
VHA National Health Physics Program Inspection Record 

Inspection report number: 553-1 1401 Permit number: 21-04234-01 

Permittee (name and address): John I?. Dingell VA Medical Center 
4646 John R. Strcei, Detroit, Michigan 

Locations of  use being inspected: Same as above. 

Permittee contact (name and telephone number): Rayma Bilicki, M.S., 3 13-576-3595 

Permit priority: 3 Perrnit program code: 2 12013620 

Date of last NHPP inspection: July 19-20,2010 

Date of last NRC inspection: June 12,2003 

Date of this inspection: February 23,201 1 

Type of inspection: ( ) Announced (X) Ilnannounced 
( )Initial (X) Routine ( ) Special 

Next inspection date: Februarv 201 2 ( I  2 months pending outcomc of next 

Summary of findings/actions 

(X) No violations (NWPP inspectian report or NEIPP Form 591 issued) 
( ) Severity Level IV andor non-cited violations (NHPP Form 591 issued) 
( ) Severity Level IV andlor non-cited violations (NHPP inspection report and Form 591 issued) 
( ) Severity Level I, IX, or I11 violations (M-IPP inspection report and NOV issued) 
(X) FoIlow-up on previous violations 

Inspector(s): 
Tlhomas E. Huston 

Date: March 2, 20 1 1 
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VWA National Health Physics Program Inspection Record 

PART r .. PERMIT, INSPECTION, INCIDENT/EVENT, AND ENFORCEMENT HISTORY 

1. AMENDMENTS AND PROGRAM CHANGES 

Amendment No. 102, dated December 29,2010, changed the Radiation Safety Officer (RSO), 
added medical uses under 10 CFR 35.300 and 35.500, and reinstated rescarch uses. 

Amendment No. 103. was pending (on date of inspection) to reconcile Iocations of use by adding 
rooms. 

2. INSPECTION AND ENFORCEMENT HISTORY 

NRC inspection: Thc last inspection on June 12,2003, citcd no violations. 

NHPP inspection: The most recent inspection of July 19-20,2010. cited no violations; however, 
an earlier inspection of June 23 through December 9,2009, cited violations for failure to have 
continuous coverage by a quaiified RSO and failure to have an adequate radiation safety 
program. NHPP cited the violations as a Severity Level I11 problem and attributed the cause of 
the violations to careless disregard for regulatory compliance. The current inspection follows up 
on corrective actions for these earlier violations. 

3. INCIDENTEVENT HISTORY 

A review ofNMED on February 14,201 1, the permit file, and archives indicated no incidents or 
events. No incidents were reported to the inspcctor during this inspection. 

PART I1 - INSPECTION DOCUMENTATION 

I .  ORGANIZAI’ION AND SCOPE. OF PROGRAM 

The permittee conducts a radiation safety program under a VHA limitcd-scope medical and 
research use permit. Nuciear medicinc and research use a ~ a s  and waste storage areas are located 
at a single address on the permit. 

The Nuclear Medicine Service uses unit doses from a commercial pharmacy and normally 
pcrfoms around i 0 to 15 diagnostic procedures per workday with 3 full-time technologists. A 
recent permit amendment (issued December 20 10) authorized procedures requiring a written 
directive; however, at the time o f  this inspection, no such procedures had been performed since 
before June 19,2009. 

Nuclear medicine technologists perform various day-to-day radiation safety program duties in the 
nuclear medicine areas such as area surveys. package check-in sun’eys, daily dose calibrator 
quality control, radioactive waste decay surveys, and other duties necessary to achieve radiation 
safety program objectives. 
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Research use of radioactive materials was inactive between June 2009 and December 2010. A 
permit amendment in December 2010 authorized restart of research activities. Since then, one 
research authoriised user (AU) has begun use of radioactive materials involving a nonvolatile 
form of iodine 123, with one package being received by the RSO. The permittee maintains 15 
rooms as authorized for radioactive materials research; however, only about 10 of those rooms 
currently involve storage or use of radioactive materials. The other rooms are to be reviewed for 
release. Several research labs were toured and available staff was interviewed about radiation 
safety practices. Users for the one active research lab were not available for interviews during 
the inspection. No issues were identified. 

