
From: Lanzisera, Penny
To: ahenry@keystonephysics.com
Subject: Request for Additional Information for Bayhealth Medical Center renewal
Date: Friday, August 22, 2014 11:56:00 AM

Licensee: Bayhealth Medical Center
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Mail Control No. 583829
 
In order to continue our review of your renewal, please provide the following additional
information:
 

1.     You currently possess cesium-137 sources received in 1994.  Please specify
whether these sources are still in use or in storage.  If in storage, please describe
the location and shielding of the storage area.

 
2.     You requested iridium-192 sources for manual brachytherapy. From a review of

inspection documentation, it appears that these sources have not been used for
several years.  Please clarify if your wish to retain these sources on your license.  If
you wish removal, please either: (1) document the date the sources were placed
into decay-in-storage and disposed; or (2) submit documentation showing that the
last source(s) were disposed back to the manufacturer or to a waste broker along
with their leak test results.

 
3.     You requested IPL Model 201B gadolinium-153 sources.  Please confirm that your

request should have been for IPL Model 301B sources.  In addition, during the
inspection conducted in 2010, it was noted that you had disposed of all gadolinium-
153 sources.  If you wish removal of these sources from your license, please
submit documentation showing that the last source(s) were disposed back to the
manufacturer or to a waste broker along with their leak test results.  If you wish to
retain these sources on your license, please clarify their location of use and the
authorized user responsible for their use.
 

4.     On Page 2 you describe the use of yttrium-90 as “for manual brachytherapy” and
on Page 6 you describe the use as “for instrument calibration.”  Please clarify.  If
you wish to add yttrium-90 microspheres to your license, you may follow the
guidance found at http://pbadupws.nrc.gov/docs/ML1217/ML12179A353.pdf for
submission of your request.
 

5.     You have requested therapy uses, including 10 CFR 35.300 and 35.400.  Please
provide diagrams of in-patient rooms used.  Previously 2 rooms on the 2nd floor
were used at Milford Memorial Medical Center and 1 room on the 2nd flood was
used at Kent General Hospital.  Alternatively you may confirm that you no longer
use your cesium-137 and iridium-192 sources for implants, and only treat
outpatients with radiopharmaceutical therapy and manual brachytherapy.
 

6.     Please describe any areas used for PET studies.  Provide diagrams, including
surrounding areas, and shielding installed in scan rooms, hot labs, and quiet rooms.
 

7.     Information currently available to the NRC indicates that iodine-125 seeds may
become dislodged during implantation or after surgery.  Please specify the survey
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instrument used to locate seeds.  This instrument should be equipped with a thin
sodium iodide crystal detector probe in order to detect iodine-125.
 

8.     Describe the emergency response equipment available for manual brachytherapy
facilities.  This may include shielded containers and long handled tongs or
tweezers.
 

9.     On Page 7 of your application, you state that packages are received in the hot lab
areas.  Please describe the receipt arrangements and storage for high dose-rate
remote afterloader sources.
 

10.  On Pages 16-22 diagrams were provided for your nuclear medicine and cardiology
facilities.  Please provide a detailed description of hot labs located in each area
(e.g., fume hoods, shielding, waste storage, receipt areas, L-blocks, etc) and
describe areas located above/below the hot labs.  In addition, please clarify whether
Kent General Hospital facilities include a 2nd hot lab.
 

11.  In a previous letter dated May 23, 2003 (diagram 9.1.D), a remote waste storage
area for sealed sources and radioactive waste was located on the ground level of
Milford Memorial Medical Center.  Please indicate whether this area is still used,
and if so, provide an updated diagram, including areas located above/below.  If no
longer used, please provide closeout surveys for the area and records showing
disposition of the radioactive sources and waste previously stored in this area.
 

12.  Please clarify the name of the Milford facility.  Milford Memorial Hospital or Milford
Memorial Medical Center.
 

13.  With regard to your high dose-rate remote afterloader, please provide the following:
 

a.     On Page 15 of your application, a dose rate of 1.2 mR/hr was measured at
waist level in the space below the unit.  Please describe how the dose limits
in 10 CFR 20.1301 (2 millirem in any one hour and 100 millirem a year) will
be met on contact to the ceiling below the unit.

 
b.     On Page 13 or your application, you provided your emergency procedures. 

However, the last two blocks for responding when dose rates exceed
background on the patient are illegible.  Please re-submit a clearer version. 
In addition, please assure that the steps include locking and posting the
room to control access and notifying personnel of the presence of radiation
in the event of an emergency.

 
c.      On Pages 8 and 9 of your application you describe the security of the

treatment room and storage room.  Please describe how the unit is
physically secured at all times when not attended (e.g., locked in a closet in
the treatment room or chained to the floor inside the treatment room or
closet).

 
d.     On a facility diagram, please indicate the location of the audio/visual

equipment and the in-room radiation monitor.
 

e.     Please provide the manufacturer/model number of your current well chamber
and electrometer used for calibrations.

 



f.       Please describe warning lights and alarms and mechanism for ensuring that
no two radiation-producing units can be operated simultaneously.

 
g.     Provide detailed step-by-step procedures performed for periodic spot-checks

and acceptance criteria for each check in accordance with 10 CFR 35.643. 
For instance, are source exposure indicator lights verified as lit by exposing
the source and ensuring that indicator lights on the unit, on the console, and
in the facility illuminate.

 
Additionally, please note that:
 
a.     Full calibration procedures were not required to be submitted and were not

reviewed in detail.  A cursory review noted that a stopwatch may be used for timer
accuracy measurements, in conflict with nationally recognized standards that base
the test on electrometer readings taken at different time intervals.

 
b.     Your application references NUREG-1556, Vol. 9, Rev. 1.  Please note that Rev. 2

was issued in January 2008.
 
You may either fax your response to my attention to 610-337-5269, mail your
response, or send a scanned pdf.  Please call me at 610-337-5169 with any questions
and reply via email to confirm that you received this communication.  Sincerely,
 
Penny Lanzisera
U.S. NRC, Region I

 


