UNITED STATES
NUCLEAR REGULATORY COMMISSION
REGION Il

2443 WARRENVILLE ROAD, SUITE 210
LISLE, IL 60532-4352

October 28, 2011

EA 11-228
NMED 110133 (closed)

Mr. Steven Benedict, Director

Occupational Safety & Environmental Health
Regents of the University of Michigan

1239 Kipke Drive

Ann Arbor, Michigan 48109

SUBJECT: NRC REACTIVE INSPECTION REPORT NO. 03001988/201101(DNMS) —
REGENTS OF THE UNIVERSITY OF MICHIGAN

Dear Mr. Benedict:

On March 15-16, 2011, with continued U.S. Nuclear Regulatory Commission (NRC) in-office
review through October 6, 2011, an NRC inspector conducted a reactive inspection at the
University of Michigan in Ann Arbor, Michigan. The in-office review was to review your written
procedures concerning the administration of licensed material to patients and receipt and review
of the NRC medical consultant’s report. The purpose of the inspection was to review the
circumstances, root and contributing causes, and proposed corrective actions for a medical
event that occurred on March 9, 2011. The enclosed report presents the results of the
inspection.

Based on the results of the inspection, one apparent violation was identified and is being
considered for escalated enforcement action in accordance with the NRC Enforcement Policy.
The current Enforcement Policy is included on the NRC’s Website at (http://www.nrc.gov/about-
nrc/regulatory/enforcement/enforce-pol.html). The apparent violation concerns the failure to
develop adequate written procedures to provide high confidence that each Yittrium-90
TheraSpheres administration was in accordance with the written directive as required by

Title 10 of the Code of Federal Regulation (CFR) 35.41.

The circumstances surrounding the apparent violation, the significance of the issues, and the
need for lasting and effective corrective action were discussed with selected members of your
staff at a preliminary exit meeting on March 16, 2011, and at a final telephonic exit meeting on
October 6, 2011. As a result, it may not be necessary to conduct a Predecisional Enforcement
Conference (PEC) in order to enable the NRC to make an enforcement decision.

Before the NRC makes its enforcement decision, we are providing you an opportunity to either:
(1) respond to the apparent violation addressed in this inspection report within 30 days of the
date of this letter; or (2) request a PEC. If a PEC is held, it will be open for public observation
and the NRC will also issue a press release to announce the conference. A PEC should be
held within 30 days of the date of this letter.
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The NRC has concluded that information regarding the reason for the violation and the
corrective actions taken and planned to correct the violation and prevent recurrence is already
adequately addressed on the docket in your 15-day report dated March 21, 2011. In addition,
since your facility has not been the subject of escalated enforcement actions within the last two
inspections, and based on our understanding of your corrective actions as documented above,
a civil penalty may not be warranted in accordance with Section 2.3.4 of the Enforcement
Policy. Therefore, you are not required to either respond in writing or to attend a PEC unless
the description herein does not accurately reflect your corrective actions or your position.
However, please contact Tamara E. Bloomer at 630-829-9627 within ten days of the date of this
letter to notify the NRC as to whether you plan to provide no further response, provide a written
response, or request a PEC.

If you choose to provide a written response, it should be clearly marked as a “Response to an
Apparent Violation in Inspection Report No. 03001988/2011001(DNMS); EA-11-228” and should
include for each apparent violation: (1) the reason for the apparent violation, or, if contested,
the basis for disputing the apparent violation; (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
previously docketed correspondence, if the correspondence adequately addresses the required
response. If an adequate response is not received within the time specified or the NRC has not
granted an extension of time, the NRC will proceed with its enforcement decision or schedule a
PEC.

If you choose to request a PEC, the conference will afford you the opportunity to provide your
perspective on the apparent violation and any other information that you believe the NRC
should take into consideration before making an enforcement decision. The topics discussed
during the conference may include: information to determine whether a violation occurred,
information to determine the significance of a violation, information related to the identification of
a violation, and information related to any corrective actions taken or planned to be taken.

