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April 26, 2006 

U.S. Nuclear Regulatory Commission 
Region I 
Nuclear Materials Safety Branch 
475 Allendale Road 
King of Prussia, PA 19406-1415 

Mallinckrodt lnc. 
6 75 McDonnell Boulevard 
P 0. Box 5840 
St. Louis, MO 63 734 

Tele: 3 14 654-2000 
www mallinckrodt.com 

RE: Material License #24-04206-17MD 

Please Expedite Licensing Action 

Dear License Reviewer: 

Please amend the above reference material license to reflect the following modification: 

1. Amend to name Thu Dang, R.Ph. as an Authorized Nuclear Pharmacist. Ms. Dang has 
completed the necessary didactic and practical experience training in accordance with 10 CFR 
35.980 (refer to attached documentation). In addition, the Pennsylvania Board of Pharmacy 
recognizes Ms. Dang as a Registered Pharmacist. 

An expedited review of this request would be appreciated due to extended staffing shortages in this 
pharmacy. All other items relating to our radioactive material license and established Radiation 
Safety Program remain unchanged at this time. 

Please contact April Chance, Manager, Radiological Affairs at (3 14) 654-7960 for further information 
regarding this matter. Your prompt review and approval of this license modification is greatly 
appreciated. 

Sincerely, 

Director, Radiation, Environment, Safety & Health - Mallinckrodt Inc. 

Attachment 

cc: T. Layne, Nuclear Pharmacy Manager (Bethlehem, PA) 
K. Eberly, Radiation Safety Officer (Bethlehem, PA) 
A. Chance, Manager, Radiological Affairs (Hazelwood, MO) 1387 73 

http://mallinckrodt.com


ATTACHMENT 
THU DANG DOCUMENTATION 
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April 27,2006 

Kay M. Yoder, Director: Radiation. Environment, Safety R: Health 
Rcgulatory Compliance Department 
Mallincltrodt Inc. 
675 McDonnell Boulevard 
P.O. Box 5840 
St. Louis. M O  63 134 

Re: Proposed Authorized Nuclear Pharmacist - Thu N. Dang, R.Ph. 

Attached, please find documentation outlining the nuclear pharmacy mining and 
expericuce rccei\.ed by Thu N. Dang, R.Ph. Ms. Dang rcceived her “on the job” 
nuclear pliammcy training: practical experiencc <?nd didactic hours under my 
supervisioii during the period orscpteinber 6. 2004 to October 9, 2004 and 
March 13, 2006 to April 26, 2006. 

Based on IMS. Dang’s training aiid experience as outlined i n  the attached documents, 
I coiifirm that she has achieved a level of competency sufficient to independently 
Opcrate a nuclear pharmacy. I recorninend elevaring Ms. Dang to the status of 
Authorized Kuclear Pharmacist in accordance with 10 CFR 32.72. 

S iiic ere 1 y> 
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I - .  I iiiiotliy D. Layne, R.Ph.. BCNP 
Nuclear P hannac _v Manager 



'0 
care 

7ek. 6 10 882-436 7 
Fax: G 10 882.43 74 
T d f  Free: 330 658  1000 

This letler is to document the experiential <and didactic liours worked for Thu 
Dang while spending a 5 weck intern rotation at Tyco Healthcare and 
to docunenr her hours of additional training since she has become a lilll time 
employee on 3/13/06. 

Date: September 6,2004 - October 9: 2004 
Time per Day: 8 Iiours 
Total experience hours: 120 hours 
Didactic hours; 80 (see afkiched) 

Experience: 
1 . Reviewed label requiremeiits for radiophariiiaceutica1 prescriptions. 
2. Observed the preparation of radiopliarniacettticaIs. 
3. Observed quality control lests performed for evaluation of radiopharmaceuticals. 
4. Revieived transportation ides  and labeliiig for radiopharmaceutical shipments. 
5.  Practiced drawing up doses of methylene bluc with syringe shieIds. 
6. Visited Lehigli Valley Hospital's Nuclear Medicine Departincnt to observe the 

we  of radiopharinaceuticals for diagnostic imaging. 

Date: March 13: 2006 - April 26: 2006 
I ime per Day: 8 Hours 
Total espcrience hours: 264 hours 

r 1. 

Experience: 
I .  Instructed on the use of iiiternal order entry and inventory control. 
2. Set up bio-hood and observed While Blood Cell Labeling. 
3. Observed quality control. Practiced quality control procedures. 
4. Performed pharmacy safety inspections and diiver safety regulations while 

visiting a custoiner's site on a pharmaceutical delivery. 
5. Under the supervision of-' a licensed pharmacist practiced drawing up doses. 

/- 
W L L  + 
Tim Layne, B,C.N.P. RPh 
Pharmacy Manager 
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Hours of Radioactivc Material Experience 

Proposed Authorized Nuclear l'harimtcist: l 'hu N. rlaiig, R.Ph. 

