
jyouthamnton
Memorial Hospital

100 Fairview Drive, P.O. Box 817, Franldin, VA 23851 (757) 569-6100
TDD callers use Virginia Relay Center 1-800-828-1140

February 14, 2005

U. S. Nuclear Regulatory Commission
Attn: Document Control Desk
Washington, DC 20555

VIA CERTIFIED MAIL RETURN RECEIPT REOUESTED #jqo /4oo 6 327R 6q?4

RE: Reply to Notice of Violation, February 1, 2005, Docket No. 030-14475

To Whom It May Concern:

Enclosed, please find Southampton Memorial Hospital's response to the Notice of
Violation that was issued on February 1, 2005.

The basis of the citation is that Southampton Memorial Hospital relocated an area of use,
prior to applying for and receiving a license amendment from the NRC. Based on a
review of our NRC documentation and the time frame in which certain documents were
issued, we believe the Notice of Violation to have been issued in error and are requesting
that it be retracted.

Please review the Response to the Notice of Violation that is attached. If you have any
questions regarding the response or need additional information, please feel free to
contact the hospital's RSO, Ms. Cynthia Carr at (757) 569-6106 or our medical physics
consultant, David Weimer, at (757) 482-6675. Please notify us by return correspondence
if you need anything further or if this response is satisfactory and no other action is
necessary on our part.

Sincerely,

Sean T. Bardeau
Chief Executive Officer

/mha

enclosure



Southamnton
Memoral Hospital

100 Fairview Drive, P.O. Box 817, Franklin, VA 23851 (757) 569-6100
TDD callers use Virginia Relay Center 1-800-828-1140

February 14, 2005

U. S. Nuclear Regulatory Commission
Mr. Samuel Collins, Regional Administrator
Region I
475 Allendale Road
King of Prussia, PA

VIA CERTIFIED MAIL RETURN RECEIPT REOUESTED #-

RE: Reply to Notice of Violation, February 1, 2005, Docket No. 030-14475

Dear Mr. Collins:

Enclosed, please find Southampton Memorial Hospital's response to the Notice of
Violation that was issued on February 1, 2005.

The basis of the citation is that Southampton Memorial Hospital relocated an area of use,
prior to applying for and receiving a license amendment from the NRC. Based on a
review of our NRC documentation and the time frame in which certain documents were
issued, we believe the Notice of Violation to have been issued in error and are requesting
that it be retracted.

Please review the Response to the Notice of Violation that is attached. If you have any
questions regarding the response or need additional information, please feel free to
contact the hospital's RSO, Ms. Cynthia Carr at (757) 569-6106 or our medical physics
consultant, David Weimer, at (757) 482-6675. Please notify us by return correspondence
if you need anything further or if this response is satisfactory and no other action is
necessary on our part.

Sincerely,

czzA_9fi
Sean T. Dardeau
Chief Executive Officer

/mha
enclosure



~,outhamnton

Memorial Hospital
100 Fairview Drive, P.O. Box 817, Franklin, VA 23851 (757) 569-6100

TDD callers use Virginia Relay Center 1-800-828-1140

Response to the Notice of Violation

Violation:

10 CFR 35.13(e) states that a licensee shall apply for and must receive a license
amendment before it adds to or changes the area of use identified in the application or on
the license, except for areas of use only in accordance with either 10 CFR 35.100 or
35.200.

Response:

On February 4, 2004, a letter was sent to Mr. Wade Loo of the Region II office,
informing the NRC of Southampton Memorial Hospital's plans to relocate the Nuclear
Medicine Department to a new section of the hospital. The letter indicated the move was
planned for around May, 2004 and included blueprints of the new area of use. The letter
also indicated that the old area of use, would be surveyed and wipe tested to make sure
the area was free from radioactive contamination, prior to release of the area for
unrestricted use.

The hospital received an acknowledgement card from the NRC Region I office on
February 12, 2004. The card indicated that they had received the amendment application,
found there to be no administrative omissions, and assigned it to a technical reviewer, in
this case, Mr. Bryan Parker. The action was assigned Mail Control Number 134464. The
application resulted in Amendment #13 to Southampton Memorial Hospital's NRC
License No. 45-18103-01. Amendment #13 was signed and issued on April 22, 2004,
nearly two months prior to the actual relocation to the new area.

