELD AUDITS SAMPLES OTHER
G LABORATORY TIONS TIONS GATIONS GATIONS EXAMS/ EXAMS/ TOBE DPERATIONS
| - {Hours) {Hours} TESTS TESTS ANALYZED {Hours)
3 86001 08004 88003 86004 BS003 88004 88003 BEODY
TOTAL FIELD 1B 27 1029 227 916 285 13 | 4121
HEADQUARTERS
REGIONAL STAFF
NEW ENGLAND 1 2 40 37 37 15 4 178
NE | NEW YORK 2 2 48 23 35 33 2 183
REGIONAL LAB
WEAC
REGIONAL STAFF
BALTWMORE 1 54 45 42 8 203
CHICAGO 1 4 41 16 12 10 6 176
CINCINNATI 1 1 5B 5 24 17 4 234
CE | DETROT 2 52 14 B4 12 4 204
MINNEAPOLIS 1 58 5 21 | 8 238
NEW JERSEY 1 23 5 39 6] 108
PHILADELPHIA 2 1 44 5 30 10 6 183
FORENSIC CHEM. CTR
REGIONAL STAFF
ATLANTA 2 88 23 124 8 4 314
SE | FLORIDA 1 2 77 18 69 8 4 277
NEW ORLEANS 2 1 85 18 51 5 9 370
5AN JUAN 2 5 3 1 38
REGIONAL LAB
" |rEciONAL STAFF K| 2 223 10 210 35 22 836
DALLAS
Sw | DENVER
KANSAS CITY
SOUTHWEST IMPORT DISTRICT
REGIONAL LAB
REGIONAL STAFF
LOS ANGELES 1 3 85 23 68 46 4 242
PA | SAN FRANCISCO 2 2 34 18} 20 15 4 166
SEATTLE 1 1 39 | 33 10 2 174
PACIFIC REGIONAL LABORATORY-SW
PACIFIC REGIONAL LABORATORY-NW
HOURS PER OPERATION 19.0 10.0 3.0 4.9 40| :
TOTAL HOURS 342 270 1029 227 2748 1397 352 4121
CONVERSION FACTCOR 950 950, 950 850§ 950 50 950 950
TOTAL OPERATIONAL FTEs 0.36 028 1.08 0.24] 289 1,47 037 434
9. REMARKS
* CSO0 trained for surveying X-Ray equipment. Inspections to be performed during first quarter of fiscal year.
Planning guidance:
1st quarter: Contact all X-Ray manufacturers in the District, and conduct an onsite inspection of 50% of the manufacturers
{rather than phone contact only).
2nd quarter: Complete one-third of field tests.
3rd quarter: Complete two-thirds of field tests.
4th quarter: Complete remaining field tests. .
Counter Terrorism PAC 86R845 is no longer used for planning purposes, but is still active for reporting purposes.
Diagnostic X-Rays (86003):
1) Inspections are spread based on the number of x-ray assemblers. Inspections are for compliance follow-up only.
2) Investigation hours are for review of assembler reports.
3) Field Tests and Audits are obtained from Aftachment A, and are provided by CDRH's Compliance X-Ray Products Branch,

HFZ 300 (Henry Knox). Column 5B, Audits, is for quality assurance joint field tests for follow-up tests conducted by an individual

Sources of Diag. X-Ray Workloads: Inspections are based on the OE| of Diag. X-Ray Assemblers;Investigafion Hours are based on review-
Iing 2578 Reports (Assembler Reports of X-Ray Equip. Installations);Coordination Hours are based on the Total Field Test Records to review.

FORM FDA 2621a {05/03)

ORA WORKPLANNING SHEET (Continued)
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FY 2005 ORA WORKPLAN FEBRUARY 1, 2005

ATTACHMENT A
2005 WORKPLAN FOR FIELD COMPLIANCE TESTING

OF DIAGNOSTIC X-RAY SYSTEMS
(BASED ON PARTNERSHIP AGREEMENTS FOR FY 2005)

NEW ENGLAND DISTRICT

Number Partner-

Systems ship FDA FDA
State Installed Tests Tests FiU Audits
CT 80 - 13 1 -
ME 43 8 - 1 2
MA 182 20 10 1 -
NH 46 - 6 - -
RI 36 8 - 1 2
VT 16 - 4 - -
Total 403 35 33 4 4
NEW YORK DISTRICT

Number Partner-

Systems ship FDA FDA
State Installed Tests Tests FiU Audits
NY 460 40 33 2 2
BALTIMORE DISTRICT