The permittee has a new RSO since the last routine inspection. The inspector reviewed the 
written delegation of authority for the RSO and identified no problems. 'I'he RSO reports 
administratively to the Acting Health and Safety Manager, for the medical center, but is fiee to 
communicate directly, as needed, with the Medical Center Director. The RSO has complete 
autonomy with regard to radiation safety program implementation and stop-work authority. 

The Radiation Safety Committee (RSC) meets quarterly and submits their minutes to the facility 
higher-level Environment of Care Committee (EOCC). 'l'he minutes for the last two RSC 
meetings were reviewed and compared to VHA prescriptive format requirements, which became 
effective for meetings held on or after July 15,2010. Minutes included all of the prescriptive 
requirements, were approved by the Director, and submitted to the EOCC. Only one minor 
deficiency was noted in that the minutes for the most recent meeting on December 22,2010, 
were not signed by the Director until February 23,201 I.  The inspector reinforced to the RSO the 
requirement that minutes be signed within 45 days of the meeting. Since this deficiency 
appeared to be isolated and all other requirements had been met, this deficiency is not being 
cited. The RSO agreed to monitor this requirement more closely for future minutes. 

Other than performance of annual reviews, the RSO had not implemented a formal audit review 
program for medical and research uses. Prior to hiring the new RSO, the permittee had used a 
contract medical physics consultant to perform quarterly independent reviews and certain 
equipment calibrations related to radiation safety program operations. While, there were records 
to indicate that required instrument checks, calibrations, and surveys were being performed, the 
inspector encouraged the RSO to implement a more formal and documented audit review 
program. The RSO was referred to NUREG-1556, Volume 9. Appendix L, as a guideline for 
medical use items to review periodically. In addition, the inspector noted these formal audits 
should be presented to the RSC and these reports served as a good mechanism for documenting 
timely self-identification and self-correction of any program deficiencies. 

2. INSPECTION SCOPE A%D NRC INSPECTION PROCEDURES USED 

'l'he inspection consisted of an examination of rooms and equipment of the nuclear medicine 
service and research laboratories, review of radiation safety practices, and observations of and 
interviews with faciiity staff. The inspector reviewed all items contained in a pre-approved 
inspection plan. The inspection was oriented to a risk-informed, performance-based evaluation 
of the radiation safety program. The evaluation consisted of interviews with individuals to elicit 
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their specific attitudes, perceptions, and values to establish that, as an overriding priority, safety 
issues receive the attention warranted by their significance. 'l'he inspector utilized information 
collection methods that assessed medical center attitudes and behaviors for safety culture, 
identifying consistencies in organiiational attitudes and behavior through the use of interviews, 
structured behavioral observations, document review and analysis, and case studies. The 
inspector utilized NRC Inspection Procedures 87126 for research and 8713 1 for nuclear 
medicine, written directive required. The inspector used the focus areas in NRC procedures (ie,, 
security and control of radioactive materials, shielding, comprehensive safety measures, 
dosimeter, instrumentation and surveys, training and practices, and management oversight) and 
determined the adequacy of the radiation safety program following a performance-based 
approach. 

The following records, since last NHYP inspection, were reviewed, as applicable, during the 
inspection: incidents (none reported), spills (none reported), personnel dosimetry for 201 0 (no 
unusual results or results approaching limits), annual radiation safety program reviews (for 2009 
and 20101, and RSC minutes prepared since the last NHPP inspection. At the time of this 
inspection, no procedures requiring written directives have been performed since June 2009. 
Written directives, prepared between January and June 2009. were reviewed to ensure records 
were readily available for inspection. No issues were identified based on records review. 

Locations of uqe were evaluated for authorized radioactive materials and compared to current 
locations of use listed in the decommissioning file, authorized by permit conditions, and as 
described in the recent permit amendment request to reconcile areas of use. No changes to areas 
of use had been made since the permittee's submittal, dated December 28,201 0, to NHPP. No 
problems related to footprint management were identified. NHPP should proceed with 
processing the amendment to reconcile areas of use. 

Sealed sources on-site were physically examined and determined to be consistent to those listed 
in the NHPP Web-based inventory. 

