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Areas Inspected: This was an announced special inspection to evaluate the
results of the licensees' independent audit of their brachytherapy programs. The
lice.4 sees' audit report received by the NRC Januany 16, 1991, concluded that
no misadministrations occurred in the 71 brachytherapy cases reviewed.
However, the report also shows that in 79 of the 71 cases reviewed by the
licensees' audit team, prescribed dose infornation could not be determined,
in addition, the report showed in 1 case that the final treata:ent dose
exceeded the documcnted final prescribed treatment oose by more than
10 percent (Ins ction Report paragraph 4, Case No. 8). 10 CFR 35.2 defines e
thcrapeutic misadministration as a therapy radiation dose f rom a sealed
source such that errcrs in the source calibration, time of exposure, and
treatment geonetry result in a calculated total treatment dose differing from
the final prescribed. total treatment dose by more than 10 percent.
The NRC reviewed records of three brachytherapy cases identified as
apparent misadministrations in NRC Inspection Report Hos.
030-31379/90001(DRSS); 030/01615/90001(DRSS) and the records on 6 additional
cases to assure a full understanding of the licensee's audit team's conclusion.
Results: After review of all available rcccrds for the 9 specific cases,
InterRews with licensee and Diagn0stic Outpatient (DOC) personnel, and
discussions with independent tedit team members, the NRC agrees with the
licensees' audit team that no misadministrations occurred in 5 cases
(Inspection Report paragraph 4, Cases No. 2, 5, 7, 8, 9). However, 3 cases
remain indeterninate with respect to whether misadministrations occurred
since prescribed dose information could not be determined (Inspection Report
paragraph 4, Cases No. 3, 4, 6). One additional case remains indeterminate
with respect to whether a misadministration occurred because there was
disagreement between the medical professior.als regarding the final dose
delivered to the patient (Ir.spection Report paragraph 4, Case ho.1).

Based on the NRC review of the overall audit team report concerning
71 brachytherapy casts, the NRC concludes that no misadministrations occurred

- in 41 of the cases and concludes that 30 cases remain ?deterairate with
regard to whether misadministrations occurred.-
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DETAILS

1. Persons Contacted
,

NRC Representatives

* Carl Paperiello, Ph.D., Deputy Regional Administrator, Region 111
++ John A. Grebe, Chief, Nuclear Materials Safety Branch, Region 111
'Euge'.e Holler, Attorney, Office of General Counsel,

+* James _R. Mullauer, Nuclear Materials Safety, Section 1, Region III
* Janet Schlueter, Nuclear Materials Saf t'' and Safeguards,

+ William L. Axelson, Deputy Director, Division of Radiation Safety
and % feouards

* Denotes those present at the evit meeting on February 7,1991.
+ Denotes those present at the .ciephone conference on February 22, 1991.

Licensee Representatives

* Milton Triana, Vice President of Operations
* Ken Vanderhye, Regional Director, Nuclear Medicine
Tom Torabi, Ph.D. , Radiation Safety Of ficer and Medical Physicist

* Alice Nale, Quality Assurance Officer
+*Kappolu Sarma, M.D., Radiation Oncologist, Authorized User
+Ned Hornback, M.D., Radiation Oncologist, member of St. Mary Medical

Center's Audit Team
+ Richard A.-Steeves, M.D., Ph.D., Radiation Oncologist, member of

Dr. Sarma's Audit Team
+* Steve Pratt, Attorney for St. Mary Medical Center
* Allen F. Hrejsa, Ph.D., Director of Medical Physics, Lutheran Gereral

Hospital and Consultant for Dr. Sarma
+*J. Paige Clousson, Attorney for Dr. Sarma
*Kevin O'Grady, Medical Physicist formerly employed by Dr. Sarma
*Rene Darnell, Secretary at the Diagnostic Outpatient Clinic

.

* Denotes those-persons present at the NRC exit meeting on February 7,
1991.

+ Denotes those persons present at the telephone conference on February 22,
1991.

2. Purpose of Special Inspection

As a result of allegations received by the NRC Region III office on
liarch 28, 1990, concerning the licensees' brechytherapy program, an
inspection was conducted involving NRC inspectors and a medical
consultant on March 30, 1990, through April 19, 1990. The inspection
discloscd three apparent misadministrations as defined in 10 CFR 35.2 and
that the licensees did not implement effective oversight of the
brachythercpy program to assure safe use of HRC licensed materials and
compliance with 10 CFR 35.33. In addition, when records were available to
indicate the occurrence of apparcot misadministrations, the licensees
f ailed to evaluate in a timely manner those occurrences to: (1) determine
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whether nisadministrations occurred; (2) irsplement corrective ections; and ,

(3) deterraine whether there was a basis to notify the NRC in accordance
with the NRC's misadministration reporting requirements.

As a result of these findings, on April 27, 1990, the licensees were
ordered to suspend brachytherapy activities and assenble an independent
brachytherapy aucit team to review all brachytherapy cases since the
inception of licensed brachytherapy cctivity and to determine whether
therapcutic misadministrations occurred as defined by 10 CFR 35.2.

On April 18, 1990, St. Mary tiedical Center - Hobart notifiec the f!RC
Ecgion Ill office by teltphone of 4 possible misacrainistrations. In a
letter dated May 3,1990, the 15-day report concerning the 4 possible
misadministrations was submitted from St. Mary Medical Center - Hobart.
The letter adoressed the six items required for a 15-day report in

10 CFR 35.33(b). The letter also reported that no misadministrator.s had
occurred and the brachytherapy treatments had no adverse effect on the
patients. The letter further stated that St. Mary Medical Center - Hobart
was continuing the investigation of these four cases. After NRC review of
the 15-day report, a question was raised by the NRC whether the licensee
fully considered the 10 CFR 35.2 definition of a misadministration. In a
letter dated May 17, Ic50, to t o NRC Region Ill office, the licensee
stated that, while they considered the 10 CFR 35.2 definition for
nisadministrations, the clear #ccus of the previous review was whether any
of the possible misadministrations had any adverse medical effect on the
patients. The licensee also clarified that the independent audit rcquired
by the April 27, 1990 Order would f ully consider whether
nisadministrations as defined by 10 CFR 35.2 had occurred.

On January 16, 1991, NRC Region 111 received the licensees' tinal audit
rcport. The audit team concluded that no misadministrations occurred.
However, in 29 out of 71 brachytherapy treatments, the aucit report stated
that a prescribed radiation dose could not be determined and, in one case,
the aucit report documented that the delivered dose exceeded the
prescribed dose by more than ten percent.

To ur.derstand the audit team's conclusions and address any differences
between those conclusions and the previous NPC inspection findings, the
NRC deternined an onsite inspection would be conducted to: (1) re-exanine

| three brachytherapy trcatments originally identified by the NRC as
! apparent misadministrations; and (2) to examine the records on at least
! six additional brachytherapy cases.

3. 03 anization

John Bird: ell is the President of Lakeshore Health Systens, Milton Triana
is the Vice President of Operations, Hcburt, Beth Kartir. ski is the Chief of
Operations for the Pobart Facility, Sam Turner is the Chief of Operations
for the Gary Facility, Earl Mason, M.D., is the Chairman of the Radiation
Saf ety Committee, K<ppolu Sarma, M. D, is the Chairman of the Padiation
Oncology Department, Fen Vanderh e is the Regional Director of Nucleari

.

Mecicir.e, Tom Torabi, Ph.D., is the Radiation Safety Officer and Medical
| Physicist ard Alice Nale is the Regional Radiology - Radiation Therapy

Quality Assurance Coordinator.
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4. Review of Brachytherapy Cases

The NRC inspection teau selected nire brachytherapy cases performed at the
St. Mary Medical Centers for detailed review. This review was performed
by a thorough examination of all available records for those cases in the
St. Mary Medical Centers' files and the DOC files. The record review
concentrated on any information that would identify the authorized users'
prescribed radiation dose made either prior to, during, or after treatment
and any information that would identify the actual final dose delivered to
the patient. This specific information is necessary to determine if any
misadministrations occurred as defined by 10 CFR 35 E. The cases and
records were extensively discussed with the radiation oncologist, raedical
physicists and the licensces' quality control officer. In addition, those
denoted in Section I were contacted on February 22, 1991, for final
clarification concerning certain cases.

Since the inception of the brachytherapy program at St. Mary Medical
Centers, various records, forms, and charts were develepcd and used.

_

Therefore, the types of forms used in specific cases deperc' on when the
procedure was performed, in general, the following forms are referenced
in this report and examples of the fcrms can be found in the attachments
to this report. Form A is the Dosimetry and Ccmputerized Treatment
Planning form (Attachment 1) which is used to document what sources are to
be used and the specific planned source configuration, to document the
magnification factors cerived from x-rays taken prior to af terloading the
sources and to document the anticipated dose to various points of
interest. The dose information is taken from the computer generated
treatment plan that shows the dose distribution (isodose curves) around
the area of interest, Form B is the implant Dosinetry Form ( Attachn.ent 2)
and contains two sections. The top section is used to document the actual
date and time of implant, scurce type, number of sources, source
configuration and desired dose. The bottom section of form B is filled
out after the sources are explanted from the patient documenting the
actual explant time ano date, total treatment time and delivered dose.
Form C is the Brachytherapy Sources Inventory Form (Attachment 3) which is
used to document the dates when sources are in storage, removed from
storage for therapy, and returned to stcrage at the completion of therapy. -
Attachment 4 is an updated version of Form A, Dosimetry and Computeri7ed
Treatment Planning Form. Attachment 5 is the most recent version of
Form A which is a combination of the old Form A and B. Attachment 6 is an
actual example of a computer generated treatraent plan showing the dose
distribution around the area of interest. Progress notes are lined blank
forms typically. found in the patient's chart during hospital stay. These
forms are filled out either by attending nurses and/or physicians to
document the condition of the patient, medications ordered and given,
examination results, and other information regarding patient progress.

The combined hospital and DOC records of brachytherapy cases were f ound to
be a major probicm when attenpting to evaluate compliance with HEC
requirer.ients during administration of the brachytherapy treatnents. Some
information was missing from records and other information was contained
in cryptic margin notes that could only be interpreted af ter extensive
discussion with the involved persons. In addition, several records
contained conflicting information. Ccrcputer generated dates on treatment
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plans were incorrect over 50 percent of the tirce; therefore, it was
decided that this information was unreliable and the computer generated
dates were not used in any NRC conclusicns unless those dates agreed with
other treatment date information. Hospitel and DOC personnel stated that
those errors likely occurred during data entry on computer system startup.

Review of Case No. 1 - Gynecologic implant on August 2,1989

NRC Review in April 1990

Based on the NRC review in April 1c90, this case was determined to be en
apparent misadministration.

The initial NRC review of Case No. 1 on April 4, 1990, revealed the
following information. The Implant Dosimetry form (Form B) showed the
desired radiation dose to be 3000 rads which was changed to 3500 rads.
The change was not signed, initialed or deted. A second record, the
Dosimetry and Computerized Treatment Planning form (Form A) shcwed the
prescribed dose as 3000 rads, an apparent conflict between the records.
In addition, the original corrputer treatment plan indicated the prescribed
radiation dose was 3000 rads. The firal delivered dose indicated in the
hospital record (forms A and B) was 3550 rads. It was also noted that the
authorized user signed and dated both forms A and B when the forms were
initially filled out. Other information noted in these records included a
total treatment time of 65.5 hours, irrplant and explant time and date and
treatment plan time and date. Acccrding to the date on the computer
treatment plan, the plan was perforiced during treatment three day., af ter
the radioactive sources were inplanted.

On April 11, 1550, the NRC rredical consultant reviewed this case and
determined that the prescribed radiation dose was 3500-3600 rads. This
was determined from progress notes found in the patient's medical records
which indicated that the dose was changed by the authorized user two days
after implant. The consultant determined that the final dose to a
designated reference point (point A) was 70 rads / hour rather than the
indicated dose rate of 54 rads / hour. Since the records indicated that the
total time of treatment was 65.5 hours, the final delivered dose was
determined to be 4590 rads instead of the prescribeo cose of 3500 -
3600 rads.

Licensees' Audit Team's Finding

Due to= the large discrepancy between the prescribed dose and the firal
dose as noted in the NRC medical consultant report, the audit team those
to repeat the calculation of this plan on the Theraplan treatment planning
system used at Indiana University Medical Center. The team found that the
radiographs were not optimal for calculations because the patient position
was not the sarae in the supine and lateral radiographs. The team also
determined that the ovoics as shown on the lateral radiograph had slipped

,

I inferiorly about 2 cm with respect to the tandem and bladder from their
' position ir, the supine radiograph. The team, therefore, ccrrputed their

treattrcnt plan on the basis that the position of the sources on the
lateral radiograph were correct and the position of the sources on the
supine radiograph were shifted to natch the lateral radiograph. Based on
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the above information, the teen determined that the delivered dose to
point A was 3706 rods. The variance of the total delivered dose from the
prescribed dcse of 3500_ rads (as indicated on form B) was 5.9% and on this
bcsis the audit team concluded this ccse did not con:.titute e
irisadministration.

The audit team repcet also states that if the position of the ovoids in
the supine rcdiograph were assuned correct and the position of the sources
in the lateral radiograph shifted, then the average dose rate at point A
would have been 74.45 rads / hour. Also, if the mean position of the
sources between the supine and lateral radiographs were selected, then the
average dose rate at point A would have been 63.47 rads / hour, in either
of these two situations, the audit team states that the dose delivered
would have constituted a misadministration.

NRC Final Review of Case No. 1

In reviewing all relevant hospital records and DOC records, it was
determir.cd that ne new information could be escertained when compared to
the initial hRC record review. The authorized user was questioned about
the change in the recorded prescribed dose. The 6uthorized user explained
that during treatment, he decided that one brachytherapy treatment would
be given to this patient rather than two treatments which he had
originally contemplated. Therefore, the prescribed dose was increased
from 3000 rads to 3500 rads. A hospital progress report shcws that two
days af ter implant, the authorized user prescribed a radiation dose of
3500 - 3600 rads. The authorized user stated that his thought at that
time was to deliver a single treatment with a dose between 3500 - 3600
rads; however, his fir,al prescribed dose was to deliver 3500 rads as
documented on hospital form B. (See Attachment 2)

The authorized user and_ licensee personnel discussed the audit team's
method of reviewing this case and it becaine apparent that the definition
of points on a radiograph vary depending on the medical opinion of the
reviewer. The dose rate also varies to a large degree depending on what
points are being considered. This is apparent since the_ delivered dose as
recorded by the authorized user was 3550 rads, the delivered dose.

according to the NRC r.edical consultant was 4590 rads and the licensees'
audit team determined the final delivered dose was 3706 rads.

Conclusion
,

,

Since_ the medical interpretatien varied between the medical reviewers and
i three different delivered doses were determined, the NRC review concluded
' that the final dclivered dose is indeterminate and it cannot be concluded

whether a misadministration occurred as defined by 10 CFR 35.2.

--Review of Case No. 2 - Gynecologic impiant on December-11,1989

NRC Initial Review in April 1990

The initial hRC review of Case No. 2 on April a.1990, revealed the
following iniornation. Hospital staff indicated on the conputer treatment
plan a prescribed radiation dose of 3500 rads and thc final delivered dose

7
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at 0.5 centimeters was 3937 rads as indicated on form A. Other
information on Fona A indicated implant and explant dates and tines, and
52.5 (hours of treatment assumed). The treatment plan was dated in
writing because the computer printed date appeared to be incorrect. It

should be noted that form A documented an implant date of 12/11/89 and
time of 11:30 e.m. and an explant date of 12/13/89 and time of 4:45 p.m..
This would equal an actual treatrent time of 53.25 hours rather than the
documented 52.5 (see Attachment 6, page 2).

On April 11, 1990, the NRC raedical consultant reviewed this case and
determinto that the physician prescribed a radiation dose of 3500 rads to
a depth of 0.5 centimeters 24 hours after implcut. The radioactive
material was left implanted 52.5 hours, and the actual dose delivered was
3940 rads to a depth of 0.5 centimeters,

licensees' Audit Team Findings

The audit term determined that the prescribed radiation dcse was 7875 rads
to the surface and documented the final deliverec cose in its report was
7875 rads to the surface. However, the audit team stated there was a

typographical error in its report. The audit team confirmed that the
total treatment time was 53.25 hours at a dose rate ci 150 rads / hour and
the fira1 dose celivered to the patient was 7988 rads. The audit team
derived this prescription and delivered dose using information that was
documented on the treatment plan after explant.

