Danbury Hospital /Radiation Safety

Nuvance
¢ 4 Health.

nuvancehealth.org

January 9, 2023

U.S. Nuclear Regulatory Commission, Region I
475 Allendale Road, Suite 102
King of Prussia, PA 19406-1415

License No.: 06-08544-01
Docket No: 030-01274
Control No: 633554

Good Morning,

This is our response to your request for additional information concerning our amendment
request of October 31, 2022.

Attached please find the calibration data for the Ludlum 14C GM meter and the Captus 3000
Well Counter used for the close out surveys of the Western CT Breast Imaging Center.

We confirm that all seeds previously stored at this location have been moved to the 24
Hospital Avenue, Danbury, Connecticut address.

The 95 Locust Avenue address can be removed as a location for delivery of these seeds.
We confirm that packages were never opened and no packages remain at this location.

Please contact Ruth Shanley at ruth.shanley@nuvancehealth.org if anything further is
needed.

Sincerely,

Ahoprh—_____

Sharon Adams, RN, BSN, MA, MSHCA
Eastern Regional President,

Da?b’.lry Hospital, New Milford Hospital, Sharon Hospital and Home Care
Jeet Sandhu, M.D.
Radiation Safety Officer, Danbury Hospital

?LCW\ Ry é\vaLQJw(

Ruth Shanley, MS, RT(R), RDMS
Radiation Safety Coordinator, Nuvance Health



CardinalHealth
Nuclear & Precision Health Solutions

CERTIFICATE OF CALIBRATION

CUSTOMER: Danbury Hospital Location: 7088
MFG MODEL SERIAL NO. TYPE CHK SRC. cpm/imR/hr Cap

Ludium 14C 283310 SM  Calibration Date'
Ludlum 4“9 PR306460 PGM 0.9 mRw 3300 CLEAR © . 17:Nov-21
Ludium 44.2 PR403749 SC 100,000 cpm 175000 No Cap

FACE ID: 202-808 DETECTOR: 900 Voits

PRi. RANGE 2.00 mR/he INPUT SENS. 42 mV

2NDRANGE 6600 cpm BATTERY: OK

3RDRANGE na na

CALIBRATION PERFORMED wiPROBE: FIXED Zeroed [ X ). Reset [ X ], Geotropism [ X ], Alarm [ X ]

CHECK SOURCE 210% wiPROBE: FIXED Mechanical [ X ], F/S Response [ X ], Audio [X]

NOTE: Source reading taken at the approximate ‘center’ of the probe tube and ‘source’ for 15 to 30 seconds.

Scale Cal.Reference [Calibration Readings
Setting mRM As Found As Found Err As Lot AstefEr | Corfac
[ %1000 1800.00 1.50 -8.25% 1.60 0.00% 1,000
x1000 400.00 0.50 25.00% 0.40 0.00% 1 000
x100 160.00 1.40 -12.50% 1.80 0.00% 1000
x100 40 00 060 50.00% 0.40 0.00% 1 000
(‘" x10 16 00 1.65 3.13% 160 0.00% 1 000
x10 4.00 035 -12.50% 040 0.00% 1.000
x1 1.50 150 0.00% 1.50 0.00% 1.000
x1 0.50 0.50 0.00% 0.50 0.00% 1.000
Scale Reference _Equivalent Equivalent _ Equivalent
|__Setting mR/Mhe As found As Found Err As Loft As Left Err CorfFac cpm
x1 1.50 e i Solna il ) 4850
x0.1 0.15 1.50 0.00% 1.50 0 00% 485
x0.1 0.05 0.50 0.00% 0.50 0.00% 1.000 162

Calibration Source: 1.0 Ci of Cs-137; radiation output 182 x (1 £ 5%) mR/hr at 100 cm on August 1, 2011.
J.L. Shepherd, Mode!l 28-6A SN 10085. Cs-137 Amersham type X.19 Capsule

Ludium Mini Puiser model 500-1 SN:174871. Ludium model 2200 Rate Meter, sn:164597.

NOTES

Note: Remove probe cap prior to any use.

CALIBRATI ONDITION
Radiation levels are based on standards whose calibration are traceable to the NIST. All readings are corrected for
backg d radiation. Any correcti made to the survey instrument (e.g. energy dependence) are up to the user to apply.

Care must be used in applying any such factors. The GM probe front will provide the most sensitive contamination survey.
The longest dimension of the probe detector tube or tube arvay is placed in a plane perpendicular to, and centered in, the

beam of radiation.
Calibrated by: Louie Gm@‘&&:’&o‘\ [ pass |
. CatDueDate .

