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Please see attached responses to the questions sent concerning the GEHC St Louis RAM renewal application. Discussion 
. was held with Pete in the StLouis site to help generate the response. 

Concerning question 3 on the iodine room, please note no air vents are tied into the iodine room. The only flow of air is 
that being drawn from the Patriot hood, from under the door of iodine room and then up the stack and out. 

If you have any questions please feel free to contact me on my cell phone. Thank you for the help in this matter. 

Rick Hughes 
Director Pharmacy Regulatory Assurance 
Life Sciences- MDx 
GE Healthcare 

0-609-514-6647 
c- 609-209-6832 
F- 215-827-5702 
Rick. H ughes@GE. com 

This e-mail is intended only for the named recipient(s) and may contain information that is privileged, confidential, 
proprietary, and/or exempt from disclosure under applicable law. No waiver of privilege, confidence or otherwise is 
intended by virtue of communication via the internet. Any unauthorized use, dissemination or copying is strictly 
prohibited. If you have received this e-mail in error, or are not named as a recipient please immediately notify the 
sender and destroy all copies of this e-mail. Please be aware that internet communications are subject to the risk of 
data corruption and other transmission errors. 



• 
February 27, 2014 

Bryan A. Parker 
Health Physicist 
U.S. Nuclear Regulatory Commission - Region Ill 
2443 Warrenville Road, Suite 210 
Lisle, IL 60532-4352 

RE: Radioactive Materials License No. 24-32462-0lMD 
Docket No. 030-36453 
Control No. 582100 (License Renewal) 

Dear Mr. Porker: 

GE Healthcare 

Rlck.Hughe 
Corporate Radiation Safety Officer 

101 Carnegie Center 
Princeton. NJ 085ll0 

T 609-514-6647 
F 609-514-6040 
E Rick.Hughes@ge.com 

Pursuant to your email correspondence dated 26 February 2014. the following responses are provided to the 
questions outlined in your email. The questions have been restated for ease of reference. 

1. In Item 5, please indicate the reoson{s) for the slgnlflca nt Increases In possession lim its, specifically 
with Subitems A IBPM 1-83) and E U-131). 

GE Heolthcare would like to increase the possession limits noted in Sub-Item A IBPM 1-83) and Sub-Item 
E 0-131) as specified in the radioactive materials license application renewal. The increase in the 
possession limits is warranted due to the growing demands of the radiopharmacy business in the area. 

2. In Item 5, Subitems I and J, you request continued authorization to redistribute 35.400 sources and 
a new authorization to redistribute 35.500 sources. Please provide confirmation that 

A) the sealed sources for brachytherapy or diagnosis to be redistributed will be obtained from a 
manufacturer authorized to distribute sealed sources for brachytherapy or diagnosis in 
accordance with o specific license issued pursuant to 10 CFR 32.74 or under equivalent 
Agreement Stote requirements; and 

B) the manufacturer's packaging, labeling, and shielding will not be altered and that redistributed 
sources will be accompanied by the manufacturer-supplied package insert, leaflet. brochure, or 
other document that provides radiation safety instructions for handling and storing the 
sources. 

IThis is similar to the information provided by you In Item 10.3 under Distribution Operations for 
other sources.) 

GE Healthcare confirms all sealed sources for brachytheropy or diagnosis to be redistributed to 
authorized licensees will be obtained from a manufacturer authorized to distribute sealed sources for 
brochytherapy or diagnosis in accordance with a specific license issued pursuant to 10 CFR 32.74. or 



under equiva ent Agreement State requtrements. GE Healthcare further confirms. the manufacturer's 
packaging. labeling. and shielding will not be altered. Redistributed sources will be accompanied by the 
manufacturer-supplied package insert,leaflet, brochure, or other document providing radiation safety 
instructions for handling and storing the sources. 

3. In Item 10.6 under Section B of Precautionary Measures for Handling Millicurie Quantities of 
Radioiodine. you describe airflow, exhaust. etc. Please verify that the room exhaust does not exceed 
the hood exhaust to prevent backflow Into worker breathing zones. 

Also, please indicate the height of your stack above the roof and the distance of the stack from any 
other intake points. 

Lastly, please verify that ventilation systems ensure that effluents are ALARA, and are within 
constraints for air emissions established under 10 CFR 20.1101(d). 

GE Healthcare verifies the Iodine Room exhaust does not exceed the volatile materials fume hood 
exhaust. thereby preventing backflow into the worker breathing zones. Please note the entire iodine 
room is maintained under negative pressure at all times due to lack of HVAC ventilation into the room. 
As stated in the radioactive materials license application in Item 10.6 of Precautionary Measures for 
Handling Mill:curie Quantities of Radioiodine, ventilation keeps the fume hood at negative pressure with 
respect to the rest of the Iodine Room. The design of the fume hood precludes releases into the room 
and prevents the operator from disrupting the airflow. 

The height of the volatile materials fume hood exhaust stack above the roofline is maintained at a 
minimum of 6.0 feet 11.83 meters) and the distance of the exhaust stack release point is maintained at a 
minimum of 32.81 feet 110.0 meters) from any other potential intake points. 

GE Healthcore also verifies the facility ventilation system design ensures air effluent releases ore ALARA 
and within the constraints for air emissions established under 10 CFR 20.110l{d). 

4. In Item 11.1 under Procedures for Retrieving Waste from Customers, you indicate that "GE will pick 
up for disposal only those Items which contain or are contaminated with radiopharmaceuticals 
supplied by GE Healthcare." (emphasis addedl 

It further indicates that the customer Is responsible for other waste; however, it is not dear what 
that statement above entails. Therefore, please clarify that you only retrieve syringes and vials 
supplied by you and do not retrieve any other waste from the customer. 

The GE Healthcare St. Louis radiopharmocy will only retr'eve syringes and viols originally supplied by GE 
Healthcare. The GE Healthcare St. Louis radiopharmacy will not retrieve any other waste from 
customer/licensees. 

If you require any addition clarification or information pertaining to the GE Healthcare St. Louis radiopharmacy 
radioactive materials license application renewal please do not hesitate to contact me personally at (6091514-
6647. 

Sincerely, //1 
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Richard A. Hughes -
Corporate Radiation Safety Officer 
GE Heolthcare - Life Sciences - MDx 