HRC Final. Review of Case No. 2

In reviewing all relevant hospital records and DOC records, it was
determined that no new information could be ascertained when compared to
the initial NRC record review except as noted below. The authorized user
indicated that the documented 3500 (no units are indicated) as originally
noted on the computer treatment plan was only a preliminary notation rade
by the physicist and was not intended to be the prescribed dose. He
referced the inspection team to another computer treatment plan which ,

contained an annotatico for a treatment time of 52.5 hours. -Although it
is: not clear whether the documented treatment tire of 52.5 hours was
actually documented at the time the treatment plan was generated or af ter
treatment occurred, thc authorized user stated that this treatment tirie of
32.5 hours was his prescription. The dose rate of 75 rads / hour at
0.5 centimeters depth for 52.5 hours was his intendcd dose. Hospital
personnel stated they had no knowledge of this apparent prescribed dose.

i The audit team based its calculations on a prescrit.ed and delivered ovoid
I surf ace dose instead of the 0.5 centimeter depth dose generally referrcd
( to in the records by Dr. Sarma.

Conclusion

|- It is unclear what the prescribed dose actually was since two treatment
plans performed within minutes of each other show two different sets of
numbers (3500 rads and 52.5 hours at 75 rads per hour), in addition, one

treatnent plan shows a treatrent time of 47 (hours assuraed) and another
52.5 (hours assuced). None of these records identify inf ormation as the

8
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prescribed dose. Based on statements riade by the-authorized user that the
documented 3500.(rads assumed) on the computer treatirent plan was r,ot
intended to be the prescribec dose and be intended to deliver a dose of
75 rads / hour at 52.5 hours, the NRC agrees with the licensees' audit team's
conclusion that no misadministration occurred.

Review of Case No. 3 - Gynecologic in. plant on December 5,1908

NRC Initial Review in April 1990

This case was initially determined by the NRC to be an apparent
misadministration. On April 11, 1990, the NRC medical ccnsultant reviewed
this case and determined that the prescribed radiation dose was 2500 -
3000 rads at the surface and the total treatment time was 20 hours for a ,

final delivered dost. of 1840 reds to the surface treatocnt area as
document (d in the hospital records. The consultant also noted that the
applicator and radioactive material vere renoved prematurely for
undoccaented reasons.

Licensees' Audit Team FindinLs

The audit team determined that the prescribed radiation dose was 17t.0 rads
and the final delivered dose was 1760 reds.

NRC Final Review of Case No. 3

Hospital personnel informed the NRC' inspection teLm that the forms being "

reviewed were new forms and sometime after treatment, Dr. Sarma filled
these forms out, signed and back dated the forms to the date of ectuel
treatment. .Or. Sarma stated that he did this to consolidate the records.

-The actual prescribed dose is unclear in that doses are indicated as
follows:

1. History and physical form (Form used when patients are admitted)
presented by the hospital steff dictated by Dr. Sarma on 12/b/86,
signed by Dr. Rajbhandari and transcribed 12/8/88 references in its
text that only 5000 rads was given (external) and 7500 rads are
needed to the area of interest.

2. An operative report (Form which is filled out af ter surgery) in the
hospital recorc dated 12/5/88, wh'ich was dictated by Dr. Sarma after
implant on 12/5/E8, and signed by Dr. Rajbhandari references in -its
text that abcut 2500 - 3000 rads will be given.

i

| 3. A nuclear medicine record signed by Dr. Sarpa en 12/5/88 indicates

[ 2500 - 3000 rads to the surface.

4. A progress record signed by Dr. Sarma and dated 12/6/08 indicates a
treatment duration of 46 hours.

5. A nuclear redicine source log-out, log-in inventory shcws that the
scurces were out of the safe for 20 hours.

9
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6. A computer treatment plan dated 12/4/88 (NOTE: This date was
determined to be incorrect as the computer treatment plan was
actually performed on 12/5/88 at 10:25 a.m.) indicates in the right
hand corner that bcsed on 27 hours, a dose of 2500 rads would be
delivered to the surface, and based on 33 hours, 3000 rads would be
delivered to the_ surface. At the bottom of the treatment plan, the

,

following information is indicated: the dose rate at 2 centimeter
away from the surface would be 24 rads / hour, the dose rate at I
centimeter eway from the surface would be 41 rcds/ hour and the dose
rate at the surface would be 92 rads / hour.

7. An implant dosimetry forn (Form B) signed by Dr. Sarma and back dated
to 12/8/88 indicatus the insertion of Cs-137 on 12/5/88 at 5 p.m. and
removal on 12/6/88 at 1 p.m. for a total of 20 hours which was signed
by Dr. Sarma and back dated 12/6/88.

8. The audit team determined the prescribed dose was 1740 rads. The
audit team stated this was determined from information in records.
The HRC inspection team could not identify a record that contained
this information.

Dr. Sarma explained that the original prescribed dose of 1700 rads _ was
derived from an initial plan of treatment which included both external
becm and internal beam treatment. According to Dr. Sarma, the desired
total external-internal dose was planned to be 7500 rads. A dose of
5800 rads would be delivered by external beam treatment and the fincl
1700 rads would be celivered by internal treatment.

Based on other hospital progress notes, the treatment lasted 22 hours at a
dose rate of 75 rads / hours as indicated on the treatment plan. Based cn
this information, the final delivered dose should be 1650 rads.

According tc the licensees' audit team, a dose rate of 80 rads / hour for
22 hours was used to arrive at.a delivered dose of 1760 rads.

Conclusion

While the HRC understands the basis for the-audit team's conclusion that
this was not a misadministration, the NRC was unable to replicate the
audit-team's findings that the prescribed dose was 1740 rads. Dr. Sarma
stated that he originally thought:5000 racs was given by external be6m
which would support the documented prescribed dose of 2500 - 3000 rads
since the combination:of this external-internal treatraent would equal
approximately 7500 rads. _However, at scme time Dr. Sarma discovered that
5800 rads were delivered by external treatment. Dr. Sarma presented c
vncument which indicated that the difference between 7500 and E800 was
1700 and his intent was to deliver 1700 rads; however, it is unclear when
this decision was made. Therefore, due to the conflicting information
between hospital and DOC records, the NRC is unable to draw a conclusion
and this cade is considered to be indeterminate.

Review of Case No. 4 - Gynecologic Implant on December 18, 1989

10
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NRC initial Review

No determination by the-NRC could be made on this case in April 1990 due
to the absence of a prescribed dose. The initial NRC review of Case No. 4
on April 4, 1990, revealed the following information. Hospital forms did
not show the desired radiation dose; however, the recorded final delivered
dose was 2760-rads. Other information indicated in hospital records were
as follows; total treatr'ent time was 46 hours,- the implant and explant
dates and times, dose rate was 60 rads / hour and the treatment plan date
and time.

On April 11, 1990, the NRC medical consultant reviewed this cz.te and could
not determine if the physician prescribed a radiation dose. The final
delivered dose was determined to be 5060-rads to the surface and 2760 rads
at 0.5 cm.

Licensees' Audit Team Findinoj

The audit team determined that the prescribed radiation dose was 2760 rads
and the final delivered dose wes 2760 rads. The audit tean stated that
the prescribed dose of 2760 rads was found in the patient medical records.

'NRC Final Review of Case No. 4

In reviewing all relevant hospital records and DOC records, no prescribed
radiation dose could be found by the NRC. The progress notes and a
nuclear raedicine departuent worksheet indicated a treatraent duration of
46 hours. Based on the indicated dose rate of 60 rads / hour,- the deliverea
dose appears to have been 2760 rads.

Conclusion

All persons reviewinc this case agree that the final dose delivered to the
patient was 2760 rads. According to the licensees' audit team, they
determined the prescribed dose of 2760 rads by back calculating from the
tirae of explant to the time of implant. While the NRC understands the
eudit team's basis for concluding that this case was not a misacministration,
no documented prescribed dose'could be found. Therefore, the NRC is
unable to draw a conclurion and this case is considered to be
indeterminate.

Review of Case No. 5 - Breast Implant on September 3, 1986

NRC Initial Review in April 1990

This case was not initially reviewed by the NRC.

Licensees' Audit Team Review

The aucit team determined that the prescribed radiation dose was 2000 rads
and the final delivered dose was 2115 rads.

NRC Final Review of Case No. 5

L Hospital personnel presented medical records that indicated a prescribed

11
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dose of- 2000'- 2500 rads which was dictated and signed by Dr. Sarma on
9/2/86. The patient discharge summary which was transcribed on 10/24/86
and sigt.ed by-Dr. Sarna states that the seeds were inserted on 9/2/86 and
were kept in 40 hours which gave 1500-2000 rads. An operative report
dictated on 2/27/87 and signed by Dr. Sarma states that " radium"
(iridium-192 was actually used) was loaded and kept in place approximately
40 hours and 1500 rads were given to the area. A treatnent plan dated
9/3/86 was_also presented to the inspection team which indicated a dose
rate of 50 rads / hour at 40 hours. Progress notes ' proved to be the only-
source of implant and explant information. Based on-this information, the
total time of treatraent appeared to be 42.1 hours at a dose rate of
50 rads / hour, for a total celivered dose of 2115 rads.

Conclusion:

Based on the progress notes that were apparently located in the DOC files,
NRC agrets with the audit team's finding of prescribed and final dose and
that no misadministration occurred.

Review of Case No. 6 - Breast laplant on August 10, 1987

NRC Initial Review in April 1990

On April 11, 1990, the hRC medical consultant reviewed this case and could
not determine by record review a prescribed dose. According to the
consultant, a treatment plan was also not available for review. A simple
statement in the rccord documented the final dose delivered to the patient
as "about" 1500 rads.

Licensees' tudit Team Findings

It should be noted that the date in the-auditors' final report to the NRC

was incorrect. The date in the report showed that treatment began on
August 8, 1987, when the actual date of implant was August 10, 1987.

The audit team could not deternine a prescribed radiation dose; however,
reported that the final delivered dose was 2695 rads.

-NRC Final Review of Case 6

According to a hospital medical progress record, Dharma Rajbhandari, M.D.,
an authorized user at the time of this treatment who was not available_for
interview during -this inspection, documented that the final delivered dose-
was 1500 rads. Dr. Sarma could not comment on this case beyond what the
medical records indicated other than the fact that there appeared to be no
prescribed dose. This was the only source of- documented final dose.

According to a computer treatment plan dated August-19, 1987, (dated 9
days after implant) the dose rate was 55 rads / hour. If this is multiplied

by a total treatraent time of 49 hours (rounded up from 46.75 hours of
actual treatment) as indicated in the hospitai progress notes, the
delivered dose should have been 2695 rads as deternined by the audit team.
Dr. Sarma steted that he documented a final delivered dose of 2550 rads on
the computer treatment plan; however, could not explain the basis for

.

12
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( n t ry . lie other computer treatne 1 plan prior to August 19, 1967, wat
evailable for review. According to the hospitel stuif, treattrent plans
used during the octuoi tit atment bed l'et n 'lispleted.

C on c l u s,i o'i

The Hi'C wn able to cf firm tbc cuoit team's dcomented iinal deliscred
c' o r.c . khile the KRC understLnds the audit team's cccclusion that this
case was not considt ed to be a misecministrttion, a prcstribed dose could
not he deterloined by the redit team or the NRC. Thtrefore, the htC is
unable to draw a conclusion and this case is ccnsidered to be
indettiminate.

Review of Case ho. ,7 - Dreast Implant on August 5,1907

This rete was not reviewed by the NRL durir.9 its inspection in 1990.

Licensees | Audit Team Revitw

The audit team determincd that the prescribed radiation dose was 2100 rat:s
and the final delivertd dose was E046 rads,

htC Final Review of Case No. 7

The hospital medical iecords shcwed a prescritto dose of 2100 rods.
Dr. Sarma stattd that 2100 reds was his prescribed r'ese. The treatmtnt plan
signed and dated August 6, 198'/, by Dr. $aruo indicated thet a dose rate
of 44 reds / hour was delivered for 4f> hours. According to the hospital
progress notet, the treutment dura *ien was 46 hour s resultirg in a
delivered dose of 2024 rads. However, o hospital trtoscribed medical
record tigned and dated by Dr. Scima showed that the fii+1 delivered dose
to the patient was 1500 t cds. When ciuestioned alcut this apparent
conflict, Dr. Sarmo stcted that he tronscribed this information several
months of ter treatrent witbcut reierence to his pationt records for exact
dose information. Dr. Sarma could not explein why he dictated a record
that contained speti1ic inf ormation several 1:cnths af ter treetment without
consulting patient records. The audit team stated that the difference
between its final celivered dose and the NRC's final delivered dose was
due to mathtnetical differences.

Conclusion

Desed on available records and Dr. Serrad's stotcr<ents, the NRC concurt.
with the audit teem's cco;1usion that no misec' ministration occurred,

hview of_ Cace ho. 8 - Dreast inplant on December 11. 1989

NRC Initial Review in April 1990

Based en NRC review in April 1950, the NRC could not determine whether
this cose was a misedministration cue to the lact of an identifiable
prescribed dose. The initial NRC review of Case to. 8 on April 4,1990,
revealtd the following information. Hospitti records f ciled to show o

U
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prescribed radiation dese; however, the recorded final dont on form A was
2640 rads. Other information documented in the hospitt.1 records included;
inp16ht date and tire and coinputer treatrint plan date and tine. Ibe
treatsoent plan wcs performed during treatnent 2 days Liter radicective
source implant.

On April ll,1990, the liRC medical consultant reviewed this case and was
intorn.cd by licensee personnel that the cctheters were surgically
implanted in the patient 4 days prior to source implant because the
radioactive sources had not been ordered. Apparently the radioactivt
sources were implanted 4 days later when they crrived at the hospital, 00
prescribed radiation dose cculd be determined from the computer treatment
plan er patient's chart. The final delivered radiation dose coulo not be
determinec boccuse the physicist cculd not accurately identify individual
seeds for entry into the computer. Therefore, it could rot be deternited
if the dose distribution on the computer treatment plan was correct.

Licensees' Audit Teato findings

The audit teen determined that the prescribed radiation dose was 3575 rads
and the final delivered dose was 3960 rads.

i

fiRC Final Review of Case lio. 8

Through review of all relevant hospital and DOC records and interviews
with involved medical personnel, the following information was revealed.
Dr. Sarra stated that he was consulting with three other physicians while
this patient was being treated. 1he original prescribed time of treatment
was 48 hours et a dose rate of 55 rads per hour as recorded in form A.
According to Dr. Sarraa, that original prescription was modified during
treettnent in a progress note dated December 13,1989, %dicating that the
sources would be explanted at 7 a.m. the next morning, December 14, 1909.
This change would increase the prescrit,ed time of treatment from 48 hours
to 65 hours. Therefore, the modified prescribed dose became 3575 rads as
noted in the audit report. The licensees' audit team reported that the
final delivered dose vos 3960 rads. The NRC intrection team pointed out
that this situation represented a misadministration in that the difference
between the prescribec dose and the celivered dose was greater than

1 10 percent.

Dr. Sarma stated that some time after the first treatment rodification was
made on December 13, 1989, and prior to scheduled explant on December 14,
1989, at 7:00 a.m., Dr. Sarna decided to change the tine of treatnent
again and increased at to 72 hours, the actual explant time. Dr. Sarma
stated that this medical decision was based on his evaluation of various
blood test results. The NRC inspection team reviewed the putients
available blood test results and it wat noted that no test results were
received between December 10 and 15, 1989. According to Dr. Sarma, this

,

second change in prescription was in his mind. No record was made to
indicate this change to 72 hours,

based on Dr. Sarma's stated final prescribed treatment tine equal to the
actual treatment time of 72 hourt at a dose rate of 55 rads / hour, the
final prescribed and delhored dose was 3960 rads. The audit teem stated

14
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i

a

during the Rbruary PE,1991 telt) hone conf trence that they were eware of
Dr. Scima's secoi.d prescription c1ange, but did not reflect it in their

,

; conclusions because it was rot recorded. The a:Jdit tetm f urther stated i

! that, elthough the dif ference between the piescribed arid c'elivered dose
calculated by the audit team was greater than 10 percent, due to the'

j inherent inaccuracy in these calculations cnd the slight exceedance of the
10 percent litait, they concluded that oc risodministration occurred. |

'

.

Conclusion

Based on Dr. Sorria's statelaent that sor"etime prior to explant, he trade an
undocumented medical decision to increase the treatment time from 65 hours i

to 72 hours; the NRC agrees with the licensees' audit te m that no
raisadministrttion occurred. ;

Review of Case No. 9 - Gynecologic Iroplant on July 22, 1987 ,

fikC Init_inl_ Review in A ril 1990

This case was i.ot reviewed by the NRC during its intrections in 1990. :

3

Licenset s' Audit Team Review

The audit tecm determined that the pirscribed radiction dose was 1500 rads
'

and the final deliveted dose was 16F5 rads.
4

!;RC Final Re"iew of Case No. 9

A prescribcd dose of 1500 rads was documented in the hospitc1 patient
ptogress note. The progress notes further indic6ted that a dose rate of
65 rads / hour was delivered for a total time of 25 hours. This calculates
to a final celivered dote of 1025 rads. According to hospital personnel,
a computer treatment plan was unavbilable for review.

Conclusion

NRC-cgrees with the audit team's findings that no mis 6dninistration
occurred.