3. INDEPENDENT AND CONFIRMXX'ORY MEASUREMENTS 

Survey measurements were made in both restricted and mestricted areas of the Nuclear 
Medicine and Research Services, and waste storage areas using a Health Physics Instruments, 
Inc., Shadow Model 4020 GM survey meter, Serial Number 004259, last calibrated August 6, 
201 0. Except for the nuclear medicine hot laboratory, these measurements indicated no radiation 
levels or contamination above background (-0.02 m R h r  and -50 cpm). In the nuclear medicine 
hot lab, levels up to about 0.1 mWhr were observed near the decay-in-storage containers, but the 
level dropped to background levels within a few feet From the container, which was shielded. 

4. VIOLATIONS, NCVs. AND OTHER SAFETY ISSUES 

a. No violations or other safety issues were identified during this inspection. 
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b. The inspector followed up on the five corrective actions for violations cited in NHPP 
inspection report dated December 9,2009 (with extended due dates for some actions as 
authorized by NHPP Director in memorandum dated June 28,201 0). Based on completion of the 
corrective actions, the previous violations cited in that inspection report may be closed. 
Additional details for the corrective actions are as follows. 

(1) A permit amendment was issued December 29.2010, to change the RSO. Qualifications 
of thc new RSO provided for a reinstatement of research uses on that same amendment. Tho 
corrective action described in paragraph 4f(l) of the earlier inspection report (with adjusted due 
date) is complete. 

(2) The permittee submitted documentation of AU training for IO CFR 35.500 uses of Gd- 
153 sources to Nf IPP on December 20,2010. The permit amendment issued December 29. 
2010, authorized medical use under 10 CFR 35.500. The corrective action described in 
paragraph 4q2) of the earlier inspection report (with extended due date) is complete. 

(3) 'i'he permittee submitted the evaluation of locations of use and survey information to 
NHPP on December 28,2009. NHPP is performing a permitting action to reconcile locations of 
use based on the evaluation document. The corrective action described in paragraph 4f(30 of the 
earlier inspection report is complete. 

(4) During March 20 10: the permittee issued a new management policy incorporating 
requirements in VIIA Directive 1 105.01. The policy is included as part of general employee 
training. The corrective action described in paragraph 4f(4) of the earlier inspection report is 
complete. 

(5 j The facility had made progress to organize radiation safety files since the December 2009 
inspection. The inspector continued to stress to management and the new RSO the importance of 
maintaining proper records for demonstrating regulatory compliancc, 

c. An inspection fiequency of every 6 months could be increased to a longer time since 
previous violations have been closed, and no violations have been identified in the last two 
inspections. Ifowever, NITPP is aware NRC plans to perform an unannounced inspection at the 
permittee sometime in the near future. Therefore, a recommendation is to evaluate an increase in 
the inspection period after NRC completes its inspection. 

d. Review of generic issues identified by the National Radiation Saf'ety Committee. 

(1 j No issues were identified for implementation of NRC revised rules for natural or 
accelerator-produced radioactive materials (NARM). The permittee does not posscss radium-226 
sources. PET imaging procedures are not pe&ormed at the facility, either by a vendor or within 
the VA facilities. 

(2) Sealed sources on-site wcre examined and found to be consistent with those listed in the 
Nli IPP Web-based inventory. No issues were identified for this item. 
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(3) Oversight for use of radioactive materials. 

(a) Reporting structure for RSClRSO and RSC minutes content are discussed in Section 1 
above. An isolated deficiency was observed in that one set of minutes took about 60 days 
(compared to 45-day requirement) for director approval. It appeared a good faith effort was 
bcing made to implement the RSC requirements; so a violation is not bcing cited in this 
circumstance. 

(b) A medical physics consultant had been used for routine program audits up until about 
August 2010, at which time a new radiation safety professional (now named as the RSO) was 

hired. Undue reliance on afiliate universities or consultants was not identified. 

(c) Reporting allegations or concerns: The inspector interviewed nuclear medicine 
technologists and research staff to assess their willingness to raise issues of concern. Employees 
appeared to be knowledgeable of reporting resources and expressed a willingness to report 
allegations or safety concerns, to both their management and the RSO, without fear of retaliation. 

