v THE UNIVERSITY OF MICHIGAN
ANN ARDOR 481091340
(313) 7643402

WILLIAM B ®RLUIMM
ATRULIATE VICKE PRESIDENY
FOR RUBINESS DPERA IGNS

January 12, 1993

Director ;’
Office of Enforcement |
LS. Nuclear Regulatory Commission

Attn: Docum ent Control Desk

Washington, D C. 20555 ‘

Re:  Notee of Violation
University of Michigan
NRC Inspection Report No. 030-01988/92001 (DRSS)
Docket No. 030-01988
License No, 21-00215-04
EA 092185

Dear Director;

Enclosed is a check in the amount of $3,750.00 submitted by the
Regents of the University of Michigan in full payment of the civil penalty
proposed in the above referenced Notice of Violation under date of

December 14, 1992 Also enclosed 1s the Reply to the Notice of Violation,
Thank you for vour cooperation in this matter,

Sim‘nralv.

%-«-\_*__\\
Wnlham B. Krumih

enc,  Payment of avil penalty (UM check # 959831)
Reply to Notice of Violation

ce: A Bert Davis |
Regional Admmnistrator ‘
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. THE UNIVERSITY OF MICHIGAN
ANN ARBOR 481081340
(313) 764-3402

WILLIAM B KHUMM
ARROCIATE VILE PRESIDLNY
FOR BUBINERS UMERAYIGIE

January 13, 1993

Director

Office of Enforcement

U.8. Nuclear Regulatory Commission
Washington, D.C. 20555

ATTENTION; Document Control Desk

EE: Reply to Notice of Violation - The University of Michigan
Byproduct Material License No. 21-00215-04
[NRC Inspection Ko, 030-01988/92001 (DRSS)]

Dear Sirs:

rer your correspondence dated December 14, 1992, the University of Michigan
(U-M) would like to address the apparent violations and concerns noted by the
Nuclear Regulatory Commission (NRC) regarding the phosphorous-32
contamination incident which occurred on September 11, 1992, Please find
below a description of the actiona the University has taken and intends to
take regarding each violation noted in the NRC inspection report.

1.0 VIOLATION FAILURE TO SURVEY HANDS & SHOES [CIVIL PENALTY]

The U-M Radlation Safety Manual is represented in the NRC Byproduct
Material License (21-00215-04) as Item 10, Attachment 7., The general
rules for working with radicactive material (pg.8) specifically state
that individuals will wash hands and check hands & shoes with an
appropriate survey meter before leaving a laboratory.

Contrary to above, individuals who had worked with radicactive material
(P-32) failed to check their shoes with a survey meter before leaving
laboratory. As a result, P-32 was subsequently spread by individuals’
contaminated footwear through unrestricted areas in MSRB-1 and to
individuals’ homes, clothing, and vehicles.

1.1 Admiesion cf Violation

1.2 Reason for Violation - Research personnel failed to follow
established radiological safety protocols as stated in the
Radiation Safety Manual.

1.3 Corrective Steps Taken & Results Achieved - The corrective action
steps noted below have been taken. The U-M Administration
involvement after this contamination incident has significantly
heightened the awareness level of Authorized Users and the U-M
research community to their ultimate responsibilities and the
importance of adhering to radiclogical safety protocols and
regulatory regquirements.
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Subsequent radioclogical safety audits at the U-M have identified
improved compliance with protocols and regulations in research
laboratories as a result of the corrective actions implemented
after this contamination incident.

Radiation Safety Officer (RSO) igsued an immediate cease-and-
desist to the Authorized User & staff responsible for the P-132
contamination incident.

The Authorized User was reguired to submit written corrective
actions to Radiation Safety Service (RSS) and the U-M
Radiation Policy Committee (RPC) for approval.

RSO & RSS health physicist conducted a comprehensive
radiological safety/regulatory compliance re-training session
for the Authorized User & staff responsible for the
contamination incident (September 30, 1992).

RSO met with U-M Medical School Administrators and detailed
the events of the contamination incident and emphasized the
importance of U-M biomedical researchers adhering to
radiological safety protocols and regulatory requirements
(October 9, 1992),

R88 health physicist conducted a special in-house training
session with the Dept. of Pathology authorized users at the
request of the Pathology Chairman (October 1%, 1992).

RSO drafted & mass-mailed a correspondence (Attachment 1.0) to
all authorized users emphasizing the need to adhere to
radiation safety protocols and regulatory requirements
(November 6, 1992).

