December 23, 2010
I1A-09-041

Juan E Pérez Monté, M.D.
{HOME ADDRESS DELETED}
{UNDER 10 CFR 2.390}

SUBJECT:  CONFIRMATION OF COMPLETION OF ACTIONS TAKEN BY JUAN E. PEREZ
MONTE, M.D., AS SET FORTH IN NRC CONFIRMATORY ORDER DATED
JANUARY 21, 2010

Dear Dr. Pérez:

The purpose of this letter is to acknowledge the actions you have taken in response to the
Confirmatory Order (Order) (ADAMS Accession No. ML100210796") issued to you by the U.S.
Nuclear Regulatory Commission (NRC) on January 21, 2010. The actions were taken to fulfill
commitments that were made as part of a settlement agreement reached during an

October 27, 2009, Alternative Dispute Resolution (ADR) mediation session between you and
the NRC. You requested the ADR mediation session in response to a letter the NRC issued to
you on July 2, 2009 (ML091831370), which enclosed a summary of an investigation conducted
by the NRC Office of Investigations (Ol). The Ol investigation reviewed the circumstances
associated with Beta Gamma Nuclear Radiology (BGNR) potentially submitting falsified written
directives in a May 5, 2008 response (ML081300465) to an April 8, 2008 Notice of Violation
(NOV) containing a Severity Level (SL) IV violation (ML081010261) issued by the NRC. Based
on evidence developed during the investigation, the NRC identified an apparent violation,
including that you, on behalf of BGNR, deliberately submitted falsified written directives in
violation of 10 CFR 30.10(a)(2).

As part of the ADR settlement agreement, you agreed to take a number of actions, including
providing outreach to the nuclear medicine community to help deter other licensees and
individuals from violating NRC regulations, and agreeing to not serve as the Radiation Safety
Officer (RSO) at BGNR or any other NRC or Agreement State licensed facility for at least two
years. In recognition of these actions, the NRC agreed to not issue you an order prohibiting
involvement in NRC-licensed activities, but rather, to issue you an NOV containing a SL IlI
violation. The commitments contained in the Order, your actions, and a summary of the NRC'’s
evaluation are described in the enclosed table (Enclosure). Based on a review of your actions,
the NRC has determined that you have satisfied all of the terms of the Order, with the exception
of the order requirement that you not serve as RSO at any NRC or Agreement State licensed
facilities before January 21, 2012, and that you complete your outreach efforts if requested by
the nuclear medicine community. You are reminded of the importance of adhering to this and
other NRC requirements. Your cooperation in this matter is appreciated.

! Designation in parentheses refers to an Agencywide Documents Access and Management System
(ADAMS) accession number. Documents referenced in this letter are publicly-available using the
accession number in ADAMS.



J. Pérez Monté 2

A copy of this letter and its enclosure will be made available electronically for public inspection
in the NRC Public Document Room located at NRC Headquarters in Rockville, MD, and from
ADAMS. ADAMS is accessible from the NRC Web site at http://www.nrc.gov/reading-
rm/adams.html. Your response, if you choose to provide one, will also be made available
electronically for public inspection in the NRC Public Document Room or from the NRC’s
document system (ADAMS).

We have no further questions at this time, and you are not required to submit any further
correspondence to the NRC on these matters. However, if you have any questions or
comments, please contact Marc S. Ferdas, Chief, Medical Branch, Division of Nuclear Materials
Safety, Region |, at 610-337-5022.

Sincerely,

/RA/ Original signed by Marc L. Dapas for

William M. Dean
Regional Administrator

Enclosure: Completion of Actions Set Forth in the Confirmatory Order

cc: Rafael Machargo, Counsel for Dr. Pérez
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Confirmatory Order
Commitment

Actions by Dr. Pérez

NRC’s Evaluation

A. Dr. Pérez will write an article
regarding: (1) lessons
learned from the ADR
experience; (2) the
importance of providing
accurate information to the
NRC; and, (3) compliance
with NRC requirements; and
will complete the following
actions:

1. Within six months of the
date of the Order, Dr.
Pérez will submit the
article for publication to
the following: Galenus
(Puerto Rico), the
Journal of the Health
Physics Society, and the
Journal of Nuclear
Medicine; and,

2. Dr. Pérez will also submit
the article to the NRC for
approval, at least two
weeks prior to submitting
to the publications listed
above.

