D. G. Wiedeman, Chief 1/2"?‘/3 / i—O/

Nuclear Materials Safety Section 1
Nuclear Regulatory Commission

799 Roosevelt Road

Glen Ellvn, IL 60137

Dear Mr. Wiedeman:

Enclosed is non-compliance report from your office dated July

Attached is a memo from Roger C. Johnson, stating compliance

by Stan A, Huber Consultants.

[ hope you find everything in order and I appologize for the delay in thi:
matter.

Steven H. Spencer

Executive Director

8509300328 850919 I\
REG3 L 1030
48-24379-01 PDR
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DATE: 9-19-85

TO: Mr. Steve Spencer - Adm,

FROM: Roger C. Johnson, Dir. Radiology

SUBJECT: NRC Noncompliance report & report of compliance.

Steve-

Attached material must be sent to NRC today. Please
find copy of non-compliances from D.G. Wiedeman and
corrective action taken by Stan Huber consultants.
The only area I had any direct personal control over
is the write-up concerning the lack of Safet
meetings. I wish to confirm to you at this time that
the Safety Committee met 7-2-85. Members were polled
for subject matter and need of meeting. Members de-
clined. Next meeting set for 8-30-85. Minutes to
that meeting [notes] attached. The confirmation of
leak test being performed on our Cesium-137 dose
calibrator reference standard is indicated on page
four of SAHCI response dated 20 Aug. 1985. The last
item is documentation from SAHCI ind
moval of our Cobalt-57 source. At the time of removal,

they also notified NRC and took care of related paper-

Thank you,

7 4&.&47 i
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Waupun Memorial Hospital License No. 48-24379-01

ATTN: Mr. Steven H. Spencer
Executive Director

620 W. Brown Street

Waupun, WI 53963

Gentlemen:

This refers to the routine safety inspection conducted by Mr. D. R. Gibbons
of this office on June 24-25, 1985, of activities at Waupun Memorial Hospital
authorized by NRC Byproduct Material License No. 48-24379-01 and to the

discussion of our findings with you and selected members of your staff at
the conclusion of the inspection.

The inspection was an examination of activities conducted under your license
as they relate to radiation safety and to compliance with the Commission's
rules and regulations and with the conditions of your license. The inspec-
tion consisted of a selective oxamination of procedures and representative
records, observations, independent measurements, and interviews with
personnel.

Curing this inspection, certain of your activities appeared to be in non-
compliance with NRC requirements, as specified in the enclosed Appendix.
A written response is required.

The responses directed by this letter (and the accompanying Notice) are
not subject to the clearance procedures of the Office of Management and
Budget as required by the Paperwork Reduction Act of 1980, PL 96-511.

We will gladly discuss any questions you have concerning this inspection.

Sincefely,
/ v /}/*/“
VRN

D. G. Wiedeman, Chief
Nuclear Materials Safety Section 1

Enclosure: Appendix,
Notice of Violation

cc w/enclosure:
DMB/Document Control Desk (RIDS)
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Consuitants to Nuclear Medicine Radiology » Nuclear Industry

STAN A. HUBER CONSULTANTS, INC. _° 200 NORTH CEDAR ROAD NEW LENOX, IL 60451 (815) 485-6161

Qugust 20, 1935

Steven Spencer
Administrator
Waupun Memorial Hosp:ta
529 West Brown Street
Waupun, Wisconsin 53943

This

o
)
=

$ the summary report of mv visit to your nuclear medicine facilitie
July 22, 1985

RADIATION SAFETY COMMITT

le reviewed the minutes for the quarter!y meetinags of the Radiation Safety

Committee with Mr. Johnson and noted the Committee had no r
- p "
3%

g

corded meetings

since the license the day of the inspection by

Mr, D. R. Gibbons tem of non-compliance during
that inspection
There 15 no requlation regarding a3 "quorum” meeting to be present. Theretore,
even a meeting aof tuo memhber of the Committee to only comment on re ew 0t the
ti1im badge evxposzure reports would zuffice for documentation purposes during
snusually busy or vacation month
" e
et 12 41N0
I e reviewed the NRC license documents and app!ications th Roger and he
intormed us that a physician user will need to be added to vour facilitie
NRC radigactive materials license. Jonathan Reed, M.C. was previous
licsted as a phvsician user at a facility in Nebraska. He need only obtair
his training an preceptor statements that were submitted to the Mebraska