(* Reviewed by: Richard Freyer / Ovando Tellus / Louie Goodson / Scott Murtle / S. Brandi Williams o Gal o
*1 Radioactive Material License # 060-0794-2 o AT-Nov-22
REV: June 2016
Print Cen

. . NC 28217
3845 Shopton Rd, Bidg 18A - Charlolte. NC 282 Tel- T04588:3984




_ - LUDLUM MEASUREMENTS, INC.
M Designer and Manufacturer 501 Oak Street

of
325-235-5494

Scientific ond Industial
Instruments Sweetwater, TX 79556, U.S.A.

www.ludlums.com

r Bench Test Data For Detector
Detector 44-2 Serial No.g)')qﬁ’)-l"‘q
Customer CARDINAL HEALTH ORDER NO. 20411140
Counter 2200 serial No. AOUTO Counter Input Sensifivity 35 mv
Count Time LS/ SC{ ondS Distance Source to Detector 3@_
Other
High Isotope amﬂL Isotope Isotope Isotope
Voltage  Background size 2O NS, G Size Size Size

A e DB 12
A0 10 Ax0oH
¢ 112 49
—+Q00 il A3
G50 | 10% G464
1000 L1 Q120
1050 153 10\uG
1100 315 0221,

Signature MANUELA AGUILAR A Y YO 4 4 th ‘ /}%:! &ﬁ ‘ Data]_g.. Ry 3w - D

FORM C4A 01/22/2020 Pooo_\_ef _\._

e Serving The Nuclear Industry Since 1962 e



Astarita Associates, Inc.

MEDICAL PHYSICS CONSULTANTS
414 Route 111, Smithtown, NY 11787
Phone (631) 265-2950
Fax (631) 265-2962

Danbury Medical Arts Center February 10, 2022
111 Osborne St
Danbury, CT 06810

Attn: Joleen Dennison
Manager

Dear Ms. Dennison:

Below is a summary from Wednesday, February 09, 2022.

Nuclear Medicine Audit

NM QA/QC Review

e See miscellaneous notes

Miscellaneous Notes

Please maintain a copy of the NRC inspection report in the QC manual.
There are numerous sealed sources that must be returned to the vendor. Please initiate this process.
Please ensure the RSO continues to review and sign the daily surveys, weekly wipes, quarterly audits, personnel
monitoring reports and the annual dose calibrator accuracy.
o  The staff radiation safety in-service is due to be performed. Please utilize the presentation on our website.
https://www.astaritaassociates.com/radiation-safety-in-nuclear-medicine/

Task Performed

Dose Calibrator Linearity
e  Performed on 02/09/2022.

Well Counter Calibration Efficiency
e Performed on 02/09/2022.

Sealed Source Leak Inventory/Leak Test
e Performed on 02/09/2022.

Sealed Source Leak Inventory/Leak Test
e  Performed on 02/09/2022.

If you have any questions, please do not hesitate to contact me.

Very truly yours,

et

Astarita Associates
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Astarita Associates, Inc.

MEDICAL PHYSICS CONSULTANTS
414 Route 111, Smithtown, NY 11787
Phone (631) 265-2950
Fax (631) 265-2962

Danbury Medical Arts Center February 9, 2022
111 Osborne St
Danbury, CT 06810

Attn: Joleen Dennison
Manager

QUARTERLY RSO/PHYSICIST AUDIT

Enclosed are the details of the quarterly RSO/Physicist audit performed at Danbury Medical Arts
Center on 2/9/2022. A summary of the results of the audit are listed below.

Comments:

NM QA/QC Review

e  Please maintain a copy of the NRC inspection report in the QC manual.

e There are numerous sealed sources that must be returned to the vendor. Please initiate this process.

e  Please ensure the RSO continues to review and sign the daily surveys, weekly wipes, quarterly audits, personnel
monitoring reports and the annual dose calibrator accuracy.

e  The staff radiation safety inservice is due to be performed. Please utilize the presentation on our website.
https://www.astaritaassociates.com/radiation-safety-in-nuclear-medicine/

Prepared by: Jason Tavel Medical Physicist: % W

Jason S. Tavel, PhD, DABR
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Astarita Associates, Inc.