The October 21, 2004 letter mentioned in the Notice of Violation, was the close-out
survey and wipe test results from the old areas of use, showing no remaining radioactive
materials or contamination. No radioactive materials were used in the old area after the
relocation that took place during June, 2004. As required, the hospital waited to release
the old area for unrestricted use, until after the NRC had had the opportunity to review
the close-out survey results.

Based on the information presented above, we feel the Notice of Violation was issued in
error and hereby request that the Notice of Violation be retracted.
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UNITED STATES
NUCLEAR REGULATORY COMMISSION

REGION I
475 ALLENDALE ROAD .

KING OF PRUSSIA, PENNSYLVANIA 19406-i4i5

opp--'

February 1, 2005

Docket No.
Control No.

03014475
135942

License No. 45-18103-01

Sean Dardeau
CEO
Southampton Memorial Hospital
100 Fairview Drive

FEB 4 2O5

P.O. Box 817
Franklin, VA 2

'3851 AMiNIST N
3851 liWf?'01N tMOWM WWS~AL

PRANJLF14, VA..
SOUTHAMPTON MEMORIAL HOSPITAL, ISSUANCE OF LICENSE
AMENDMENT, CONTROL NO. 135942 AND NOTICE OF VIOLATION

SUBJECT:

Dear Mr. Dardeau:

This refers to your license amendment request dated October 21, 2004, and your notification
letter dated February 4, 2004. Enclosed with this letter is the amended license. This
amendment adds the new facility for nuclear medicine as requested.

However, in your October 21, 2004 letter, Ms. Cynthia Carr stated that the move was completed
by Thursday, July 1 (2004). Based on the results of the review of your amendment request, the
NRC has determined that a Severity Level IV violation of NRC requirements occurred. Because
your license permits activities that include the use of byproduct materials authorized under 10
CFR 35.300, 10 CFR 35.13 requires that you apply for and receive a license amendment before
adding to or changing areas of use identified on the license. Since you moved these activities
by July 1, 2004, and that date was prior to the receipt of the enclosed amendment, this is a
violation of 10 CFR 35.13. In addition, please note that even if your NRC license only
authorized activities under 10 CFR 35.100 and 200, 10 CFR 35.14(b)(4) requires that the NRC
be notified no later than 30 days after a licensee changes the areas of use for byproduct
materials authorized under 10 CFR 35.100 and 35.200. Your notification letter dated February
4, 2004, was sent before the change to your areas of use. Also, your letter dated October 21,
2004, would have exceeded this 30-day notification requirement.

This violation was evaluated in accordance with the "General Statement of Policy and Procedure
for NRC Enforcement Actions" (Enforcement Policy), NUREG-1600. The current Enforcement
Policy is included on the NRC's Web site atwww.nrc.gov; select What We Do, Enforcement,
then Enforcement Policy. The violation is cited in the enclosed Notice of Violation (Notice).
The violation is being cited in the Notice because the violation was identified by the NRC during
the review of the license amendment request.



S. Dardeau 2
Southampton Memorial Hospital

You are required to respond to this letter and should follow the instructions specified in the
enclosed Notice when preparing your response. For your consideration and convenience, an
excerpt from NRC Information Notice 96-28, "SUGGESTED GUIDANCE RELATING TO
DEVELOPMENT AND IMPLEMENTATION OF CORRECTIVE ACTION," is enclosed. The NRC
will use your response, in part, to determine whether further enforcement action is necessary to
ensure compliance with regulatory requirements.

Based on the information submitted with your October 21, 2004 letter, the old facilities used by
the Nuclear Medicine Department and Stress Lab may be released for unrestricted use.

Please review the enclosed document carefully and be sure that you understand and fully
implement all the conditions incorporated into the amended license. Please note that some
portions of your license have been modified to reflect the current standard format for NRC
licenses. These modifications include the removal of requirements for sealed sources since you
are not specifically authorized to possess and use sealed sources for other than medical use in
the license. If there are any errors or questions, please notify the U.S. Nuclear Regulatory
Commission, Region I Office, Licensing Assistance Team, (610) 337-5239, so that we can
provide appropriate corrections and answers.

An environmental assessment for this action is not required, since this action is categorically
excluded under 10 CFR 51.22(c)(14).

In accordance with 10 CFR 2.390 of the NRC's "Rules of Practice," a copy of this letter, its
enclosure(s), and your response will be made available electronically for public inspection in the
NRC Public Document Room or from the NRC's document system (ADAMS), accessible from
the NRC Web site at http:/ANww.nrc.bov/reading-rm/adams.html. To the extent possible, your
response should not include any personal privacy, proprietary, or safeguards information so that
it can be made available to the Public without redaction.