5. liRC final _ Conclusion:

The NRC agrees with the licensees' audit team that records maintairied by
both 000 and the hospital were incomplete and poorly maintained. It was
very dif ficult to utilize those records when trying to evaluate the
program to determine compliance with HRC requirements. Information when
available was often conflicting and in some cases incorrect. The NRC also
agrees with the licentees' audit team that a great deal of effort will bee

required in the future by both 000 and hospital pensennel to coordinate
documents to assure thet both iacilities have a completc set of documents
and that the information contained in the documents is accurate. While-

the NRC understands the licensee's audit tenra's conclusion that no
uist(ministrations cccurred from a medical viewpoint, the NRC was unable
to make a determir ction in four of the nine cnses reviewed whether

15
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misadininistrations as defined by 10 Cril 36.? eccurred. These four cases
: remain indeterrainate.

:

6. QiLinterview i

At the conclusion of this specici inspection on February 7,1991, the NRC
staff met rith those persens listed in Section 1 of this report and '

summarized the inspection findings for each cese reviewed. The attendees |

were aovised that the sur,naary was preliminary end that iurther inforlaation !
from the licensees' audit team may be needtd f or the LRC staff to niale
their final conclusions. The attendees egreed to this suggestion tind the
meeting was clostd.

>

Attachraents:

1. foria A, Dosin,etry and Computerized
Treatn.ent Planning Form

2. Form B. Impl6nt Dosiinetry
3. Form C, Brcchytherapy Sources

loventury form
4 Updated Version of rorm A
5. Newest Version of form A
0. Computer Guierated Dose !

!Distribution Curves
7. Audit Report of Brachytherapy

Program

r

a

}
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Attachment 7

UllITED STATES

!!UCLEAR REGULATORY COMMISSIO!J

In the Matter of )
ST. MARY MEDICAL CENTER-HOBART ) Docket 110. 030-31379
1500 South Lake Park Avenue ) License No. 13-03459-03
Hobart, Indiana 46342 ) EA 11o. 90-071I
ST MARY MEDICAL CENTER-GARY ) Docket No. 030-01615

I 540 Tyler Stroot ) License No. 13-03459-02
Gary, Indiana 46402 ) EA llo. 90-071

I AUDIT REPORT
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BRACHYTl!ERAPY PROGRAM
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a
Audit of Brachytherapy Programs

at St. Mary Medical Center
Hobart - Gary

Dates of Site Visit: Tuesday, November 27, 1990
Wednesday, November 20, 1990

Members of the Audit Team:

Ned Hornback, M.D., Chairman
Departmen. of Radiation Oncology
Indiana University Medical Center
535 Barnhill Drive
Indianapolis, IN 46202-5289

Richard A. Steeves, M.D., Ph.D.
Section of Radiation Oncology
Department of Human Oncology
University of Wisconsin Hospital

; 600 Highland Avenue (K4/Bl00)
Madison, WI 53792

George Anthony Sandison, Ph.D.
,

Department of Radiation Oncology
Indiana Univerity Medical Center
535 Barnhill Drive
Indianapolis, IN 46202-5289

Bhudatt R. Paliwal, Ph.D.
3'

Section of Radiation Oncology
Clinical Health Science Ctr.
University of Wisconsin Hospital
600 Highland Avenue (K4/Bl00)
Madison, WI 53792
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Purpose of Audits

In September, 1990, Dr. Ned flornback was contacted by Mr. StevenI Pratt, Attorney for the St. Mary udical Center, llobart Gary-

for the purpose of conducting an independent audit of
radiotherapy procedures utilizing radioactive isotopes performed
at St. Mary llospital - flobart during the past four years.

This audit was requested based upon an unannounced special
inspection done in April, 1990 by the NRC Region III office after
they had received allegations of questionable medical procedures
performed by the authorized users, including misadministrations
in the use of therapeutic radioactive isotopes. Although some of

I the allegations could not be documented by the inspectors,
several cases of possible misadministration were found by the
examiners which triggered a more in-depth audit by an NRC
physician auditor who reviewed eleven charts in-depth, lli sI findings suggested that a major problem of record keeping
existed, as prescribed doses were not available on the chart. In
addition, the examiner questioned the user's technique and

I procedures in placing radioactive sources in patients, lie also
found evidence of miscalculation of doses which he classified as
misadministrations.

As a result of his report, the radioactive material license was
suspended at St. Mary llospitals - flobart and Gary until an
in-depth analysis of the patient material could be reviewed by a

I disinterested audit team. Dr. George Sandison was contacted by
Dr. Ilornback to perform the physics part of the audit.
Dr. Sarma's attorney felt that the authorized users interest
could best be served by engaging a second team of expert
auditors, Dr. Richard Steeves and Dr. Bhudatt Paliwal from the
Deprtment of Oncology at the University of Wisconsin.

An audit plan along with the list of auditors was submitted to
and approved by the Nuclear Regulatory Commission. The audit
plan is enclosed and listed as Appendix I.

I It was the opinion of the audit team that an on-site review of
all brachytherapy patients' files be undertaken at the St. Mary
Medical center and that the team would also interview all medical
staff involved in therapeutic radioisotope procedures.I Initially, it was the plan of the auditors to return to their
respective institutions with the necessary charts and films and
redo all treatment plans on Indiana University and University of

I Wisconsin treatment planning systems. !!o w e v e r , once the task of

reviewing charts began, it was quite evident that record keeping
and data information was a major problem and that the site visit
could best be done by all members of the examining team reviewingI each chart in the presence of the physician and physicist who
could produce the specific items requested. This amounted to a
review of 71 separate brachytherapy / interstitial applications
performed in 58 patients.

I
I
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I It should be noted that all members of the hospital staff, as
well as Dr. Sarma, his colleagues and his physicists cooperated
fully with the investigating team, giving a significant advantageI over previous auditors in that Dr. Sarma and staff provided
complete medical records from his private medical practice.

I In addition to the intensive review of each of the patient's
medical records, considerable time was spent in interviewing
Dr. Sarma, members of Dr. Sarma's staff as well as all hospital
staff involved with administration, control and regulation of theI radioactive material license.

The audit team interviewed the following persons:

Milton Triana, Reaional vice-President
St. Mary Medical Center

Tom Torabi, Ph.D., Radiation Safety Officer andI Medical Physicist for Lakeshore Health System, Inc.
Ken vanderhye, Re'3 onal Director, fluelear Medicine Program1

Alice 11 ale, R.T., Radiology Quality Assurance Coordinator

I Keith Sauerland, R.T., Nuclear Medicine Technician
Kappolu Sarma, M.D., Radiation Oncologist, Authorized User
Dharma Rajbhandari, M.D., Radiation Oncologist, previous

authorized user (Physician left Dr. Sarma's practice andI returned especially for site visit.)
J. Sloan, Ph.D., Medical Physicist in Illinois who initially

helped calibrate Dr. Sarma's radiation therapy equipment
(returned especially for site visit)

Kevin O'Grady, B.S., Medical Physicist (previously with
Dr. Sarma and now attending University of Illinois for
Master's degree in Health Physics)
(returned especially for site visit)

,

In addition to the above individuals, the audit team had an
opportunity to briefly interview J. Paige Clousson and Steven
Pratt. (Mr. Clousson was acting as counsel for the authorized
user Dr. Sarma. Mr. Pratt represented the Hospital, the
licensee.)

Results of the Interviews:

The initial plan of the audit team was that we would interview
very briefly a few individuals to understand the relationship
between the hosptial, the Physics staff, Radiation Safety, and
Dr. Sarma's practice. Initially, we felt this could beI accomplished in less than an hour, however, the interviews
actually took several hours. The following information is a
condensation of information received during the interviews.

I is a board certified radiation oncologist who practicesDr. Sarma
at the hospital. in Valparaiso as well as St. Mary - Hobart and
Gary. The majority of Dr. Sarma's radionuclide applications are
done at St. Mary Hospital in liobart. Initially, he was with

I Methodist Hospital in Merrillville for 12 years and moved to St.
Mary Hospital - Hobart to work in a free standing cancer center

I
I
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known as Diagnostic Outpatient Center (DOC). lie han been with
the DOC for the past four years, and all external therapy for
Hobart St. Mary llospital is done in this free standing unit whichI is located on hospital ground less than five minutes away. It
should also be noted that in May of 1990 Dr. Sarma underwent open
heart surgery which would help explain the unusually long time
required for response to NRC's audit.

Dr. Sarma is a respected member of the medical community and
holds hospital privileges in both hospitals. He is Chairman ofI the Oncology Board at St. Mary llobart and is responsible for
planning and implementing educational seminars in oncology. He
is on the American Cancer Society Professional Committee and is a
regular attendant of the tumor board.

Dr. Sarma felt that the major difficulties with NRC briga n in
March of 1990 when the Indiana State Board of Health c ran t a c t edI him because of two deaths of patients which had occurred soon
after implantation with radioactive nuclides. lie also had been
accused, apparently anonymously, of a complaint that he changed

I radioactive sources too rapidly and was guilty of "not
sterilizing radioactive sources." Dr. Sarma was not informed of
the individual who contacted the State Board of Health.

Since some of the alleged cases of misadministration involved
Dr. Rajbhandari (Dr. Sarma's colleague, who six months ago
accepted a position in Mississippi), Dr. Sarma requested that
Dr. Rajbhandari be present to discuss some of the cases when they
were reviewed. In addition, Dr. Sarma requested Kevin O'Grady be
present. Mr. O'Grady was with Dr. Sarma as his physicist from
August 1986 through August 1990, and felt his presence would be
helpful concerning questions about the physics calculations. Dr.
Sarma informed the audit team that he was aware of problems
encountered by the NRC inspectors of locating the prescribed
doses and possible misadministrations, but in neither the
unscheduled visit by the NRC, nor the scheduled visit by the NRC
physician were the records from Dr. Sarma's cancer center allowed
to be used for location of prescribed doses. He informed theI audit team he was aware that record keeping must be improved. He
stated he has been working with the hospital since late 1989 to
develop quality assurance procedures which would conform to the
standards set by NRC.

Dr. Tom Torabi, Ph.D., who was trained in medical physics at
Wayne State University and has a Masters in " pure" physics from

I the University of Minnesota, felt that 'he ohysics staff was
adequate at both hospitals. He is licensed in Radiation Therapy,
Nuclear Medicine, and Diagnostic Radiology by the Indiana State
Board of Health and is the radiation safety officer for St. Mary

- Hospital - llobart and Gary. In addition, he also performs
radiation physics duties at St. Catherine Hospital which is under
a different license. The handling and storage of isotopes isI done in the Nuclear Medicine Department which is actually under
the direction of the Pathology Department. The training of all

I
.. _ ._ _ .
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nuclear technologists in the handling of isotopes is done by
Dr. Torabi.

Dr. Torabi felt that communication between he and Dr. Sarma had
been lacking in the past, but that over the past several months
this has improved, and currently there is a strong effort to
develop regulations and forms which meet NRC standards.
Dr. Torabi felt very strongly that both he and Dr. Sarma needed
to follow the quality assurance program set forth by the
Radiation Safety Committee.

I Kevin O'Grady was interviewed at the request of Dr. Sarma.
Mr. O'Grady 'as very helpful in outlining the history of the

I physics support at the DOC where external radiation therapy is
performed. He was not licensed by the State of Indiana to
perform physics testing and was ordered by the Indiana State
Board of Ilealth to " cease and desist" performing physics on theI external equipment at DOC on March 29, 1990. Mr. O'Grady has
since returned to graduate school to obtain his Masters in
Medical Physics. The audit team felt Mr. O'Grady to be a very
knowledgeable physicist and very helpful in the review of the
charts.

Jerry Sloan, who has a Master's degree in Medical Physics, and

I who is recognized by the State of Indiana as a licensed
physicist, initially did the acceptance testing for the Linac at
the DOC and completed all annual review forms to Indiana. He
assisted Kevin O'Grady in performing calibration of equipment,
etc., and was available to Mr. O'Grady for consultation whenever
this was required.

I Dr. Rajbhandari currently is practicing in Mississippi after
leaving Dr. Sarma's practice in July of 1990, lie r impression of
the situation was that there was difficulty in communication
between Dr. Torabi and Dr. Sarma. She felt Dr. Torabi was notI readily available for consultation. She also felt that Dr. Sarma
had always advised her of the time to pull sources despite the
fact prescribed doses were not always written in charts. She had
worked very closely with Kevin O'Grady in the past and she felt
he was a very competent and capable medical physicist.

Ms. Alice Nale is the radiology quality assurance coordinator for
the hospital. Her background is that of a radiologic
technologist who works at all three Lakeshore Health Systems
Hospitals. One of her primary responsibilities is to develop a
quality assurance program when therapeutic radioisotopes are
used. Ms. Nale states she was instructed by the inspectors from
NRC she could not use Dr. Sarma's private clinic records to

| 3 substantiate doses received by patients. The audit team felt
E Ms. Nale was very helpful in the review of the records and was

! felt to be very capable in her work as Quality Assurance
Coordinator. It was the impression of the audit team that

I because of her expertise and knowledge in quality control
procedures, the problem of record keeping could be markedly
improved by her input.

I
.
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Mr. Milton Triana, Regional Vice-President, has only recently
taken over his position since July of 1990 and was not completely
familiar with all the details of what transpired between the userI and licensee prior to July of 1990, but was anxious to resolve
the issue and recognized the need for improved records to meet
the high standards of NRC.

Keith Sauerland is a nuclear medicine technologist who works with
both Dr. Sarma and Dr. Torabi in the removal of isotopes to and
from the patient and safe. He appears to be knowledgeable,
experienced and capable. It was obvious that he had been
well-trained in the handling of therapeutic nuclear isotopes.

I With this background, the audit team began an intensive review of
the 71 records available to us, which included all patients
treated from the inception of the license in 1986 to the last
isotope used sometime late in April of 1990. It should beI pointed out that following suspension by NRC of the radioactive
nuclide license, Dr. Sarma had requested and received approval
from NRC to do an isotope procedure on one patient on an

I emergency basis. The new forms which had been developed by the
hospital in cooperation with Dr. Sarma were used for this
patient. In this particular patient, the prescribed dose, time
of removal, placement of sources, etc., were all well-documented

I and the records produced would have met the NRC's requirements.
The date of this last record was April 2, 1990.

In-Depth Chart Aralysist

An in-depth chart analysis was conducted on each patient from
charts provided us by both the hospital and Dr. Sarma's privateI records. (Dr. Sarma's charts had not been previously thoroughly
reviewed by NRC inspectors.) The complete summary record appears
in Appendix II, which includes the name, the date, the treatment
plan, milligram equivalents, the R per hour, the hour left in,
the total treatment time, whether safety records are complete,
and any complications which would have been expected to occur in
the event of a misadministration. The patient files teviewed

I consisted of 71 separate brachytherapy / interstitial treatments in
58 patients.

The medical records in general were extremely disorganized, and
considerable time was spent with both Dr. Sarma and
representatives of the hospital in locating the information
needed. This created a considerable amount of frustration among

I the auditors, leading to the unanimous agreement of the auditors
that Dr. Sarma's record keeping must be dramatically improved.
During this chart review, the patient's isodose curves wereI examined for accuracy, and all calculations were checked. In
addition, the localization films for radioactive isodose
instruments and carriers were examined in every case.

I
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I Findinas of the Audits

1. Of the 71 separate brachytherapy / interstitial treatment filesI
-

-y as defined by the !J RC . One patient who had initially
reviewed, there were no definite cases of misadministration

b been felt to have a major misadministration by the physician0

I |, r#'g# NRC representative, was studied in great detail. This
patient's treatment planning films and isodose curves weren

1 recalculated using the therapy planning system of Indiana,.

M University. A detailed analysis of this plan is inI 0 Appendix III. The computer calculation done on the Indiana
University computer was very similar to the calculations done
by the physicist at St. Mary llospital, and it was the

I consensus of the radiation therapists that this did not
necessarily constitute a misadministration. (See Appendix
III.)

2. Documentation of the dose, prescription, and treatment aim by
the physician was absent in 28 of the 71 treatments. The
fact that a prescription was not present on the chart prior

I to the performance of the radioactive procedure does not
necessarily constitute bad medicine. It simply means this
procedure does not meet the requirements of !J RC . In every
instance, details of the complete treatment given, includingI radioactive source therapy, were written and recorded in
Dr. Sarma's files. It should also be pointed out that the
doses actually received by patients met the standards of a

I community-practicing radiation oncologist. This policy of
not writing prescribed doses was discussed at great length
with Dr. Sarma, and it has been his practica for many years
to not write a prescribed dose prior to his examination ofI the isodose curves. He would then make a decision on the
exact dose to be used based upon the amount of radiation
given in combination with external therapy and the amount
that was going to be received by vital normal structures such
as the rectum and the urinary bladder. This has been fairly
common practice in the past, and while the prescribed dose
prior to use of the isotope is not required for goodI medicine, it does not meet NRC requirements. 14 0 pattern of
excessive complication rates were detected in a review of Dr.
Sarma's patients charts.