RSS continues to emphasize the importance of adhering to
radiological safety & regulatory requirements during
radiological safety training courses, radionuclide application
review sessions, and laboratory radiological safety
inspections/audits.

Although quarterly radiological safety surveys and
inspection/audits were being conducted by RSS personnel using
an established checklist (Attachment 2.0) approach at the time
of the P-32 contamination incident, RS8S personnel are
attempting to conduct more ‘incisive & performance oriented'
audits which could identify weaknesses in laboratory radiation
safety programs; RSO will address serious or vepetitive
problem areas brcught to his attention.

N
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The U-M Provost/Vice-FPresident for Academic Affairs drafted
and distributed a correspondence (Attachment 3.0) to the
Deanr, Directors, and Department Heads of all radioactive
mat~.rial users emphasizing the need to adher> to regulatory
requirements and the U-M radiological safety protocols and
tnat researchers handling radioactive material are properly
trained & supervigsed by the Authorized User (December 8,
1992) .

The Department of Pathology Chairman drafted and distributed
to all Pathology Department Authorized Users a correspondence
addressing the events which led to the »-32 spill and
emphagizing the need to adhere to regulatory requirements and
the U-M radiological safety protocols and the ultimate
responsibilities of Authorized Users {(October 1%, 1992).

The Associate Dean of the Medical School drafted an article
for the monthly Biomedical Newsletter (Attachment 4.0)
emphasizing researchers’ responsibilities with respect to

safety & regulatory compliance issues (December 19¢2). The
newsletter is mass-mailed to all biomedical laboratories on
campus .,

Corrective Steps to Avoid Further Violations - As noted above, RS8S8
personnel will continue to emphasize radiological safety protocols
and regulatory compliance issues during radiological safety
training sessions, radionuclide application review sessions, and
laboratory audit/inspections. Proper in-house training &
supervisory responsibilities on the part of authorized users over
their own research activities will also be emphasized.

In addition, RSS will continue to evaluate the approach used to
conduct laboratory audit/inspections and implement a performance-
oriented audit in an attempt to identify practical laboratory
problems. The RS0 will improve in-house training of the RS8 health
physics staff regarding '‘performance oriented audit/inspections’.

Date of Compliance - Ensuring full-compliance with radiological
safety protocols and regulatory requiremnnts is an on-going task
for any licensee; the U-M expects compliance from all radicactive
material users at all times. After several more nonths of routine
radiolugical safety training sessionsg and RSS performance-oriented
audit/inspections, full-compliance should be realized. RSC has and
will continue to address this compliance issue on a University-wide
basis.
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2.0 VIOLATION INADEQUATE SURVEYS/UNRESTRICTED AREAS [CIVIL PENALTY)

NRC regulations (10 CFR 20.201(b) rsequire licensees to conduct
radiaticn surveys which arve reasonable under the circumstances to
eévaluate the extent of radiation hazards that may be present., In
addition, the U-M Byproduct Material Licinse (21-00215-04)
specifically indicates that the acceptable radiocactive
contamination limits for Dbeta/gamma c¢ontamination in an
unrestricted area are 1,000 dpm/100 en’ (removable) and 15,000
dpm/100 cm® (maximum) .

Contrary to the above, the NRC believes that the U-M did not
perform adequate surveys to assure compliance with this regulation
and that the specific condition of the Byproduct Material License
regarding contamination levels were not in compliance.

4.1 Admigsion of Violation

2.2 Reason for Violation - The root cause of this violation wau
the failure of the researcher to conduct an adequate survey of
himgelf and his work area prior to leaving his radicactive
material laboratory. This failure to adeguately conduct a
radicactive contamination survey with smears/swipes or an
appropriate radiation survey meter reaulted in the spread of
radicactive material (P-32) beyond the restricted area
boundaries of the designated radicactive material laburatory.

It should be emphasized that the radisactive spill apparently
occurred on Friday, September 11, 1992 and RSS persconnel were
not notified until approximately 4:30 pm on Monday, September
14, 1992; therefore, the spread of contamination had already
taken place prior to RSS arrival.