In presenting your corrective actions, you should be aware that the promptness and
comprehensiveness of your actions will be considered in assessing any civil penalty for the
apparent violation. In addition, please be advised that the number and characterization of any
apparent violations may change as a result of further NRC review. You will be advised by
separate correspondence of the results of our deliberations on this matter.

In accordance with 10 CFR 2.390 of the NRC’s “Rules of Practice,” a copy of this letter and its
enclosures will be available electronically for public inspection in the NRC Public Document
Room or the NRC’s Agencywide Documents Access and Management System (ADAMS).
ADAMS is accessible from the NRC Website at http://www.nrc.gov/reading-rm/adams.html.
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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.

Sincerely,

/RA/

Anne T. Boland, Director
Division of Nuclear Materials Safety

Docket No. 030-01988
License No. 21-00215-04

Enclosure:
Inspection Report No. 03001988/201101(DNMS)

cc w/encl: Mark L. Driscoll, Radiation Safety Officer
Jean M. Moran, Ph.D. Associate Division
Director of Clinical Physics Assistant Professor of Radiation Oncology
Department of Radiation Oncology
State of Michigan
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EXECUTIVE SUMMARY

Regents of the University of Michgian
Ann Arbor, Michigan
Inspection Report No. 03001988/2011001(DNMS)

The U.S. Nuclear Regulatory Commission (NRC) conducted a reactive inspection on March 15
through 16, 2011, to review the circumstances, root and contributing causes, and corrective
actions associated with a medical event that University of Michigan (the licensee) reported to
the NRC on March 10, 2011. The medical event involved a single patient undergoing
Yittrium-90 (Y-90) TheraSphere therapy for treatment of the left lobe of the patient’s liver. The
patient was prescribed a treatment dose of 74.4 Gray (Gy) to the left lobe of the liver using
60.5 millicuries of Y-90 TheraSpheres. The dose to the patient’s liver was determined to be
approximately 159.4 Gy or 114 percent above the prescribed dose. The licensee determined
that no Y-90 TheraSpheres were administered outside of the treatment site. The licensee
identified the medical event during post-analysis of the treatment.

The root cause of the medical event was due to miscommunication between the medical
physicist, authorized user and interventional radiologist. Contributing factors for the medical
event were unclear written instructions to the medical physicist regarding treatment site and the
use of documentation that made various aspects of the administration confusing.

The licensee did not anticipate any long-term medical effects on the patient as a result of the
medical event. No additional treatment is planned for the patient. The NRC contracted a
medical consultant to review the medical event and determine if any adverse health
consequences to the patient are expected. The medical consultant determined that there
should be no effects of the additional dose on the patient.

The inspector identified an apparent violation of NRC requirements involving a failure to
develop, implement, and maintain written procedures to provide high confidence that each
administration is in accordance with the written directive for Y-90 TheraSpheres administrations
as required by Title 10 of the Code of Federal Regulations (CFR) 35.41(a) and (b)(2). To
reduce the likelihood of recurrence of a similar event, the licensee initiated several immediate
and long-term corrective actions. A summary of the licensee’s corrective actions included:

a. The radiation oncology department modified the Interventional Radiology (IR) worksheet
to clearly designate the necessary diagnostic, pathological, and anatomical information
needed to prepare for such a treatment and to require signature by the interventional
radiologist.

b. A revised IR worksheet now also includes a separate section which the radiation
oncologist must also complete and sign and a separate worksheet must be completed
and submitted to the medical physicist for each infusion treatment.

C. The written directive form for Y-90 TheraSpheres has been modified to require entry of

the specific treatment site in terms of right lobe, left lobe or whole liver to be consistent
with the modified IR worksheet.
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The prescribing physician and a second medical physicist will be required to complete
and sign a separate Y-90 TheraSpheres Infusion Checklist when reviewing the draft
written directive.