On July 2, 2010, Dr. Pérez
submitted his proposed article to

the NRC for approval.
(Ref. ML101950387)

Dr. Pérez submitted the article,
after NRC review, for publication to
the Journal of the Health Physics
Society and Journal of Nuclear
Medicine on August 25, 2010; and
submitted the article for publication
to Galenus on August 26, 2010.
(Ref. ML102460328, ML102460348,&
ML102460163)

On August 2, 2010, the NRC
reviewed Dr. Pérez’s proposed
article and determined that it met
the intent of the Confirmatory
Order and it was acceptable to
proceed with requesting that the
article be published. On
September 30, 2010, the NRC
reviewed Dr. Pérez’s submittal of
the article to Galenus, Journal of
the Health Physics Society, and
the Journal of Nuclear Medicine.
(Ref. ML102150038 & ML102740131)

The NRC also reviewed the
response received by Dr. Pérez
from Galenus informing him that
they would not be publishing his
article.

(Ref. ML103200443)

B. Prior to the next scheduled
national meetings of the
Health Physics Society and
the Society of Nuclear
Medicine, Dr. Pérez will write
a presentation regarding: (1)
lessons learned from the
ADR experience; (2) the
importance of providing
accurate information to the
NRC; and, (3) compliance
with NRC requirements. Dr.
Pérez will submit to the NRC
the planned presentation for
approval at least two weeks
before delivering the actual
presentation to the Puerto
Rico chapter of the Society
of Nuclear Medicine.

On July 2, 2010, Dr. Pérez
submitted his proposed
presentation to the NRC for
approval.

(Ref. ML101950387)

On August 24, 2010, Dr. Pérez
offered to provide a presentation
during the Puerto Rico chapter of
Society of Nuclear Medicine’s
annual convention.

(Ref. ML102460321)

On September 25, 2010, Dr. Pérez
delivered a presentation to
members of the Puerto Rico
chapter of the Society of Nuclear
Medicine.

(Ref. ML102990222)

On August 2, 2010, the NRC
reviewed Dr. Pérez’s proposed
presentation and determined that
it met the intent of the
Confirmatory Order and it was
acceptable to proceed with
requesting if he could provide the
presentation.

(Ref. ML102150038)

The NRC reviewed Dr Pérez’s
October 8, 2010 correspondence,
which contained the attendance
sheet from the presentation he
provided to the Nuclear Medicine
Society of Puerto Rico during their
annual convention on September
25, 2010.

(Ref. ML102990222)

Enclosure




. Dr. Pérez will offer to make

the same or a similar
presentation at the next
scheduled national meetings
of the Health Physics Society
and the Society of Nuclear
Medicine. If the request to
make a presentation is
accepted, he will submit the
planned presentation to the
NRC for approval at least
two weeks before delivery of
the presentation at these
meetings.

On August 28, 2010, Dr. Pérez
offered to provide a presentation at
the next scheduled national
meetings of the Health Physics
Society and the Society of Nuclear
Medicine.

(Ref. ML102460370 & ML102460332)

On September 30, 2010, the NRC
reviewed Dr. Pérez’s submittal to
the Health Physics Society and
Society of Nuclear Medicine.

(Ref. ML102740131)

The NRC also reviewed the
response received by Dr. Pérez
from the Society of Nuclear
Medicine informing him that they
would not be able to support his
presentation.

(Ref. ML103410517)

. Dr. Pérez will be removed as

Radiation Safety Officer
(RSO) from any NRC or
Agreement State licenses
within 30 days of Order
issuance, and will not be re-
designated or perform the
functions of RSO for any
NRC or Agreement State
licenses for two years from
the date of Order issuance.

On February 12, 2010, Dr. Pérez
informed BGNR and PET Nuclear
Radiology that he requested to be
removed as their RSO on each of
their NRC licenses.

(Ref. ML100621168 & ML100621085)

On March 19, 2010, the NRC
processed license amendments
which removed Dr. Pérez as the
RSO at BGNR and P.E.T. Nuclear
Radiology, Inc.

(Ref. ML100700517,ML100780188 &
ML100780169)

Enclosure
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