MEDICAL PHYSICS CONSULTANTS
414 Route 111, Smithtown, NY 11787
Phone (631) 265-2950
Fax (631) 265-2962

Date 2/9/2022
Danbury Medical Arts Center
111 Osbome St
Danbury, CT 06810

Att: Joleen Dennison

Manager
NUCLEAR MEDICINE PHYSICIST / R.S.0. AUDIT

T) LICense_
Number 06-08544-01 P
Expires 4/30/26 | P
Amendments Pending: P
Authorized Material Used: P
Authorized Users Order: NA
Authorized Users Interpret:
Inspection Correspondence: [unknown [ see note

Health Code Available (NYC: ART 175; NYS Part 16):

Nuclear Medicine Technologist Licensure (badge with name, title >=3/4"x3"):

o|vo|5|v

2) Dose Calibrator

Daily Constancy with Activity Verification: P
Co57 Activity >1mCi: [>4 mCi P
Linearity (NYC:Quarterly;NYS Semi—annual){Due Next: May-22 P
Linearity and Accuracy Results Signed by the RSO (NYS only): P
Annual Accuracy: |Due Next: May-22 P
Geometry Test Performed: Last Performed: Jun-15 P
3) Radiation Detectors:

Survey Meter S/N:  |121802 Due Next: Oct-22 P
Survey Meter S/N: Due Next: NA
Survey Meter S/N: Due Next: NA
Survey Meter S/N: Due Next: NA
Survey Meter S/N: Due Next: NA
Portal Waste Monitor:

Monthly Check: NA

Annual Check Due Next: NA
Well / Probe Efficiency and Calibration: Due Next: Feb-23 P
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4) Radiation Surveys:
Daily Room Surveys: P
Signed by RSO Monthly: P
Weekly Wipe Tests: P
Signed by RSO Monthly: P
Wipe Test Counter Constancy Check: P
Spill / Decontamination Reports: P
5) Postings:
Badge Reports Through: [101121 | P
Badge Reports signed by RSO: P
ALARA | (125mR/Q Deep; 1875mR/Q extremity) ALARA Il (375mR/Q Deep; 5625mR/Q extremity):
Spill Procedures P
Notice to Employees P
Radiation Materials Signs P
Pregnancy/Breast Feeding Caution P
6) Isotope Records
Pt. Log (incl. dose administered): P
Weekly Dose Administered Under the Maximum Quanity Allowed (PET Only): P
Ship / Receive Log: P
Sealed Source Leak Tests uCi : Due Next: Aug-22 P
Sealed Source Inventory (quarterly): Due Next: May-22 P
Return Source Documentation: see note
Radioactive Material Waste Records (held for 10 half lives): P
Moly Breakthrough Daily (<0.15uCiMo/1mCi Tc99m): NA
Authorization to Administer Radioactive Materials: P
Repeat / Misadmin. Reports: P
Repeat / Misadmin. Reports sent to DOH: P
Repeat / Misadmin. Analysis: P
7) DEC/DOH Airflow & Emissions (Tc99m DTPA N/A for NRC)
Airflow calcs (worker dose / effluent calc): |Due Next: | NA
Xenon Trap Effluent Check (every 10patients or monthly): NA
Negative Pressure if no Trap: NA
Spilled Gas Clearance Time: 1Due Next: I NA
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8) Camera QA/QC:

Daily Flood performed (retain for 1 month):

Daily Flood acceptable(retain for 1 month):

Weekly Bar (retain for 3 years):

Motion Safety Check (quarterly): Performed today
Center of Rotation performed: |Frequency: M|

Center of Rotation results:

Uniformity Analysis performed: | D |

Uniformity Analysis results:

ACR Evaluation: |Due Next: May-22 |

v|v|v|V|O|O|0|D|T|D

PET Service / Technologist QC:

9) Rad Pharm Therapy

Manual Complete (pt. log, data sheets, follow-up solicitation date):

Efficacy Audit (annual):

High Dose Outpatient Calculations:

S

Users Verified on license

10)  Safety Instruction

Nuclear Medicine Technologists: Due Next Feb-22 see note

Ancillary Staff (MD, RN, Echo..): Due Next Feb-22 see note

Housekeeping Personnel: Due Next

New Employees Inserviced:

£33

Security Due Next

10)  Safety / Security

No Eating, Drinking, Smoking, Application of Cosmetics:

Use of Gloves, Lab Coat, Syringe Shield:

Waste Containers Appropriately Shielded

Security of Isotopes and Waste:

v|0|O|0|T

Syringe Shield Appropriate and Intact:

11)  Additional QA

Quarterly RSC Meet: |Due Next: |

Prospective Evaluation:

S

Moving / Decommissioning Lab:

Previous Audit recommendations followed:

5|0

Previous Audit signed by the RSO: see

RSO: ﬁ///_'/L/

Technologist:

Administrator
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