Number Partner-

Systems ship FDA FDA
State installed Tests Tests F/U Audits
DC 35 - 4 - -
MD 182 20 8 1 2
VA 262 10 30 1 2
wv 59 10 - 1 2
Total 538 40 42 3 6

PAGE NO. £6-9



CHICAGO DISTRICT

State

FY 2005 ORA WORKPLAN

FEBRUARY 1, 2005

CINCINNATI DISTRICT

State
KY
OH
Total

DETROIT DISTRICT

State

M!
Total

MINNEAPOLIS DISTRICT

State
MN
ND
SD
Wi
Total

Number Partner-

Systems shlp FDA FDA

Installed Tests Tests FiU Audits
392 60 9 3 6

Number Partner-

Systems ship FDA FDA

Installed Tests Tests FiU Audits
166 30 - 1 2
412 46 21 2 2
578 76 21 3 4

Number Partner-

Systems ship FDA FDA

Installed Tests Tests F/U Audits
246 - 38 2 4
272 - 42 2 -
518 - 80 4 4

Number Partner-

Systems ship FDA FDA

Installed Tests Tests F/U Audits
231 35 4 2 2

31 6 - 1 2
40 - 6 - -

276 40 5 3 2
578 81 15 6 6

PAGE NO. 86-10



NEW JERSEY DISTRICT

FY 2005 ORA WORKPLAN

FEBRUARY 1, 2005

Number Partner-

Systems ship FDA FDA
State Installed Tests Tests FiU Audits
NJ 234 - 38 1 -
PHILADELPHIA DISTRICT

Number Partner-

Systems ship FDA FDA
State Installed Tests Tests F/U Audits
DE 25 o 4 1 -
PA 416 45 23 2 6
Total 441 45 27 3 6
ATLANTA DISTRICT

Number Partner-

Systems ship FDA FDA
State Installed Tests Tests FiU Audits
GA 297 - 45 2 -
NC 378 15 43 2 2
SC 207 - 31 1 2
Total 882 15 119 5 4
FLORIDA DISTRICT

Number Partner-

Systems ship FDA FDA
State Installed Tests Tests FiU Audits
FL 768 52 63 6 4

PAGE NO. 86-11



FY 2005 ORA WORKPLAN FEBRUARY 1, 2005

NEW ORLEANS DISTRICT

Number Partner-

Systems ship FDA FDA
State Installed Tests Tests F/U Audits
AL 231 20 20 2 2
LA 180 45 - 1 3
MS 138 25 - 1 2
TN 298 25 24 3 2
Total 847 115 44 7 9
SAN JUAN DISTRICT

Number Partner-

Systems ship FDA FDA
State Installed Tests Tests FiU Audits
PR 21 - 4 1 1
SW REGIONAL STAFF (STATES IN DALLAS DISTRICT)

Number Partner-

Systems ship FDA FDA
State Installed Tests Tests FiU Audits
AR 125 - 19 1 -
OK 148 - 25 1 -
X 1005 80 70 8 8
Totai 1278 80 114 10 8
SW REGIONAL STAFF (STATES IN DENVER DISTRICT)

Number Partner-

Systems ship FDA FDA
State Installed Tests Tests F/U Audits
CO 183 10 20 1 4
NM 66 15 - 1 2
uTt 86 10 2 1 2
WYy 24 - 4 1 -
Total 359 35 26 4 8

PAGE NO. 86-12



FY 2005 ORA WORKPLAN

FEBRUARY 1, 2005

SW REGIONAL STAFF (STATES IN KANSAS CITY DISTRICT)

Number Partner-

Systems ship FDA FDA
State Installed Tests Tests FiU Audits
1A 147 15 7 1 2
KS 124 15 5 1 2
NE 92 10 4 1 2
MO 228 - 35 2 -
Total 591 40 51 S 6
LOS ANGELES DISTRICT

Number Partner-

Systems ship FDA FDA
State Installed Tests Tests F/U . Audits
AZ 214 - 33 1 -
CA 440 36 30 4 4
Total 654 36 63 5 4
SAN FRANCISCO DISTRICT

Number Partner-

Systems ship FDA FDA
State Installed Tests Tests F/U Audits
CA 220 24 10 2 2
HI 26 14 - 1 2
NV 93 - 15 1 -
Total 339 38 25 4 4
SEATTLE DISTRICT