The Operating Room checklist has been modified to include confirmation immediately

before the procedure that the treatment infusion site and associated volume described in
the written directive are correct.

3 Enclosure
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2.2

Report Details

Program Scope and Inspection History

This licensee was a broad-scope license authorized for medical and research activities.
The licensee was authorized by NRC License No. 21-00215-04 to use a variety of
byproduct materials for diagnostic and therapeutic nuclear medicine, including

Y-90 TheraSpheres brachytherapy administrations. The licensee averages

10-12 patients/year using brachytherapy Y-90 TheraSpheres therapy.

A routine safety and security inspection was conducted August 23-27, 2010 with
continuing NRC review through October 12, 2010; one Severity Level IV violation of
NRC requirements occurred concerning security.

A reactive safety inspection was conducted on October 29, 2009 concerning a medical
event which occurred on October 14, 2009; one Severity Level IV violation of NRC
requirements was identified concerning 10 CFR 35.41(a) — Failure to develop,
implement and maintain written procedures, concerning an administration of

180.5 millicuries of 1-131, to provide high confidence that the administration was in
accordance with the written directive.

A routine safety and security inspection was conducted March 10-13, 2008; no violations
of NRC requirements were identified.

Sequence of Events and Licensee Investigation

Inspection Scope

The inspector reviewed the sequence of events that resulted in the medical event and
the licensee's investigation report. In addition, the inspector toured the facility,
interviewed selected staff, and reviewed patient treatment records and procedures.

Observations and Findings

On December 15, 2010, the licensee performed an infusion of Y-90 TheraSpheres, as a
brachytherapy treatment, into the right lateral lobe of an adult male patient. The
administration was implemented as required and the licensee decided that a second
treatment would take place in the future to administer Y-90 into the left lateral lobe.

On March 9, 2011, the licensee performed an infusion of Y-90 TheraSpheres, as a
brachytherapy treatment, into the left lateral lobe of the same adult male patient.

Prior to the treatment, the medical physicist used an IR Worksheet developed in
December 2010, and email correspondence from the authorized user, to determine the
treatment location and volume size that corresponds with the dose to be delivered to the
patient. The December 2010 IR Worksheet, documented the left lateral lobe of the liver
to be 411.12 cc and the right lobe and left medial segment of the liver to be 1333.64 cc.

4 Enclosure



The documents used by the medical physicist to determine the treatment site and target
volume were confusing relative to which volume was to be used for this procedure. As a
result, the medical physicist used the target volume from the December 15, 2010,
administration, to determine the target volume (1333.64 cc), which was incorrect. This
resulted in a proposed dosage to the left lateral lobe approximately twice that of the
written directive (the licensee determined that the left lateral lobe volume to be 637 cc at
the time of the March treatment). The medical physicist prepared the written directive
and ordered the Y-90 TheraSphere dose. The medical physicist explained to the
inspector that this error was also the result of using documentation prepared for the
treatment in December 15, 2010.

Prior to the administration on March 4, 2011, the authorized user reviewed and signed
the written directive with the documented incorrect treatment site and target volume.
The authorized user explained to the inspector that she did not review the entire
document for accuracy but performed a cursory review for prescribed dose (which was
correct) and Lung Shunt Fraction.

In discussions with the medical physicist and authorized user, it was clarified that the
interventional radiologist was the individual who developed the treatment plan. The
treatment plan included the size of the treatment location, which is necessary to
determine the correct activity to the patient as documented in the written directive.
However, the interventional radiologist did not review the written directive nor did the
medical physicist or authorized user review the treatment plan prior administration which
would have identified the incorrect target volume.

As a result of the authorized user not properly reviewing the treatment plan, an activity of
approximately 60.5 millicuries of Y-90 TheraSpheres was delivered resulting in a dosage
of approximately 159.4 Gy instead of the prescribed 74.4 Gy, more than double the
intended dose.