Please note that on October 25, 2004, the NRC suspended public access to ADAMS, and
initiated an additional security review of publicly available documents to ensure that potentially
sensitive information is removed from the ADAMS database accessible through the NRC's web
site. Interested members of the public may obtain copies of the referenced documents for
review and/or copying by contacting the NRC Public Document Room pending resumption of
public access to ADAMS. The NRC Public Document Room is located at NRC Headquarters in
Rockville, MD, and can be contacted at 800-397-4209 or 301-415-4737 orpdr()nrc.qov.



S. Dardeau 3
Southampton Memorial Hospital

Thank you for your cooperation.
Sincerely,

9XL
Pamel0J.H d on, Chief
Medica ra~ch
Division of Nuclear Materials Safety

Enclosures:
1. Amendment No. 14
2. Notice of Violation
3. NRC Information Notice 96-28

cc:
Cynthia S. Carr, C.N.M.T, Radiation Safety Officer



Enclosure 2 .

NOTICE OF VIOLATION

Southampton Memorial Hospital Docket No. 030-14475
Franklin, Virginia License No. 45-18103-01

During a review of a license amendment request completed on January 10, 2005, a violation of
NRC requirements was identified. In accordance with the "General Statement of Policy and
Procedure for NRC Enforcement Actions," NUREG-1600, the violation is listed below:

10 CFR 35.13(e) states that a licensee shall apply for and must receive a license
amendment before it adds to or changes the area of use identified in the application or
on the license, except for areas of use only in accordance with either 10 CFR 35.100 or
35.200.

Contrary to the above, on or before July 1, 2004, the licensee changed the areas of use
for byproduct material authorized on the license under 10 CFR 35.100, 35.200, and
35.300; but the licensee did not apply for and receive a license amendment prior to this
change. Specifically, the license amendment request to change the area of use was not
sent until October 21, 2004.

This is a Severity Level IV violation (Supplement VI).

Pursuant to the provisions of 10 CFR 2.201, Southampton Memorial Hospital is hereby required
to submit a written statement or explanation to the U.S. Nuclear Regulatory Commission, ATTN:
Document Control Desk, Washington, DC 20555, with a copy to the Regional Administrator,
Region I, within 30 days of the date of the letter transmitting this Notice of Violation (Notice).
This reply should be clearly marked as a "Reply to a Notice of Violation" and should include for
each violation: (1) the reason for the violation, or, if contested, the basis for disputing the
violation or severity level, (2) the corrective steps that have been taken and the results achieved,
(3) the corrective steps that will be taken to avoid further violations, and (4) the date when full
compliance will be achieved. Your response may reference or include previous docketed
correspondence, if the correspondence adequately addresses the required response. If an
adequate reply is not received within the time specified in this Notice, an order or a Demand for
Information may be issued as to why the license should not be modified, suspended, or revoked,
or why such other action as may be proper should not be taken. Where good cause is shown,
consideration will be given to extending the response time.

If you contest this enforcement action, you should also provide a copy of your response, with the
basis for your denial, to the Director, Office of Enforcement, United States Nuclear Regulatory
Commission, Washington, DC 20555-0001.

Because your response will be made available electronically for public inspection in the NRC
Public Document Room or from the NRC's document system (ADAMS), accessible from the
NRC Web site at htUp://www.nrc.gov/readin--rm/adams.html, to the extent possible, it should not
include any personal privacy, proprietary, or safeguards information so that it can be made
available to the public without redaction. If personal privacy or proprietary information is
necessary to provide an acceptable response, then please provide a bracketed copy of your



Enclosure 2 2

response that identifies the information that should be protected and a redacted copy of your
response that deletes such information. If you request withholding of such material, you must
specifically identify the portions of your response that you seek to have withheld and provide in
detail the bases for your claim of withholding (e.g., explain why the disclosure of information will
create an unwarranted invasion of personal privacy or provide the information required by 10
CFR 2.390(b) to support a request for withholding confidential commercial or financial
information). If safeguards information is necessary to provide an acceptable response, please
provide the level of protection described in 10 CFR 73.21.

In accordance with 10 CFR 19.1 1, you may be required to post this Notice within two working
days.

Dated this 15' day of February 2005



Ft I I .: I '

'- : I, .,i : -i

Ii.

