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November 18, 1997 

Re: License No. 45-253 14-01 Docket No. 030-33656 

Materials Licensing and Inspection Branch: 

Following is additional information regarding our recent ammendment request. Also enclosed is the 
Final Survey of 2246C Dabney Circle to support removal of this location as an authorized place of use 
under the above referenced license. 

Items a. through k. from IN 89-25 

a. The name of the organization. if changed. Provide the new name of the licensed organization and if 
there is no change. so state. 

Pharmaco-LSR (Pharmaco-LSR, Inc.) has merged with PPD (Pharmaceutical Product 
Development Company) resulting in a single corporate entity, PPD Pharmaco, Inc. 

b. Identification of anv changes in Dersonnel named in the license. including any required information on 
personnel qualifications. 

There are no changes to personnel named on the license related to the merger. As a result of 
increased workload for the laboratory, 3 additional personnel are to be added as requested in our 
previous letter. 

c. An indication of whether the seller will remain in business without the license. 

This item is not applicable to our situation. The transaction was a merger of the two companies. 

d. A complete description of the transaction. The description should include any transfer of stocks or 
assets. 

APBI, a holding company and owner of Pharmaco-LSR, Inc. and Pharmaceutical Product 
Development Company engaged in a pooling of interests in which all assets of both companies 
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were pooled to form a new corporate entity, PPD Pharmaco, Inc. No stocks or assets were 
transferred. 

e. An indication of any olanned changes in organization. location, facilities. equipment. procedures or 
personnel. If such changes are to be made. they should be fully described. 

There will be no changes to the organization related to the merger. The Radiation Safety Officer 
will remain the same. We have changed the primary location of the use of radioactive materials 
from 2246C Dabney Circle to 2240 Dabney Road. Both locations are authorized places of use. 
A final survey of 2246C Dabney Circle is enclosed. We will retain control of 2246C Dabney 
Circle until release from the license is authorized by the NRC. 

f. An indication of anv changes in the use, possession or storage of the licensed materials. If such 
changes are to be made. they should be described. 

There will be no changes in the use, possession or storage of licensed materials. 

g. An indication of whether all surveillance items and records including radioactivity inventory and 
accountabilitv reauirements will be current at the time of transfer. A description of the status of all 
surveillance reauirements and records, e .g? calibrations, leak test. surveys. ect. should be provided. 

All records are current, in good condition and will remain with the Radiation Safety Officer. A 
copy of a recent audit performed for this license is enclosed. 

h. A description of the status of the facility. Specifically. the presence or absence of contamination 
should be documented. If contamination is present. will decontamination occur before transfer? If not, 
does the successor comoanv agree to assume full liabilitv for the decontamination of the facility or site? 

The facility is in very good condition as demonstrated by the enclosed Final Survey of 2246C 
Dabney Circle. 

i. A description of any decontamination plans, including financial assurance arrangements of the 
transferee, should be provided. as specified in 10 CFR Sections 30.35.40.36 and 70.25. This should 
include information about how the transferee and transferor propose to divide the transferor’s assets and 
responsibility for any cleanup needed at the time of transfer. 

This item does not appear to be directly applicable to this situation. This is a merger and there 
will be no division of assets and no cleanup related to the change is required. The possession 
limits for the license are less than the decommissioning funding plan requirements of 10 CFR. 

j. An indication of whether the transferor and transferee agree to the change in ownership or control of 
the licensed material and activity. If so, documentation stating this should be provided. 
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This action is signed by the Director of PPD Pharmaco Analytical Laboratory indicating 
agreement to the change of control of the licensed material and activity. 

k. A commitment bv the transferee to abide bv all constraints. conditions. requirements. representations 
and commitments identified in the existing license. If not. the transferee must provide a description of its 
program to assure compliance with the license and regulations. 

PPD Pharmaco Inc. will abide by all constraints, conditions, requirements, representations and 
commitments identified in the existing license. 