Title 10 CFR Section 35.41(a)(2) requires, for any administration requiring a written
directive, that the licensee develop, implement, and maintain written procedures to
provide high confidence that each administration is in accordance with the written
directive.

Title 10 CFR 35.41(b)(2) requires, in part, that, as a minimum, the procedures required
by 10 CFR 35.41(a) address verifying that the administration is in accordance with the
treatment plan, if applicable, and the written directive.

Based upon the information available, proper reviews by the authorized user, medical
physicist and/or the interventional radiologist would have resulted in the identification of
the error within the written directive. However, the licensee’s written procedures did not
specifically address all the reviews necessary to ensure the administration was
implemented in accordance with the written directive. Therefore, the licensee’s written
procedures were inadequate to address the review of the written directive and the
treatment plan between the medical physicist, authorized user and interventional
radiologist to provide high confidence that the administration was implemented in
accordance with the written directive.
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2.3

3.1

3.2

The licensee’s failure to have adequate procedures for the administration of Y-90 to the
liver is an apparent violation of 10 CFR 35.41(a)(2) and 10 CFR 35.41(b)(2), which
requires that the licensee develop, implement, and maintain written procedures to
provide high confidence that each administration is in accordance with the written
directive and, at a minimum, include verification that the administration is in accordance
with the treatment plan, which is applicable, and the written directive.

The inspector also reviewed five other Y-90 cases performed by the licensee and did not
identify any issues that would have constituted a medical event.

Conclusions

The inspector identified an apparent violation of 10 CFR 35.41(a) and 10 CFR 35.41(b)(2)
concerning the licensee’s failure to develop adequate procedures to provide high
confidence that Y-90 TheraSphere administrations were performed in accordance with
the written directive. The inspector concurred with the licensee’s root cause
determination. The licensee did not expect any adverse medical effects for the patient
because of the medical event.

Licensee Corrective Actions

Inspection Scope

The inspector reviewed the licensee's proposed corrective actions to preclude similar
events. The review included the licensee's written report dated March 21, 2011,
regarding the medical event, interviews of selected licensee personnel, and the
licensee’s revised policies and procedures.

Observations and Findings

The inspector determined that the licensee initiated several immediate and long-term
corrective actions to prevent recurrence of a similar medical event. The corrective
actions, documented in the licensee’s policies and procedures, included, but not limited
to:

a.  The radiation oncology department modified the Interventional Radiology (IR)
worksheet to clearly designate the necessary diagnostic, pathological, and
anatomical information needed to prepare for such a treatment and to require
signature by the interventional radiologist. For purposes of measuring volume, the
form now clearly designates liver segments right lobe, left lobe and total liver
volume. This consistency will be carried over into a modified written directive.

b. The revised IR worksheet now also includes a separate section which the radiation
oncologist must also complete and sign. The radiation oncologist must specify, in
writing, the specific treatment site and the exact segment volume to use. In
addition, the oncologist will include the date and time of the planned infusion. A
separate worksheet must be completed and submitted to the medical physicist for
each infusion treatment planned-even if the medical data supplied by the
radiologist will remain unchanged for purposes of preparing a draft written
directive.
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4.2

4.3

C. The written directive form for I-90 TheraSpheres has been modified to require
entry of the specific treatment site in terms of right lobe, left lobe or whole liver to
be consistent with the modified IR worksheet.

d. The prescribing physician and a second medical physicist will be required to
complete and sign a separate TheraSphere Infusion Checklist when reviewing the
draft written directive. This checklist requires both individuals to confirm that the
treatment site and the treatment volume identified in the written directive are
consistent with the information supplied in the IR worksheet.

e.  The Operating Room checklist has been modified to include confirmation
immediately before the procedure that the treatment infusion site and associated
volume described in the written directive are correct.