In addition, preliminary investigations with MSRB-I 7th floor
personnel who identified the contamination using G-M survey
meters revealed that the researchers initially believed the
contamination originated from a P-32 shipping Lox which had
been opened late that Monday afternoon (09/14/92). Therefaore,
preliminary indicaticns led RSS personnel to believe that the
epill ocvcurred only an hour or so before their arrival,

Therefore, RSS personnel believed the primary objective upon
arrival was to assess the spread of contamination throughout
the immediate facility and connecting buildings and
decontaminate personnel (approximately 30) so they could
depar: the contaminated area (end of workday).
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In responding to radicactive contamination incidents, RSS
personnel currently concentrate initially on the scurce
of the radivactive contamination and all possible
individuals associated with the jimmediate work area in
order to expeditiously evaluate the extent of the
potential hazard and determine if contamination has been
spread beyond the immediate area into cars, homes, etc.
The RS8S staff has learned a great deal from this P-32
contamination incident.

The RS8S health physicist staff has attended and
successfully completed an intensive and comprehensive
training seminar entit)ed Hazardous Waste Operations &
Emergency Response (HAZWOPER) in accordance with OSHA 29
CFR 1910.120(p) (8) (414) and (qg)(iii). Therefore, RSS
personnel have been professionally trained in responding
to emergency situations involving hazardous materials;
much of which can be related to radiocactive contamination
incidents.

[ %)
=

Corrective Steps to Avoid Further Vioclatioms - the following
corrective action steps will be implemented to avoid furtcher
vioclations:

RSO will draft and implement guidelines for RSS staff
members which will address the logistics of responding to
radicactive spills in research laboratory settings.

RSO and RSS staff will conduct an annual emergency
response training session involving departmental
technicians and hecalth physicists to improve upon
emergency response situations.

2.5 Date of Compliance - With respect to dralting emergency
response guidelines and conducting emergency response training
sessgions, full compliance is anticipated bty March 31, 1993.

VIOLATION FAILURE TO WEAR EXTREMITY MONITORING [LEVEL IV]

The U-M Radiation Safety Manual states that extremity monitoring (ring
vadge) is8 required when an individual handles greater than 1.0
millicurie of phosphorous-32. Contrary to this requirement, two
individuals used » 1.0 mCi of P-32 and did not use extremity monitoring.

1.1 sdmission of Violation
3.2 Roason for Violation - EResearch personnel failed to follow

established radiological safety protocols as stated in the
Radic tion Safety Manual.
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1.4 Corrective Steps Taken & Results Achieved - The Authorized User has
indicated to RSS and the RPC in his corrective action measures that
extremity monitoring is required of his personnel whenever they
handle » 1.0 mCi of P-32 in accordance with the Radiation Safety
Manual requirements. To date, the laboratory personnel identified
ag not having worn their extremity badges at the time of the
inspection are wearing the appropriate dosimeters when handling »
1.0 mCi P-32.

In addition, as noted in Section 1.3 above, authorized users and
regearchers have been reminded in-writing by various U-M
Administration levels of the importance of following radiclogical
safety protocols and regulatory requirements. The correspondences
emphagized that the authorized users of radicactive materials are
respongible for ensuring their research staffs adhere to
radiological safety protocols and rejulatory requirements.

RSS performance-oriented radiclogical safety audits conducted since
the contamination event have noted laboratory compliance in this
Area.,

4.4 Corrective Steps to Avoid Further Violations - As noted above, RSS
personnel will continue to conduct performance-oriented audits /
inspections of research laboratories and correcr ident.fied
regulatory problems with respect to wearing dosimetlers.

In addition, RSS will continue to notify awuchorized users in-
writing which research staff members will be required to wear whole
body and/or extremity dosimeterg after RSS and the RPC have
reviewed / approved their radionuclide authorization.

R8S will continue to emphasize the proper use of radiation
monitoring dosimeters during radiocleogical safety training courses
and authorized users application review sessions.

3.5 Date of Compliance - Full compliance with respect to the laboratory
personnel identified during the inspection as not having worn their
extremity monitoring badges has been in effect since September 24,
1992. RSS has and will continue to address this compliance issue
on a University-wide basis.

VIOLATION FAILURE TO AMEND EXISTING AUTHORIZATION (LEVEL 1IV]

The U-M Radiaticn Safety Manual states that changes in physical place of
radionuclide use (new laboratories! normally require submission of a
supplemental Fixm RCS-101. This authorization allows a specific
authorized use:* to use materials at specific locations for specific
purposes.
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4.4 Corrective Steps to Avoid Purther Violations - The following
corrective action step ‘s currently being evaluated by the U-M
Administration, RPC, and RSS8:

Having departmental management personnel (Deans, Directors,
Department Heads, or Chairs) become more actively involved in
the review, reporting, and oversight of the current
radionuclide authorization procesg (RCS-101 application
submittale) and use of radicactive materials within their
regpective areas or departments. Increased accountability by
departmental management personnel for research activities
involving radicactive materials should improve adherence to
radiological satety protocols and regulatory regquirements.