Bruce A. Petersen 
Executive Director 
PPD Pharmaco Richmond Analytical Laboratory 
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Final Radiological Survey Report 

PPD Pharmaco 

This final report describes the results of the surveys conducted on the radioisotope use laboratory and 
surrounding work areas along with those areas either adjacent to or directly connected to the use laboratory. 

Background and Scope of Work 

PPD Pharmaco analybcal laboratory (PPD) performs analytical studies and occasionally uses low activity 
levels of various radionuclides in laboratories at the PPD facility under the provisions of a specif~c license 
(License Number 45-253 14-01) (Docket Number 303-33656) issued by the Nuclear Regulatory Commission 
(NRC). All work has been performed in the laboratory at 2246C Dabney Circle, Richmond, Virginia until 
September 1997. PPD has moved its laboratory operations to 2240 Dabney Road, Richmond, Vir- and 
plans on terminating the old facility from its NRC specific license. Radioactive material used at PPD 2246C 
facility was 12’1, 14C and 3H in low activity concentrations (typically less than lmCi at any one time) . 

All radioactive materials have been removed from PPD Laboratory before the final survey was conducted, 
including original source vials and radioactive waste along with storage containers such as refiigerators and 
freezers. There were no reported spills, releases or u n d  events. A scoping survey was performed by the 
Radiation Safety officer on September 15,1997. The results of the survey are included in this report and did 
not show any residual contamhtion. 

Surveys 

RSO, Inc. (RSO) performed surveys on the following surfaces in the laboratory and adjacent unaffected areas; 
1. Floorsurfaces 

A. Affected Areas formal 1 x 1 m grids 
B. unaffected Areas no grids 

A. Affected Areas foxmal2 x 2 m grids 
B. unaffected Areas no grids 

3. Bench tops 
4. Bench drawers and interior surfaces 
5. sinks 
6. Unaffected areas either adjacent to or having direct access to the affected areas. 

2. Wall surfaces 

Isotope and Project Release Limits 

Isotope used in the lab was 1251, 14C and 3H. The action and release limits used were; 

0 Action level 100 dpm/lOO cm2 loose/fixed contamhation 

0 

0 

%lease limit 1,000 dpm/100 cm2 loose contamjnation 

Release limit 5,000 dpm/lOO cm2 fixed contamhmtion. 

Survey Description 

Surveys conducted were performed as follows; 

0 Floor surface in affected area: A grid system was established of 1x1 m cells. One hundred percent of the 
surface was scanned Using a survey instrument connected to a 425 cm2 proportional detector, wipes were 
collected at grid intersections for loose contamination, and 1 direct measurement for every 5 wipes of 1 
minute ha t ion  Using a survey instnrment connected to a 100 cm2 proportional detector. 

RSO, Inc. 1 



Final Radiological Survey Report 
PPD Pharrnaco 

Wall surfaces in affected area: A grid system was established of 2x2 m cells. The surface was scanned 
using a survey instrument connected to a 100 cm2 proportional detector, wipes were collected at grid 
intersections where possible, for loose contambation, and 1 direct measurement for every 5 wipes of 1 
minute duration using a survey instrument connected to a 100 cm' proportional detector. 

0 Hood: One hood was used in the laboratory. Wipes were collected fiom inside/outside surfaces and 
behind the rear M e .  One hundred percent of the inner d a c e  was scanned using a survey instrument 
connected to a 100 cm2 proportional detector. Wipes were collected fiom inside the hood duct work above 
the hood and at the effluent on the roof. 

Laboratory bench tops: The bench top surface was scanned using a survey insbwnent connected to a 100 
cm' proportional detector, 1 wipe per linear meter of bench top was collected for loose contamination, and 
1 direct measurement of 1 minute duration per 5 wipes using a survey instrument connected to a 100 cm' 
proportional detector. 

0 Laboratory bench drawers: Inner surfaces were scanned using a survey instrument connected to a 100 cm2 
proportional detector, 1 wipe per section of bench was collected for loose contamination. 