Number Partner-

Systems ship FDA FDA
State Instailed Tests Tests FiU Audits
AK 28 - 4 - -
iD 51 10 - -
MT 40 - 7 - -
OR 90 12 3 1 -
WA 183 16 15 2 2
Total 392 38 29 4 2

PAGE NO. 86-13



1 PROGRAM/ASSIGNMENT TITLE 2, PPS PROJECT NAME/NUMBER
Compliance Testing of Electronic Products at WEAC Radiation Control and Health Safety Act (RCHSA) Authority - 86

3. PROGRAM TYPE. GOMPLIANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMENT

4. OBJEGTIVES
To assure, through laboratory testing, that electronic products meet the FDA performance standards.

5 PROGRAM JUSTIFICATION

Public Law 90-602 and subsequent regulations (21 Subchapter J) are intended to safeguard the public from radiation hazards associated
with electronic products. The Act specifically authorizes the Secretary to promulgate performance standards imposing additional
requirements on specific electronic products of special concern from a radiation safety standpoint. Such performance standards have
been issued: Microwave ovens (21 CFR 1030.10); dental, portable and mobile x-ray equipment (21 CFR 1020,30); ultrasonic therapy
devices {21 CFR 1050.10); and television receivers (21 CFR 1020.10); sunlamp and mercury vapor lamps (21 CFR 1040.20, 1040.30).

6. FIELD OBLIGATIONS

WEAC will test all products in accordance with the appropriate compliance program circular and submit each report to the Center.
WEAC will return equipment to lenders when advised by the Center. In addition, WEAC will advise the Center with the status of all
equipment on hand, being tested and returned to lenders. WEAC will conduct inspections to confirm conformance to the Radiological
Health Standards Act.

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

b. INSPECTION TYPE I__:] COMPREHENSIVE |:| ABBREVIATED DIRECTED

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

Microwaves, TV Receivers, Diagnostic X-Ray Equipment, 96MS, 94VS, 94DS, 35US, 97US
Mercury Vapor/Sunlamp, Ultrasonic Therapy Equipment

e. EXAM TYPE [:] CHEMICAL [:' MICROBIOLOGICAL l:l PHYSICAL ENGINEERING
D MICROANALYTICAL |:] OTHERS (Specify)

f. CHECK THE FOLLOWING ATTRIBUTES

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING

FORM FDA 2621 (7/99) PREVIOUS EDITION IS OBSOLETE ORA WORKPLANNING SHEET PAGE NO. B8B-14




FY 2005 ORA WORKPLAN

February I,

2003

1 PROGRAM/ASSIGNMENT TITLE
Compliance Testing of Electronic Products at WEAC

2. PPS PROJECT NAME/NUMBER
Radiation Control and Health Safety Act (RCHSA)
Authority - 86

» PROGRAM/ASSIGNMENT CODE(S)
86006 A,B,D,E

4 WORK ALLOCATION PLANNED BY

[ ora

CENTER

5. OPERATIONAL FTE POSITIONS

4.2

3 1
DISTRICT/

SPECIALIZED

LABORATORY

FOREIGN
INSPECTIONS
(PL 90-802
STANDARD)

Z0—-omx

7 7 T
DOMESTIC DOMESTIC DOMESTIC
SAMPLES SAMPLES SAMPLES

TO BE TOBE TO BE
ANALYZED ANALYZED ANALYZED
MICROWAVE [ TV - IONIZING X-RAY
WHOLE

7

DOMESTIC
SAMPLES
TO BE
ANALYZED
X-RAY
SOURCE

DOMESTIC

ANALYZED

7 (]

SAMPLES
TO BE

OTHER
OPERATIONS]
[Hours)
SUN
LAMPS

TOTAL FIELD 12

60 28]

18

HEADQUARTERS

REGIONAL STAFF

NEW ENGLAND

NE | NEW YORK

REGIONAL LAB

WEAC 12

&0 26 4

18

REGIONAL STAFF

BALTIMORE

CHICAGO

CINCINNATI

CE [DETROIT

MINNEAFPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM CTR

REGIONAL STAFF

ATLANTA

SE | FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

REGIONAL STAFF

DALLAS

DENVER

KANSAS CITY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

REGIONAL STAFF

LOS ANGELES

PA | SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LABORATORY-8W

PACIFIC REGIONAL LABORATORY-NW

HOURS PER OPERATION 80.0

280 43.0 240.0

105.0

B.0J

TOTAL HOURS 960,

1680 1118] 960

108

144]

CONVERSION FACTOR 1180

1180 1180 1180

1180

1180|

TOTAL OPERATIONAL FTEs 0.81

142 0.95 0.81

009

0.12]

9. REMARKS

-Diagnostic X-Ray

Foreign Inspections—PL 90-602 Slandard Inspections:
Report accomplishments in PAC 86008;

All samples lo be shipped by distributors/manufacturers to WEAC.