4.% Date of Compliance Full compliance is anticipated by August 1,
1993 after review by the U-M Administration and two quarterly
meetings (March & June) by the RPC.

VIOLATION FAILURE TO SECURE RADIOACTIVE MATERIAL [(LEVEL 1V)

NRC reguliations require that licensed radioactive material stored in an
unrestricted area be secured against unauthorized removal from the place
of storage (10 CFR 20.207(a). 1In addition, the regulationa prohibit
licensees from disposiny of licensed radicactive material except by
authorized means (10 CFR 20.301).

Contrary to the above, a researcher apparently left a package containing
a sealed vial of 1.3 millicuries of P-32 in an unrestricted area (MSRB-I
hallway) on August 11, 1992 and the package was apparently inadvertently
dispoged of as normal trash; after an intensive and comprehensive
gearch by R88 personnel, the package was believed to have been buried in
a landfill. NOTE: The RSO properly notified the NRC of this apparent
inadvertent disposal of radicactive material via a telephone call on
August 12, 1992.

5.1 Admission of Violatien

.2 Reason for Violatiom - The woot cause of the violation was the
apparent failure of the researcher to ensure all vials of
radiocactive material were removed from a ahipging package prior to
disposing of the box as normal trash. A contributing cause of this
inadvertent disposal of radiocactive material into normal trash
appears to be that the researcher failed to confirm the actual
number of radicactive material vials in the shipping package
against the number ligted on the comme.,cial vendor’'s shipping
papers attached or enclosed with the shipping package.
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©.3 Corrective Steps Taken & Results Achieved - The corrective action
steps noted below have been to-date:

RSO issued a cease-and-desist o-der for all radiocactive
material work conducted by th: MSRB-I authorized user
respongible for the researchers who inadvertently discarded
the radicactive material into ..ue normal trash stream.

In addition, the RSO refused co allow the authorized user and
hig resea.cherg to orduzr additional radionuclides uvntil
written remedial action steps were submitted and approved by
R8S and the RPC.

The RSO drafted & mass-mailed a correspondence to all
authorized users emphasizing that the inadvertent disposal of
radicactive material indicates an apparent lack of control and
accountability of radioactive material on the part of
regearchers and is a violation of RSS protocecls and NRC
requlations.

The correspondence (Attachment 5.0) was dated October 14, 1992
and was presented to the NRC Region III Office at the October
20, 1992 Enforcement Hearing in Glen Ellyn, Illinois.

The RSS staff continues to emphasize to U-M authorized users
and researchers the importance of maintaining radionuclide
inventories and accounting for radioactive material during

radiological safety training sessions, radionuclide
application review sessions, and quarterly laboratory
audits/inspections.
5.4 Corrective Steps to Avoid Further Violations - the following
corrective action steps will be implemented to avoid further
violations:

RSS will revise ite radioactive materials receipt/inventory/
distribution procedure to include the verification of the
number of vials or items listed on the package insert list as
being enclosed with each commercial! vendor’'s radiocactive
material shipment, If the package insert list indicates that
more than one item is enclosed in the shipping package, RSS
personnel will affix a very distinct (colorful) label
indicating the number of vials or items in the package.

The label will be affixed in a conspicuous location on each
gshipping package and alert researchers that the package
gontains meore than a single vial or item. In addition, the
number of vials or items in each shipping box will be recorded
on the daily RSS Incoming Package Manifest logsheet.
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. In addition, am noted in Sections 1.4 and 3.4 above, the RSO
will improve the training of the RSS health physics staff with
respect to conducting performance-oriented audits/inspections
and emphasize the need to secure radicactive material from
unauthorized use or removal and prevent the inadvertent
disposal of radicactive material in normal trash streams.

As noted during the NRC Enforcement Hearing, RSS personnel
conducted a week-long pilot study which included package opening,
radiological surveys, and contents verification. The problems
encountered with this approach were numercus. The RSS staff
believes a simpler approach (conspicuous label) can result in the
same success rate. In 1992, approximately 9,000 radiocactive
packages were received at R8S; while two packages may have been
inadvertently discarded into normal trash by research personnel, no
radicactive material packages have been misplaced or lost by RSS
personnel .

Date of Compliance - With respect to implementing the revised vial
or item accountability procedure and in-house training of RSS
pergonnel, full compliance is anticipated by March 1, 1993.