Conclusions

The inspector determined that the licensee developed corrective actions to address the
violation and prevent similar medical events.

Independent Patient Dose Assessment

Inspection Scope

The NRC contracted a medical expert consultant to assess probable deterministic
effects of the radiation exposure to the patient as a result of the medical event. The
inspector reviewed the Medical Consultant’s report dated September 1, 2011.

Observations and Findings

The medical expert consultant noted that the patient has received two treatments to
his/her liver. The first treatment was to the right lobe, as prescribed, and the second
treatment to the left lobe that reflected the incident as an overdose relative to the written
directive.

The medical expert consultant stated that based upon clinical, peer reviewed and
published studies, the delivered overdose of approximately 155 Gy is not considered
high relative to toxicity and untoward potential events. Doses delivered using the same
type of delivery system, which were noted as high as 521 Gy, have been administered to
the liver without adversity.

Conclusions

The medical expert consultant determined the patient should not have any effects of the
additional dose as a result of the medical event.
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5.2

5.3

Notifications and Reports

Inspection Scope

The inspector interviewed selected licensee staff and reviewed the licensee's notification
to the NRC Operations Center and the associated 15-day written report to ensure
compliance with NRC reporting requirements.

Observations and Findings

On March 9, 2011, the licensee determined that the administered dose to the patient’s
left lateral lobe of the liver was in excess of 100% of the prescribed dose for a

Y-90 TheraSphere administration. This case is considered a medical event because the
left lateral lobe of the liver received a dose that differed from the prescribed dose by
more than 0.50 Sv and the total dose delivered differed from the prescribed dose by
more than 20%. As part of the licensee’s 15 day report, the licensee determined that the
dose administered to the left lateral lobe of the liver was approximately 159.6 Gy and the
prescribed dose was 74.4 Gy. Title 10 CFR 35.3045(a)(ii) requires a licensee to report
any medical event where the dose received differs from the prescribed dose by more
than 0.5 Sv (50 rem) to an organ and the total dosage delivered differs from the
prescribed dosage by 20% or more. Title 10 CFR 35.3045(c) requires a licensee to
notify the NRC Operations Center no later than the next calendar day after discovery of
the medical event. The licensee’s Radiation Safety Officer notified the NRC Operations
Center of the event on March 10, 2011, (EN No. 46665). The patient and the referring
physician for the medical event were notified on March 9, 2011, in accordance with

10 CFR 35.3045(e). The licensee’s 15-day report, dated March 21, 2011 contained the
information required by 10 CFR 35.3047(d).

Conclusions

The licensee made all of the notifications and submitted the reports required by
10 CFR 35.3045 within the specified time period. The inspector determined that the
licensee included all of the required information.

Exit Meeting

On March 16, 2011, at the completion of the onsite inspection, the inspector discussed
the findings in this report with licensee management. The inspector held a final exit
meeting by telephone on October 6, 2011, where the inspector discussed the sequence
of events that led to the medical event, the root and contributing causes of the event,
and the licensee’s corrective actions. The licensee did not identify any information
reviewed during the inspection and proposed for inclusion in this report as proprietary in
nature.
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PARTIAL LIST OF PERSONS CONTACTED

lan Stienman — Associate Director/Fire Marshal
Mark Discoll — Radiation Safety Officer
Dennin Palmieni — Senior Health Physicist
Neil Whiteside — Health Physicist
Joann Prisciandaro — Medical Physicist
Jean M. Moran, Ph.D., Associate Division Director of Clinical Physics,
Assistant Professor of Radiation Oncology, Department of Radiation Oncology
Russell S. Garcia — Health Physicist
Stan Uitti — Health Physicist
* Joe Miklos — Coordinator, Senior Health Physicist