3. The dosimetry calculation procedures were correct, complete,
and acceptable.

I 4. Safety regulations procedures appeared to have been followed
with adequate documentation of source control and radiation
safety surveys. The only irregularity discovered was the
omission of a radiation survey of a patient with a permanentI radioactive Iodine 125 implant before leaving the hospital.
The newly developed quality ascurance forms should eliminate
a repeat of the unfortunate, but harmless incident.

I l
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I 5. One of the members of the audit team (11011) has reviewed
several hundred gynecological radioactive instrument implants
in ladies who have been placed on national protocol studiesI (RTOG and GOG). While not all of Dr. Sarma's instrument
placements were ideal, they certainly met the standards of
the community-practicing radiation oncologist, and it should

I be realized that there is a great deal of variation in
patients' anatomy, tumor size, etc., which all must be taken
inte ' onside ation before attempting to evaluate GYt1
instru.:ent amplantation. The implication by the !JRCI physician auditor that several GYt1 applicators had been
misplaced and in poor position was not substantiated, as the
ultimate dose received by the patient was within the
guidelines of that prescribed by most radiation oncologists.

Conclus_ ions from the Audit:
1. It was the unaminous opinion of the audit team that no

administrations as defined by the !JRC under 10CrR 35.2.
occurred.

2. In general, the hospital staff responsible for nuclear safety
and storage appeared to be well-trained and qualified. A
physicist previously employed by Dr. Sarma who wasI responsible for several of the treatment plans had not
received formal certification by the Indiana State Board of
ite al t h . The examiners did not feel that this led to any
misadministrations or problems with developing treatment
plans. This individual is no longer with Dr. Sarma, and the
audit team met with this young physicist, and he appeared to
be quite a knowledgeable, dedicated individual. lie is| currently in the process of receiving his Maaters in medical
physics at the University of Illinois.

I 3. The new radiation safety guidelines and procedures manual
relating to brachytherapy activities was quite extensive.
(See Appendix IV.) This quality assurance plan is quite
extensive and has been developed by Dr. Sarma, Dr. Torabi,
and Alice taa l e , Quality Assurance officer for St. Mary
Medical Center. If followed, these policies and proceduree
are satisfactory and will meet the standards set by !1RC for
the handling and use of therapeutic radioactive sources.

4. Dr. Sarma's medical records were very disorganized and sloppy
and must be dramatically improved. It is stronglyI recommended that hospital records and Dr. Farma's records be
interchanged and dupicated so that both parties have
summaries of treatments received at each place. Dr. Sarma is

I receptive to learning methods to improve this problem.
aware that record keeping is a major problem, and he is

I
I

.. - . .
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S. An identified procedural weakness in the brachytherapy
program was a lack or' close working relationship between the
physician, Dr. Sarma and the physicist, Dr. Torabi.I Coordination of brachytherapy activities was problematic due
to both parties having dutles at several hospitals. It is
essential that this conflict of activities which impact uponI brachytherapy procedures be resolved. The hospital has an
unusual administrative arrangement whereby the radiation
physicist answers to the vice-presidents of operations with
responsibility for radiation therapy, rather than the
customary Department of Radiology, or a Department of
Radiation oncology. This unfortunate administrative
relationship allows the hospital to hire a radiation

I physicist who would be required to work very closely with the
radiation oncologist, but not necessarily in harmony. It is
absolutely essential that the radiation oncology physician
have the maximum support and the full confidence of theI radiation physicist, as disagreements and poor working
relationships could result in horrendous medical problems for
the patients, not the least of which could lead to

I signidicant malpractice problems for both the hospital and
the doctor.

6. The physicists felt that the radiation physics staffing levelI for the hospital is inadequate and that if the hospital is to
continue in the use of brachytherapy, that the physicist's
duties be resolved and perhaps combined with Dr. Sarma's
physicist.

Recommendations l'o11owing the Audit

1. An ex elenced (ADR lor equivalent) certified radiationphysicfst) should be employed to work closely with physician
Dr. Sarma on brachytherapy procedures to relieve some of
Dr. Torabi's duties at St. Mary liospi tal - lloba r t .

2. It is also recommended that the hospital re-evaluate the
administrative relationship between the attending radiation
oncologist and Dr. Torabi. In most hospitals, Dr. Torabi
would be working either directly under the radiation
oncologist, or if not that, under the Director of the
Radiology Department.

3. It was a strong recommendation of the audit team that the
record-keeping procedures be dramatically improved. A great
deal of this has been accomplished by the new quality
assurance plan for the brachytherapy program; however, with
external radiation therapy being done outside of the

I hospital, coordination of record keeping must be done, not
only to comply to the NRC requirements, but also because the
practice of good medicine requires satisfactory medical
records,

i l
,

|

!I
|I



. _ _ _ _ _ _ _ _ _ - _ _ _

.

.

'

o

10

4. It is strongly recommended that an independent radiation
oncologist consultant be brought in as a consultant for the
hospital, and Dr. Sarma to develop ways to improve and
simplify the record keeping which will meet the NRC
requirements. In addition, the consultant could recommend
ways of strengthening relationships between the hospital
physics staff and the radiation oncologist.

5. It is the recommendation of the audit team that brachytherapy
Hobartprocedures should not be instituted at St. Mary -

until the above recommendations have been completed.

6. If the ban on the radioactive license is lifted, it is

recommended that NRC perform an unexpected site visit at

approximately six months to ensure compliance with NRC
requirements.

Why Independent Audit Report Varies from NRC Report

This report differs considerably'from that which was submitted by
Hobart.the previous NRC report on St. Mary Medical Center -

There are two major reasons for this:

(1) The independent audit team had a complete set of the patient
medical records which had been provided by Dr. Sarma. Much of.
the required information required for an audit was unavailable to
NRC inspectors at the time of their visit.

(2) Dr. Sarma and his staff, as well as St. Mary Medical Center
staff were available to the audit team during our visit, which
o de location of important documentation auch easier.

In summary, we were unable to substantiate the initial NRC
report of widespread misadministration of radioactive nuclides or
poor medical practice techniques however, we believe that the
NRC acted correctly in suspending the radioactive material
license because of extremely poor record keeping. It was the
opinion of the audit team that both Dr. Sarma and St. Mary
Medical Center will benefit by this action by the NRC so that
proper records and documentations can be developed which will
eventually improve patient care, which after all, is the primary
goal of all of the participants.

O b d / h 4p7 / ' *A/

hTd~dH t R. Pallwal, Ph.D.Ned B. Hornback, E D. ~'-

[g . [SO7% - 4

George A. Sandison, Ph.D.
__

dl STe pv e s , M.D., Ph.D.
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I APPE!1 DIX 1

AUDIT PLAN

I
1. Introduction:

NRC requires the review of all patient filec of patients who

have undergone brachytherapy treatment at the St. Mary

Medical Centers of Ilobart and Gary, Indiana. Approximtely 69I i

t

patients have received such treatment since the St. Mary

Medical Centers received au tho ri::a tion from the NRC to have
radioactive sources for brachytherapy use. This review is

required because of a concern raised by the NRC that

therapeutic misadministrations, as defined under 10CFR 35.2,

may have occurred and not been reported as required under

10CFR 35.33. The mandate of the audit group is to determine

if brachytherapy misadministrations have occurred and to

provide recommendations for improvements to the brachytherapy
program to prevent possible future misadministrations.
Following the audit, a written report from the audit group

will be submitted to the NRC.

I
2. Audit Procedures

a) The number of patient files for review is large

(approximately 69) and it is estimated that one month

will be required to complete the audit.

b) The audit of patient files wil take place in two stages.

I
.-
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Stage It

I on site review of all brachytherapy patient files. This

review will consist of the following checks.

1. Prescription

2. Dosimetry calculation procedure

3. Treatment plan

4. Delivered dose

5. Documentation of treatment procedure and delivered

dose

6. Safety regulations and procedures

I
Stage II:

I
As a result of the above checks, patient files and

possible problem areas will be identtified for detailed

review. This will involve

1. The rerun of treatment plans on the University of

Indiana or University of Wisconsin planning systems.

2. The calculation of dose to specific sites / organs.

based on the terun treatment plans or determination

in advance of such doses from the institutions

calculations.

3. Assessment of misadministration if any.

To accomplish this task, copies of all information relating to

)the brachytherapy administrations need to be furnished. This
* I

information should include all patient prescriptions, source |

ha ain m m . m. . . . . . . . . - - . . . . . . . . . . . . . . . . . . _ . W
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activity and loading information, copies of the radiographs used

in the brachytherapy examinations and the treatment plans used.
<

c) To determine if misadministrations have occurred,

treatment plans for the patients will be reproduced from

the information provided. The treatment plan

ca'.culations will be performed on the Theraplan Treatment

T'la nni ng System located in the Departments of Radiation

(,ncology, Indiana University Medical Center, or theI Treatment Planning System of the University of Wisconsin.

d) The audit group will travel to each of the St. Mary

Medical Centers to interview all personnel involved in

the dose prescription, tretment planning, source

preparation and handling and radiation safety surveys and

source storage. It is expected that these personnel will

include the prescribing physician, physicists,

dosimetrists/ treatment planners and the radiation safety

officer for the centers. The purpose of these interviews

is to determine any procedural weaknesses in the

brachytherapy program and possible remedial actions

| necessary. It is expected that these interviews will

; last a period of one or two days.

i

; e) The adequacy of staffing levels, cualifications and

{ training of staff will be assessed.

I
f) The adequacy of documentation, records, and written

guidance. and procedures relating to brachytherapy

activities will be assessed.

_ _ _ , _



APPEND:X 11

December 4-5. 1990

Brachytherapy Audit Summary Data
St. Mcry's Medical Center, Hoba t, Mdiana

Date Plan Plan (P) Rx D Rat < Time Given (((G-P)*100/P Safety Complicattor Notes
Rads ma-Eq R!hr hr R Record-(long term)

8/2/89 Y 3500 68.6 70 65 5 4585 24 Y N

12/11/89 Y 7875 39.6 150 52.5 7875 0Y N

12/5/88 Y 1740 40 8 80 22 1760 1Y N

12/7/88 Y 2500 90 62 38 2356 -6Y N

9/3/86 Y 2000 50 mei 50 42 3 2115 5Y N

4/18/99 Y 1600 42.1 39 41.1 1602.9 0Y N

4/22/88 Y 1500 55 71 21 1491 -1Y N

11/2/88 Y 7000 21.4 180 40.8 7335 5Y N

6/27/88 N 5000 30 125 40.8 50938 2Y N

6/27/88 Y 2870 93.1 72 415 2988 4Y N

8/17/88 Y 5000 78.1 85 31 2635 -90 Y N 50 Gy/ comm . med comp.stop Rx

4/24/89 Y 1920 60.4 43 48.6 2089.8 8Y N Patient roncomphance
i

10/26/88 Y 3465 97.3 90 39 3510 1Y N

12/18/89 Y 2760 39.6 60 46 2760 0Y N

4 /13 / 89 Y/N 18000 27.4 mei 17500 -3Y N 160-200 Gy totar 1125 permaneer ,

I

12/14/89 Y 17500 30.6 18260 4Y N low dose regon boosted 5760 EBT

7/8/86 Y 7250 44 117 63 7371 2Y N

6/4/86 Y 18.5 42 48 2016 NA Y N; recurred No prescripton

7/1/86 Y 33.3 41 42.5 1742.5 NA Y N No prescription

4/2/90 Y 2600' 97.2 65 40.3 2619.5 1Y N Model for future procedures

8/7/86 Y 1640 45 4 mci 25 68 1700 4Y N

2/24/88 Y 5300 83.7 mei 108 50.3 5427 2Y N

4/18/88 Y 3500 43.4 50 72 3600 3Y N

8/14/86 Y 68 49.9 4 8 2395.2 NA Y N No prescripton

9/3/86 Y 51.3 67 44 2948 NA Y N No prescripton

9/22/86 Y 73.6 48 47.5 2280 NA Y N No prescripton

10/13/86 Y 75 65 42 2730 Y N No prescription

11/t B/86 Y 4608 33.8 64 70 4480 -3Y N

10/20/86 Y 3045 73 70 46 3220 5Y N

11/11/86 Y 79.3 77 24 1648 NA Y N No prescripton

4/21/87 Y 68 70 48 3360 NA Y N No prescrition

5/8/87 Y 68 67 24 1608 NA Y N No prescrtption

8/8/87 Y 62.4 mei 55 49 2695 NA Y N No prescripton

m m m m m M M M M M M M M M M
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Date Plan Plan (P) Rs D RateTime Given (t(G-P)*100/P Safety Complicatior Notes
Rads mg-En Rihr hr Rx Recordt (tong term)

11/15/86 Y 68.2 65 44 2860 NA Y N No prescripton
9/14/87 Y 4161 143 110 38 4180 0Y N
2/16/90 Y 18000 20.5 mci perma 18000 0Y N CT/MRI not available
11/4/87 Y 4160 54.4 65 64 4160 0Y N

12/2 3/87 Y 3200125 mci 64.2 38 3199.6 0Y N
1/18/88 Y 76.7 82 47.8 3919.6 NA Y N No prescription
2/12/88 Y 40 160 11 1760 NA Y N No prescripton
3/1/88 Y 4050 132 113 36.5 4106.3 1Y N
8/3/89 Y 2535 96 65 39 2535 0Y N

8/30/89 Y 73.6 30 38 3040 NA Y N No prescripton
3

8/24/89 Y 100 90 38.3 3442.5 NA Y N No prescripton i

10/9/89 Y 2500 31 58 43.5 2523 1Y N
10/18/89 Y 2750 73.8 73 40.2 2931.7 6Y N
12/11/89 Y 3575184 mci 55 72 3960 10 Y N

I12/21/89 Y 46.28 90 31 2790 NA Y N No reescripton
1/22/90 Y 2580 31 62 43 2666 3Y N
2/1/90 Y 3850 60.2 me 55 72 3960 3Y N FI C

2/19/90 Y 2925 72.2 65 45 2925 0Y N !

11/6/89 Y 3000 58.05 70 45.8 3202.5 6Y N I
1/17/87 Y 85.3 75 46 3450 NA Y N No prescripton [
2/5/87 Y 79 75 28.5 2137.5 NA Y N No prescripton f2/20/87 Y 73 77 43 3311 NA Y N No prescrrpton

3/11/87 Y 50.7 55 32 1760 NA Y N No prescripton
3/16/87 Y 78.9 70 44 3080 NA Y N No prescripton
5/20/87 Y 78.7 78 39 3042 NA Y N No prescripton
6/17/87 Y 6980 43.5 141 49 6909 -1Y N No prescription
6/18/87 Y 3528 45 72 49 3528 0Y N
7/16/e7 Y 3749 20.7 52.8 72 3801.6 1Y N

|
7/16/87 Y 2897 10.8 40.8 72 2937.6 1Y N ||

7/22/87 Y 15C0 72.1 65 25 1625 6Y N
8/3/87 Y 2992 71.5 68 45 3060 2Y N
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This plan was the only one selected by the audit team for
detailed review (i.e., second stage of audit plan). It

appeared to be a misadministration at the time of audit becauseI the difference between the prescribed dose to point A (3500
cGy) and the delivered dese to point A (4585 cGy), an
determined from the original St. Mary's treatment plan, was

I 24%.

A repeat calculation of this plan was performed on the

I Theraplan treatment planning system used at Indiana University.
The original AP and lateral radiographs and source loading were
used for the calculation. It was immediately apparent that the
radiographs were not optimal for calculations because theI patient position was not the same in the AP and lateral
radiographs. More significant, however, was the finding that
the position of the ovoids in the lateral radiograph was

I different from their position in the AP radiograph. It was
determined that the ovoids, as shown in the lateral radiograph,
had slipped inferiorly about 2 cm with respect to the tandem

I and bladder from their position in the AP radiograph. It is
most likely that the ovoids remained in the position shown in
the lateral radiograph for the whole course of the treatment.
The treatment plan was, therefore, computed on the basis thatI the position of the sources in the lateral radiograph were
correct and the position of the sources in the AP radiograph
were shifted to match. The computer calculation verified that,

the average dose rate at point A (left + right /2) was 56.58
cGy/hr resulting in a total delivered dose of 3706 cGy. The
variance of the total delivered dose from the prescribed dose

I of 3500 cGy was only 5.9% on this basis and does not constitute
a mi s a d mi n i s t ra t i ot4.

(It should be noted that if the position of the ovoids in theI AP radiograph were assumed correct and the position of the
sources in the lateral radiograph shifted, then the average
dose rate at point A would have been 74.45 cGy/hr. Also, if

I the mean position of the sources between the AP and lateral
radiographs were selected, then the average dose rate at point
A would have been 63.47 cGy/hr. In either of these cases, the
dose delivered would have constituted a misadministration.)I

I
I
I

1 _ _
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Qti ALITY ASSURANCE PL AN
FOR

RP,ACHYTHEP.APY PROGRAM

I
PUPmSE

The Quality Assurance Program f or Brachytherapy provides a document ed process for an
ef f ective trans of objective and systecatic mnnitoring and evaluating of the auality

I 'and appropriatene ; of patiant care. The program will pursue opportunities to improve
pa t ient care and resolve identified problems associated wi th t he delive ry of patient
care in a safe environment.