NRC FORM 374
: 2 . .i

U N L - _SULA, .RISSI
U.S. NUCLEAR REGULATORY -COMMISSION

PAGE 1 OF 3 PAGES
Amendment No. 14

MATERIALS LICENSE
Pursuant to the Atomic Energy Act of 1954, as amended, the Energy Reorganization Act of 1974 (Public Law 93-438), and Title 10, Code
of Federal Regulations, Chapter I, Parts 30, 31, 32, 33, 34, 35, 36, 39, 40, and 70, and In reliance on statements and representations
heretofore made by the licensee, a license is hereby issued authorizing the licensee t6 receive, acquire, possess, and transfer byproduct,
source, and special nuclear material designated below; to use such material for the purpose(s) and at the place(s) designated below; to
deliverortransfer such material to persons authorized to receive it in accordancewiththe regulations ofthe applicable Part(s). This license
shall be deemed to contain the conditions specified in Section 183 of the Atomic Energy Act of 1954, as amended, and is subject to all
applicable rules, regulations, and orders of the Nuclear Regulatory Commission now or hereafter in effect and to any conditions specified
below.

In accordance with the letter dated

October 21, 2004,

3. License number 45-18103-01 is amended in1. Franklin Hospital Corporation

d/b/a Southampton Memorial Hospital

2. 100 Fairview Drive Co
Franklin, VA 23581 4

c _

L9 ediry to read as follows:
NS QUI__

4. Expiration'

5. Docket No. 03(
Reference No.

6. Byproduct, source, and/or
nuclear material

H-
(p ssess at any one time under this
llense

A .:s neededA. Any byproduct material)
permitted by 10 CFR 35 00

B. Any byproduct material X
permitted by 10 CFR 35.2QO,

C. Any byproduct material
permitted by 10 CFR 35.300

D. Any byproduct material
permitted by 10 CFR 31.11

Hi C. Any skW ; 7 C. 1.5 curies

* tDAne
D. Prepaqckagi Ks D. As needed

9. Authorized.use:

A. Any uptake, dilution and excretion study permitted by 10 CFR 35.100.
B. Any imaging and localization study permitted by 10 CFR 35.200.
C. Any diagnostic study or therapy procedure permitted by 10 CFR 35.300 for which the patient can be

released under the provisions of 10 CFR 35.75.
D. In vitro studies.
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U.S. NUCLEAR REGULATORY COMM SSION - PAGE 2 of 3 PAGES

MATERIALS LICENSE
SUPPLEMENTARY SHEET

Ucense Number
45-18103-01
Docket or Reference Number
03014475

Amendment No. 14

CONDITIONS

10. Licensed material may be used or stored only at the licensee's facilities located at 100 Fairview Drive,
Franklin, Virginia.

11. Licensed material is only authorized for use by, or under the supervision of:

A. Individuals permitted toworkava,\auhonzed user aigtdance with 10 CFR 35.13 and 35.14.

B. The following individuaItp authorized users for medical us'shrndicated:
1; 0

Authorized Use) Material and Usea
_, . . .4J_ n

Elizabeth H. gy'seley7

Allison M. Smit, M.D.

Lori Keith Thor, M.i

31.11

31.12

31.1C

31.4

310

John V.

Robert A.

George H. Christira, M.

Patsy J. Liacono, M<.?

Lamar H. Smith, M.D.

,:300; 31.11

5.300 except iodine-131 in
than 33 millicuries; 31.11

'35.100; 35.200; 35.300 except iodine-131 in
quantities greater than 33 millicuries; 31.11

12. In addition to the possession limits in Item 8, the licensee shall further restrict the possession of licensed
material to quantities below the minimum limit specified in 10 CFR 30.35(d) for establishing
decommissioning financial assurance.

13. The licensee is authorized to transport licensed material in accordance with the provisions of
10 CFR Part 71, "Packaging and Transportation of Radioactive Material."
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NRC FORM 374A U.S. NUCLEAR REGULATORY COMMISSION PAGE 3 of 3 PAGES

License Number
45-18103-01

MATERIALS LICENSE Docket or Reference Number

SUPPLEMENTARY SHEET 03014475

Amendment No. 14

14. Except as specifically provided otherwise in this license, the licensee shall conduct its program in
accordance with the statements, representations, and procedures contained in the documents, including
any enclosures, listed below. This license condition applies only to those procedures that are required to
be submitted in accordance with the regulations. Additionally, this license condition does not limit the
licensee's ability to make changes to the radiation protection program as provided for in 10 CFR 35.26.
The U.S. Nuclear Regulatory Commission's regulations shall govern unless the statements,
representations, and procedures in the .icpf's Fpprl tiQ, and correspondence are more restrictive
than the regulations.

