
Mendiola, Doris

Subject: FW: Reminder: For Comment: NRC Revised Draft Safety Culture Policy
Statement-1 0/17/10(o1)

Attachments: ZanzonicoComments-RevDraftSafetyCultureSOP-1 0171 O.doc

From: zanzonip@MSKCC.ORG [mailto:zanzonip@MSKCC.ORG]
Sent: Sunday, October 17, 2010 10:27 AM
To: Cockerham, Ashley; dr.fisher@pnl.gov; DebbieGilley@doh.state.fl.us; mjgmd@aol.com; langhors@wustl.edu;
malmudls@tuhs.temple.edu; Steve.Mattmuller@khnetwork.org; palestro@lij.edu; SUHJ@ccf.org;
orhan.suleiman@fda.hhs.gov; thomadsen@humonc.wisc.edu; vandecwa@tuhs.temple.edu; jameswelsh@charter.net
Subject: RE: Reminder: For Comment: NRC Revised Draft Safety Culture Policy Statement-10/17/10(o1)

Hello, All

Per the E mail below, and with a apologies for the lateness of this submission, attached please
find a WORD file with my comments on the NRC Revised Draft Safety Culture Policy Statement.

See you all soon.

Regards,

Pat

Pat Zanzonico, PhD
Room Z 2002 ( Zuckerman Research Center)
Memorial Sloan-Kettering Cancer Center
1275 York Avenue
New York, NY 10021

97/7 c~9I7~

72

iil

C. =

70
C_

Cf

Voice:
FAX:
Pager:

(646) 888-2134
(646) 422-0408
(917) 649-2433

From: Cockerham, Ashley [Ashley.Cockerham@nrc.gov]
Sent: Thursday, October 14, 2010 1:43 PM
To: Fisher, Darrell; Gilley, Debbie; Guiberteau, Milton; Langhorst, Susan; Malmud, Leon; Mattmuller, Steve; Palestro,
Chris; Suh, John; Suleiman, Orhan; Thomadsen, Bruce; Van Decker, William; Welsh, James; Zanzonico, Pat B./Medical
Physics
Cc: Kocka, Joan; Santiago, Tanya; 'Wanda Holmes'
Subject: Reminder: For Comment: NRC Revised Draft Safety Culture Policy Statement-10/14/10(i1)

Please remember to send comments to James Firth by Sunday. This issue is also being added to the ACMUI
agenda for discussion next week.

Ashley

From: Cockerham, Ashley
Sent: Wednesday, October 06, 2010 4:23 PM
To: Fisher, Darrell; Gilley, Debbie; Guiberteau, Milton; Langhorst, Susan; Malmud, Leon; Mattmuller, Steve; Palestro,
Chris; Suh, John;. Suleiman, Orhan; Thomadsen, Bruce; Van Decker, William; Welsh, James; Zanzonico, Pat
Cc: Kocka, Joan; Santiago, Tanya; Wanda Holmes .-- - ,/,-'- ý2
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Subject: For Comment: NRC Revised Draft Safety Culture Policy Statement
Importance: High

Dear ACMUI Member:

Please review the attached Federal Register notice (FRN) on NRC's revised draft safety culture policy
statement and provide comments by Sunday, October 17, 2010. Since ACMUI members are considered
NRC staff (Special Government Employees) and not members of the public, contrary to the instructions in the
FRN, ACMUI members should provide comments directly to James Firth at iames.firth(,nrc.,ov.

Additional Information:
On September 17, 2010, the NRC issued a revised draft safety culture policy statement (75 FR 57081) for a
30-day comment period ending October 17, 2010. Although the length of the public comment period may not
allow the ACMUI to comment as a Committee and staff recognizes that there was a delay in providing the FRN
to the Committee, staff welcomes comments by individual Committee members. Comments received after the
close of the comment period will be considered, if it is practical to do so.

Also, the revised draft policy statement was discussed during a public meeting on September 28, 2010.
Information on the public meeting can be found at the NRC safety culture Web site (http://www.nrc.gov/about-
nrc/regulatory/enforcement/safety-culture.html), including copies of the presentations that provides additional
background.

Contact James Firth at james.firth(,nrc.qov or (301) 415-6628 with any questions.