CO ALS A OBJECTIVE 9

1. To provide an organized program that establishes priorities f or obiective assessmentI and correction of know or suspected problems that impa c t directly or indirectiv on
the pa tient care.

2. Cont rol cos t s through idnetification of wastef ul or inef ficient practice.

3. Promote compliance with accrediting regulatory, )lcensing, and hospital standards,

of care.

4. Prove competency of operations f rom a medical-legal standpoint .

5. Maintain an ongoing educational program based in part nn the findings or review and
evaluation of the quality and appropriateness of care provided by the B ra chy t he rapy
Program.

OUALITY ASSURANCE (DMMITTEE,

A Quality Assurance Committee for Brachytherapy has been established f or the purpose of
,

reviewing the ongoing monitoring , evaluation of appropriateness, and ef f ectiveness of the
quality assurance activities and recommending procedures and solutions to resolve any
problems identified.

The Brachytherapy Quality Assurance Committee is a sub-committee of the hospital Radiation
Sa f e t y. Commit t ee.

3

SUB-(DMMITTEE MEMBERSI 1. Radiation Saf ety Committee Chairman 5. Radiologist
2. Regional Radiation Safety O f ficer 6. Regional Nuclear Medicine Director

I43. Regional Vice President - O pe rat ions 7. Regional Radiolocy Q. A. Coordinator
Radiation Oncologist

O ther members serving on the enmmittee am needed shall be the Vico Pracident of % reimt

or her desi: nee f rom t he "oba rt f acility and the Vice President of Nursing nr her h ienaa
from the Carv facility.

'I
_ - - - - -_
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Q.A. Plan con 't.,

J

,,

MEET INGS
.

Meetings shall be held quarterly or more often if needed.
,

I majority vote of those
A quorum shall consist of all seven (7} membere present. All decisions shall be made by a

members prenant.

mMMITTEE FUNCTIONS

; - Identification of known or suspacted problems
| - Assessment of cause and scone of nroblems.

u - Planning of action and implementation
- Implamenta t i on of re commenda t ions

I Monitoring to assure ef f ectiveness of action

Documentat ion as to the ef fectiveness an t insure the resolut ion of the problem

mMPONE!.TS OF ff0NITORTNG AND ASSESSMENT

Review and evaluation shall encompass but not ne limited to th6 f ollowing act ivities:

1. TECHN IC AL - all areas of Quality Control, mechanical, or scientific subiect matter
II. MED IC AL - all areas related to, or concerned with, the practice of medicine

and medical t reatmant of patients.

III . MANAGERIAL - all araan related to, or concerned with, but nor limited to, time,
productivity, finance, s t a t ir.t i c s , and patient satisfaction

For the purpose of clarification, suggested monitoring points, but not all inclusive,>

!E sha ll be:
iE

I. TECHNICAL

A. Quality Control Measures

1. Ins t rument response
2. Celibration of radioactive sources

_ | 3. Calibration of measurement inst ruments
3 4. Integrity of applicators and accessorv hardware used in implants

B. Radiation & Safety Measures
1. USNRC & AAPM recommendations /standa rds
2. Patient dose reduction
3. Personnel radiation monitoring

C. Equipment Calibration Standa rds
1. Preventit ive maintenance
2. Equ ipment repair servicei

3. Radiation surveys

I

.- - . - _ . . - _. - .
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0.A. Plan con 't.

D. P,isk Managenont

I 1. O ccurance reporte*

j
2. Misdaminis t rations

!I. MEDICAL
--

A. "eview o' modical charts / records.

1

!E R. Appropriateness and iustification of pro:edure

C. Peer review of patient treatment prog ra mI
III. MANAGERI AL

If

A. Patient Satisfaction

I B. Product ivity Program
1. T ime s t ud i es

C. Financial & Statistical Analysis
1. Cost per procedure
2. Most costly procedures
3. Most 'requently ordered procedures

D. Staf f Satisf action
1. Wor.ing Conditions
2. CompensationI 3. Educational opportunities

IV. Infection Control surveillance using measures to minimize the possibility of
contamination and transfer of infection according to policies

I V. Policy and porcedure review and update shall be done yearly and whenever deemed
necessa ry through identification.

RE PO RTI NG

All reporting for the Brachytherapy quality assurance activities shall be in compliance
'

with the hospital Adctinistrative and Medical S taf f Ouality Assurance Committees.

A quarterly report shall be submitted to the Radiation Safety Committee meeting for review
and incorporation into the minutes.

Any oroblem involving anot he r depa rtment, service, or committee, that has proven dif r! cult
to correct throuth the normal channels and has a sicnificant imoact on the patient careI shall be fo rwa rded t o the hospital Dadiation Safety Committee f or assessment and asst <rance.

I
. - . . . - . .
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Q.A. Plan con 't:

A'WUAL PEVIEW

E | '

In compliance with the hospital wide Ouality Assurance Plan an annual evaluation of the
qua lity assurance act ivities for Brachytheracy shall be done f or the past year. The review
shall det ermine the effectiveness of the f o l l ow i n o. :

1. O rcanizat ion
2. Process of problem identification and solutions

I 1. Communication
4 Impact - areas of improvement and non-improvement

I The completed evaluation, recommended modifications and coals f or the coming yea r shall
be presented to the hospital Radiation Safety Cnemittee for use inthe overall evaluation
of the qua lity assurance activities throur,hout the hospital.

C0hTIDENTI ALIT Y

I All quality assurance activities shall be considered confidential information. The guideline-
of the hospital Ouality Assurance Plan will be followed to ensure the necessary confidential-

.

I'
T,his Quality Assurance Plan for the 3rachytherapy Program has been approved on

d NI_ 9by:'

I
.-

*I + H " dul [(r liRadiation Safety Comnittee Chairman: -CN

E. Mason, M.D.

I Regional Radiation Saf tey Of ficer:
T. T orabi, PPhD

//

Regional Radiology Q.A. Coordinator: . / d ,* tL! 2
A. Nale, R.T . ( R )

,

I
I
I
I
I

_ -
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MA IEDI CEh,

CARY /I10 BART , INDIANA

INDICATORS TO BE MONITOPED
,

.

!
I ND I CATO R COMMEhTS 11011 IT TS MONITORED BY tm0M 11011 OFTEN !

.,

1 !
1 | Calibration of To ensure that the instruments Measure i n st rumen t response Radiation Phys i c i st | Eve ry 6 months !

j Radiat ton Measuring used in surveys & implant using a radioactive source or Designee { . 1i lnstrunents source cali brat ion a re
'

{
!

operating correctly.
}

! l hj______._____.__________--, --- -_____-_________-______________________-__________-__.___________________________ ____
j i l i !

|Ca1ibratIon of To ensure that the proper dose Determine the radfoactivity : Radiation Phys icist ! Prior t o each
!

} Radioact Ive Sources of ridiation is administered. cf the source used in the or Dasignee L B ra chyt he rapy |
patient f or Brachytherapy. procedure )

i
*

; }______________________________ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ . _ _ _ .______
{

________________ ___-

} } ;. Personnel Padiation' To ensure that radiation dosage Individual radiation monitor Radiation Physiciet Monthly (
,

'

| Monitoring received by personnel is as badges. Writ ten report s from ,or Designee ;
; } low as possible and within the moni t ring company mont hl y. [
i j j radiation safety guidelines Review of report upon | f
| | receipt. j
! !

'

I
; }____.___.._____________ -- ______- ____________________________ ____________________________________________________

l | I
}Each

| ;
; | Personnel Dosimet er T o ensure that radiation dosage Log sheet for indi vidual IRadiation Physicist !

| M on i t o r i ng received by personnel is as dosimeter readings for each or Designee Brachyt herapy i
| low as possible and within the Brachytherapy pat lent. Proceditre ;

} radiation safety guidelines.
,

!

I i |
"

!

}_________.________-___________-_-- - - - - - - - - _ - - - - - - - - - -----------_- - ---------_----------------------_

1 i ||
Radiation Survey of To ensure that the radiation Measurements of radiation Radiation Physicist Each !
R ad i oa ct Ive B ra chy - levels are within acceptable ex posure a re taken in the , B ra chyt he ra py
therapy Pa t l e n t regularory guidelines. pa t lent 's room a nd t he Pa t l en t ;

and hospital roon surrounding a reas.
[;

I a

I __- I 1 f
'

i
i
.

!
l
!

l

!
I
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INDICATORS TO BE mNITORED PACE 2

____

i i i i '
I ND I CATO R COMME!US Hall IT IS Mot!ITORED BY UlOM IIOLT OFTEN *

,

?
.

l
Proficiency in To ensure proper time management Daily patient schedules Radiation M on t hl y I, ,

Expediting of staf f during work shif ts with Completed Procedure Record , Oncologist !

, B rachyt he rapy adherence to policy and protocol
iProcedures for procedures. |

|
1 1

}__________________- __- -- ______________________________________________________________________.;
| | k k
}lnfection Control To ensure adherence to the use Review of procedure check Technoloe,ists | Each Case | ,

} of appropriate barrier sheets documented during Fadiation } Monthl y [ '

} protection methods to prevent | each B rachytherapy proedure. ' Oncologist t } [
} exposure t o or t ransmission of

1 j i

|
| infections and/or diseases in j

) the health care setting. i

I | h

i I
j_______________________________________________________________________________________________________________.______ |

! I i

t App ropr ia t eness of ' To evaluate appropriateness of Patient Medical Record . Designated Padiation Monthly
| 3 ra chyt he rapy Brachyt herapy treatment Brachytherapy O rder 'Oncologistvs.

; Request, diagnosis and acceptable
.

!

standards of practice. i

!

. i

l l
'

__________________ .______; [
, 1 i i

'

, Physician Pee r To ensure adherence to policies Physician Peer Review of Designated Radiation
, Monthly

'

Review and protocols,llospital and medical records of patient 'sl oncologist |i

D epa r tmen t . undergoing Brachyt herapy ) | |
| and retrospective review of }

'

| t complet ed pa t ient s.
[

| ~f l

\ 1 L

,

|

|
'

. . ___



e

.. -

m m m m m m m M M M M M M M M M M M
ST. MARY MEDICAL CEf.TER

CARY /110 BART , INDIANA

INDICATORS TO BE FOMITORED PAGE 3

l

_

| Il

I NDI CATOR QMt1E?. S IIOW IT IS !DNITORED PY 1:iinM 110W OFTEN |T
4

1

Chart R" view To ensure adherence to Review of each pat ient *s O.A. Coo r.ii na t o r Each
B ra chy t he rap y )

'

j departmental policies and charts currently and ret ro-
'

procedures and acceptable spectively Proced u re
standards of practice

i i

- ---------------- -- --- ------------------ ---------.----- -------------- ,-------------------

liisadminist ration! To ensure adherence to USNRC Review of each pa t ient 's Q.A. Coordinator Each j

| of internal beam rules & regulations with regard prescribed dose and delivered B rachyt barapy

radiation tc administration of radiactive dose to verify not above or Procedure

sources in patients. below 10%
*

i
-- --------- ------ ------- =

| Annual Radiation 3 To verif y that all radioactive Complete the Radiation Safety Radiat ion Safet y Annually

i Safety Inspection sources are being used in Inspection report of I!SNRC O f ficer

[ compliance with the USMFC
i i

I

g I n ven t o ry of , To verif y the number of sources Visual inventory count of |Ra.fiation Physicist Quarterly

j fi rachyt he rapy and sizes stored within the radioactive sources and sizes) or designee
S ources facility to ensure all sources in storage cross checked j

,

i are present. against p re v ! nu s inventory,

count
| i

;- ------------------- ---
_

j Ulpe Test To ensure each shipment of Monitoring of both the out - Raliation Safety } Each shipment
,

j radioact ive mat erial received side and the inside of the O fficer or designee | recieved
j has not been contaminated by package prior to acceptance | j

radiation. by the facility

I I
i
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g A St. Mary Medical Center
NCh

APPLICABLE TO: NUCLEAR MEDICINE
*

REQUEST FOR D:MC:'Y'iJ'uPY PRCCEDURE
ORIGIN ATED BY: Ken Vanderbye/Dr. T. Torabi

CROSS REFERENCE: SUPERCEDES:

DATE ISSUED: 2/20/90 DATE EFFECTIVE: 2/20/90 PACE 1 OF 1

PURPOSE / STATEMENT:

Brachy ' .orapy consult s shall be performed only upon the written request of a
qualified Medical Physician to svoid the misuse of radioactive material in
clinical t reat ment.

I
PRO CEUDR E .

1. The re4rring physician (Family or Consultant ) will consult with the
Radtat ion O ncologist.

2. T he referring physician will write orders on the in House Patient
c.ha rt requesting the Radiation Oncologist 's consult and treatment.

I 3. T he referring physician will submit a writ ten request with all Out Patients

requesting the Radiation Oncologist 's consult and t reatment , or if request
is by nhone, the Radiat.on Ancologist must complete the Radiation Therapyi

Consulta t ion form.

4. T he completed Radiation Therapy Cansultation Form or the referrine Physician s
written requect for consultation is tn be kept in the patient 's chart in
in Nuclear Medicine.

5. After the request has been received, the Radiation Oncologist will see the

patient within 48 hours of request received excluding Saturday, Sunday,
and Holidays.

1

6. Af ter the Radiation Oncologist has seen the patient, an Appropriateness
Form is to be completed and placed in the patient 's chart in Nuclea r Medicine.

7. The Radiation Oncologist must dictated Consult on patient within 48 hours#

I of the receiving the reauest for consult. (O rigina l on the patient 's medical
record and a copy in the pa t ient 's chart in Nuclear Medicine ).

. .

I

I .

I
,,



_ _ - _ _ _ _ _ _ _ _ - _ _ _ _ _ _ _ _ _

I
ST . MARY MEDIC AL CEN7 F R

RADI ATION ONmLOGY QNSULT ATION

PATIENT NAME: AGE: HOME PunNE /!:

ROOM d: F ACILIT Y: CARY H0BART

REFERRING N4YSICI AN: M10NE 4:

CONSULTATION APf0lN7"Ehi:

TUTOR:

LOCAT ION:

HISTOLOGY:

EXTENT :

RECDMME ND AT IONS :

.

I
eAe1 m eN eN _ c1ST,

I
I
I

I
I
I .

I
I
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NO:
TITLE:I Arrl.! CABLE TO: NUCLEAR MEDICINE

NOTIFICATION FVR BRACFft'lHERAPY
ORIGIN ATED BY: Ken Vanderhve/Dr.T. Torabi

CROSS REFERENCE: SUPERCEDES:

DATE ISSUED: 2/20/90 DATE EFFECTIVE: 2/20/90 PAGE 1 OF 1

PURPOSElSTATEMENT:

I All Therapeutic procedures involving the use of radioactive substancos will
be under the direct supervision of the Nuclear Medicine department.

i

|

PRO CEDU RE:

1.1 Nuclear Medicine MUST be notified at least 48 hours in advance of the,
'

therapy procedure. Same day as verbal notification is given, completedI | Brachytherapy Request Form MUST be delivered to Nuclear Medicine depa rtment
indicating the date and time of the scheduled implant to be done. If a

| Surgeon is required, specify the date and time approved for surgery suite,

j This form is to be kept in the patient 's cha rt in Nuclear Medicine.

1.2 The exact hour of implant MUST be given to the Nuclear Medicine depa rtment
when scheduling. The scheduled time MUST be honored.

| 1.3 If there should he a complication which will change the scheduled time,
I the Physician will call the Nuclear Medicine Depa rtment. The Nuclear Medicine

| Technologist will document on the " Notification of 1mplant Change" form,
- the dat e & time of call, the Physician 's name, pa tient 's name & room number,

and message received. The technologist will sign the form. Physician will

I sign form as soon as possible. Comp 1cted f orm is to be kept in the pa t ient 's
chart in Nuclear Medicine.

1.4 In case of an Emergency, the 48 hour notice will be waived . H oweve r , theI Physician must call the Nuclear Medicine Department and give reason for the
emergency. The technologist will document on the " Notice for Emergency
P.rachytheracy" form, the date & time of the call, the Physician 's name ,
the patient 's name and room number, and the reason f or the emergency. T he

I technologist receiving the call will sien the form. Physician will sign the
| form prior to implant. Completed form is to be kept in the patient's chart
I in Nuclear Medicine.

1.5 Af ter the Radiation Oncologist has explained the procedure to the patient,
the " Consent To Radiation Therapy" form is to be signed by the patientI and witnessed. T he original consent is placed on the patient 's chart andi

{ a copy is kept in the pa tient 's chart in the Nuclear Medicine Department.