0 sinks: sink surfaces were scanned using a survey instrument connected to a 100 cm2 proportional 
detector, wipes were collected fiom inner walls and drain for loose contamination. 

Unaffected areas: These areas consisted of the office area in fiont of the laboratory. Floor surfaces were 
scanned using a survey instrument connected to a 425 cm2 proportional detector, wipes were collected 
randomly fiom the office area and 1 direct measurement per 5 wipes of 1 minute duration using a survey 
instrument connected to a 100 an2 proportional detector. 

0 Roof: Wipes were collected fiom the roof surface around the effluent of the hood used in the laboratory, 
also wipes were collected fiom the hood exhaust and blower motor. 

Exposure rates were measured in each area (at least 1 for every 10 m2) and 1 fiom each sink drain. 0 

0 Soil: 4 exterior soil samples were collected fiom locations around the laboratory (see Appendix A). 

RSO performed the Final Survey activities fiom 16-Sept-97 through 17-Sept-97. Data results from the survey 
are shown in Appendix A. The final survey found "'I activity above the project action limit but below the 
release limit on a bench top next to the hood and 'H Contamination near the release limit on a floor surface 
grid location W2. The areas of concern were decontaminated by facility personnel and additional wipes were 
collected and sent to RSO for analysis. Three other locations of 'H activity slightly above the action limit of 
100 dpm/l 00 cm' were re-wiped and no contamination was found. The laboratory north air ventilation system 
filter was found to contain elevated radon activity. Four soil samples were collected and analped at the RSO 
laboratory, only normal isotopes and background activities were found. The final survey and post decon wipe 
analysis has shown that the laboratory is fiee of contambation, the facility appears to be in a condition to be 
eligible for fiee release. 

Attachments: Appendixes include data and corresponding drawings and instrument information. 

Appendix A Floors, walls and benches. 

Appendix B Instrument information. 
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histruinaits - See Instrum& List Site - PPD Pharmaco 
Hood Date - 16-Sep-97 

Location - Analytical Laboratory Surveyor - J. I h n ,  R Dunkelburgex 
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Sits- PPDPharmaco Iilstruinaits - See Instnrment List 
Floor Surface Date - 16-Sq-97 

Location - Analytical Laboratory Suwqor - J. Dean, R Dunkelburgex 
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Site - PPD Pharmaco histru~naits - See Instnunent List 
Floor Surface Date - 16-Sep-97 

Locatioti - Analytical Laboratq Surveyor - J. Dean, R Dunkelburger 

Baclrgtound hifonnatlon 
Exposurerate- 11.0 GammaNaI 290 
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Site - PPD Phannaco Iiistmnaits - See Instrumeat List 
Bench Top Surface Date - 16-Sep-97 

Location - Analytical bboratory Surveyor - J. Dean, R Dunkelburger 
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Sits - PPD Pharmaco IllstNlnalts - see InstmmElt List 
Jnterior of Lab Benches D;lte - 17-Sq-97 

Location - Analytical Laboratory Surveyor - J. Dean, R. Dunkelburger 
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Site- PPDpharmaco histruineuts - See Instrument List 
Wall Surfaces Date- 17-Sq-97 

Location - Analytical Laborstory Sunqor - J. Dean, R. Dunkelburger 
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Table 1 
Instrument Information With Facility Background 

Measurement ID Detector Meter Bkg. Efficiency Collected From 
Type of instrumentation Site 