©.0 ADDITIONAL CORRECTIVE ACTION STEPS

In addition to the corrective action steps noted above and at the NRC
Enforcement Hearing in Glen Ellyn, Illinois on October 20, 1992
(Attachment 6.0), the University of Michigan will implement tle
following corrective action steps:

6.1

6.2

Effective January 1, 1993, RSS has increased the length of the
monthly Radiation Safety Orientation Course from 2-houre to 3-hours
to ensure that the radiological safety protocols and regulatory
requirements which were vioclated during this particular
contamination incident can be emphasized to personnel in
attendance,

RSS personnel and the RPC will modify the current training programs
to include re-training of researchers and/or authorized users
emphasizing research-gpecific radiological safety protocols,
regulatory compliance issues, and researchers/authorized users
responsibilities.

U-M Administration has committed two new staff member positions to
the Radiation Safety Service staff: a senior health physicist and
another radiation safety technician.

U-M Administration, RPC, and the RSO will evaluate future
corrective action plans or penalties for researchers who violate
radiological safety protocols or regulatcry requirements.

L Ty . I e L I Il e T S s e pr— A



Page 12

Dirvector
Oftice of Enforcement j
U,8. Nuclear Regulatory Commiseion January 13, 1992 v

The University of Michigan has learned a great deal from this unfortunate
incident, As an institution, we were able to identify our strengths as well
as our weaknesses and we learned how we can improve ocur performance should
guch an incident occur in the future, As stated at the Enforcement Hearing
on October 20, 1992, accidents can and will happen. Although such widespread
contamination incidente are rare, the U-M will continue to improve on its
emergency response and respond more effectively to such incidents in the
future,

Thauk you for your time and consideration with respect to this inspection
regsponse . The University of Michigan has attempted to respond complelely and
accurately to the violations and concerns noted in the NRC inspection report
dated December 14, 1992 (NRC Inspection Report No, 030-01988/92001 (DRSS)).

Please do not hesitate to contact Radiation Safety Officer, Mark Driscoll, at
Radiation Safety Service [(313) 764-4420) should you have any questions,
comments, or concerns regavding any of the responses noted above.

S8inverely,

William B. Krumm, Associnte Vice-President

Bugineas Operations

l

{; P rié F

James B, Carey, Chairman
Radiation Policy Committee

Wbt Bacsl)

Mark L. DA&iscoll, Radiation Safety Officer
Radiation Safety Service / OSEH
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FROM:
DATE:
PAGE

Radicactive Material Users

Mark L. Driscoll, Radiation Safety Officer
November €, 1992

3

Radiation Safety Service MUST be notified igmediately whenever
radicactive contamination ig discovered on floors, shoes,
¢lothing, or skin.

Radiation Safety Service MUST be notified immediately whenever
radicactive material is discovered to be missing and/or if
contamination is discovered in or on shipping containers.

All radicactive materials MUST be secured from unauthorized
uge or removal when left unattended; ensure radiocactive
material is secured or laboratories are locked when left
unattended. In addition, departmentally-shared facilities
(counting, utility, culture, and cold rooms, freezers, etc.)
must be locked when left unattended. DO NOT leave radioactive
material in an unrestricted and unposted area or facility.

All laboratory personnel have obtained radioclogical safety
training from Radiation Safety Service. The Radiation Safety
Drientation Course is offered monthly by R§S; contact RSS for
schedule of courses.

All locations of use for radiocactive material MUST be approved
by the Radiation Policy Committee prior to performing
radioactive material work in the facility or laboratory.

Please do not hesitate to contact Radiation Safety Service [764-

4420)

should you have any gquestions, comments, oOr concerns

regarding regulatory compliance or radiological safety issues.

MLD/mld
[AUTHUSEZ]

cC:

James E. Carey, Chairman
Radiation Policy Committee

Kenneth C. Schatzle, Director
Occupational Safety & Environmental Health
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- HKADIATIUN SAFETY SERYICE

AERACHRSNT 3.0 AUDIT CHECKLIST
RM#/BLDG. DATE:
AUTE. USER: RSS AUDITOR:

YES

NO

DOCR LABEL(S): "CAUTION RADIOACTIVE MATERIAL"

RETRIGERATOR/FREEZER LABEL (S): “NO FOOD OR DRINK..."