'erartment ot Health so that he may be included on Waupun Hospita

adioactive materials license., Since MNebraska 1z an aqreement tate, the
HRE Il not recognize just referencing the previous hospita cense
number. Upon receipt ot the training and preceptor statements we wil
include Dr. Reed on your radicactive material licencge and als 10 lete f
gricrer who 12 no longer at Wauypu femorial! Hospi ta Aan additiona
statement will be added to the license tor clarification of performir tt
dar=-ot-use constancy checks on the dose calibrator with the Ceszium=1
sgurce. The Cobalt-57 source currently used (s not a requirement,
- P A correction tn the spelling of Waupun from "Laupon" ¢ Waupur I3

ncluded in amendment No, 1 alc th the change of addris










A source contained on the side of the Yictoreen survey instrument |
licensze exempt.

2 be reviewed the dar-of-use constancy checks ~n the dose calibrator and
noted that on several occasions the readirngs had straved out of the +5%
variance limit, Ue reviewed the calibrator sheet provided by NPl to Roger
and confirmed that it was accurate, [ explained the sheet ac the first
reading being the lower 54 limit with the middle reading being the current
activity of the standard and the third being the upper 5% limit, I
recommend that Roger watch this inztrument caretully to ensure that this
condition does not occur freguently. In the event that this continues I
recommend that the unit either be replaced or repaired.

. 1 e reviewed the quarterly required linearity tests on the dose calibrator
and confirmed that thece were within the required +54 vwariance. The
linearity was reviewed and 3 new form provided to Roger for simplifying
calculations and procedures, [ contirmed that 43-hours ¢ the maximum that
need be carried out when pertorming this test,

4. A geometrical wariation test has also been performed on the dose calibrator
and 1t was well within the +2% limits,

- 18 | perftormed the annual certitied calibrations of the dose calibrator and
two g.m. survey instruments., The certificates were lett i1n the department
tar review and labels were attached to sach o4 this instruments,

| pertormed the <cemi-annually required leak testing of the Cesium-137 dosze
calibrator reference standard., rttached toc Roger’ s copy of this report is
azsay certificate for the department records.

the

FEGULATIONS
The following 18 a 1ist of recent!y izsued NRC notices:

B The NRC can cite non-compliance with 18CFR 35.14(b)(4) for adminictering a
"routine” (FDA authorized) radiopharmaceutical by a route of administration
that is not specified in package inserts, In the pending rewrite of 14CFR
35, the NRC 13 planning to include exemptions for dacrocrstograms, Lelleen
shunt studies, and R.N, crstograms, as 1t did for Tc-9%m aerosol studies,
li1gted 1n 35.14¢b2(7Y, It would be a good idea to review your list of
nuclear medicine procedures for the route of administration used, [+f the
route is not [.U., oral or aerosol, or otherwize specified in the package
insert, then vou should call Cassandra McDona’d at the NRLC in Washington,
D.C. at 301-427-40%52 to zee 1§ the procedure 12 scheduled to be included in
the list of 35.14 (b)(7) exemptions, 1+ not, she can tell vou how to
submit 3 written request to include the procedure in the ligt of
exemptions, The MRC will only consider written requests, [¢ an exemption
18 needed, thic relatively simple request can avoid a potential MRC non-
compliance citation and avoid the need to submit an IND {lruvestigational
MNew Drug) application to the FDA,