Whole - For analysis of entire diagnostic X-Ray systems for compliance;
Source - Leakage test of diagnostic source assembly only.

To ensure conformance to Rad Health Slandards; to be conducted by Engineering Analysl.

FORM FDA 2621a (05/03)

ORA WORKPLANNING SHEET (Continued)

PAGE NO.,

86-15



1 PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
Imported Electronic Products Radiation Control and Health Safety Act (RCHSA)
Authority - 86

3. PROGRAM TYPE: COMPLIANCE PROGRAM [:] PROGRAM CIRCULAR 1:| ASSIGNMENT

4 OBJECTIVES
To assure that imported electronic products presenied for entry into the U.S. are certified to be in compliance with appropriate standards
where applicable.

To provide a mechanism through which imported elecironic products found to be in noncompliance with FDA regulations can be
precluded from introduction into commerce in the United States.

5. PROGRAM JUSTIFICATION

FDA under the authority of Public Law 90-602 conducts program effort to minimize the effects of harmful radiation from electronic
products and radiation emitting medical devices. The Act 1s very specific about restrictions and safeguards concerning such electronic
producis from foreign countries.

6. FIELD OBLIGATIONS
The district import program manager will monitor all custom entries of electronic products for which performance standards are in
effect and determine whether imported models are contained on lists provided by CDRH and that these models are not among those
which have been determined to be noncompliant. All information gathered as a result of these activities will be furnished to the Office
of Compliance in accordance with the compliance program.

73 SELECTION OF ESTABLISHMENTS TO BE COVERED: |:| I:I
BY DISTRICT OFFICE BY CENTER BY BOTH
l:' COMPREHENSIVE D ABBREVIATED I:l DIRECTED

b INSPECTION TYPE: NA
c. PRODUCT(S) d. INDUSTRY/PRODUCT CODE(S)
All electronic products or devices that emit radiation. 94-97

a. EXAM TYPE D CHEMICAL D MICRCBIOLOGICAL |:’ PHYSICAL D ENGINEERING
D MICROANALYTICAL l:] OTHERS (Specify)

