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Nuclear Medicine Center License No. 48-24325-0}
ATTN: Rajashri S. Manoli, M.D. Docket No. 030-18480

Radiation Safety Officer
10425 West North Avenue
Wauwatosa, Wl 53226

Dear Dr. Manoli:

SUBJECT: NOTICE OF VIOLATION DATED OCTOBER 5, 1993

This acknowledges receipt of your letters dated October 18, 1993, November 4,
1993, and January 10, 1994, in response to our letters dated October 5, 1993
and December 30, 1993, transmitting a Notice of Violation.

We have reviewed your corrective actions, which appear to be adequate.

Your Quality Management Program (QMP) will be forwarded to the NRC Office of
Nuclear Material Safety and Safeguards (NMSS) for a detailed review. You will
be notified of the results of that review at a later date.

Sincerely,

B. J. Holt, Chief
Nuclear Materials Inspection
Section 1
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11/04/93, & 01/10/94:
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Quabity Management Program

: Radiopharmaceutical Use
Worksheet

Prior to administration, this form is 1o be prepared for:
A any administration of quantities greater than 30 microcuries of either sodium iodide 1-125 or 1-131; and
8. any therapeutic administration of a radiopharmaceutical.

o e - e —— T N SR SR © W R FURN R o S W g S R S R S —
L a e T At Dl T N M e AR A i (Bl v S R | Rl e v T T s

If there is any question or confusion concerning any aspect of the procedure, the
individual shali contact the authorized user for clarification.

e

Wirillen Directive
Radiophiarmaceutical Prescription

Patient i lame

MRN Radiopharmaceutical

Patient Status Inpatient  Outpatient Route of admin

Type of Procedure Prescribed Dose

Patient 1D Verified by Admin Dose

{ Avthorized User's
Signature Date
L Patient Identification

Each patient's identity shall be verified by more than one means prior to administration of the

adiopharmaceutical. Check all methods used 1o verify patient's identity.
1. Verbal confirmation of patient’'s name. 2 Verbal confirmation of patient's SSN

- 3. Verbal confirmation of patient's addiess 4. Verbal confinmation of patient's binth date
5. Verbal confirmation by family member, __ 6 Confirmation by wrist band. (For inpatients only)
7. Photographic identification
8 otherfidemtiy), Lt o, Sl N - | I -

QMP Review

Review of this record is being performed as par Reviow

of Yes No  The administered dose was within 4 10 % of the
1. the result of a recordable event, or presoribed dose
2 the result of a misadiministration, or Yes No  The administered radinphanmaceutical and ronte

3. arandom sample for periodic ieview. ol administration were the same as prescriberd

Yes No  Documentation of procedure recorded in
patient’s file

o o

Reviewer == - i ) N =aEyh ote of review
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Purpose

Policy

QUALITY MANAGEMENT PROGRAM
Policy and Procedure

To clearly communicate instructions to provide high confidence that byproduct material or radiation
from byproduct material will be adininistered as directed by the authorized user.

Training and Instruction
Al persons involved with the administration of tadiation for which a weitten ditective is requited shall
be instructed as appropriate to their involvement with the administration of the radiation

Written Directive

An authotized user shall sign and date a wiitten directive for each patient which shall be prepared

prior to administration of:

1) any teletherapy radiation dose;

2) any brachytherapy radiation dose;

3)  any administration of quantities greater than 30 microcuries of either sodium indide 1125 or 1-131;
of

4)  any therapeutic administration of a radiopharmaceutical, other than sodium jodide | 125 or 1-131.

-

Patient ldentification
Prior to each administration, the patient's identity is to be verilied by more than one method as the
patient named on the written directive.

Treatment Plans and Administration
The final plans of tieatment and caleulations Tor brachytheiapy and telotherapy are to be in
aceordance with the respective wrilten directives

Administration
Prior to each administration confirmation ol tadiopharmacewtical, dosage and rovte of administiation
shali be made to verify the procedhne is in accordance with the wiitten ditective

Guidance

Any individual involved with the procedure whio does not understand how to carty out the written
diective shall seek guidance from the authorized user and/or thelr supervisor.  Under no
circumstances shall the procedure be carried out untit the individual completely understands the
written directive.