I .

I .

| -
.._ _ _ _ _. _ . _ _.
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I NUCLEAR MEDICINE DEPARTMErr
AUTFORIZED USER REQUEST FOR THERAPEUTIC DOS AGES OF

RAD I0 ACT I VE MAT ERI AL & PAT I EhT S CH EDUL I NG

I authorize the Nuclear Medicine Department to act on
Authorized Physician User

my behalf and order the following radioactive material for

'

to be implanted on at AM PM for treatment

of
.

(diagnosis & anatomical body part)

PPD PO S ED T R EATME NT PL AN:

RADI0ISOTO PE: OlEMICAL FORM:

I RADIO PR ARMACEUT ICAL : PHYSICAL FORM: ( ) CAPSULE
( ) SEEDS SEALED SOURCE

ACTIVITY: ( ) l' IRE SE ALED SOURCE

SUPPLIER:

SURGICAL HARDWARE NEEDED:

I,

I'

AUTHORIZED PHYSICI AN DATE REQUESTED

| DATE ORDERED: DATE RECEIVED:

TECH. ORDERING: TECH. RECEIVING:

---.-- - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - -

I I have checked the received order of radioactive material and confirn that the received'

material is tha sane ;i s the radioacetive material ordered as indicated above. '

I
A"T"0 R l2 E D NIYS I C I AN G AT E CH F m T'

A HEALTH VINISTRY OF THE
POCR HANDMAIDS OF JESUS CHRIST k "' ' '

.
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I
ST. MARY MEDICAL CENTER

I NOTIFICATION OF IM"L ALT CH ANGE

LO C AT ION : CARY 110 8 ART

D AT E : TIME:

IHYSICIAN CALLING:

P AT IENT 'S NAME :

PATIENT 'S ROOM #:

I MESS AGE:

I
I

TECHNOLOGIST SIGNATURE

I
PHYSICIAN SIGNATURE

I
I
I
I

I
I
I .

I
1I
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ST. MARY MEDICAL CENTER

NOTICE OF EMERGENCY RRACHYTuERAPY

LO C AT ION: CARY HO P. ART

DATE : TIME:

PHYSICI AN CALLING: ,

PAT I ENT 'S NAME :

PAT IENT 's PDO M #:

TYPE OF IMPL ANT:

RE ASON FOR EMEP.GENCY:

g 1 _ Lec1eT e1c m m

PHYSICIAN SIGNATUREI
I
I
I
,
I
I
I -

I
_



.

_ - -

I A St. Mary Medical Cente:
I

NO
I t i LE:

N AR MEDICINEPROCEDURE FOR ORDERING RADIDACTIVE MATERIAL'

ORIGIN ATED BY: KEN VANDERHYE/DR. T. TORABI

CROSS REFERENCE: SUPERCEDES: 6/6/89

DATE ISSUED: ?/20/95' DATE EFFECTIVE: 2/20/90 PACE 1 OF

PURPOSE / STATEMENT:

! PROCEDURE:

I The follow!.ng procedures are to followed when ordering radiopht.rmaceuticals/
i radioactive materials: *

I
1. 0 ALL radiopharmaceuticals/ radioactive materials are ordered ONLY by

the Radiation Saf ety Of ficer or by designated Nuclear Medicine personnel
j as authorized by the Radiation Safety Officer.

1.1 A completed and signed "Atthorized User Request for Therapeutic Dosages

I j of Radioactive Material" form must be received in Nuclea r Medicine
j from the Radiation Onoclogist 48 hours prior to the scheduled implant
; before order is placed for the material.
i

1. 2 All radiopharmaceuticals/ radioactive material is ordered f rom a

| radiopharmacy in Chicago, Illinois, or Munster, Indiana, which only
' delivers to the Nuclear Medicine department during routine working hours.

1. 3 If an emergency situation arises af ter routine scheduled work hours,-

the Nuclear Medicine Technologist on call will phone the radiopharmacy
to bring the drugs to the hospital.

1.4 Hospital Security personnel will escort the delivery personnel to the
" Hot Lab" and will remain to ensure the " Hot Lab" is locked after receipt.

1. 5 ALL Therapy 1-131 MUST be approved prior to ordering.

I i

i

I
I :

.

IIg .
_ _ _ _ _ .
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NUCLEAR MEDICINE DEPARTMEh7
AUTIJORIZED USER REQUEST FOR THERAPEUTIC DOSACES OF

RADID ACTIVE MATERI AL & PATIE!E SCHEDULING

I 1 authorize the Nuclear Medicine Department to act on
(Authorized Physician User)

my behalf and order the following radioactive material for

to be implanted on at AM PM for treatment

of , .

(diagnosts & anatomical body part)

PROPOSED TREATMENT PLAN:

RADI0ISOTO PE: CHEMICAL FORM

RADI0 PHARMACEUTICAL: IHYSICAL FORM: ( ) CAPSULE
( ) SEEDS SEALED SOURCE

ACTIVITY: ( ) WIRE SEALED SOURCE

SUPPLIER:

SURGICAL HARDWARE NEEDED:

I
AUTHORIZED PHYSICIAN USER DATE REQUESTED

RSO APPROVAL TO ORDER: DATE:

DATE ORDERED: DATE RECEIVED:

TECH. ORDERING: TECH. RECEIVING:

- - - - - - - -

I have checked the received order of radioactive material and confirm that the received

I material is the same as the radioactive material ordered as indicated above.
.

4 4

4/90

I , . r . . ., , s , s . y- .. y e m p
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.
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| A St. Mary Medical Center |

'40:

PROCEDl?RES FOR RECEIVING RADIOACTIVE
MATERIALS FRC01 SLTPLIERS ORIGIN ATED BY: Ken Vanderhve/Dr. T. TorabiI CROSS REFERENCE: SUPERCEDES: 6/6/89

D ATE ISSUED: 2/20/90 DATE EFFECTIVE: 2/20/90 PACE 1 CF 2

PURPOSE / STATEMENT:

1.1 Wear gloves during package inspection and opening to prevent
contamination.

1.2 Inspect and open all packages IMMEDI ATELY upon receipt. Should a
package arrive when Nuclear Medicine Deoartment is closed, this
procedure will receive top priority as soon as the Nuclear Medie:ue
pe rsonnel arrive. If visual inspection shows any signs of damage
(if wet or crushed , etc. ) stop the procedure immediately and
notify the Radiation Safety Officer.

1.3 ALL radioactive packages will be surveyed at three (3) feet and at the
surface to verify that radiation levels at three feet f rom the surface
are not in excess of 10 millirems per hour or on the surface in excess
of 200 millirems per hour. (If the levels are in excess of those

indicated, the NRC Region III O f fice will be notified by telephone by
the Radiation Safety Officer.)

1.4 Open package and verif y that the contents are in tact and that the
it ems a re in agreetaent with what was ordered in both name and quantity.
Also make sure that the shipment does not exceed the license possession
limits.

1.5 If a wipe test of the package is required to - ,-formed as specified
in 10CFR 20. 205, the wipe test will be performed and analyzed as
indicated in one of the " Wipe Test Procedures" as folows.

I 1. 6 Check the possible breakage of seals or loss of liquid f rom the
container 's or a change in the color of the absorbing material. Wipe
test the final source container to rule out contamination.

_

1.7 Place the radioactive patient doses in their respective drawers in
the storage lab a rea of the ' Hot Lab".

1.8 Monitor the shipment packing material for contamination after renoval
of t he doses.

.

I 1.4 Review the la be l s on the individual patient doses or packagos for *-
type o' activity, radionuclide. q uant it y o re sent , date of calibrau m ,

time of ca librat ion, and presc ript ion numbe r.

_



,

PRCCEDURES FOR RECEIVING RADIOACTIVE
TITLE: MATERIALS FROM SUPPLIERS POLICY NO: PACE 2 op 2

1.10 If the material is packaged in dry ice, refrigerate immediately.

1.11 If excessive radiation levels, contamination, leakage or shortages
are observed, notify the final delivering carrier by telephone or

I telegraph and the Regional Of fice of the NRC. Also not fi fy the
Radiation Safety Of ficer of any damage or leakage resulting in
contamination.

I~
2.0 WIPE TEST PROCEDURES

2.1 To be performed on all shipments, specified in Part 10CFR 20.205, and
on final containers of radioactive souorces.

2.2 To be performed as soon as practicable af ter receipt. If receiving
'during wrok hours, wipe test MUST be performed within three (3) hours;

if received at some other time, within eighteen (18), hours after
receipt. ' A,

2.3 PRO CEDURE # 1: "

2.3.1 Wipe the surface of the container over its entirety with an
alcohol swab or filter paper wipe.

2.3.2 Check the wipe using a low level CM survey meter probe with
the window open. The wipe should be held directly over the
probe but not touching it and held in place for approximately
10 to 15 reconds. Record the reading in mR/hr.I

2.3.3 If the radiation level is higher than the natural background
0.05mR/hr f or our depa rtment , the item will be considered
contaminated and will be stored behind lead and left to
decay until reading is 0.05mR/hr.

2. 4 ALTERNATE PROCEDURE d 2:

2. 4.1 Wipe the surf ace of the container over its entirety with an
alcohol swab or filter paper wipe.

2.4.2 Place the wipe into a plastic 12 x 75 tube and label . Af ter all
items are wiped they will be taken to a gamma counter to
determine the presence of contamination.

2.4.3 The level for contamination on the gamma counter for the low level
gamma radiation is eat:al to or less than 1760 cpm. If any items
have counts per minute graater than this amount, they will be
considered contaminated and placed behind lead to decay until
the above count is reached or the area will be decomtaminated
until the 1760 cpm level is obtained.

.

t

|
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A St. Mary Medical Centet-

NO:
' ' ' ' *

ArrLICABLE TO: NUCLEAR d'EDICINEI USE AND INDICATIONS FOR BRACin~TliERAPY
ORIGIN ATED BY: Ken Vanderhve/Dr. T. Torabi

CROSS REFERENCE: SUPERCEDES-

DATE ISSUED: 2/20/90 DATE Ef7ECTIVE: 2/2G/90 PAGE 1 OF

PURPOSE /5TATEMENT:

| To achieve maximum local cont rol of CA using radioactive sources directiv
into the tumor.

I i' EXPL ANATIO N:
I

f 1. Higher doses of radiation are delivered to the tumor with a rapid fall
I off of dose outside of the implanted a rea and with relative sparing of
I the normal surrounding tissue.

' A continuous irradiation may be better biologically due to less

| ox ygen dependency.

! 3. Cosmetic and f unctional results may be excellent for local control and

! maximum palliation.

|
| 4. This cethod can be used f or the early stage cancer and with megavoltage,
| external irradiation, and/or surgery.
;

{ IND T CAT 10 NS :

!'
HEAD AND NECK CANCER

I 1. Under surface of the tongue and the floor of the mouth.
2. Posterolate ral tongue border.
3. Base of the tongue.

BRE AST CANCER

1. Boost therapv to surgical bed for Stage I and 11 following

I | lumpectomy or segmental mastectomy.
| 2. Boost therapy to residual tumor following ex ternal beam irradiation

for S tage III.

I
UTERINE CANCER

| |
ENDOMETRI AL CANCEP

'

I
|
|

I -

|. . . - _ - - . . . - . ,

__-_ ______ - _ _-____ ___ _ - _ _ - - - - - - - - - - -_
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I
TITLE: USE & INDICATIONS OF BPAOn~r!IERAPY POLICY NO: PAGE 2 0F 2

,,

TEC11NIOUES

A. REMOVAL AFTER LO ADING TECHNIOUES (T EM FO RARY ):

1. Plastic Tube Technique
a. B rea s t
b. Head and Neck
c. Esophagus

2. Template technique (S teel Guides)I a. Cervix and Vagina
b. Uterus
c. Prostate and Urethra

' ~
d. Cervix and Peritenium

B. PERMANENT IMPL ANT ATION TECHNIOUE

I
C. CDMBINATION OF TECHNIOUES

*
1. Interstitial and Intracavitary

a. Ce rvix
b. Vagina
c. Urethra

2. Surgery with removable or permanent technique
a. Sof t Tissue Sarcoma
b. Lung
c. Prostate
d. Cervix and Vagina
e. Anus and Rectum

.

I

.

-



. - - - --

I
g A St. Mary Medical Center

NO

I ^
TREME'T PROCESS EDR BRAClhTIIERM'Y'

CRICIN ATED BY: Ken Wnderhve/Dr. T. Torabi

I CROSS REFERENCE: SUPERCEDES:

D ATE ISSUED: 2/2n/90 DATE EFFECTIVE: 2/20/cio PACE 1 CF 3

PULCSE/ STATEMENT:

I The clinical use of Brachytherapy should be provided to a patient with cancer
to achieve a cure, long term control and palliation.

I To assure the best quality care possible, a written request for Consultation
( 12 sent to the Radiation Oncologis t or Nuclear Medicine Departmant f rom the

nursing unit, and all steps in the treatment process are to be 'ollowed.

I
PRO CEDURE :

1.0 Record t he patient 's name , age, sex, room number, referring physician
and diagnosis on the consulta tion sheet.

2.0 Records must be obtained for the patient 's chart in Nuclear Medicine:

2.1 History and physical examination report
2.2 Partinent reports of radiographs, CT scans , MR images and

radionuclide scans.
2. 3 Pertinent laboratory reports
2.4 Pat hology reports
2.5 O pe ra t i ve reports
2. Nurse 's admission history on patient

3.0 The Radiation Oncologist will revi ew all records and may consult with
other phys!cians to determine the best method of treatment.

4.0 If B rachyt herapy is selected as the mode of treatment, the Radiation
Oncologist will take the following steps:

4.1 Complexe and sign Appropriateness Forn prior to sending written
request to Nuclear Medicine for radioact ive material. Completed
form is to be placed in the pa tient 's chart in Nuclear Medicine.

4.2 Discuss with the patient and/or f amily members the treatment including
diagnosis, prognosis, ex planation of brachytheraov procedure, lenct5
of treatment, possible side effects on specific organs in the field
of tr.4atnent and possible alternative tharapv.

-

O

I
I
_ _ _
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I|

|
TITLE TREA MENT PROCESS IVR BRAQh"I1IERAPY| I POLICY NO PAGE 2 OF 3'

4. 3 Obtain informed consent of patient or legal guardian with signature

I on the " Consent to Radia tion The rapy" form prior to actual treatment
and other procedures, e.g., photograph of face and tumor site. (T umo r
site photo not a pplica ble to int racavitary sites). Have pat ien t 's

signature on " Consent" witnessed at the time of signing.

Send a copy of the signed consent to Nuclea r Medicine and niace the
original on the patient 's hospital medical record.

4.4 Document prescribed t reatment plan and patient diacnosis in progress
notes prior to sending written request to Nuclear Medicine for
radioactive materials.

4.5 Send written orders to Nuclear Medicine a minimum of 48 hours prior
to scheduled implant indicating the proposed dose, # of sources to
use, total dose required, type of isotope to be used, implant date,
time, site, and amount of rads to be given, the supplier to be used,
and the type of surgical hardware necessary f or implant.

4.7 Physician makes arrangements with surgeon and surgery departcent.
If there is a change in the scheduled date and/or time, the Radiation

I Oncologist must notify the Nuclear Medicine personnel and complete a
"Notif! cation of Change" f orm f or the pa tient 's Nuclear Medicine chart.

4.8 Dictate consult within 48 hours of receipt of consultation request.| I Original to be placed in the patient 's medical chart with a copy in
the patient's cha rt in Nuclea r Medicine.

I 4.9 Receipt of the radioactive materials and surgical hardware by Nuclear
Medicine personnel checked by the Radiation Oncologist 24 hours
prior to the start of the surgery or scheduled time for implant.

4.10 Identification photo using Polaroid film taken of patient 's face -
front facing f rom shoulders up and site of implant , if possible.

I 4.11 Radiation Oncologist to write orders for Blood Count and patient's
weight to be done prior to scheduled implant.

4.12 Radiologist to review the simulation films and mark all appropriate
anatomical landmarks as indicated prior to the computeri::ed t reatment
plan and implanting of radioactive sources.

4.13 Radiation Oncologist to review marked simulation films with Radiation
Health Physicist and mark appropriately, sign, date, and time reviewed
on the original films. Original simulation films t re to be kept in

I the patient 's record in Nuclear Medicine with copies remaining in the
Radiology film jacket.

I -

,

I =
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TITLE: TREA'ITO?T PRCCESS FOR BRAOPiTIIERAPY POLICY NO: PAGE 3 op 3

I 4.15 Radia cion Oncologist to re view compute rized t reatment plan with the

Radiation llealth Physteist, document radiat ion dosace to be given,
number of hours t o remain in the patient, sign, date, and time on
on the computerized t reatnent plan prior to implanting of the radiation

,

sources.