(d) Safety culture and focus for compliance with regulatory requirements and best practices: 
The permittee staff appeared to have developed a radiation safety program consistent with NRC's 
focus for an effective safety culture. Management and cmployecs appeared dedicated to putting 
safety first, having a questioning attitude, and a willingness to stop work, if necded, to achieve 
rcguiatory compliance. The inspector concludes thc attitudc and safcty culture fostercd by the 
radiation safety program staff is consistent with NI-IPP FAQ 09-01 from the VHA perspective. 
Recommendations for improvement were not identified. 

(e) Requirements in VHA Directive 1 105.01 and executive management role as named 
permitted official: The permittee has implemented a management policy that incorporates 
requirements in this directive. Through her participation in both the entrance and exit meetings 
for this inspcction, the Director displayed an appropriate ievel of understanding, involvement, 
and accountability for the radiation safety program. 

( f )  Security o f  radioactive materials: The inspcctor observed that permitted materials were 
controlled and secured in accordance with 10 CFR 20.180 1 and 1 802. The hot lab door in 
nuclear medicine was seif-closingAocking and required a key-code for entry. The inspector 
observed VA Police Service escorting the radiopharmaceutical delivery personnel into the hot lab 
for a routine drop off. Other areas where materials were stored were appropriately secured. No 
security issues were identified. 
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5. KEY PERSONNEL CONTACTED 

Pamela Reeves, M.D., Medical Center Director 
Brent Thelen, Ph.D., Associate Medical Center Director *' 
b y m a  Bilicki, M.S., Radiation Safety Of'ficer 192*3 

Timothy Hadden, Ph.D., Research Service Safety OEcer and User 
Cynthia Dade, Chief Nuclear Medicine Technologist 2,3 

1. Individual(s) present at entrance meeting 
2. Individual(s) present at exit meeting 
3. Individual(s) present or participating in inspection discussions 

6 .  ATTACHMENTS 

None 
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DEPARTMENT OF 
VETERANS AFFAIRS 

Memorandum 

MAR 1 8  2011 
Director, VIIA National Health Physics Program (1 151-INNLR) 

Radiation Safety Program Inspection - Inspection Report 553- I 1 -IO 1 

Director (553/00), John D. Dingell VA Medical Center, Detroit, Michigan 

1. Thomas E. Huston, Ph.D., VHA National Health Physics Program (NHPP), inspected the 
radiation Safety program at the John D. Dingell VA Medical Center, Detroit, Michigan, on 
February 23,201 1. 

2. The inspection report is attached and consists of an NIIPP Form 591 with no violations cited 
and a Kadiation Safety Committcc audit works'ticet completed during the inspection. 

3 a We encourage you and your staff to continue efforts to improve maintenance and organization 
of your radiation safety program records. 

4. Based on review and confirmation of completion of all agrccd upon corrcctive actions, wc arc 
closing previous violations cited in our December 19,2009, inspection report. We continue to 
emphasize the importance or management oversight and continuous Radiation Safety Officer 
coverage for use of radioactive materials under the permit. 

5. You are not required to respond to this memorandum or return a signed NHPP Form 591. 

6. Thank you for the courtcsy and coopcration cxtcnded during thc inspection. Plcasc contact 
Dr. Wuston at 501 -257- 1578, if you have any questions about the inspection. 

Gary E. Williams 

Attachment 

cc: Chair, National Radiation Safety Committee 
Network Director, VISN 1 1 (lONl1) 



NHPP FORM 591 VHA National Health Physics Program 
(1-2011) 

SAFETY INSPECTION REPORT AND COMPLIANCE INSPECTION 

TITLE 1 PRINTED NAME " 

1. PERMITTEE/PERMIT NUMBER: 

................................................... SIGNATURE " DATE ........................ .,...... 

John D. Dingell VA Medical Center 
Detroit, Michigan 
2 1 -04234-01 

PERMITTEE 

NHPP INSPECTOR 
--___"- 

3. INSPECTION DATES: February 23,201 1 

Thomas E. Huston, Ph D '7bs' MB March 2, 2011 
- - 

2. LOCATION(S) INSPECTED: 

4646 John R. Street 
Detroit, Michigan 48201 

- " _ _ _ _  __-________---_I-- 

4. INSPECTION REPORT NUMBER. 553-1 1-101 

PERMITTEE: 
The inspection was an examination of activities under your permit as they relate to radiation safety and compliance with 
Nuclear Regulatory Commission rules and regulations and your permit conditions. The inspection consisted of selective 
examinations of procedures and representative records, interviews with personnel, and performance-based observations 
by the inspector. The inspection findings are as follows: 

1. Based on the inspection findings, no violations were identified. 

a 2. Previous violation(s) closed (reference: NHPP inspection report 553-09-102). 