Written Record
A wiitten record of the procedure shall be made alter the administiation of the radiation dose to
document the administiation of the radiophanmacettioal

Dewviation lrom Written Ditective

Any unintended deviation from the wiitten directive is to be identiied and evaluated, and appropriate
action is to be taken.

Fvaluation of Recordable Fvents

Within 30 days alter the discovery of a recordable event an evaluation shall be made  The evaluation
shall include assembling the retevant facts including the cause and contective action required 1o
prevent recurrence,

Evaluation of Quality Management Program (OMP)

A 1eview of the QMP is to perdformed at intervals no greater than twelve months from the previous
evaluation.  The evaluation is to include a representative sample of patient administeations, all
recordable events and all misadminisirations

Madification of Quatity Management Program
Modifications to the QMP may be made to increase the efficiency provided the programs effectiveness
s not decreased.  *
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SPECIAL INSTRUCTIONS FOR PATIENTS

You have been given a dose of radiocactive iodine. Although you
present no health hazard to your family or friends, the
suggestions listed below are recommended in order to reduce the

possibility of radiation exposure or accidental transfer of
radiocactive iodine to others.

; g Radiocactive iodine can be transfered to others through

contact with your saliva. Therefore, avoid close contact
and kissing for one week.

- 38 Cooking and eating utensils which come in cont ct with your
saliva can transfer radicactive iodine to other’ family
memberg. For example, if you sample a sauce with_a spoon,
do not return the spoon to the sauce because radiocactive
iodine may be introduced into the food that will be eaten
by others. For one week, the dishes and utensils which you
use should be washed and dried separately. After your
dishes are washed, the sink should be rinsed thoroughly.

3. Your toothbrush, toothpaste, and bathrocom glass should be

kept sepaiate from those used by the rest of the family for
one week.

4. ‘For one week, your urine and feces also can transfer
radioactive iodine to other people. Therefore, the toilet
should be flushed at least twice after use. Any articles
contaminated with urine or feces should be disposed of.

- For one week, you should aveid contact closer than six feet
for extended periods of time with infants, children, and
pregnant women. For example, when watching television do
not sit next to a child. Similar contact for extended
periods might occur during long car trips.

These suggestions are not meant to cause undue concern or lead to
extraordinary measures to avoid contact with family, friends, or
fellow employees. Many patients find it convenient to tell
friends and fellow employees that they are coming down with a bad
cold thereby encouraging people to keep a short distance from
them. If you follow the guidelines described above, the exposure
to your family, friends, and fellow employees will be less than

the radiation exposure which they receive from naturally occuring
background radiation in the Milwaukee area.
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INSTRUCTIONS TO BE GIVEN ORALLY TO RADIOTODINE
THERAPY PATIENTS

TO BE OBSERVED FOR WHEN THEY GO HOME

1. You do not represent a significant danger to others, but others
receive absolutely no benefit from your radiation and the precautions
are to absolutely minimize their exposure.

2. Flush the toilet 3 times each time it is used. Use care not to
contaminate the bathroom with urine,

3. Use a separate drinking glass. |
4., Avoid kissing on the lips, especially children. |

5. Avoid tasfing food, if you cook, and placing the spoon back into the
food; thus contaminating it with your saliva.

6. Avoid prolonged, close contact with young children and pregnant women.

7. Secretions from the breast may be radioactive, thus nursing is forbidden.
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Telephone (414) 453-656% {414) 453-76%0

’

R.S. MANOLL, M.D.

AUCLEAR MEDICINE CENTER
(IN VIVEL IN VITRO ARD SUCLEAR CARDIOLOGY)
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FAIRVIEW DUILDING SUITES 340344

by Appommn MILWAUKEE. WISCONSIN 51236
E
CONSENT FOR RADIQISOTOPE THERAPY
RAME: ADDRESS :
PHONE :
NEXT OF KIN: ADDRESS :
I hereby authorize Dr. to administer the following

radioisotope thérapy
as treatment for my

The nature of this treatment has been fully explained to me by

Dr. » and I have been advised of its possible risks,
consequences; no warranty, or guarantee, or other assurance has been made
concerning any results or cure.