NRC POSTING: “NOTICE TO EMPLOYERESY

RADIOACTIVE MATERIALS & WORK AREAS PROPERLY
IDENTIFIED/LABELED

ABSOREENT PADS/TRAYS BSENEATHE RADIOACTIVE WORK/WASTE

AREAS
AADIOACTIVI MATERIAL/WASTE SECURED FROM INADVERTENT

DISPOSAL OR THEFT, NOT LEFT IN EALLWAY OR ON DOCK

LAB COATS & GLOVES USEID WHEN EANDLING RADIOACTIVE
MATERIAL

SEIELDING USED WITE y AND HIGE ENERGY § EMITTERS

SURVEY METER AVAILAZLE FOR y AND EIGH EINERGY £

EMITTERS

NO FOOD OR DRINK IN VICINITY OF RADIOACTIVE MATERIAL

DOSIMETERS WORN WHEN EANDLING y AND FIGE ENERGY

A EMITTERS
IN-EOUSE CONTAMINATION SURVEYS: >10mCi <10mCi

WEEKLY MONTHLY

COMMENTS:
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MEMORANDUM -
TO: ] Bermard Machen
Dean, School of Dentistry
1234 Dental 1078
FROM: Gilbert R Whitaker, Jr. /@/-’L
DATE: December 8, 1992

SUBJECT: Use of Radioactive Materials

As Dean, you oversee Departments that have faculty approved by the
Radiation Policy Comumittee (RPC) to use radioactive materials in their teaching
and/or research activities. It is imperative that these “authorized users"
uncerstand the need to comply with the conditions of their authorization. This
is important not only from the standpoint of radiation safety but also to
demonstrate to the Nuclear Regwatory Commission (NRC) that the University
of Michigan is able to control its licenses sources. I request your support in our
efforts to heighten the awareness of your Department's "authorized users” to

their responsibilities.

The Universiiy of Michigan has been issued a "Materials License” by the NRC
that allows an interral committee (the RPC) to approve authorized users and
radioactive material uses. This dde?:don of authcrity by the NRC is of great
advantage to the University and its faculty. However, the NRC does not
delegate lightly and expects the University to adhere to the commitments made
in our license application regarding the approval process. The NRC routinely
inspects the University to assure compliance.

The Radiation Policy Comumittee, in turn, requires authorized users to adhere to
the commitments made in their application for authorization to use radioactive
material. The RPC has full authority to suspend or revoke uses that are in non-
compliance with the conditions of approval.

The University has also identified a Radiation Safety Officer (RSO). The RSO
works with the RPC to oversee the University's Radiation Safety Frogram and
to ensure that the day-to-day radiation safety activities at the University are
heing performed in accordance with approval conditions. The RSO is also

IS




authorized to suspend radioactive material uses that represent a regulatory
noncompliance, a radiation safety concern, and/ur a repetitive deficdency.

Recently, the RPC and the RSO have suspended or revoked a number of uses
because of fallure to comply with approval conditions. Adeninistration fully

supports their efforts and is seeking your support in preventing future
problems.

Please affirm the following with your department chairs and faculty:

1. All users, uses, and locations of use are authorized by the
RPC.

2. Authorized users remain aware of and in compliance with
the conditions of their authorizations and Radiation Policy
Comumittee/Radiation Safety Service (RSS) protocols.

3. Thatindividuals working under an authorization are
properly supervised by the authorized user and have
received radiation safety instruction as required by the
authorization.

In addition, please be aware that authorized users must notify RSS prior to
establishing, relocation, or vacating a radioactive material laboratory. All labs
must be approved by the RPC and all vacated labs must be officially

decommissioned by RSS.
Thank you for your cooperation in this matter.

GRW/dj
¢ James E. Carey
Chair, Radiation Policy Committee
Mark L. Driscoll

Director, Radiation Safety Service/RSO
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FOR RESEARCH AND GRADUATE STUDIES

Biosarery: Ir's Ue To You

A number of recent on-campus incidences involving biosafety
mushaps should serve 10 remind us of the risks we face as researchers
and of the responsibilities we must assume on behalf of our own labora-
tories. These particular circumstances involved low-level radiation
spills which individually did not present significant health hazards or
represent alarming neglect of biosafety standards. Collectively, how-
ever, they represent a pattern involving a lack of oversight and failure
to maintzin strict biosafety standards at the individual laboratory level,

The shon-term consequences have involved disruption to research
in the labs where the spills occurred, shutdown of activities in adjacent
aredas, inconvenience in people’s lives due to tracking of the spill into
areas beyond the immediate labs, adverse effects on the investigators’
reputations, and problems with colleagues. The long-term collective
consequences of these recent incidences are likely to involve consider-
able penalties and significant fines, which will be borne by the depan-
ments involved.