4.16 Radiation Physicist to complete all appropriate physics calculations,

I review Nursing Inst ruct ions with R.N. , post appropriate signs, and
and perf orm radiation survey of the patient and the room.

4.17 Af ter reviewing the Nursing Inst ructions, the R.N. is to sign and date.I The original is to be placed inthe patient 's medical record and a copy
is to be placed in the pat ient 's chart in Nuclear Medicine.

I 4.18 Radiation Oncologist is to perform a daily examination of the patient
and write daily progress notes in in the patient 's medical record.

I 4.19 If any change is made in the prescription f or the patient , Radiation
Oncologist must documnt the reason for change in the patient 's medical
record (Progress Notes) and in the patient 's chart in Nuclear Medicine.

4.20 At the time of removal of the radiation sources, the Radiation
Oncologist will document removal in the progress notes in the
pat ient 's medical t ecord, complete all appropriate forms necessary

I for the pa tient 's cha rt in Nuclear Medicine, and give patient any
necessary home instructions.

I 4.21 Following removal of the radiation sources, the Radiation Physicist
will remove posted signs, do final radiation survey on nattent 's room,
document necessary physics calculations, complete all appropriate
forms for the patient 's chart in Nuclear Medicine, and return all
radioactive sources to inventory in the saf e.

4.22 Radiation Oncologist will dictate a Treatment Summary within 48 hours

I af ter removal of the radioactive sources. The original is to be placed
in the patient 's medical record and a copy is to be placed in the
patient 's chart in Nuclear Medicine.

I
.

I
I .

I
-
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TIT 1.E*- APPLICABLE TO: NtCLEAR MEDICU.T'
PROCESS OF' RADIATION THEPAPY
UTILIZING BRACHYTHERAPY ORIGINATED BY: Ken Vanderhye/Dr. T. Torabi

CROSS REFERENCE: SUPERCEDES:

DATE tSSUED: 2/20/90 DATE trTECTIVE: 2/20/90 PACE 1 OF 3

PURPOSESTATEMENT:

PRO CEDURE:

1.0 CLINICAL EVALU AT TON

1.1 Diacnostic Evaluation by the Radiation Oncologist requires a
pertinent history, complete physical examination, and revieu
of all diagnostic studies and reports including those fromI pathology, the imaging services, surgery, and the laboratory.

1.2 Assessment of Pathobioloey of Tumor - The Radiation Oncologist

I mt. s t be aware of the biological characteristics of each caancer
as a basis f or estimating its clinical behavior. The assessment

of tumor extent mus* be considered so that the radiation
treatment volume will be adequate.

1. 3 Stacine - The documented extent of each cancer must be recorded
as a basis for staging. This will support an estimation of the
p rogn os is for the individual patient and comparison of treatment
performances in different centers.

I 2.0 THERAPEl' TIC DECISION MAKING

2.1 Selection of T reatment Coals

2.2 Choice of radioactive isotopes, applicators

An estimation of whether t reatment is likely to help the patient:

I selection of cure or palliation as the obiective; identification
of management alternatives; and if ionizing radiation is to be
use, selection of the beams and/or radionuclide sources, methods,
pattern of delivery, doses, and sequencing with other treatment.

3.0 T ARGET 'iOLlNE LO CAL IZ AT 10N

3.! Definition of tumor

3.2 Identification of sensitive arcans/ tissue

A determination of the tumor ette and tha target volume in -

relationship to the adiacent norma l t is sues. T his is based on
physica1 examination, endosconv, visua1 imagina such asI radiography, radionuclide scanning, computerized tomograchv. I

macnetic resonance inacin7, anr1 findinzs during succerv.

I
- -
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I
PROCESS OF RADIATION TliLRAPY

TITLE: fTTLT'INr. FRACHYTHFpAPY POLICY NO: PAGE 3 OF 3

4.0 TREATMEh? PL ANNING

4.1 Selection of approximate volume for implantation

4.2 Appraisal of dosimetry

4.3 Estimation of patient tolerance to procedure

4.4 Check of f of equipment needed

4.5 Arrangement for surgical suite and anesthesia, when applicable

4.1. 5 If a Surgeon is required for the implantation, the
Radiation Oncologist will contact the Surgeon. When

I the Surgeon agrees to the proposed date and time then
arrangements are made with the surgery department and the
patient.

5. 0 TREATMEST

5.1 Review of initial treatment plan

5. 2 Implantation of applicator.

I
6.0 VERIFICATION OF IMPLANT ATION

| 6.1 O rthogonal Xrays of applicator placement

1

7.0 DOS IMETRY

7.1 Calculations of actual implantation

7. 2 Establishment of time for removal

Af ter implantation calculations are performed and documented

I of the dosage actually implanted. Neument at implantation of

the radioactive sources the exact date and time for removal of
| the sources from the patient.

R.0 PATIEST EVALUATION DURING TREATMENT

8.1 Assessment of patient tolerance

|

8.2 Check of position of implant

A daily examination of the oatient and daily written progrm
notes are written in the ca t ient 's cha rt by the physician.

CX
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PROCESS OF RADIATION TIIERAPY
TITLE: LTILIZING BRAQWIRERAPY POLICY NO. PAGE 3 0F 3

:

i

|E 9.0 PEMOVAL OF IMit ANT
| g
i

10.0 FOLLOW-UP EXAMINATION

10.1 Assesseent of early and late sequelae

g ie.2 a1ma e _ ,, _ _ 1

I
I
I
I
I
I
I

I
I

E .
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g ik St. Mary Medical Center
%I A A 0: NWAR NCy,TCONSD,'T FOR BRAQu"DIERAPY TIEAEENT

ORIGINATED DY: Ken Vanderhye/Dr.T.Torabi

CRCSS REFERENCE: SUPERCEDES:

D ATE ISSUED: 2/20/90 DATE EFFECTIVE: 2/20/90 PACE 1 CF 1

PURPOSE / STATEMENT:

I Prior to initiation of any treatment program, the patient must give
valid informad Consent for actual treatment and other procedures such as
photography of the face and tumor site. If the patient is judged to be
mentally incompetent, consent must be obtained from a lecally qualifiedI guardian.

PRO CEDURE :

1. T he Radiation Oncologis t will speak with the patient and/or family

I members concerning the type and course of Brachytherapy t reatment
to be used.

2. During the discussion, the oncologist will discuss t he pa tient 'sI condition, treatment alternatives, if any, with their reasonable

objectives and possible sequalae, the side ef fects of the Brachytheracy,
if any, and the consequences of no t reatment.

3. When the patient or guardian decides to pursue the B ra chyt herapy t reatment ,
a " Consent to Radiation Therapy" form MUST be signed and witnessed.

4. The signed Consent will be filed in the patient 's hospital chart with a
copy in the patient 's chart in Nuclear Medicine.

I

.-
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I
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CONSENT TO RADI ATION THERAPY

1. I, hereby authorize Dr.,

and such assistants as he may designate to administerI therapy to me, and to continue such therapy f rom time to tine as he nay
deem necessary.

I 2. The nature of my illnee, the effect and nature of this therapy, possible
alternative methods of treatment and the risks of injury despite precautions
have been explained to me.

3. This information has been given to me in a manner that I can understand. I
have been of fered an interpreter if necessary. Those of my family I have
designated have been given this information with me. We have had the opportunityI to ask questions and all such questions have been answered to conplete
satisfaction.

I 4. I acknowledge that no guarantee or assurance have been given by anyone as to the
results that may be obtained and I understand that I may discontinue treatments
at anytime upon my request.

5. I hereby agree not to hold the Radiation Oncologist , his assistants, attending
Physician, or St. Mary Medical Center responsible for any complications which
may arise now or later.

I 6. My signature on this document indicates my desire to receive the therapy proposed
by the Radiation Oncologist and explained by him.

I _

Witness Patient 's S ignattire Date TimeI
If the patient is a minor or unable to sign complete one of the f ollowing:

A. Patient is a minor of years of age.

I B. Patient is unable to sign consent because:

The undersigned certifies by lis/her signature that he/she is duly authorized t n
accept the a bove terms on t he pat ient 's beha l f.

I .

Witness Signature of othar Date ' i me
Responsible PersonI

A HEALTH MINISTRY OF THE Relation ein to na t 'I e n t i| :COR H ANOM AIDS OF JESUS CHRIST

- -
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TTTLE' DCCN!2tpATION Of' BPAQpCElRVY APK! CABLE TCh wCIDR !TDICI!!E !

' '

Tar;mrrr x;D !i'C1LW "fDICl!!E GIMTF
OR!CtN ATED BY: Ken nrnierhve/Dr. T. Torabi

CROSS REFERENCE. SUPERCEDES-

iD A TE IS$UED: 2/20/oC DATE CTFECTi\ E: 2/20/90 PACE 1 CF 3
PURPOSE / STATEMENT:

It is the policy of the Nuclear Medicine Depa rt men t to. assure that the appropriate
treatment regimen is implemented with each Brachytherapy patient.

I The Medical Director and the Department Director will assure that open and
frequent communication is maintained between the Radiation Oncologist and the
patient's family, ref erring physician, and other depa rt ment s regarding t he pat ient 's
status.

The Medical Director and the Department Director shall assure that the dose given
19 accurate, the nutrit ional status is monitored and the facilities and personnel
are utilized in an ef ficient and approoriate manner.

All records of t he pat ient 's t rea tment and management shall be kept in proper orderand naintained within the department.

pp0CEDURr:

GENERAL

I 1.0 The Nuclear Medicine Department shall utilize the services of a
qualified Radiation llealth Physicist to perform timely calibrations,
of appropriate calibration equipment. Records of these checks willbe kept in the Physicist 's of fice.

2.0
Implants will be perf ormed by a qualified Radiation Oncologist,Radiation llealth Physicist. a

and with the assistance of a certified
Radiologic Technologist or Nuclear Medicine Technologist trainedin Brachytherapy.

I 3.0 All approved policies and procedues
.

are to be adhered to. pe rtaining to Brachytherapy pat iont s
,

I 4.0
All pertinent data cenerated by the Brachytherapy procedure .
consent, consultation report , radiation prescription, and treatment

e.g.

sum ;a ry MUST be included on nach patient's hospital chart. All racorkrenerated by the treatnent
tro to be niintalned and secured in t%pa t ient 's

chart in Nuclea r "edicine sepa rate frnn the pa t ient 'n
m V. 2 -s:TeCoTd9

I %. 0 The
records of all current patient's treatment and managemen' Tro *,mreviewed according to the tim sequence outlined on " Chart Audit % n'"and Cri te t ta /Excepti ons Sheet.

I '
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!I
IWM41NTATION Ol' BPALWIHEPAPY,

TITl1 'IEFRIMI TP & !Tci rAR A*f T)1rINE ellARTs POLICY NO; PAGE 2 0F 3'

I 6.0 hnchytherapy Chart Audit reviews shall inclMe but not all
clusive of the following items:*

1

I ') . 1 There is a writ ten phyaician ref erral for the patient for <

B rachyt he rapy t reatment. !
'

|

- 6.2 Appropriateness form is completed and signed by the Radiation
Oncologi.t

. 6.3 Patient diagnosi'/dicease and proposed t reat ment plan in
| documented by the Radiation Oncologist

6.4 Written physician orders indicating proposed dose, treatment
time, 8 of sources to use, total dose required, type of isotopeI to be used, treatment date & site, and supplier is stamped
received by the Nuclear Medicine department a minimum of 48 hours

'
prior to implant schedule.

,

6.5 Writ ten physician orders f or surgical hardware necessary f or
; the implant stamped received by the Nuclear Medicina department

a minimum of 48 hours prior to the implant schedule.

.
6. 6 All work-up pertinent to patient 's clinical situation has been;

'

performed and documented.

6.7 Consultation dictated by the Radiation Oncologist , t ransc ri bed

and charted within specified time periods.
>g
3 6.8 Consent has been signed by the patient and witnessed prior to

treatment beginning.

6.9 Daily examination of the patient with daily progress note w .tten
by the Radiation Onocologist.

I 6.10 All records of physics calculations have been completed, documented,
and siened on appropriate forms.

I 6.11 Simulation Films have been reviewed, marked, signed and dated with
time prior to implanting of sources by Radiation Oncologist.

6.12 Computer Plan has been done reviewed. m$rked , signed and dated wit h

I time prior to implanting of cources by the Radiation Oncologist.

1
A copy of the chart audit will be rtept within the patient 's chart in '

Nuclear Medicine.

,g 7.0 The Radiation Oncologist and the Radiation itealth Physicist < hall

g be members of the Brachytheracy Ouality Assurance Gu' -Comni;t ee to
assist in settine policies and criteria 'or quality patient care.

I
g -

_____ _ _ _ _ - _____ - - _ _ .
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i I
D^CM2rrATIO!! OF BRAQPi D(DIAPY"

i TITLE TRIAIMetr 5. !!LCIJJt MEDICI!!E OIARTS POLICY NO: PAGE 3 0F 3
\

,

8. 0 A quarterly report on findinen of the cha r t audits will bo,

; submi t t ed t o t he Sirachvt herapy 0. A. Sub-Commi t t ee for review.
| P,eport with any recommendations will be submitted to the Padiation
; Saf e t y Commit t ee q ua r t e el y. I f any problems a re discovered whose
| cause can not be easily identified, an indopt h audit will be

" conducted I

I

I |
,

|

.

!I
,

.

1

. . ,

_

,

I
'I

.

'I

I
'I .

.
4

,
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APRICABLE TO: !metrAn MEDIcI! E
DRAClfYTlIEPAli C11 ART \ 3ITS

CRICIN ATED BY: Ken \'arrierhve/Dr. T. Torabi

CRCSS REFERENCE: St.!rERCECES:

D A TE 155t 'ED: 2/20/00 DATE EITECTIVE: ?/20/o0 PACE 1 OF 1

PURPOSE / STATEMENT:

I To ensure all pertinent and necessary documentation is contained within the patient 's
9rachytherapy cha rt in Nuclear Medicine. three chart audits will be conducted on each
chart at sticcified time frames.

PROCEDURE:

1.0 Chart audits will be conducted in accordance with t he it ems and t i'me
frames listed on the pages for Brachytherapy Chart Audit Criteria and
Exceptions.

2.0 The first chart audit will be conducted after receipt of the radioactive
so'irees by Nuclear Medicine and prior to implantation of the radioactiveI sources into the patient.

3.0 The second audit will be conductad immediately following removal of the
ra di oa c t i ve sources.

4.0 A third audit will be conducted within 5 working days after the removal
of the radioactive sources.

5.0 A copy of the audit will be kent in the patient 's Brachytherapy chart in
''

Nuclear Medicine. The original will be sent to the Regional RadioloevI Quality Assurance Coordina tor f or review and qua rt erly summa ry report
t o t he Radia tion S a f a t y Commi t tee.

I
'

.

I.

I
6

4

I
I

. -- - ... - . _. .-.._ -- _ - _ . ._



- - - - - . _ _ - . - . - . . - - - . . - . . - - - - _ -

,

;

PRAC11YTitPT' APY rHART At' BIT CPITER! A;
,

)

CRITEPIA rXrr PT10N9

1. Physician re'e rral document ed on pat tent redical a) None !

chart or consultation request form prior to tx.

f 2. Appropriateness Fnre nn chart completed & signed al None
by Radiation Oncologist prior to written request

,I to Nuclear Medicine for radioactive material

3. Proposed t r.ea tmen t plan Jucumented on "'.equest a) None
'

for Radioictive Materials" sent to Nuclear
Medicine prior to ordering nnterials

J

I 4. Patient diagnosis documented on " Request for a) None
Radioactive Materials" sent to Nuclear Medicine,

prior to ordering of materials

5. " Request f or Radioactive Materials" completed and a ) Eme rgency cases
signed by the Radiation Oncologist sent to Nuclear (48 hr. waived)
Medicine a minimum of 48 hours prior to implant A written & signed state

I indicating the proposed dose, treatment time, # of ment from Radiation
sources to use, total dose required, type of Oncologist explaining t'
sources to be used, implant date, time, and site, nature of the emergency

I surgical hardware needed, and supplier to use. delivered immediately t
Physician written request prior to implant Nuclear Medicine.

6. Radioactive material ordered per Radiation a) NoneI Oncologist written request prior to implant

! 7 Surgical hardware necessary for implant ordered a) None

I per Radiation Oncologist written request prior
to implant.

|g 8 Recelot of radioactive materials and surgical a) None
g hardwa re checked by depa rtment and checked by

Radiation Oncologist 24 hours prior to start
of surgery.

9. Copies of History & Physical, pertinent xray, a) None
scans, lab, and operative report s placed in
chart prior to implant.

