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Investigation into the PET SCAN incident 
Prepared by Ken Ab, Radiation Safetv Officer, Nuclear Diagnostic Products 

On October 30,2006, order entry clerk Diego Santillan alerted me to a situation 
regarding possession limits of a particular drug with a customers license. Diego asked me 
to review the License of The Pet Scan of New Jersey facility to determine whether or not 
they were licensed to receive Tc-99m and Tc-99m products. 

Having reviewed the License file of the said customer, I then concluded that they were 
licensed to receive and possess Tc-99m in any amounts needed for caiibration or 
reference only as duly authorized under 10CFR35.65. They were not licensed however, 
to receive or possess any material which would fall under the authority of lOCFR 35.200. 
I then communicated this to Diego and he informed me that they were ordering 30 
millicuries of Tc-MDP for the next business day. At that point I attempted to contact the 
client to inform them of my findings. I then spoke to a Mi. Ralph DiBellonia and also a 
technician named Gopaul and informed them that by virtue of their License conditions, 
they were not allowed to receive and possess the material being ordered. I also asked if 
there was an amendment to the current license or if a request was made to have this 
license amended. 

On the following day October 3 1,2006, technician Gopaul Doshi faxed over to me a 
request for an amendment for this particular License, but this request did not seek for the 
Licensee (Pet Scan) to receive and possess Materials under 10 CFR 35.200. I then 
contacted Mr. DiBellonia and informed him that if approved by the NRC, the amendment 
request still will not allow them to receive and possess the desired material. I also faxed 
him a formal letter of explanation (copy attached). 

Upon further investigation, between 11/1/06 - 11/2/06, I asked order entry clerk Diego 
Santillan to determine the number of doses this client received from us. On 11/3/06, I 
received the printed report which showed 114 doses fiom 1/1/2006-11/3/06 of which 
seven(7) can be properly classified under 10CFR35.65, the remainder should be duly 
classified under lOCFR35.200 for which this client was not licensed. 

After reviewing this information, I contacted Pet Scan and spoke with Mr. Ralph 
DiBellonia and told him of my findings. He then referred to the original amendment 
request letter which stated that the Licensee(Pet Scan) understood that Tc-99m is 
authorized under 10CFR35.65. I again pointed out that the Tc-99 products for imaging 
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and localization falls under lOCFR35.200. and that they were mistaken by the wording of 
their License “that Tc-99m and the 250 microcurie source are authorized under 
1 OCFR35.65 and not listed specifically on your license”. I then told Mr. DiBellonia that 
after consideration, I felt that I had an obligation to bring this matter to the attention of 
the Nuclear Regulatory Commission, and that I would be doing so after I ended my 
phone call with him. I then spoke with Mr. Tom Thompson of the NRC Region I Office, 
and apprised him of the situation. I also told him that I felt that there was a sincere 
misinterpretation of the License wording and that they erroneously believed that they 
were allowed to receive and possess materials for imaging and localization. MI. 
Thompson then informed me that he had difficulty in classifying this as a violation and 
would seek to contact the Licensee (Pet Scan) to investigate this matter. I asked Mr. 
Thompson if I needed to contact him regarding this matter over the following days and he 
said I did not have to . 

After my conversation with Mr. Thompson of the NRC, I contacted Mr. DiBellonia and 
told him to whom I spoke with at the NRC. He said that he was going to follow up on this 
situation and seek the necessary amendment. On 1 1/6/2006, I received a phone call and a 
fax from Mr. DiBellonia, informing me that they had secured the necessary amendment 
(copy attached). Their License file and pertinent information were adjusted accordingly 
in Nap’s system. 

Actions taken as a result of this incident. 

As a result of my investigation into this incident, I interviewed order entry personnel 
Diego Santillan and Danielle Barat in an attempt to fully understand how this situation 
evolved and was prolonged without being detected. More importantly, I recognized the 
need to immediately implement steps to prevent a recurrence of this nature. Among the 
scope of her duties at this company, one of Danielle’s responsibilities includes working 
with Sales and Customers especially in setting up new accounts. This exercise also 
includes putting RAM license information into the computer. With this particular 
customer, Danielle inadvertently put their NJ State License possession limit of 3OmCi for 
Group I1 radiopharmaceuticals into the computerized License data field. This step 
erroneously allowed the processing of prescriptions for imaging and localization 
materials under 10 CFR 35.200. Although the computer system, does not have the 
capability to differentiate between NRC and NJ State DEP Licenses and possession limits 
unless License Line items are installed, it will “Red Flag “ the user when an attempt is 
made to generate DOT shipping papers. This “Red Flag” does however, give the user the 
option to override and continue with the actiodjob by requesting a YesMo response. 
Thinking that this might be a “glitch “ in the system and not re-checking the License file 
thoroughly, order entry personnel were choosing option Yes for this customer. Since this 
incident, I have had meetings with the pharmacists and order entry personnel and have 
instituted a protocol that either a pharmacist or myself MUST be alerted when these “Red 
Flags ‘‘ appear. I have also embarked on an exercise with Diego Santillan and Manager 
Mark Novembre, RPh, to review every Customer License file with respect to Authorized 
material and possession limits, Authorized Users, Authorized locations, License 
expiration dates, with emphasis on special or unique conditions eg A.U. Dr. X may be 
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authorized to use any and all material per the License, whereas A.U. Dr. Y may be 
authorized to use only certain materials. This will be an ongoing exercise and License 
files will be physically moved to a different location to ensure security of storage and 
access. It is my intention at this time to work with all order entry personnel as well as all 
Pharmacists to ensure they develop a proficient understanding of Licenses by a series of 
meetings and by addressing and sharing information on unique situations. 

I was subsequently contacted by Ms Betsy Ulrich of the Nuclear Regulatory Commission 
and told that she was assigned to handle this incident and she would be visiting this office 
in the near fbture. 
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