3. The violation(s), specifically described to you by the inspector as non-cited. are not being cited because they were 
self-identified, non-repetitive, corrective action was or is being taken, and the remaining criteria in the NRC 
Enforcement Policy, NUREG-1600, to exercise discretion, were satisfied. 

Non-cited violation(s) were discussed involving the following requirement@) and corrective action(s): 

c] 4. During this inspection certain of your activities, as described below and/or attached, were in violation of Nuclear 
Regulatory Commission requirements and are being cited. This form is a NOTICE OF VIOLATION, which may be 
subject to posting per 10 CFR 19.1 1. The violations and corrective actions are as follows: 

STATEMENT OF CORRECTIVE ACTIONS 

I hereby state that. within 30 days, the actions described by me to the inspector will be taken to correct the violations identified. This 
statement of corrective actions is made per IO CFR 2.201 (corrective steps already taken, corrective steps which will be taken, date 
when full compliance will be achieved). I understand no further written response to the VHA National Health Physics Program will be 
required, unless specifically requested. 

NtiPI' FORM 591 (1-201 1 )  



RADIATION SAFETY COMMITTEE AUDIT 

Permittee: Detroit, Michigan (February 23,201 1) 

1. Are the minutes prepared and submitted to an internal oversight committee within 30 days after the committee meeting? 

2. Are the minutes signed and approved by the director within 45 days after the committee meeting? (See comment) 

x 
X - 

4. I s  the format for the minutes consistent with standard formats in FAQ 08-04 or have equivalent information? 

5.  Does the agenda include old business, new business, and standing agenda items for dosimetry, status of all procedures requiring a 
written directive, status of footprint management, and status for security? 

X 

X 

- 

i I I I 

6. Do committee discussions include, as needed, new business items for reports of spills, incidents, self-identified radiation safety 
program deficiencies, results for external audits or inspections, and notation of committee votes? 

7. Does the tracking matrix include assigned tracking numbers and a statement of the status for items being tracked? 

8. Does the attendance matrix include a list of attendees for each meeting and document a quorum? 

X 

X 

X 

Additional Comments: For Item 2: The minutes for the December 22,201 0, meeting were signed about 60 days after the meeting (as compared to 
the 45-day requirement). The minutes for the September 27,20 I O ,  meeting were signed within 45 days. So this appears to be an isolated 
deficiency. The RSO agreed to monitor this deadline more closely and coordinate with the Director for timely signature. 
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10. Does the facility have a single file (hard copy or electronic) with committee minutes and supporting documents? 

1 1. Are the committee files readily available for external review'? 

X 

X 
i 



Workload Indicators 

Nuclear Medicine 

Permittee/date: Detroit, Michigan (February 23, 2011) 

-- . - - . 
worktoad Indicator Nmber 

-. 
Time Period 

12 months 
0 (new) (9 previously approved) ' 

Laboratory rooms 15 (10 in use) 1 I 

Principal investigators 9 approved fo r  use 
Radiation workers o r  staff  using radioactive materials -15 12 months 
I o d  inat i on procedures 0 12 months 
Packages or shipments received 1 12 months 

0 12 months Drums rad i oac t ive waste generated 
Drums radioactive waste shipped 0 12 months 
Animal research atmrovals 0 12 months 

Protocol or  project reviews 

-_L_ 

- ~ -  

-1- 

i 

, Active protocols 0 
Pro toco Is usinq approved rad iop harmaceu t I cats as adjunct 
Protocols under manufacturer-sponsored IN0 0 
Protocols under locally-sponsored I N D  0 
Protocols approved by RDRC 0 
Protoco Is (0 t her) 

0 

...I_ __ __--- 

0 

__ __ .- - ._  - - - - __ - . -- -2 

Lpdated January 14,2011 