Surface Scan Beta 8 
lirect Meas. Beta 

jerial Number 

Surface Scan Beta & 
lirect Meas. Beta 

serial Number 

jurface Activity Gamma 

serial Number 

ixposure Rates 

ierial Number 

100 cm2 Gas 'Digital Scaler/ 
Proportional Model Countrate Face 

1 4368 Ludlum Model 2200 

79572 42622 

425 cm2 Gas Digital Scaler/ 
Proportional Model Countrate Face 

2 =IF Ludlum Model 2221 

94479 108857 

l " x  lmm" Nal 
3 Mode1444 Ludlum Model 3 

w75 m 2 7  

Countrate meter 
4 Internal 1"x 1" Nal Ludlum Model 19 

N/A 32881 

3% 26% 

854 1 4% 

280 cpm 21 % 

11.0uRh N/A 

Non Rad Use Area 
Mens Room 

Non Rad Use Area 
Mens Room 

Non Rad Use Area 
Mens Room 

Non Rad Use Area 
Mens Room 



RSO. Inc. Table 2 
PPD Phmnaco Analytical Laboratory 2246C Dabney Circle 

Meter MDA Type t- Bkg. MDA Description 

16-Sep-97 

Scaiiniiig 
Rate Meter 

Integrated 
Digital 

Scanning 
Rate Meter 

Integrated 
Digital 

1 scanning 
Rate Meter 

Integrated 
Digital 

Scanning 
Rate Meter 

I 17-SeD-97 

Liidluni I 854 cpni 1 Surface Scan MDA (Movement Scan) 

Ludlum I 854 cpm I Direct Measurement (1 minute Integrated count time) 

Ludluni I 398 cpni I Surface Scan MDA (Movement Scan) 

Ludlum I 398 cpm I Direct Measurement (1 minute Integrated count time) 

Model 2221 ShV 108857 Probe-Ludlum Model-4337 (425 cm2 proportional detecter) ShV 94479 

Model 2221 ShV I08857 Probe-Ludlum Model-4337 (425 cm2proportional detecter) ShV 944 79 

Model 2200 S N  42622 Probe-Ludlum Model 43-68 (I OOcm2proportional detecter) ShV 79572 

Model 2200 ShV42622 Probe-Ludlum Model 43-68 (I OOcm2proportional detected S N  79572 

1 I 

Integrated 

Ludluni I 910 cpni I Surface Scan MDA (Movement Scan) 

Ludlum I 910 cpm I Direct Measurement (1 minute Integrated count time) 

Ludluni I 378 cpm I Surface Scan MDA (Movement Scan) 

Ludlum I 378 cpm I Direct Measurement (1 minute Integrated count time) 

Model 2221 ShV 108857 Probe-Ludlum Model-4337 (425 cm2 proportional detecter) ShV 94479 

Model 2221 ShV 108857 Probe-Ludlum Model-4337 (425 cm2proportional detecter) ShV 94479 

Model 2200 ShV 42622 Probe-Ludlum Model 43-68 (1 OOcm2proportional detected S N  79572 

Model 2200 ShV 42622 Probe-Ludlum Model 43-68 (I OOcm2proportional detected ShV 79572 

I I 
Integrated - MDA - 

Movement Scan (Rate Meter) - MDA - 
2.71+4.65 * Square Root (Br * t) / (t * E * ( A /  100)) 
4.65 * Square Root (Br / 2tc) / (E * (A / 100)) 

M D A  
9 9 T ~  * Eflicimcy 

630 dpm 1 1490 

233 dpm 1 14% 

987 dpm 1 26?,b 

367 dpm 1 26% 

650 dpm j 14',0 

240 dpm 1 14% 

962 dpm i 26% 

358 dpm 26% 

\ = Probe Area 
3 = E5ciency 
3r = Background count rate 
= Count Time 

o =Time Constant 

14c t 
t Elliciency 

1,260 dpm 1 7% 

466 ctpm 1 7% 

637 dpm: 15% 

481 dpm 1 7% 

1.668 dpm 159.0 

621 dpm j 15% 
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PPD P M R M C O  

U.S. NRC 
Region I1 
Materials Licensing/Inspection Branch 
Atlanta Federal Center 
61 Forsyth Street S.W. 
Atlanta, GA 30303-3415 

Analytical Laboratory 
2244 Dabney Road 

Richmond, Virginia 23230 
Tel: 804.359.1900 Fax: 804.353.1860 

http://www.ppdpharrnaco. corn 

August 29, 1997 

Re: License No. 45-253 14-01 Docket No. 030-33656 

Nuclear Materials Licensing Section: 

Please amend the above referenced license regarding the following changes and additions: 

1. Change the name of the licensee from Pharmaco-LSR to PPD Pharmaco, Inc. 

Pharmaco-LSR (Pharmaco-LSR, Inc.) has merged with PPD (Pharmaceutical Development 
Company) resulting in a single new corporate entity, PPD Pharmaco, Inc. There will be no change in 
personnel, or changes in the licensed operations. 