A. Application dated Januar)y6, 1995
B. Letter dated April 30, 195 Q
C. Letter dated Februasv4, 2004 (ML040410106)

Forthe S Nuclear Regulatory Commission

Date February 1, 2005 By
Pamela J. Hen'daqfon, Chief
Medicki Branchy
Division\of ulear Materials Safety
Region I
King of Prussia, Pennsylvania 19406

97738835
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U.S. NUCLEAR REGULATORY COMMISSION
PAGE 1 OF 3 PAGES

Amendment No. 14

MATERIALS LICENSE
Pursuant to the Atomic Energy Act of 1954, as amended, the Energy Reorganization Act of 1974 (Public Law 93-438), and Title 10, Code
of Federal Regulations, Chapter I, Parts 30, 31; 32, 33, 34, 35, 36, 39, 40, and 70, and in reliance on statements and representations
heretofore made by the licensee, a license is hereby issued authorizing the licensee to receive, acquire, possess, and transfer byproduct,
source, and special nuclear material designated below; to use such material for the purpose(s) and at the place(s) designated below; to
deliver or transfer such material to persons authorized to receive it in accordance with the regulations of the applicable Part(s). This license
shall be deemed to contain the conditions specified in Section 183 of the Atomic Energy Act of 1954, as amended, and is subject to all
applicable rules, regulations, and orders of the Nuclear Regulatory Commission now or hereafter in effect and to any conditions specified
below.

1. Franklin Hospital Corporation
d/b/a Southampton Memorial Hospital Epip

2. 100 Fairview Drive
Franklin, VA 23581

In accordance with the letter dated
October 21, 2004,
3. License number 45-18103-01 is amended in
2 Qi~ y to read as follows:

4. Expiration'egMay 31, 2005

5. Docket No. 03QG475
Reference No. 0

6. Byproduct, source, and/or
nuclear material

H
A. Any byproduct material)

permitted by 10 CFR 35 00

B. Any byproduct material N
permitted by 10 CFR 35.2QO],

8. @aximum amount that licensee may
(possess at any one time under this

Ucnense

A -Ss needed

&l 'As needed

C. Any byproduct material
permitted by 10 CFR 35.300

D. Any byproduct material
permitted by 10 CFR 31.11

I 2 C. Any 'A

D. PIp K-

C. 1.5 curies

D. As needed

9. Authorized use:

A. Any uptake, dilution and excretion study permitted by 10 CFR 35.100.
B. Any imaging and localization study permitted by 10 CFR 35.200.
C. Any diagnostic study or therapy procedure permitted by 10 CFR.35.300 for which the patient can be

released under the provisions of 10 CFR 35.75.
D. In vitro studies.
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Ucense Number
45-18103-01

MATERIALS LICENSE Docket or Reference Number

SUPPLEMENTARY SHEET 03014475

Amendment No. 14

CONDITIONS

10. Licensed material may be used or stored only at the licensee's facilities located at 100 Fairview Drive,
Franklin, Virginia.

11. Licensed material is only authorized for use by, or under the supervision of:

A. Individuals permitted to work asa5jauhorized user OnfaJVrdance with 10 CFR 35.13 and 35.14.

B. The following individual.'ab authorized users for medical us ea.sindicated:

Authorized Usd1s Material and Usep

Elizabeth H. koseley, .D> 35.95.1200; 31.11

Allison M. Smfth, M.D. - .; 35 1 00; 31.12

Lori Keith T;or, M.D. A 3 E . 200; 31.1

John V. Whitbeck, M4 .; g1', 3 1.

Robert A. Wolf, M. 0 00; 31O0

George H. Christra M.E. . 5..00; A300; 31.11

Patsy J. Liacono, M:D, I , 35.100, 35.2Q35.300 except iodine-131 in
q ua quanes gr~ater than 33 millicuries; 31.11

Lamar H. Smith, M.D. A * 106; 35.200; 35.300 except iodine-131 in
quantities greater than 33 millicuries; 31.11

12. In addition to the possession limits in Item 8, the licensee shall further restrict the possession of licensed
material to quantities below the minimum limit specified in 10 CFR 30.35(d) for establishing
decommissioning financial assurance.

