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Februarv iS. 1991

In Fwf erence To:
License: C'-U1603-Oi

A. bill Deach. Director
Division of Radiation Gafety
and Safeguards
611 Ryan Pla:a Drive. Suite 1000
Arlington. Texas 76011

Dear Sir:

In reference to your letter of 2/1/91 the Department of
Nuclear Medicine at Sacred Heart Hospital was asked to
identify the reasons for the violations.

I hope the followino explanation will pr ovide the
,t n f orma t ion you need:

In regardu to violations #1. 43, and H4. The Depar tment
of Nuclear Medicine, in reviewing the new thangero, in the
NhC quidelines did address most of the n<ew regulatiopc. The
department did update and change those policies and|
procedures to become in compliance. I t eins (4 ) , #3 arid H4
were. however, over looked.

In previous inspections by the NkC those ar eas were
reviewe but never brought to our attentnon as not beina
w. thin compliance with NRC standards. S:.nce we are now
aware of those standardn I believe our actions taken will
remedy any problems with noncompliance.

In the future the Department will rev2ew the new NRC
auidelines with much more scrutiny so we will not miss any
new regulations or chances in regul a tions.. The department
will also contact the NRC or an outside consultant if we do
not totally understand a new regulation.

In regerdo to violation #2. The physicist who has been
caliberatina our survey instruments for the past eight years
assured us that he was doing at in acrordance with NRC
standards. lJn t i l the survey, we did not realizo he was not
meetina t'R C regulationn. I am certain that this problem
will be rectifled since we are now nending our insturments
to the manufacturer for c a l i ber a ti on . The manufacturer is
sending un written pr oo f that their caliberations will meet
NRC specifications.
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In r esponse to violation 44 5 . In researc*eing with the
'

manufacturer of the Microaggregated Albumin Lits that we use
we could not find onywhere. even in the pac 6oge toserts,

j information that addressed our specific problem. The
aroblem being on rare occtsions we do not have enough
activity to r econta ti t u t e ';he L i t according to manufacturer's
instructions. (he depar traen t has contacted the manufacturer
and they believe the new procedtre is acceptable and safe to

'

follow. Both the Medice.1 Director of Nuclear Medicine and
the R.S.D. have documented their approval of this procedure.

I am enclosing a copy of our responte with this letter.
I hope that we have retisfactorily responded to all of your
concern. Thank you for your consideration in these mattern.

e

! Sincerely.

{ Di -b|
Kevin F' A stul La. RT(R)
Director of Radiolony
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REPLY TO !;0TICE OF 14.R.C. VIOLATI0lis - LICE!;SE /" 0-01683-01
|

l

10 CTR 35 50 (b) (3) Sacred Heart Hospital
| In regards to violation #1 --

) Department of !;uclear Medicine neglectea to tett the doce calibrator for
linearity to below a . level of 10 microcuries.

CORRECTIVE ACTIO!;S TAKE!;: Enclosed is an amendment request to !;.R.C. for licence
#40-01683-01 to begin the use of an Attenuator Kit. This will enable the
Department of liuclear Medicine to conduct the tect over a rance of activity as
low as 10 microcuries. (See attached amendment requect Exhibit A)

With implementation of new procedure, the Linearity tecting will be ccheduled on
a quarterly basis.

Cotpliance will be achieved by February 1, 1991.

In regards to h2 - 10 CFR 35 51 (a) (2) - Sacred Heart Hospital Department of
Nuclear Medicine cid not calibrate the Victoreen Model $92b and Ih. - ! car Chicago
2612 curvey instruments using two separate readings en each ccale of une during
calibrations in October, 1988, and 1;ovember,1999, for Victoreen instruments and
July,1909, for !!uclear Chicago instruments.

Department of IJuclear Medicine failed to calibrate the !Juclear Chicago
instruments cuch that the indicated expecure rate differed from the calculated
exposure rate by less than 20% or to attach a correction chart or graph to the
instrument when indicated exposure rates varied as much as 10% from the
calculated value for calibrations done in June, 1990, and July,1989.