On January 4, 1985 the NRC sent a notice to all NRC licensees to ciarify
its procedures tor public disclosure of information contained in license
appiications. In fact, any documents cubmitted to the Nuclear Requlatorv~
Commigsion will normally be made available for public inspection per Title
18 CFR Section 2.798. Exceptions include clazsiftied data, trade secrets,
and personnel and medical files. The NRC recommends that vou not include
in any submittal trade secrets or personal intformation about your
emplovees, uniess the information is directly related to radiation safety
or specifically required by NRC. Any of the atorementioned information
that you wish to be withheld from public discloszure, 1f submitted to the
NRC, requires a request for withholding in accordance with the procedure
specified in 18 CFR Section 2,798, The NRC Regicnal Licensing Branch, as
listed on the NRC "Notice to Emplovee® signs in all licensed facilities,
mar be contacted at any time, i+ gquestions arise about this topic,

A February 14, 1585 “ederal Register notice indicates the NRC 15 calling a
Medical Advisory meecing for Mar 3, 1935 to assist in deciding whether
changes are needed for the training and experience criteria for physician
users to be licenze +4or medical use of byproduct material. The man
controversy centers about licensing for "all nuclear imaging procedures”
versus “nuclear cardiology imaging only"., It seems in both cases there are
proposals for 788 hours of clinical experience, instead of the current 568
hours. This does not affect currently licensed nuclear physic.ans, but
would affect the requirements for new physicians ‘not previously licensed
for nuclear procedures) to be added to a license.

A February 28, 1985 Federa! Register notice indicates the NRC denied a
netition of Muciear Radiation Consultants (Lunar Corp.) for general
licensing"for any health professional” to use a Gd-153 dual photan spine
scanner tor bone mineral analysis, Proposed user: of that device must
generally still obtain a specific NRC license or amendment, The NRC agreed
with 27 comment letters it received, which all opposed adoption of the
petition, primarily for the reason that only physiciane should be iicenced
for medical use o+ diagnostic devices, In essence, this ruling does not
represent anv change in current licensing procedures, but we are
summarizing this notice due to the extensive interest in bone denzi tometry
and ostecporosis.

A February 25, 1935 Federal Register notice allows all NRC Group Il and [l
licensees to use T:--99m sodium pertechnetate for nazolacrimal imaginc
(dacrocrstograms) and sulfur colloid for esaphageal imaging (esophageal
transit, gastroesophageal reflux, and pulmonary aspiration of gastric
contents in adults and children), even though these procedures are not vet
listed in some manufactuyrer package inserts, The max imum recommended
dosage i3 18@ microcuries for dacrocystograms. For gastroesophageal
studies the suggested oral dose is 158 to 30@ microcuries in adults, and
§or pulmonary aspiration studies, 308 to 588 microcuries, For children
dosages, the suggested dosages for Doth these studies 1% 166 to 308
microcur 1€s,






IMAGE EVALUATION
TEST TARGET (MT-3)
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Consuitants to Nuclear Medicinz « Radiology « Nuclear Industry

STAN A. HUBER CONSULTANTS, INC. ©° 200 NORTH CLEDAR ROAD NEW LENOX, IL 60451 [ (815) 485-6161

August 20, 19895

Roger C. Johnson, R.T,

Radiology - Nuclear Medicine Department
Waupun Memorial Hospital

620 W, Brown

Waupun, Wl S3943

RE: Transfer of a Radioactive Standard
Dear Mr. Johnson:
Thie 15 to confirm that the required documentation was provided to yo

regarding the transfer from your Nuclear Medicine Department on July
of the following Cobalt-57 source:

U
2

-
7
<

Cobait-S5?
September

w

eal
19

T

d source from New England Nuclear (NEN) containing 4.8 mCi on
84; Serial Number 2040984A-31.

wn

~ copy of the leak test pertormed prior to the transport of this source i¢g
enclosed, ensuring the source was not leaking while 1t was in your possecsion
and at the time cf trancfer. Also enclosed is a copy of the original
certiticate of radicactivity calibration and leak test certificate.

This transfer relieves you from any further inventory or leak test requirements
tor thire standard.

¥ you have any questione, please feel free to contact our office.
Sincerely,

el
/{Am,4 :l\[ .

John J. Hollinden
Nuclear Consultant

JJIH: ymse

Enclosure