. CHECK THE FOLLOWING ATTRIBUTES

g. SPECIAL EQUIPMENT, METHODS, AND HANDLING

FORM FDA 2621 (7/89) PREVIOUS EDITION IS OBSOLETE ORA WORKPLANNING SHEET PAGE NO. 86-16



FY 2005 ORA WORKPLAN

February i. 2005

1 PROGRAM/ASSIGNMENT TITLE 2. PPS PROJECT NAME/NUMBER
Imported Electronic Products Radiation Control and Health Safety Act (RCHSA)
Authority - 86
3 PROGRAM/ASSIGNMENT CODE(S) 4 WORK ALLOCATION PLANNED BY 5 OPERATIONAL FTE POSITIONS
E 86007, 86R824, 86RR33, 99R833 ORA [ _]center 5.5
5. 1 2 2 2 2 ] 7 B ]
R DISTRICT/ DOMESTIC IMPORT
E SPECIALIZED INSPEC. ENTRY FILER INVESTI- ENTRY IMPORT SAMPLES SAMPLES OTHER
G LABORATORY TIONS REVIEW EVAL GATIONS REVIEW FIELD TO BE TO BE OPERATIONS
l {Hours) {Houra) {Hours) {Hours} EXAMS ANALYZED ANALYZED {Hours)
S
TOTAL FIELD 4854 1420 200
HEADQUARTERS
REGIONAL STAFF
NEW ENGLAND 47 56
NE | NEW YORK 386 271 19
REGIONAL LAB
WEAC
REGIONAL STAFF
BALTIMORE 32 50
CHICAGO 152 69 14
CINCINNATI 136 a
CE | DETROIT 472 60 22
MINNEAPOLIS 25 34
NEW JERSEY
PHILADELPHLA 12 27
FORENSIC CHEM. CTR
REGIONAL STAFF
ATLANTA 74 70)
SE | FLORIDA 96| 111
NEW ORLEANS 327 28 22
SAN JUAN 14 16
REGIONAL LAR
REGICNAL STAFF
DALLAS
DENVER
KANSAS CITY
SOUTHWEST IMPORT DISTRICT 1886 197 81
REGIONAL LAB
REGIQNAL STAFF
LOS ANGELES 442 249 19
PA | SAN FRANCISCO 161 72|
SEATTLE 382 79| 23
PACIFIC REGIONAL LABORATORY-SW
PACIFIC REGIONAL LABORATQRY-NW
HOURS PER OPERATION 0.60
TOTAL HOURS 4654 1420) 120 i
CONVERSION FACTOR 1200 950' 950
TOTAL OPERATIONAL FTEs 3.88 1.49' 0.13
9 REMARKS
Reporting Guidance:
- Import Entry Reviews (Eleclronic and Manual—operalion code 14, PAC B6R833);
- Filer Evaluations {operalion code 95, PAC 99R8233); and
- Follow-up to Refusals (PAC 86R824).
finvestigatlon Hours Based On:
- Impert Entry Review Hours (Elactronic and Paper):
- MAY 1, 2003 - APRIL 30, 2004 Eleclronic Entry Review Hours Reported Under 85R833;
- MAY 1, 2003 - APRIL 30, 2004 Enlry Review Invesligation Hours (Qperalion 14) Reported Under 86007.
- Import Fller Evaluation Hours:
- MAY 1, 2003 - APRIL 30, 2004 Total Hours Reparted in PODS; These hours are mulliplied by 5.7%
(Rad MHeatlth's Percentage of the Total PODS Hours).
Notedmport Follow-Up To Refusal Hours:
lot To Be Planned; Reporting PACS To Bae Sent To Fleld.
AM FDA 2621a (05/03) ORA WORKPLANNING SHEET (Continued) PAGE NO,
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1 PROGRAM/ASSIGNMENT TITLE 2 PPS PROJECT NAME/NUMBER
Radiological Health Control Activities Radiation Control and Health Safety Act (RCHSA)
Authority - 86

3 PROGRAM TYFE. COMPLIANCE PROGRAM D PROGRAM CIRCULAR D ASSIGNMENT

4. OBJECTIVES

Use Control:

Provide technical assistance to State and Federal radiological health programs implementing FDA use control programs, including
DENT (see the compliance program for a more complete statement of objectives and laboratory support); Maintain liaison with State
radiological health programs; Provide support for regional training activities and regional videotape library; Promote implementation of
programs to optimize radiation exposure; Communicate FDA policies to State and local health agencies.

Emergency Planning & Response Activities:
To act as a focal point for emergency readiness response planning by States,

5. PROGRAM JUSTIFICATION
Medical Device and Radiclogical Health Use Contrgl and Policy Implementation:

Rapidly changing technology requires that the FDA develop use control programs whaose effective implementation will require training
beyond that possessed by most State radiological health program personnel.

Emergency Planning & Response Activities:
The Apency has been assigned responsibilities by the Federal Emergency Management Agency to review radiological emergency
response plans prepared by the States.

§. FIELD OBLIGATIONS

Use Control: RRHRs will maintain liaison and provide technical assistance to State/Federal radiological health program personnel;
assist in the planning and presentation of quality assurance training with the region; help select State participants in new use control
programs; serve as managers of the regional videotape library; and attend the following meetings: National Conference of State
Program Directors; Regional meelings with state and local radiological health agencies; and Rockville, MD HQ annual meetings with
CDRH, ORA and other FDA officials. WEAC will provide Laboratory Support for the DENT programs.

Emergency Planning & Response Actlvities: Provide consultation to states and attend regional emergency planning meetings.

7a. SELECTION OF ESTABLISHMENTS TO BE COVERED: l:l D

Emergency Planning & Response Actlvities BY DISTRICT OFFICE BY CENTER BY BOTH
b. INSPECTION TYPE: NIA, I:I COMPREHENSIVE I:l ABBREVIATED l:' DIRECTED
c. PRODUCT(S) d. INDUSTRY/PRODUCT CODE(S)

Emergency Planning & Response Activities: 94 YIN-99

e. EXAM TYPE :’ CHEMICAL ‘:I MICROBIOLOGICAL l:’ PHYSICAL I:I ENGINEERING
[:] MICROANALYTICAL [:I OTHERS (Specify)

f. CHECK THE FOLLOWING ATTRIBUTES

p. SPECIAL EQUIPMENT, METHODS, AND HANDLING

FORM FDA 2621 (7/99) PREVIOUS EDITION IS OBSOLETE ORA WORKPLANNING SHEET PAGE NO.  86-18




FY 2005 ORA WORKPLAN

February I,

20035

1 PROGRAM/ASSIGNMENT TITLE
Radiological Health Control Activities

2. PPE PROJECT NAME/NUMBER

Radiation Control and Health Safety Act {(RCHSA)