13. The licensee is authorized to transport licensed material in accordance with the provisions of
10 CFR Part 71, "Packaging and Transportation of Radioactive Material."
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Ucense Number
45-18103-01

MATERIALS LICENSE Docket or Reference Number

SUPPLEMENTARY SHEET 03014475

Amendment No. 14

14. Except as specifically provided otherwise in this license, the licensee shall conduct its program in
accordance with the statements, representations, and procedures contained in the documents, including
any enclosures, listed below. This license condition applies only to those procedures that are required to
be submitted in accordance with the regulations. Additionally, this license condition does not limit the
licensee's ability to make changes to the radiation protection program as provided for in 10 CFR 35.26.
The U.S. Nuclear Regulatory Commission's regulations shall govern unless the statements,
representations, and procedures in the icplee's ~lltion and correspondence are more restrictive
than the regulations.

A. Application dated JanuaryN6, 1995 0
B. Letter dated April 30, 1925 0
C. Letter dated February4, 2004 (ML040410106)

14

For the U.S. Nuclear Regulatory Commission

Original signed by Pamela J. Henderson
Date February 1, 2005 By

Pamela J. Henderson, Chief
Medical Branch
Division of Nuclear Materials Safety
Region I
King of Prussia, Pennsylvania 19406

97738835

& J.J



UNITED STATES
NUCLEAR REGULATORY COMMISSION

OFFICE OF NUCLEAR MATERIAL SAFETY AND SAFEGUARDS
WASHINGTON, D.C. 20555

May 1, 1996

NRC INFORMATION NOTICE 96-28: SUGGESTED GUIDANCE RELATING TO DEVELOPMENT AND
IMPLEMENTATION OF CORRECTIVE ACTION

Addressees .-

All material and fuel cycle licensees. - . .

Purnose-

The U.S. NuclearRegulatory Commi ssion (NRC) is issuing this information-
notice to provide addressees'with guidance relating to development and
implementation of.corrective actions that should be considered~after
identification of violation(s) of NRC requirements. It is expected that
recipients .will review this. information for applicability to their facilities
and consider actions,,'as appropriate, to avoid similar problems. -However,
suggestions contained in'this information 'notice .are not'new NRC requirements;
therefore,' no specific action' nor written response is required. .

,. ;

Background, .. ' .. ; -;. . .;-

On June 30,'1995,.. NRC revised its Enforcement 'Policy-(NUREG-1600) 60 FR
34381','to'clarify the enforcement'program's focus by, in part, emphasizing the

importance.of identifying problems before events occur, and of taking prompt,
comprehensive corrective action'when problems are .identified.. .Consistent'with
the revised Enforcement' Policy, NRC encourages and .expects" identification and
prompt,. coprehensive correction of -violations.

In.many cases, licensees who identify and promptly correct non-recurring.' -
Severity-Level IV violations, without NRC involvement,-bill not be-subject to
formal en'forcement"'action..-Such violations will'be'characterized as Onon-
cited' violations' as'provided in Section VII.B.1 of the Enforcement Policy.
*Minor violations.are not subject to formal enforcement action. Nevertheless,
the'root cause(s) of.-minor:violations must be'identified and-appropriate -
corrective 'action must be taken to prevent recurrence.

If vlol atlons 'of4o'e 1thahi m inor. concern are 1dentified'ithe NRC 'during an
inspection',-llcensees'.Qill-be subje~ct:to.a Notice of .Viqlati n-nd may need to
provide a wr enepnse -y f.R.20 s eadduressI g the causes
of -theVlolitibirn'i`corect actionstacen 'to mpre~ent,-recurrtnce. In some
cases, such 'violations are documented'on Form 591-'(f6rmAteirials licensees)

A , . . . * , ~ - - ; '

FA X ' .- *. ; 1**,

9604290193.: -:*- -: 
A: :-*.,' j. ! s a ;;.:. .

* l...... .....- - ' * ' ; ' '; ' S :"

; 1Copies of NUREG 16001can be'obtain'ed:b calling the contacts listed at

the end of the Information Notice.
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which constitutes *a notice of violation that requires corrective action but
does not require-a written response. If a significant violation is involved,
a predecisional enforcement conference may be held to discuss those actions.
The quality of a'licensee's root cause analysis and plans. for corrective

-actions may affect the NRC's decision regarding both the need.to hold a
predecisional enforcement conference with the licensee and the level of
sanction proposed or imposed.

Discussion .