* 0% F X * Ok

*

*

* Attended the March 15 and 16, 2011, preliminary entrance/exit meeting

Enclosure




<<
  /ASCII85EncodePages false
  /AllowTransparency false
  /AutoPositionEPSFiles true
  /AutoRotatePages /PageByPage
  /Binding /Left
  /CalGrayProfile (None)
  /CalRGBProfile (sRGB IEC61966-2.1)
  /CalCMYKProfile (U.S. Web Coated \050SWOP\051 v2)
  /sRGBProfile (sRGB IEC61966-2.1)
  /CannotEmbedFontPolicy /Warning
  /CompatibilityLevel 1.4
  /CompressObjects /Tags
  /CompressPages true
  /ConvertImagesToIndexed true
  /PassThroughJPEGImages true
  /CreateJDFFile false
  /CreateJobTicket true
  /DefaultRenderingIntent /Default
  /DetectBlends true
  /DetectCurves 0.1000
  /ColorConversionStrategy /UseDeviceIndependentColor
  /DoThumbnails false
  /EmbedAllFonts true
  /EmbedOpenType false
  /ParseICCProfilesInComments true
  /EmbedJobOptions true
  /DSCReportingLevel 0
  /EmitDSCWarnings false
  /EndPage -1
  /ImageMemory 1048576
  /LockDistillerParams false
  /MaxSubsetPct 100
  /Optimize true
  /OPM 1
  /ParseDSCComments true
  /ParseDSCCommentsForDocInfo true
  /PreserveCopyPage true
  /PreserveDICMYKValues true
  /PreserveEPSInfo true
  /PreserveFlatness true
  /PreserveHalftoneInfo false
  /PreserveOPIComments true
  /PreserveOverprintSettings true
  /StartPage 1
  /SubsetFonts true
  /TransferFunctionInfo /Preserve
  /UCRandBGInfo /Preserve
  /UsePrologue false
  /ColorSettingsFile ()
  /AlwaysEmbed [ true
  ]
  /NeverEmbed [ true
  ]
  /AntiAliasColorImages false
  /CropColorImages true
  /ColorImageMinResolution 150
  /ColorImageMinResolutionPolicy /OK
  /DownsampleColorImages false
  /ColorImageDownsampleType /Bicubic
  /ColorImageResolution 150
  /ColorImageDepth 8
  /ColorImageMinDownsampleDepth 1
  /ColorImageDownsampleThreshold 1.50000
  /EncodeColorImages true
  /ColorImageFilter /FlateEncode
  /AutoFilterColorImages false
  /ColorImageAutoFilterStrategy /JPEG
  /ColorACSImageDict <<
    /QFactor 0.76
    /HSamples [2 1 1 2] /VSamples [2 1 1 2]
  >>
  /ColorImageDict <<
    /QFactor 0.76
    /HSamples [2 1 1 2] /VSamples [2 1 1 2]
  >>
  /JPEG2000ColorACSImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 15
  >>
  /JPEG2000ColorImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 15
  >>
  /AntiAliasGrayImages false
  /CropGrayImages true
  /GrayImageMinResolution 150
  /GrayImageMinResolutionPolicy /OK
  /DownsampleGrayImages false
  /GrayImageDownsampleType /Bicubic
  /GrayImageResolution 150
  /GrayImageDepth 8
  /GrayImageMinDownsampleDepth 2
  /GrayImageDownsampleThreshold 1.50000
  /EncodeGrayImages true
  /GrayImageFilter /FlateEncode
  /AutoFilterGrayImages false
  /GrayImageAutoFilterStrategy /JPEG
  /GrayACSImageDict <<
    /QFactor 0.76
    /HSamples [2 1 1 2] /VSamples [2 1 1 2]
  >>
  /GrayImageDict <<
    /QFactor 0.76
    /HSamples [2 1 1 2] /VSamples [2 1 1 2]
  >>
  /JPEG2000GrayACSImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 15
  >>
  /JPEG2000GrayImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 15
  >>
  /AntiAliasMonoImages false
  /CropMonoImages true
  /MonoImageMinResolution 1200
  /MonoImageMinResolutionPolicy /OK
  /DownsampleMonoImages false
  /MonoImageDownsampleType /Bicubic
  /MonoImageResolution 1200
  /MonoImageDepth -1
  /MonoImageDownsampleThreshold 1.50000
  /EncodeMonoImages false
  /MonoImageFilter /CCITTFaxEncode
  /MonoImageDict <<
    /K -1
  >>
  /AllowPSXObjects false
  /CheckCompliance [
    /None
  ]
  /PDFX1aCheck false
  /PDFX3Check false
  /PDFXCompliantPDFOnly false
  /PDFXNoTrimBoxError true
  /PDFXTrimBoxToMediaBoxOffset [
    0.00000
    0.00000
    0.00000
    0.00000
  ]
  /PDFXSetBleedBoxToMediaBox true
  /PDFXBleedBoxToTrimBoxOffset [
    0.00000
    0.00000
    0.00000
    0.00000
  ]
  /PDFXOutputIntentProfile (None)
  /PDFXOutputConditionIdentifier ()
  /PDFXOutputCondition ()
  /PDFXRegistryName ()
  /PDFXTrapped /False