2. Please change the organization for the radiation safety program deleting the need for a radiation 
safety committee to an organization that has the following structure: 

0 Radiation Safety Officer 
0 

0 

Principal Investigators (individuals named in the license that will work with or supervise the 
use of radioactive materials) 
Authorized Users (individuals that work with radioactive materials under supervision) 

3. Please add the following individuals to be named on the license as individuals that will supervise the 
use of radioactive material: 

0 Jim Gorman (Group Leader) 
0 Chris Wilson (Project Leader) 
0 Khristen Hallwachs (Project Leader) 

Resumes of pertinent training and experience are enclosed. 

4. Please change the description of the training provided to users of radioactive material to show that 
the formal training is a 4-hour training class that is provided annually to the users of radioactive 
materials. 

Also, please be aware that PPD Pharmaco will be initiating work with licensed radioactive material in 
the laboratory located at 2240 Dabney Road (2240) on or about September 1 1, 1997. Prior to this time, 
no work with radioactive material will have been performed at this location. Updated floor plans of this 

http://www.ppdpharrnaco


PPD PMRMACO Analytical Laboratory 
2244 Dabney Road 

Richmond, Virginia 23230 
Tel: 804.359.1900 Fax: 804.353.7860 

http://www.ppdpharrnaco. corn 

facility are enclosed. PPD Pharmaco will discontinue work with radioactive material at 2246C Dabney 
Circle (2246C) at about the same time. We will move all radioactive material (and equipment used to 
work with radioactive material) from 2246C to 2240 and perform a Final Survey to support a request that 
this location be removed from PPD Pharmaco’s license as an authorized place of use. 

The proposed Final Survey Plan is enclosed. PPD Pharmaco will submit the Final Survey Report to the 
NRC. PPD Pharmaco will not vacate or release for unrestricted use the space at 2246C until authorized 
to do so by the NRC. 

A check in the amount of $640 is included to cover the license ammendment fee. 

Please call me at 804-254-8421 if you have any questions or need any additional information. 

Sincerely, 

Richard L. Tacey 
Radiation Safety Officer 

Enclosures: Resumes for the Additional Individuals to be named on the license 
Updated Floor Plan for 2240 Dabney Road 
Final Survey Plan for 2246C 
Check for license ammendment fee 

http://www.ppdpharrnaco


PPD PMRMACO Analytical Laboratory 
2244 Dabney Road 

Richmond, Virginia 23230 
Tel: 804.359.1900 Fax: 804.353.7860 

http://www.ppdpharrnaco. corn 
Christopher J. Wilson 

Education: University of Liverpool, UK 
B.S., Genetics, 1986 

Trainin2 Basic Radiation Safety Training from Pharmaco-LSR 8 hours 
Basic Radiation Safety Training from Hazelton Labs 4 hours 

Exoerience Over 10 years of experience in clinical laboratory setting performing radio- 
immunoassays and other analytical tests using various analytical methodologies. 

Exoerience working with Radioactive Materials 

Radionuclide Amount Form Number of Years Place of Use 

3H 5 mCi Liquid 2 Pharmaco 
1251 1 mCi Liquid 2 Pharmaco 

3H 5 mCi Liquid 
1251 1 mCi Liquid 

3H 5 mCi Liquid 

3 Hazelton 
3 Hazelton 

2 U. of Portsmouth, 
UK 

Kristen D. Hallwachs 

Education: The College of William and Mary, Williamsburg, VA 
B.S., Biology and Anthropology 

Training Basic Radiation Safety Training from Pharmaco-LSR 8 hours 
Basic Radiation Safety Training from Hazelton Labs 4 hours 

ExDerience Over 8 years of experience in clinical laboratory setting performing radio-immunoassays 
and other analytical tests using various analytical methodologies. 