In each of these instances, adherence to simple and necessary
procedures by the laboratory investigators and their respective lab
personne! would have allowed these situations to be avoided entirely.
Bluntly stated, if we were as lax in our oversight of experiments and
monitoring of data as some of our colleagues have been in the acher-
ence to biosafety standards, our credibility as scientists would be de-
stroyed.

Biosafety constitutes one of the key components of our research
infrastructure ~— the environment in which we have the privilege of
performing research. When we become sloppy in any aspect of this
endeavor, however, our colleagues and the institution at large can be
affected. We have an obligation to be ethical, truthful, and fair in the
actual conduct of our research. We each also have a duty to adhere to
institutional standards regarding the use of animals or human subjects in
our studies. There is no question that we also must assume responsibil-
ity for any risks presented by hazardous substances used in our re-
search.

The Federal Occupational Safety and Health Administration
(OSHA), Nuclear Regulatory Commission (NRC), and the State of
Michigan Department of Public Health (MDPH) currently are enforcing
safety standards referring to hazardous materials. These standards
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require that each laboratory, deparument, and school
have wrinien guidelines and procedures for training all
personnel involved i the proper use of these matenals.
The responsitality begins at the individual laboratory
level. Every investigator who is responsible for an
individual laboratory must have a chemical and hazard-
ous chemical inventory, as well as posted procedures
for use of all hazardous materials
Al present, all departuments i the Medical School

have received training and special information kits
from taff in the University's Office of Occupational
aafery and Envirorunental Health (OSEH). OSEH s
prepared to offer any additional travming or informa-
tonal services requesied by any department. They
trongly encourage individual invest gators to recog-
fuze their obligation o rase laboratory safety and
regulatory compliance at laboratory staff meetings; o
assign individuals in the laboratory to coordinate
traming and compliance; post guidelines and regula-
uons clearly ; and to offer standardized training to all
personnel. At the department level, OSEH suongly

encourages the involvement of admirustrators in the

eLulatory process, as well

Thus is our schoo!l. Our ability to function effec
UVELY &8 sCientists tn an effectuve and safe biomedical
envimnment is entirely up to us. We must each be as

sible  our own laboratones to avoid the
disruption that will centainly exist if incidences of
avOidable neglect contnue o occur
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! GRADUATE STUDIES UPDATE --
' Thomas Landefeld. Ph.D.

RECRUITMENT

[ want to take this opportuity to provide an
update on recent recruitment efforts. As I am sure that
all of you are aware, most recruitment conferences are
held between late September and early November.
This allows the recruiters to “sell their wares” to
Students in a ume frame that will facilitate their
applications, typically due February-March for
graduate school and summer research programs and
even November-December for medical school, We

' have just completed the bulk of these activities and *

thanks (o the hard work of our staff, we are abie (o

| swnmanze the data for a preliminary presentanon here.

Thus is the second year that our office has made a
concened effon 1o expand our recruitment beyond oxur
tutial focus on underrepresented minority students.
Thus expanded effort has included parucipatiot in a
senes of conferences referred 1o as the GRE Fora.
These are sponsored by the Educational Testing Service
ETS) and are held four umes between September and
November u different sites across the country. Stu-
fents frorm wl schools in the local areas are informed of
these to facilitate as much attendance as possible. This
past yedr, these were held in Raleigh, NC, New York
City. Chucago and San Francisco, and as such, repre-
sented a "nationwide focus”. Other recruitment confer-
ences included Graduate and Professional School
(GAPS) Days held at universities around the country
We have partcipated at Duke and Howard Universities
for the past two years., the Unuversity of Southem
Calitornia (last year) and Vanderbilt University (this

Ve

-

The minonty-largeted conferences are very well
tablished, and we have now succeeded in establishing
UrSelves as acuve parucipants in these conferences,
mOost important step in the recruitment network. These

conterences include annual combined meeting of the
Minonty Access to Research Careers (MARC) and
Minonty Biomedical Research Suppornt (MBRS)
Programs combined mieeting, the Associaton of
Minonty Health Pmfession Schools (AMHPS) Confer-
ence, the Beta Kappa Chi/National Institute of Science
Meeung, and the Society for the Advancement of
Chicanos and Native Amencans in Science (SACNAS)
We are regular attendees at these conferences and in

fact are often participants on panels/discussions relatiug

1o graduate/professional school areas. We recently
| expanded our minority recruitment to the Atlanta