Comprehensive corrective'action is required for-all violations. In most--
cases, :NRC does.not propose imposition of a civil penalty where the licensee
-promptly'identifies and. comprehensiiely,corrects violations: However, a
Severity Level II.violation.'will almosf always result in a..civil penalty if a
lic6n ee does not take-prompt and comprehensive corrective actions to address

,,the'vioilation. ' .. . - .'' .. ' ' ''

It'is iiportant'for licensees', upon identification of a violation,-t6jtake the
.necessary corrective'action to address.Ithe' noncompliant condition and to-.
prevent recurrence'of the violition'iand, the -occurrenceof similor'violations.
Prompt mpriheinsiv-e i6tion 'to' improvd safety is not only't n the pub ic.''

.interest,.but is.also in the interest of 'licensees and theIr eiployee.1n
taddition,':t.will 16 senn.th likelihood of receiving 'cfiviI-penalty.' .Compre-

hensivW.corrective iaction' ctannot be developed without afullvunderstanding of
"the root causes;of the -violation. * -. -i .i

1- ; , ' . e * , ; . . i

Therefore,-to.assist licensees, 'the NRC; itaff'has prepared the:follwing
guidance,' that may be'used'for developing and implementing corrective action.
..Corrective action-should'be appropriately comprehensive to not only prevent
recurrence of the violation at issue, but also to prevent occurrence of
similar violations. 'Jhed'.guidance should help in focusing corrective actions
'broadly'to the general -area of.concern':rath'r 'thin"n'arrowly ~tobthe;specific
violations.. The actiois'that'ineed to be taken are'depeindeht'on 'the facts and
circumstances'of'the.particular'cas'e..''.'. ' :

The'corrective action-iprocess should involve the follo i ng thre'6 steps:

:Conduct a comieteand thorough review of the circumstances'that id to
6the violation., Typically, 'such r!views include': ' : ' '

Interviews'1with individuals. who,,are eitfier -.irectly or. indirectly .'InVolvd. Ani the' ''iolati bn,' , nIdl hdnmanagement.;personnei and those

reo ' 's .bl 'fo. . ., , .develomntuidance .

i . . i. -- -d - :



IN 96-28
May 1, 1996
Page 3 of 6

Tours and observations of the area where the violation occurred,

particularly when those reviewing the incident do not have day-to-

day contact with the operation under review. During the tour,

individuals should look for items that may have contributed to the

violation as well as those items that may result in future

violations. Reenactments (without-use of radiation sources, if they

were involved in'the'original 'incident) may. be warranted to better
un'derstand.what actuilly.occurred. II .

m;#'if ;';tF*r. ;.. * .1 / '!*v

Review of -programs, procedures,'iaddits,' and records that relate

directly or indirectly.to'the violation. 'Thepr6grim should be

reviewed to ensure that its overall objectives and requirements are

clearly stated and Jimplemented..: Procedures..should.;be revqiewed ts.a

determine whether they are complete, logical ,understandable, and

meet their objectives (i.e.,,they;should ensure compliance with the

. current 'requiremien'ts):. *Re'Hords'should be Aviewed 4to determine

. 'whether therejs sufficient documentation of necessary tasks to

provid 'ah auditable record and to 'determine whether similar

violations have'occurred p'revious'. Partiular-attention should be
.paid tb'training and qualifidation retonrds'of;;idividualsinvolved

;*ar n~withthe violati'n' - *3 * -' .'

2 Identify the rot;ciaus fVth 'ioiatio'.' on': : I ;

_ etti -. acti in' .. ;m ,d. n -J. :

Corrective action.is''ot compreh'ens ve'lunless it addresstsithe. root

cause'(s)'of the violation. It is essential, therefore,'that the root

cause(s).of a violation'be identified so that appropriate action can be

;taken to prevent -further noncomp.ia ce in this' area, .as:'well ̀ as''other

potential yl affected areas. ;Viol'ations 'typically hive-direct and.. ''

indirect caus'e(s).. ' each'cause i's ideitified;ask.iwhitothej factors

" could have c'ntribut'e'dtoltfe"cause' ihYen it isVno longer possible to-

* identify otheir contribu'ing.fazctors,' the root .cau'sesiprobably'have been

* identified;. For example,' the direct cause of a violationmay:bea.
.,^failure to follow procedures, the:indivict'caitses 'ay be inadequate

; ,;',training, lack of attention toidetail, and Inadequate time to carry out
an activity. These factors may have been caused 6y a lack of staff

resources that", in turn, are indicative of'lack of management support.

Each-of these.factors must'.be addressed before.corrective actioniis -

considered to be comprehensive.