I have been informed of the following possible side effects:

E - transient hyperthyroidism (thyreid storm)
; - hypothyroidiem requiring lifelong medication for thyroid
hormone replacement
-~ transient neck swelling/pain/dysphasia

1 hereby authorize Dr. to adminiater this treatment.

PATIENT

DATE ARD TIME

1f the patient is a minor or is unable to sign, complete the following:
Patient is a minor: _____ ____  years of age.

Patient is unable to sign because

E SIGNATURE OF WITNESS PERSON SIGNING IN BEHALF OF THE PATIENT

SIGNATURE OF PHYSICIAN RELATIONSHIP TO PATIENT
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WHEN ADMINISTERING THE DOSE:

Only those persons needed for medical, safety, or training purposes
should be present during the admigistration,

Brief the patient on Radiation Safety procedures for the dosage
administration, visitor control, toilet use, radivcactive waste and the
use of linen and trash disposal.

Identification of the patient will be confirmed by any of the following:
consent form / 1D bracelet / witness

Following administration of the dosage, measure the exposure rate in
nR/hr at the bedside, at one (1) meter from the bedside, at the visiter
safe line, and 1n the surrounding hallways and rooms, The surrounding
hallways and rooms should not exceed two (2) aR/hr or the exposure
should not exceed one hundred (100) mR/seven (7) days.

Post the room door with a "RADIOACTIVE MATERIALS" SIGN.

The patient will be monitored daily at bedside, three (3) feet from the
bed, six (b) foot safe line, door, and docusentod on Extuabit 17 form.

For patient's treated with liguid or gelatin - vapsuled 1 131, one (1)
day after the dosage administration, do ¢ bisassay of the thyroid gland
of all personnel who were present for the adg.inistration.

Call Nuclear Medicine to pick up waste as needed (for monitoring and
storage or disposal).

The patient may be released fros the Hospital when the exposure rate
the patient is less than five (5) mR/hr as weasured at one (1) wmeter
from the usbilicus with the patient standing or one (1) weter from the
bedside with the patient supine if the patient 15 not ambulatory.

DISCHARGE INSTRUCTIONS:

When the exposure rate fros the patient 1is less than five (5) sR/hr but
more than (2.2) mR/hr, give these instructions:



ALL__HOUSEHOLD MEMBERS QVER 45  Y.0. MAINTAIN A D)STANCE GREATER THAN
THREE _(3) FEET FOR_FIRST 1W0  (2) WEEKS. VISITS BY CHILDREN NOT
RECOMMENDED _ (MAINTAIN DISTANCE OF NINE (9) FEET IF BRIEF VISITS ARE
NECESSARY) .

ALL HOUSEHOLD MEMBERS UNDER 45 Y.0. MAINTAIN DISTANCE GREATER THAN SIX
(6) FEET FOR THE FIRST WEEK, MAINTAIN DISTANCE OF SIX (6) FEET FOR _THE
NEXT WEEK WITH ONE (1) PERIOD OF 1/2 HOUR AT THREE (3) FEET PERMITTED.

When the exposure rate from the patient is less tha (2.2) eR/hr. there
are np restrictions,

DECONTAMINATION:

Remove all absorbent paper and plastic covers and place in the
appropriate container,

Place all linen 1n the appropriate container.

Transfer all containers to the Nuclear Medicine "Decay-In-Storage" o-ra
for monitoring and storage.

Use tre BM survey meter and monitor the room for contamination,
All areas or surfaces above room background will be decontaminated and a
wipe test done wunti! the resovable contamination 1s less than 200

dpe /100 om squared,

Inform the nursing unit when decontamination procedures are complete so
the room may be prepared by housekeeping for otcupancy.