Uruversity Complex Graduate/Professional School
Day, the South Carolina Minority Student Forum, and

| the California Minority Student Forum (past two

years)
Over these past two months, attendance at these
conferences has resulted in a total of 1,333 inquiries
from almost 500 students. Of that wtal, 503 inquiries
were for our biomedical deparunents/programs, 319
inquines were for our summer minority programs, and
222 inquines were for medical school. This compares
with a (otal last year of 1.464 inquines with a break-
down of 665 for the Ph.D. programs, 312 for the
summer minonty program and 3232 for medical school
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ATTACHMENT 5.0

THE UNIVERSITY OF MICHIGAN
OQCCUPATIONAL SAFETY & ENVIRONMENTAL HEALTH
(OSEH)

1077 NORTH LUnivERSITY BLDG.
7e4-8010

T0: Radioactive Material Users
The University of Michigan A
2] A N e ars
FROM: Mark L. Driscoll, Director (\ . “l MO0
Radiation Safety Service pf{&ﬁn'”‘ﬁ;'
1101 North University Building 1087

DATE: October 14, 1992
SUBJECT: ACCOUNTABILITY OF RADIOACTIVE MATERIAL

Radiation Safety Service (RSS) is required by Nuclear Regulatory
Commission (NRC) regulations to report the loss, theft, or
unauthorized removal/disposal of radicactive material at the
University of Michigan. Please be informed that RSS recently
reported such an event to the NRC after an exhaustive investigation
and search of the Medical Science Complex failed to locate a small
stock vial containing approximately 1.3 millicuries of phosphorous~
32. Please ensure all lab personnel are aware of this incident.

In August, a researcher ordered and received approximately 2.2 mCi
of P=32 in dry ice from a commercial vendor. Anticipating that the
P~32 would arrive in a single vial, a second researcher from the
same laboratory retrieved only one of twe small vials from the dry
ice filled styrofcam box and placed the shipping container and
remaining contents into the hallway for collection by tho custodial
staff.

Within approximately 18 hours, the primary researcher noted that
the shipping pape s indicated that two small vials of P-32 were
apparently shippe” oy the vendor. The shipping container suspected
of containing the second vial of P-32 had been collected and
discarded by the custodial staff. This inadvertent disposal of
radicactive material indicates an apparent lack of control and
accountability of radicactive material and is a violation of RSS
protocols and NRC regulations.

Please note that although this is only the third such incident
known by RSS to have occurred at the U-M in the past two years, the
U~M received a Severity Level IV citation from the NRC in 1991 for
the first incident because the radiocactive material had not been
“secured from unauthorizted removal and not under constant
survelllance and immediate control of the licensee."

This recent incident represents 2 repetitive deficiency which could
result in escalated enforcement action (financial fine) by the NRC.
The events of this incident will be investigated by the NRC during
the next NRC inspection anticipated to be in November 1992.

(OVER)






Attachment 6.0

The University of Michigan
Occupational  Safety & Environmental Health
Radiation Safety ervice
1101 North University Building 1057
Ann Arbor, Michigan 48109

NRC Enforcement Hearing
October 20, 1992

Corrgctive Action Taken
1.0 RSO issued a cease-and-desist directive to the Authorized User & staff

3.0

4.0

5.0

6.0

responsible for contamination incident; cease-and-desist was in effect September
14 - October 2, 1992

Radiation Policy Committee (RPC) evaluated the events of the contamination
incident.

RSO required authorized user to submit to RSS written corrective actions he and
his staff would follow to prevem such a widespread contamination incident in the
future.

Authorized User & staff were required to undergo comprehensive radiological
safety & regulatory compliance retraining by the RSO and a RSS health physicist
(September 30, 1992),

Authorized User was required to procure at least one more G-M survey
meter/pancake  probe for his labs,

Re-start activities required approval from RSO, RPC, Medical School
administration, Busines: Operations administration, and Research administration.

i.0

RSO will draft & mass-mail a correspondence *o all Authorized Users at the UM
emphasizing the need to adhere to radiological safety protocols, regulatory
requirements, and the conditions specified in the radiation safety manual
regarding surveying laboratory work areas, hands, and personnel apparel after
handling radioactive material.

U-M radiation safety manual will be revised and streamlined by RSS staff 1o
reflect and emphasize current radiological safety practices, regulatory compliance
issues, and RPC protocols.




NRO Eanforcement Hearing

October 20, 1992
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