,J 4.

,~~~~~ ~ ~ ~ ;- _ ._ _a-i, * , . , ... t \ ;

. - ,;.... r '. :~ ~ *> - * - A-
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3. Take prompt and comprehensive corrective action that will address the
immediate concerns and prevent recurrence of the violation.

It is important to take immediate corrective action to address the
specific findings of the violation. For example, if the violation was
issued because radioactive material was found in an unrestricted area,
immediate corrective action must be taken to place the material under
licensee control in authorized locations. After the immediate safety
concerns have been addressed, timely action must be taken to prevent
future recurrence of the violation. Corrective action is sufficiently
comprehensive when corrective action is broad enough to reasonably
prevent recurrence-of, the specific violation as well.-as prevent similar
violations: . . .

In evaluating the' root ;causesof a violation -and developing.effective .;,
corrective action consider 'he following:

1. Has man'agement been..informed of .the violation(s)?

2. Have the programmatic implications of the cited'violation(s) and the
potential presenceof similar.weaknesses-in other program areas been
consideied.in 1formnulating corrective actions so that Poth'areas.are.
adequately -addressed :adkuiitel dd 'ed. ee n atoe no

3. Have precursor.events-been, ,considered and factored into- thecorrective

4." In the-event of loss of ra-ioactive 'materialcshould security of
radioactive material be enhanced?

5. Has your staff beeiadeq uatelY trained on the -licibli

6. Should personnel be re-tested to determine whether re-training should be
emphasized for a given area? Is.testing adequate to ensure
understanding .f.requirements.an'd pr6cedures?

7. Has your staff been 'noti fied of the viqlation and ,of *the'applicable
corrective.action? - - . . "

8. Are audits sufficiently detailed and frequently performed? Should the
frequency'of periodic audits be increased?
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i

9. Is there i need.for retaining an independent technical consultant to
audit the area of concern or revise your procedures?

10. Are the procedures consistent with current NRC requirements, should they
be clarified, or should new procedures be developed?

11. Is a system in place for keeping abreast of new or modified NRC
requirements?,

12. Does your staff appreciate the need to consider safety in approaching
'daily assignments?. .

13. Are resources adequate to perform, and maintain control over, the
licensed activities? Has the radiation safety officer been provided
.sufficient time id resourcesto perform his or her oversight duties?

14. Have work hours affected
job? ';

J... v : .: A.

the employees' ability to safely perform the

X' .; '

15. Should organizational Ohanges be made (e.g., changing.the reporting
relationship of the tradiatioh safety officer to'proVide increased
independence)?., , '

16. Are management and the radiation safety officer adequately'involved i.n
oversight and implementation of.the .licensed activities? Do supervisors

'- '',.adequately:observe new employees and:difficult,. unique.,ornew
* -opierationsT

17. 'Has mifiagementrestablished a work environment that encourages employees
to raise safet.:aid comoliince conerns'? . , .. . ,

18. Has management placed a premium on production over comjiiance-and
safety?. Does managementv demonstrate a commitmenbt;to compliance and
safety? . ' .

19.., Has tnanagement communicated its,expectations for safety and.compliance?

20. Is there a published discipline policy for safety violations, and are

e--' employeis aware of it? ;.Is itibeing followed? '. , . .:

.~~~~ 4;!....-

- 'II *�,

t'q �

I -J g '�-p.'*� s ;

V.

�

*.. . t
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This information. notice requires no specific action nor written response. If
you have any questions about the information in this notice, please contact
one of the technical contacts listed below.

Eliza eth Q. Eyk i ctor
Div fion of Fuel Cycle Safety

and Safeguards
Office of Nuclear Material Safety

and Safeguards

e-l'. '; I-W !�e` /1 ,, 1

Donald A. Cool, Director
Division of Industrial

and Medical Safety
Office of Nuclear Material

and Safeguards
Safety

Technical contacts: Nader L. Mamish, OE
(301) 415-2740
Internet:nlm@nrc.gov

Daniel J. Holody, RI
(610) 337-5312
Internet:djh~nrc.gov

Bruce L. Burgess, RIII
(708) 829-9666
Internet:blb@nrc.gov

Bruno Uryc, Jr., RII
(404) 331-5505
Internet:bxu@nrc.gov

Gary F. Sanborn, RIV
(817) 860-8222
Internet.:gfs~nrc.gov

Attachments:
1.. List of Recently.Issued NMSS Information Notices
2. List of Recently Issued NRC Information Notices