  /Description <<
    /CHS <FEFF4f7f75288fd94e9b8bbe5b9a521b5efa7684002000410064006f006200650020005000440046002065876863900275284e8e55464e1a65876863768467e5770b548c62535370300260a853ef4ee54f7f75280020004100630072006f0062006100740020548c002000410064006f00620065002000520065006100640065007200200035002e003000204ee553ca66f49ad87248672c676562535f00521b5efa768400200050004400460020658768633002>
    /CHT <FEFF4f7f752890194e9b8a2d7f6e5efa7acb7684002000410064006f006200650020005000440046002065874ef69069752865bc666e901a554652d965874ef6768467e5770b548c52175370300260a853ef4ee54f7f75280020004100630072006f0062006100740020548c002000410064006f00620065002000520065006100640065007200200035002e003000204ee553ca66f49ad87248672c4f86958b555f5df25efa7acb76840020005000440046002065874ef63002>
    /DAN <>
    /DEU <>
    /ESP <>
    /FRA <>
    /ITA (Utilizzare queste impostazioni per creare documenti Adobe PDF adatti per visualizzare e stampare documenti aziendali in modo affidabile. I documenti PDF creati possono essere aperti con Acrobat e Adobe Reader 5.0 e versioni successive.)
    /JPN <>
    /KOR <FEFFc7740020c124c815c7440020c0acc6a9d558c5ec0020be44c988b2c8c2a40020bb38c11cb97c0020c548c815c801c73cb85c0020bcf4ace00020c778c1c4d558b2940020b3700020ac00c7a50020c801d569d55c002000410064006f0062006500200050004400460020bb38c11cb97c0020c791c131d569b2c8b2e4002e0020c774b807ac8c0020c791c131b41c00200050004400460020bb38c11cb2940020004100630072006f0062006100740020bc0f002000410064006f00620065002000520065006100640065007200200035002e00300020c774c0c1c5d0c11c0020c5f40020c2180020c788c2b5b2c8b2e4002e>
    /NLD (Gebruik deze instellingen om Adobe PDF-documenten te maken waarmee zakelijke documenten betrouwbaar kunnen worden weergegeven en afgedrukt. De gemaakte PDF-documenten kunnen worden geopend met Acrobat en Adobe Reader 5.0 en hoger.)
    /NOR <>
    /PTB <>
    /SUO <>
    /SVE <>
    /ENU (Use these settings to create Adobe PDF documents suitable for reliable viewing and printing of business documents.  Created PDF documents can be opened with Acrobat and Adobe Reader 5.0 and later.)
  >>
>> setdistillerparams
<<
  /HWResolution [300 300]
  /PageSize [612.000 792.000]
>> setpagedevice