Authority - 86

L

El

2. PROGRAM/ASSIGNMENT CODE(S)

86008, 86009

4. WORK ALLOCATION PLANNED BY

[ oma

CENTER

5. OPERATIONAL FTE POSITIONS

6.6

ZO—nmax

DISTRICT/
SPECIALIZED
LABORATORY

1

INSPEC-
TIONS

2

INVESTI-
GATIONS
{Hours)

3

DOMESTIC
SAMPLE
coLL

L] ]
TECHNICAL
ASSISTANCE
{Hours)
RRHR

IMPORT
SAMPLE
coLL

[]
TECHNICAL
ASSISTANCE
{Hours)
cso

Be009

]
MISC

{Hours)
DENT

86008

MISC
{Hours)
RRHR

TOTAL FIELD

1200

925

750

4800

HEADQUARTERS

NE

REGIONAL STAFF

200

160

800,

NEW ENGLAND

NEW YORK

REGIONAL LAB

WEAC

750

CE

REGIONAL STAFF

400

320

1600

BALTIMORE

CHICAGO

CINCINNATI

DETROIT

MINNEAPOLIS

NEW JERSEY

PHILADELPHIA

FORENSIC CHEM. CTR

SE

REGIONAL STAFF

200

160

800]

ATLANTA

FLORIDA

NEW ORLEANS

SAN JUAN

REGIONAL LAB

sl

.:#V

REGICNAL STAFF

200

160

800

DALLAS

DENVER

KANSAS CiTY

SOUTHWEST IMPORT DISTRICT

REGIONAL LAB

PA

REGIONAL STAFF

200

125

LOS ANGELES

SAN FRANCISCO

SEATTLE

PACIFIC REGIONAL LABORATORY-SW

PACIFIC REGIONAL LABORATORY-NW

HOURS PER OFERATICN

TOTAL HOURS

1200

925

750

4800

CONVERSION FACTOR

1200

850]

1180

1200

TOTAL OPERATICNAL FTEs

1.00

0.97]

0.64

!

9. REMARKS
See Continuation Sheet for footnoles, guidance, etc.

.RM FDA 2621a (05/03)
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86-19



.-1

[This Page Left Intentionally Blank]

PAGENO.  86-20




FY 2005 ORA WORKPLAN February 1, 2005

CONTINUATION SHEET

1 PROGRAM/ASSIGNMENT TITLE

2. PPS PROJECT NAME/NUMBER
idiological Health Control Activities

Radiation Control and Health Safety Act (RCHSA)
Authonty - 86

. Kemarks

FOOTNOTES FOR MEDICAL DEVICE AND RAD HEALTH USE CONTROL & POLICY IMPLEMENTATION ACTIVITIES (B5008):
* This block of time provides Iaboratory support for the DENT program: this include the following activities:

a) reading exposed personnel radiation monitors (i.e. badges) from participating agencies;
b) calibrating and checking the accuracy of DENT survey kits upon request.

** RRHR time for CDRH programs is planned under this program, the Emergency Response and Planning Activities program,
and the Mammography Facililies Inspeclion Program; 1200 hours will be shown in Mammography.

A portion of this total block of time per RRHR position includes Federal/State liaison activities and use consultation to conduct
this program.

This block of time also includes coordination, technical assistance, and other aclivities performed by RRHRs under
the following programs:

- Field Implementation of the Sunlamp and Sunlamp Products Performance Standard as Amended (PAC 86002);
- Field Compliance Testing of Diagnostic X-Ray Equipment (PAC 86003);

- Field Compliance Tesling of Cabinet X-Ray Equipment (PAC 86004);

- Medical Device and Radiological Health Use Control and Policy implementation (PAC 86008);
- Emergency Planning and Response Activities (PAC 856009);

Any time in excess of 0.5 hours used for these programs should be reported into FACTS against the applicable PAC.

FOOTENOTES FOR EMERGENCY PLANNING AND RESPONSE ACTIVITIES (86009):
Technical Assistance hours are performed by either RRHRs or CSOs trained in radiological and technological hazards.

Program activities inciude: providing technical assistance fo state and local agencies regarding emergency response planning;
reviewing and evaluating emergency plans related to nuclear power plants.

PAGE NO. 86-21