Ashley

alhm rn avdtam
Health Physicist
U.S. Nuclear Regulatory Commission
(240) 888-7129
ashley.cockerham@nrc.gov
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Zanzonico comments on NRC-2010-0282, 10/17/10

NUCLEAR REGULATORY COMMISSION [NRC-2010-0282]
Federal Register Vol 75, No 180 / Friday, September 17, 2010

Revised Draft Safety Culture Statement of Policy (SOP)

Comments submitted by Pat Zanzonico
to the NRC's Advisory Committee on Medical Uses of Isotopes

October 17, 2010'

Summary - adapted from NRC-2010-0282
As stated in the in NRC-2010-0282,

The purpose of this Statement of Policy is to set forth the Nuclear
Regulatory Commission's expectation that individuals and organizations,
performing or overseeing regulated activities involving nuclear materials,
establish and maintain a positive safety culture commensurate with the
safety and security significance of their activities and the nature and
complexity of their organizations and functions. This applies to all
licensees, certificate holders, permit holders, authorization holders,
holders of quality assurance program approvals, vendors, suppliers of
safety related components, and applicants for a license, certificate, permit,
authorization, or quality assurance program approval, subject to NRC
authority.

Continuing in NRC-2010-0282, the NRC provided the following definition of a Nuclear
Safety culture as follows.

The Commission defines Nuclear Safety Culture as the core values and
behaviors resulting from a collective commitment by leaders and
individuals to emphasize safety over competing goals to ensure protection
of people and the environment. The Commission considers nuclear safety
and nuclear security issues to be equally important.

The NRC identified in NRC-2010-0282 "...certain personal and organizational traits
present in a positive safety culture...," defining a "trait" as a "...a pattern of thinking,
feeling, and behaving that emphasizes safety, particularly in goal conflict situations, e.g.,
production vs. safety, schedule vs. safety, and cost of the effort vs. safety. It should be
noted that although the term "security" is not expressly included in these traits, safety
and security are the primary pillars of the NRC's regulatory mission." The NRC outlines
in NRC-2010-0282 the traits of a positive safety culture as follows.

The traits of a positive safety culture include, but are not limited to: (1)
Leadership Safety Values and Actions in which leaders demonstrate a
commitment to safety in their decisions and behaviors; (2) Problem
Identification and Resolution in which issues potentially impacting safety
are promptly identified, fully evaluated, and promptly addressed and
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Zanzonico comments on NRC-2010-0282, 10/17/10

corrected commensurate with their significance; (3) Personal
Accountability in which all individuals take personal responsibility for
safety; (4) Work Processes in which the process of planning and
controlling work activities is implemented so that safety is maintained; (5)
Continuous Learning in which opportunities to learn about ways to ensure
safety are sought out and implemented; (6) Environment for Raising
Concerns in which a safety conscious work environment is maintained
where personnel feel free to raise safety concerns without fear of
retaliation, intimidation, harassment or discrimination; (7) Effective Safety
Communication in which communications maintain a focus on safety; and
(8) a Respectful Work Environment in which trust and respect permeate
the organization.

Comments
Overall, there is very little to disagree with, I think, in the revised draft SOP - It codifies,
in a sense, a consensus attitude among responsible organizations and individuals in the
nuclear field with respect to safety. I have several comments, however.

First, it is not clear how a positive safety culture SOP, which is not a rule or regulation, is
actually implemented in practice, that is, how it tangibly impacts the operation of an
organization and its personnel. Some practical examples of its practical implementation
would therefore be helpful.

Second, while it is understood that an SOP is not a rule or regulation and presumably
should not be overly prescriptive, I think operational and infrastructure redundancy
should be included among the specific traits of a positive nuclear safety culture. In a
nuclear medicine setting, for example, implementation of such redundancy is illustrated
by multiple personnel checking and re-checking a patient's radiopharmaceuitical "dose"
before it is administered to the patient. Explicitly including redundancy among the traits
of a positive safety culture may provide regulatory "leverage" within an organization for
expenditure of funds and other resources required for the practical implementation of a
positive safety culture.

Third, and most importantly, the proposed definition of a positive nuclear safety culture,
which includes emphasizing "...safety over competing goals...," potentially may create
conflicts in practice. Specifically, such a definition may create a conflict where a
licensee's competing goals include safety itself. For example, in the case of a patient
administered a large amount (i.e., activity) of a therapeutic radiopharmaceutical and
requiring emergency surgery immediately post-administration, the safety of the surgeon
and other surgical staff may be compromised in the interest of the 'safety of the patient.
Although an admittedly unusual circumstance, such a reality should be recognized in the
SOP in generaland the definition of a positive safety culture in particular.

2 of 2