Experience workinp with Radioactive Materials 

Radionuclide Amount Form Number of Years Place of Use 

3H 5 mCi Liquid 2 Pharmaco 
1251 1 mCi Liquid 2 Pharmaco 

3H 5 mCi Liquid 
1251 1 mCi Liquid 

2 Hazelton 
2 Hazelton 

http://www.ppdpharrnaco


PPD PMRMACO Analytical Laboratory 
2244 Dabney Road 

Richmond, Virginia 23230 
Tel: 804.359. 1900 Fax: 804.353. 1860 

http://www.ppdpharrnaco. corn 

Summaries of Training and Experience 

James L. Gorman 

Education: Cornell University, Ithaca, NY 
B.S., Biology and B.A., English 

Illinois Institute of Technology, Chicago, IL 
Graduate courses in ToxicologyPharmacology 

Training Basic Radiation Safety Training from Pharmaco-LSR 4 hours 
Basic Radiation Safety Training from the U of Illinois Medical Center 4 hours 

ExDerience Over 10 years of experience in clinical laboratory setting performing research and 
development using various analytical methodologies. Also performed laboratory 
management, quality control and other functions the daily operation and control of 
analytical laboratories. 

ExDerience working with Radioactive Materials 

Radionuclide Amount Form Number of Years Place of Use 

3H 5 mCi Liquid 
1251 1 mCi Liquid 

1251 1 mCi Liquid 

4 Pharmaco 
4 Pharmaco 

1 U. of Illinois 
Medical Center, 
Dept. of 
Pharmacology 

http://www.ppdpharrnaco
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PPD PMRMACO Analytical Laboratory 
2244 Dabney Road 

Richmond, Virginia 23230 
Jei: 804.359.1900 Fax: 804.353.1860 

htfp://www.ppdpharmaco.com 
PPD Pharmaco (License No. 45-25314-01) 

Final Survey Plan for 2246C Dabney Circle 

Preparation and Move 
Complete Preparation of the 2240 Facility 
Move and restart gamma and LSC counters 
Move all other equipment, lab furniture and radioactive material (facilities are on the same parking lot 
and will not require transportation) 

Perform initial survey 
Minimum of 20 wipe tests for removable contamination (gamma and beta analysis) 
Gamma scan using hand-held survey meter with low-energy gamma detector 

Perform Final Survey 
Review results of Initial Survey and Previous operational Contamination Surveys 
Establish survey grid in RIA Chemistry Lab based on a 1 m grid pattern 
Collect 1 wipe test per grid point and grid cell 
Record survey meter response (count-rate survey meter with low-energy gamma detector) at each wipe 
test location 
Collect addition wipes from adjacent areas including the hallway outside of the RIA Chemistry 
Laboratory Room, outdoor areas including 10 survey points each at the loading dock and office areas 
Analyze each wipe test using gross gamma counting and liquid scintillation counting (detects both beta 
and gamma) using counting times long enough to achieve a minimum detectable activity of 100 dpm for 
3H and 1251 (2 minutes or longer will be used) 

Evaluate results 
Results that show contamination above 100 dpm per 100 cm2 will be resurveyed to determine the extent 
of the contamination and decontamination performed until it can be demonstrated that the contamination 
has been removed. 

Prepare Final Survey Report 
The Final Survey Report will include the following: 
Inventory list of the materials moved to 2240 
Diagrams of the Survey Areas 
Description of the Survey Locations (Grid coordinates or other location description) 
Results using Survey Meter and Wipe Test Results 
Summary of the Results 

Final Actions 

Maintain control on 2246C until authorized by NRC to release for unrestricted use 
Submit Final Survey Report to NRC with Request to Remove 2246C as an authorized place of use 
Facilitate NRC Verification Survey (if requested) 

http://htfp://www.ppdpharmaco.com
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