CORREC*IVE ACTIO!1 TAKE11: ,The Nuclear Chicago survey instrument Model 2612 has
been replaced with a Victoreen Survey and Count Meter Model 190 (See encloced
Exhibit B) . Department of Nuclear Medicine has also signed an agreement to have
Victorcen calibrate both the Victoreen Model 592B and Survey and Count Meter
Model 190. This new agreement will assure compliance with H.R.C. Regulationc.

Compliance will be achieved by February, 1, 1991.

In regards to violation #3 - 10 CFR 35 70 (h) - Sacred Heart Hospital Department
of Nuclear Medicine did not retain a record of each radiation curvey which
included a plan of each area curveyed, the Triccer level ectablished for each
area, the detected doce rate at ceveral points in each area expresced in et /hr,
and the inctrument used to make the curvey.

CORRECTIVE ACTION TAKEN: Department of Nuclear Medicine has implemented new
reccrds that include a plan of each area c.rycyed and t rigger levele for each
area have been establiched. Detected doce rates are now being exprocced in tr/hr
and we are documenting the curvey instrument used. (See Exhibit C)

Compliance has bee achieved as of January 2,1991.

In regardcc to violatien #4 - 10 CFR ?5.92 (b) - Sacred Heart Hocrital Department
of !;uclear Medicine did not include the following: 1. Notation of the curvey
instrument uced for dicpom1 curveys. 2. Background er waste centainer curf ace
dcce rate at the time of dicrocal. The Department of Nuclear Medicine had
instead recorded " Background".

CORRECTIVE ACTION TAKEN: Procedure for recording dirpenals has been ectabliched
that includes the notation of what curvey instrument is used, the lackground dc ce

'

rate, and the container curface doce rate will be recorded in tr/hr. (See
Exhibit D1 and ')

Compliance hac been achieved ac of January 2, 1991.
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PACE 2

In regardo to violation #$ - 10 CFR 35.200 (b) - Sacred Heart Hcspital Leparttent
cf !;uclear Medicine failed to prepare reagent kite in accordance with the
manufacturer's instructions. Section 35.200 (c) (1) cpecifies, in ; art, tnat a

lice.see may depart from the n.anuf acturer'c instructions in pre; aring rearent
kits provided that the licencee has a written directive c.ade by an authericed
user physician that directs a cpecific departure for a particular patient cr for
a radiopharmaceutical.

The manufacturer's instructions for the macrouggregated albumin reagent (!'. A A )
used by the licencee specifies that each vial be reconstituted with 20-50
tillicuries of technetium-99m and that the recommended number of particles per
cingle injection be 200,000-700,000.

During the period August through October, 1990, the Sacred Heart Hocpital
Lepartment of !;uclear Mecicine had reconstituted the reagent hit using less than
20 millicuriec of technetium-99m and had injected as n.any es 2 eillion particien
per cingle injection.

CORRECTIVE ACTIO!1 TAKE!h A new procedure has been implemented to insure patiente
receive a maximum of 700,000 particleo per injection. Each vial contains from
3.6-6.5 million particles. Prior to uce, in uses where our total activity
available is below 20 ciC1, the vial will be reconctituted with 5 ml of normal
saline. Then, depending on the amount of activity available, a fraction of the 5
ml will be withdrawn and diccarded to match the fraction of acti'/ity we have that
is below 20 rnCi. For example, if we only have 15 c4Ci of activity which ic 25%
below the 20 mci minimum then 25% (or 1.25 ::.1) of the monatituted 5 ml colution
will be withdrawn and disdarded. The avoilab)? oct y will be injected into
the remaining colution and the total volume calculats A fraction of this will
be used to give a dose of 3-5 mci and the rance of particleo chuuld be
200,000-500,000 per injection. For purposes of calculation, the vial will be
accumed to have 5 million particles initially. (A chart will be available to
guide ti.e technologict in this procedure. See Exh'. bit E.)

Compliance has been achieved no of January 2, 1991.
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