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December 14, 2012 

Judith A. Joustra, Chief 
Commercial and R&D Branch 5 	:2-,25 3&,/ - O/t1D
Division of Nuclear Materials Safety 
U.S. Nuclear Regulatory Commission, 0303'1/87
Region I 
2100 Renaissance Blvd, Suite 100 
King of Prussia, P A 19406-2713 	 ;l.CJILOO/ 

SUBJECT: REPLY TO A NOTICE OF VIOLATION. ADDITIONAL INFORMATION. 

Docket No. 03034187 
License No. 52-25361-01MD 

Dear Mrs Joustra: 

Additional information to the response for the notice of violation letter sent on November 15, 
2012. 

A. 	 49 CFR 172.200 (a) requires each person who offers a hazardous material for 

transportation shall describe the hazardous material on the shipping paper in the 

manner required by this subpart. 49 CFR 172.203 (d) requires that shipping papers 

contain, in part, (2) a description of the physical and chemical form of the material, if 

the material is not in special form; (3) the activity contained in each package of the 

shipment; (4) the category of label applied to each package in the shipment (for 

example: "RADIOACTIVE WHITE-l "); and (5) the transport index assigned to each 

package in the shipment bearing RADIOACTIVE YELLOW-II or RADIOACTIVE 

YELLOW-III labels. 


Contrary to the above, the licensee transported packages and shipping papers that did 
not state the activity contained in the packages on June 26,2012 and August 14,2012, 
and transported a package and shipping papers on June 25, 2012, that did not contain 
information regarding the category of label applied to the package and the transport 
index assigned to the package. Specifically, 

On June 26, 2012, the licensee transported a package containing prescription 
number XXXX755 and shipping papers that incorrectly stated the activity 
contained in the package. The shipping papers stated that the prescription 
activity shipped was 7.526 microcuries (IlCi) 1-131 when the activity was 
actually between zero and 3 IlCi. 
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ANSWER 
1. 	 The violation root cause for this specific incident was an incorrect 

activity reading on the final product activity due to a higher than 
normal background present in the compounding area that 
consequently reflected the incorrect activity stated on the shipper 
papers. The requested 1-131 activity is loaded into a syringe and 
pre-calibrated before it is injected into the capsule. During the pre
injection process the operator calibrated the 1-131 activity below the 
requested activity because the background contributed to a higher 
reading causing the incorrect activity reading compared to the 
activity requested. The underestimation was transferred into the 
capsule compounding process where the compounded capsule 
activity was measured within the same high background area 
causing normalization in readings and the failure by the operator to 
detect a capsule that was under the requested activity. 
Consequently, the error was transferred to the shipping papers after. 

2. 	 Immediate corrective steps were taken including: 
a. 	 Incident was discussed with all laboratory personnel. 
b. 	 Retraining was provided to all laboratory personnel. 

Results: Operators are more aware of background reading and 
to constantly check on background zeroing at the calibrator 
before calibration is required within the microcuries region. No 
incident has been reported since retraining was performed. 

3. 	 Dose calibrator SOP is under revision in order to stresses the 
need to zero the dose calibrator prior to each reading within the 
microcuries region. 

4. 	 Date of full compliance will be achieved: December 31,2012. 

On August 14, 2012, the licensee transported prescription number XXXX159 
with shipping papers stating the syringe contained 6.00 millicuries of Ga-67 at 
the calibration time of 2:00 PM. The recipient measured the activity in the 
prescription as 4.97 millicuries at the calibration time, which was not as 
ordered and was different than recorded on the shipping papers. 

ANSWER 
1. 	 The violation root cause for this specific incident was related to a 

unit dose mishandling when closing the pig container. When 
packaging the final unit dose, which was previously registered on 
system to contain the requested activity, the packaging employee 
accidentally hit the syringe plunger with the lead cap at the closing 
moment. This action resulted in product being spilled outside from 
the syringe reducing the activity requested. The loss of product 
caused the discrepancy between activities in the syringe compared 
to the value recorded on the shipping papers. 
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2. Immediate corrective steps were taken including: 
c. 	 Incident was discussed with all shipping personnel. 
d. 	 Retraining was given to all packaging personnel and correct pig 

closing techniques were refreshed. 
Results: Personnel are more aware of their duties. No 
incident has been report since retraining. 

3. 	 To avoid further violation, SOP for packaging lead containers will 
be reviewed to stresses the need of proper pig closing techniques. 

4. 	 Date of full compliance will be achieved: December 31, 2012. 

Should you have any other questions please do not hesitate to contact me. 

Sincerely, 

J el A. Cordero, RPh, BCNP 
irector of Operation 

Lan eus MI Radiopharmaceuticals, Inc. 

Reply to a Notice of Violation docket # 03034187 - Final Dec 142012 (Medical Imaging Radiopharma)/Ip 