Bethlehem PA 
311 3/06 - t- 4/26/06 Mallinckrodt - TI-20 1 120 inCi 

I I I - I- 
Radiation Sakty Officer 
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" "I'urpox of Use" sliould be dcsignated as cine or mom o f l h e  f o l l o ~ i ~ ~ g :  
I .  
2. 

3 .  
4. 

6. 

Ortlcring, shipping, arid recciving radiouctivc materials and pcrformiug related radiation s~iri'cys 
Calibrating, tising. and performing checks fur propcr operation of dose calibrcitors, scintillation dc teckm.  survey iiieiers. and. ifapplicablc, instruments used lo nicasure 
alpha- o r  beta-emitting radiuririclides 
Calculating, assaying. and s ide ly  prcpatine dnsiges for pnlienls or h u m m  rcscnrch subjects 

a 
I Jw afixnrrillli~~ . _ .  f n  pxuA& ,. m * M  . .  Q W b  -- LS. P 
Usc of adlliiilistrati\.t. cuntrols to avoid niisrakes in ihc adminislrulion of byproduct tnaterial 

. .  

Eluting 'l'c-39in ti-0111 generalor systems, assaying elriate for Tc-99111 and Mu-99 atid prucessing thc eluate with reagent kits to prepare radioactive drugs 



Detnet Barbara Mlssat RCNP RPh 

Pharmacy Uanager 
398-402 lndurtrial Drlve 

North Wales, PA 19454 

Phone 215-699-9042 
barbara.rnis&@,dai.cern_ 

This a letter to document the experience and hours focThu Dang while spending a 5 week 
rotation at PETNET Pharmaceuticals in North Wales, PA. 

Date: January 10,2005 to FebiuaFy 11, 2005 
Time per day: &hours 
Total experience hours; 200 hours 

Experience' 

1 Assisted in the preparation and shipment of radioactive materials. 
2 .  Asslsted in daily constancy checks performed on the dose callbrator and single channel 

3. Assisted and performed daily sump and wipes. 
4. Assisted in Radiation Safety OtTicer fimctions: 

A Linearity 
B. Efficiency bn Single Channel Analyzer 
C. Customer Liceme review 
0. Seal Source Inventory and Leak Test 

5. Per fond  Quality conbol on FDG. 
6.  Observed the operation and fundions of a cydotrm 
7. Assisted with the preparation of FDG 
8. Assisted in me d a e  drawing of FDG for human doses. 

analyzer. 

Thank yw, 

Barbara K. Missal \ 



Temple University School of Pharmacy 
Certificate of Completion 

This certifies that 

I 

Thu Dang 

Has satisfactorily fulfilled the experiential requirements 
for The Certificate in Nuclear Pharmacy 

Date of completion: May, 2005 



Certificate of Completion 
The School of Pharmacy 
Temple University 

Ths certifies that 

Thu Dang 

Has satisfactorily fulfilled the drdactic requirements for 
The Certificate in Nuclear Pharmacy 

Date of completion: September, 2004 

Peter H. Doukas, Ph.D. 
Dean 
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Temple University, School of Pharmacy 
3307 North Broad Street 
Philadelphia, PA 19140 

Course TOM Radiation Radiation 
title clock physics 6t protect- 
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Advanccd 
Radiaphar 

Hours of training received in Basic Radioisotope Techniqucs 
Nuclear Pharmacy Elective Program 
Director; Elaine D. Mackawiak, RPh, PhD 

Professor Pharmacy Practice (School of Pharmacy) 
Clinical Associate Professor Diagnostic Imaging (School of Medicine) 

75 32 15 9 9 10 

Location 

training 
Of 

S c h l  of 
pharm. 

School of 
Pharm. 

Crn&&Z&d 
allclear 
phamacy 

maceuticds 
Clerkship I 

Authorized User Templc Universiity 
Elaine D. Mackowiak, RPh, PhD. 
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This is to acknowledge the receipt of your letterlapplication dated 

, and to inform you that the initial processing which 
includes an administrative review has been performed. 

oPzf34b - 17YB 
There were no administrative omissions. Your application was assigned to a 
technical reviewer. Please note that the technical review may identify additional 
omissions or require additional information. 

I 

0 Please provide to this office within 30 days of your receipt of this card 

A copy of your action has been forwarded to our License Fee & Accounts Receivable 
Branch, who will contact you separately if there is a fee issue involved. 

Your action has been assigned Mail Control Number / 3& 77-7 . 
When calling to inquire about this action, please refer to this control number. 
You may call us on (610) 337-5398, or 337-5260. 

NRC FORM 532 (RI) 

(e.se) 
Sincerely, 
Licensing Assistance Team Leader 