10. Copy of Nurse 's Admission History placed in a) None
in chart prior to implantI .

11. Copy of consent signed prior to implant a) None

12. Consent witnessed at time of patient signature a) None

13. ID photo taken prior to implant a) Energency Cases

14. Consult dict ated by Radiation Oncologist within a) flolida"s /9aturds" 't'i

48 hours of Consultation requestad

15. Copy of t ransc ribed consult in chart within 24 a ) H olid a ye, 'S a t u r Aw - t:

Sours of dictation

_ _ _ - - _ . _ _ _ _ __ __ _ _ .. _
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4

| Pace 2

!|.! Continued.
W BRACHYTHERAPY cuART A11DIT CRITTRI A

,

b

CRITEPTA E V CE T'T 10 Ne,

16. Copy of Blood Count of patient prior t o implant a) None|

17 Document ed weight taken of patient prior to implant a) Nnne
"'

| 18. Daily examination af ter implant by Radiation a) Nonej

! p Oncologist documented in Procress Notes
i

19. Daily Progress Notes written af ter implant by the a) None
Radiation Oncologist-

20 Implants donc during normal working hours a) Emercency Cases as>

I (Mon thru Fri. 7: 30Att - 5: 00PM) documented by Radiation
; Oncologist

I 21. T reatment Sumary dictated within 48 hours af ter a) Holidavs / Saturdays /Sunda
removal of radioactive materials

22. Appropriate anatomical landmarks marked on a) NoneIi Simulation films by Radiologist prior to implant
|

| 23. Simulation films reviewed and signed by Radiation .') None ;

Oncologist prior to implai

24 Computer Plan completed. reviewed, marked. stened a) None
and dated by Radiation Oncologist prior to implant

25. Implant Dosimetry Form completed by Radiation a) None
Oncologist prior to implant

26. Source Certification documented by RSO or a ) None
designee prior to implant

I 27. Caution Sticker placed on patient 's chart a ) None

28. Room Survey Documentation form completed at t i me a) NoneI of implant of radioactive sources

29. Nurse Exposure Measurements documented and reviewed a) None
by RSO af ter removal of radioactive sources

30. Nursing inst ructions on ca re of t he patlent a) None
reviewed and signed by RN in patient 's chart

31. llousekeeping instructions posted on pat ient 's dont a ) None

32. Familv 'l ome Care Instructions given to and 3) None ,

discussed with #amily prior to discharge of ot.

I 33. Is prescribed dose and actual delivered dose within

+ nr - 10*. of e a c h ot he r ? 1) None ,

!

I
. . .- _ ___ _ - __
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ST. 'iARY MFMICAl. COTTTP ~ GARY'HOPAUT, I'!D I A N A

BRAC'!YT'lER APY CH AP.T Al'01T 'EVIEW

TYPE OF I M it AhT : mNST'LT AT ION D ATE:
IMitAhi SOILD. D AT E /T IME :

~

PATIEST NAME or ID 8: ACTI'/.L D AT E 'T I ME IMit AST ED:
REMOVAL S CHLO. D AT ED !T I ME :
ACTU AL REMO V AL D AT E /T I N. :

CP,ITERIA
} D AT E jPRIOR DATE CHART I AUDITOR CO MME!!r s

I I mMPLETEnlTO TX. | VERIFIED l INITI ALS
PHYSICIAN REFERRAL i i I I I i 4

S IGNED A PPRO PRI AT ENES S FOR'1 ! t i i i i i

pro lOS ED T RE AT MENT PL AN 6 6 | 1 1 4 I

IT . DIAGNOSIS I i | I t t

ONCOLOGIST WRITT EN ORDERS TO j j
SCHEDULE IMPL Ahi PPOCEDURE I I

I RADIDACTIVE MATERIAL ORDERED
} |

PER ONCOLOGIST WRITTEN REOUEST i i

SURGICAL HARDWARE ORDERED PER | } } }
ONCOLOCIST WRITTEN REOUEST I l I |

RECEl fT OF RADIDACTIVE MAT ERI AL | |

6 HARDWARE C11ECEED BY DEPARTMEhT
PERSONNEL AND BY R AD.ONCOLOGISTI H ISTO RY / PH YS I CAL - ONCOLOCIST I i i i i 4 !

COPIES OF XRAY/ LAB / PATH /Ci/MRI/ j |
NUC.MED /0 PERATIVE REPORTS { l

CO PY OF NURSES ADMISS ION _ HISTORYI I I i l i |

CONSENT SIGNED i I I I I 6 i

CONSE!?r WITNESSED 1 I i I I i 4

I ID PHOTO I 6 I I i i i

CO NSl'LT D I CT AT ED I I I i i I I
~

WNSULT TRANSCRIBED 4 I N CH ART i ! I i 6 | 1

BLOOD W Uhi (PRIOR TO IM PL ANT ) { i I 6 I i i

WEIGHT ( PRIOR TO IMitANT) 1 I i i I I I

DAILY EXAMINATION BY ONmLOGIST I I I { l I t

DAILY PROGRESS NOTES WRITTEN I I I | I i l

I IM PL ANT DURING ROUTINE IURK HRS . ) l i I I i |

REMOVAL DURING ROUTINE tORK HRS. I t I i i i i

TRE ATME!?r SUMMARY I i i 1 | t i

///////////////////////////////////////////////////////////////////////////////////////////I SIM. FILM MARKED BY RADIOLOGIST | i i | | | |

SIMUL ATION FILM REVIEWED I i i t I | t

COMPUTER lt AN REVIEWFD & MARKED I i } l i | iI iMPL ANT DOSIMETRY FORM i i i I I i i
SOURCE CERTIFICATION | | ! I | i 4

SOURCE INVENTORY FORM I I 4 I I ( l

I CAUT IO N ST I CKER F ROM CH ART i i I I 6 I |

ROOM SURVEY DOCUMENT ATION FORv i i I i l 4 i

NURSE EX10SURE MEASUREMENTS i l i i I i 6

NURSING I NST RU CT IO NS -CARE O F FT l i i i i i i

HO US E KEE PI NG I NST RUCT IO NS 6 4 i a 6 I i

F AMIL Y unuE CARE I NST RUCT IO NS 6 t i i 6 i i

l
'

PRESCRIBED DOSE:
! DirFERENCE OF ! 10*-

ACTUAL MSE RECEI VFD:

I
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<- %I W: APPUCABLE TO: NUCLEAR Mf'DICINE
IDI2TTIFICATION PH3Io3RMHS CMCWmD W & n VMeh r=/m 't wn

CROSS REFERENCE: SUPERCEDE 5-

D ATT tSSUED: n/?n/no DATE ErFECTIVE: '/?n/on PACE 1 CF 1

PURPOSENTATEMENT:

Each pa tient treated with Brachytherapy must have an identification
photograph taken for the treatment record. The I.D. photograph will
be used by the Nuclear Medicine Depa rtment only and will be placed
in the pat iont 'n Brachytherapy chart.

PROCEDURE:

1.0 1.D. photographs are taken with a polaroid camera

2.0 full face front view photographs are taken from the shoulder up.

3.0 1.D. photographs MUST be taken prior to implantation of any radioactive
sources into the patient.

4.0 1.D. phot o;t raphs a re to be placed in the patient 's chart in Nuclear

Medicine.

5.0 The photograph is to be used DNLY in the Nuclear Medicine Departeent
for Brachytherapy patients.

I

.

I
I
I .

I
1

I
- - _
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A A TO: hWM WM13fGCIIYTHGPAY FISR*L'4 TION FIU43

Cft|GINATED BY: Ken Vanderhve/Dr. T. Torabi |I - . -

CRCSS REFERENCE: SUPERCEDES:

D ATE ISSUED: ?/po/on DATE CrFECTIVE: 2/20/90 PACE 1 CF 1

PURPOSE /STATTMDfT

Films of Brachytherapy pa tient s should be of sufficient quality to allow the
Radiologist to locate appropriate anatomical landmarks or markers and to allow ,

'

the Radiation Health Physicist to perform the necessary dosimetry required
for the patientI
PRO CEDURE :

I. 1. Padiology department is to be notified prior to patient leaving Recovery
Room to allov suf ficient time t a prepa re room.

'

2. Af t er arrival in Radiology. the patient is to be placed on the table
in the supine position.

3. Two filns ( AP & Lateral) are to be taken with the beam centered in the ares
of the Brachytherapy site as instructed by the Radiation Health Physicist

I 4. Both films are to be taken with the same distance between the intended source
and the f f im.

I 5. I f f or any reason the film nneds adiustment , both films MUST be retaken.
For accurate calculations, a true orthogonal p,ir of films are required.

6. As soon as filem are developed and approved by the Radiologist, have the
patient t ransported to their room immediately.

7. The Radiologist will mark all approntiate anatomical landturks on the original
films.

8 A duplicate copy of the marked films will be made and -kept in the pa tient 's
film folder in Radiology.

'

II

9. T he original films will be reviewed by the Radiation Oncologist and the
Radiation Helath Physicist and stored in t he patient 's folder in the Nuclear

| Medicine depa rtment.

6

.

I
I -

,
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I $O
N APPL.lCABLE TO: * n ym n o vt-m m y

Cs-137 FIEICIE'R APPLICMER PRCCEIX.TtE
- ' ^ ~ ~ ~ ~

ORIGINATID DY von \'n Mo rhvo / Dr . Torahi"'

I CRCSS REFERENCE; SUPERCECES:

O ATE ISSL'ED: 2/20/40 DATE ETTECTIVE: 2/20/90 PACE 1 OF 3

PURPOSE /5TATEMENT:

I o

PRO CEDURE :

1.0 DAY OF I NS F RT 10'1

1.1 The Depa rtment of Nuclear Medicine MUST be not t'ted when the patient
goes to 0.R. and when the patient leaves the Recovery Room.

1. 2 The Radiology departraent MUST be notified with suf ficient time prior
to the patient leaving the Recovery Room to prepare toon.

1.3 The Radiation Oncologist and the Regional 51ealth Physicist or designee
MUST be available as soon as the patient leaves the Recovery Room:

1.4 The Radiation Oncologist and the Regional llealth Physicist or designee
will work together in the Simulating Room an follows:

1.3-1 The Radiation Oncologist will place the ductmy sources in the
applicator, if not previously done in OR.

I 1.3-2 The Radiation Oncologist or Radiation llealth Physicist will
determine the locatinn of the applicator and instruct the
technologist f or placement of t he cent ral beams.

,

1.3-3 After films have been developed and approved by the Radiolocist ,
the Radiologist will mark the AP & Lateral films with the location
of the cerival OS, urinary bladder, and rectum.

1. 3 -4 The Radiation Oncologist will mark point A and B on t he films,
sign, date and time on each film.

1.3-5 The Radiation Oncologist will provide the Regional ticalth
Physicist with the source configuration on FORM A.

1.3-6 The Regional llealth Physicist or designee will do the magni'icatior

1. 31-7 The Regional Health Phvsicist nr desi tnee ML'ST make sure that all

of the dumv sources can he seen on the AP and Lataral f ilms.
.

1. 4 While the natinnt is being transoorted to his room, the Recional Heilt5
Physicist will run the computerized treatment plan.I

__
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I
TITLE Cs-137 Flecther Applicator Procedure POLICY NO; PAGE 2 Of 3i

1.4-1 The Radiation Oncologist with the Radiation Health Ph>sicistI will revies the conput erized treatment plan and make final
*

decisinn on source configuration prior to implanting the
radiation c.ou r c e s .

1.4-2 The Radiation Oncologist will document dosage to be given,
number of hours to remain in the patient, s i en . date and time

I on the computerized t reatment plan prior to the insertion
of the radioactive sources.

1.4-3 The Radiation Oncologist will complete appropriate portinn of
FORM A and give to the Radiation Health Physicist prior ta the
insertion of the radioactive sources.

I 1. 5 The Regional llealth Physicist or designee will perform inventory on
FORM C and will bring the Source Configuration to the patient 's room.

I 1. 6 The Radiation Oncologist will then do the insertion of the sources.

1.7 Following the insertion, the Radiation Oncologist MUST complete
and sign the top portion of FORM A.

1.8 T he Regional llealth Physicist or designee will complete the following:

1.8-1 Nursing instructions FORM D.

1.8-2 Room survey on FORM E.

1.8-3 Nurse 's exposure document - FO RM F .

1. 8 -4 Complete information on appropriate Radiation Warning signs
and post them on patient 's room, bed, and chart.

'

2. 0 DAY OF REMOVAL

2.1 The Radiation Oncologist will remove the radiation sources.

2.2 The Radiation Oncologist will complete and sign the rennining
portion of FORM A.

2.3 The Regional llealth Physicist or designee will:

2. 3-1 Perform final room and patient survey on rO RM r.

2.3-2 Return all sources to storage and perform the source
inventory on FORM C.

2.3-3 Take all documents pertaining to B ra ch yt he rap y Procedure
to the Nuclear Medicina departnent. *

I
q-;

- - _ _ - _ - _ - _ _ - _ -- -- -_ _ -
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TTTLE;Ca-137 Fletcher Applicator Procedure POLICY NO: PAGE 3 CF 3

f 3. 0 Within 48 hours of removal of sources, the Padiation Oncologist WILL
I

| dictate Treatnent Summarv on t he nT l ent . The T reat ment Summary will
W be t ranscribed and placed in the medical record and a copy placed in the

patlent's cha rt in Nuclear Medt-ine. i
'

4.0 All document s, including the simulation films li computerized t reatunt plan, ;
j will be kept in t he na t tent 's Brt.chyt he rapy cha rt in Nuclear Medicine.

|t

I !5.0 A copy of all document s will be made available t o the Radiation Onenlogist
and the Raciona) Radiation Health Physicist. It is their responsthility or
a designated individual assigned to pick up the copies after signing a
receipt documentation form in Nuclear Medic ne.,

,I'

I
I'

: I
|

|

!
'
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I
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L Art enor r HT ALTil 9 Y97P" c ci C Ap y upggp7
Dos turTt y p:n en 9 pi' r n " r h T t'r A7 ur.;7 pt g.;.;3 ;r. ~~

PAT I E !.7 A9

INAMP: ID d: D AT E l ':- PM f)ESIEED DoeE;
~

AM

APPRO X.DATE OUT : t'M TOT AL MR. : AP MAG: L AT . MAG :
. .

Ma hl t ! D AT E o r C AL . W. i' a d Fa. i mci i D AT E n F INVEPT!hN i m- P id En. i nCi
I F h 2 P o rt H -Si 11.4 i 29.1 *i i i

I
"

"" E -51 i 1 1. '. i 24.2 i I i
" E -1i i 1 1. .' i 2H. / i i i
" "

H -3 6 i 1 1. . I 29.2 i i l

1863 Black N -4 i i 16.9 i 44.3 I i i
" " 1.-11 i 16 i 42.7 i i i
" "

O _W ! i 16.9 i 43.1 i i i
" " M-I t i 17.1 i w 3. 6 i i i
" "

iM -9 4 i 11.1 4 4 1. H ~~
i i

1864 White R -It ! 22.3 1 57.0 t i i
" " T -H i 6 22.3 4 56.9 ! ! i

Cs 13 7 F L ET CH E R A P Pl. I r ATo p o "L Y
.-

i
S et Rad /hr x hrs. = Total Dose

f f mgDaEq nCi
1-Point A !r x =

1

I-Point [1 x = d
2

2 !! Ir x = I 3

[1 x = 4

3-Bladder [ ant x =
n

5-
,

Imid x = i 6i

\ ) //[ post 7x =

\)\ \
4-Rectum lant x =

,

[mid x =

ipost x =
',

5<e rvi cal OS x =

A- x =

7- x =
._

....____. ....... ....._____ ______________._.--- . --,.. ___ -- .__.._____--__________ ____ ....
~

I OTHER TYPE OF BRACllii!!ERAPi' SOURCES Source Contiguration
SOURCE NAME

# of
Set Rad /hr x hrs. Total Dose= sources ngRaEq mciIl x__=
2 x =

3 x =
;

I4
x =

i
5 x =

i
'

6 x *
I

7 x =

IHYSICIST SIC?;ATURE: D AT r :
... _____ __.-__.__... ___-..----. .......--_____ ..---... ____ __._______.......... ___... ....

| I CERTIFY TilAT THE ADMINISTE?ED DOSE ACREES WITH THE PRESCRIMED DOSE & THE (DMPUTER T RE \'"F'rI

E PLAN H AS REEN VERIFIED.'

(RAD. ONmLOGIST ) DA

I--....----....--_____---_---_____.-----._______.-_----..,-..._.----_....__TE:___...-__. .......

AM =

D AT E OF REMO V AL : PM 7ELIVE?ED 'OSE: RAD TOT AL HR.
IF DELIVERED DOSE AND DES IRED |OSE APE NOT THE c, AME. l'L E AS E E X PL A I N:I

/ PAD.nvCOLOGIST) tv~

._ ~ - -
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L AFTSPnPE HE ALTH RYSTr4
BP Angiur.R APY KotTCr$ !NYUtrnRY rnpM

P AT I E'fi N AME: RDOM d:

501'R CE S IN STORAGE:

DAT E OF TIME OF } SOURCE ACTIVITY NUMBER OF |
I NVE'fr0 R V INVE!?TO RY j MILLICRAM PADIUM S01'R CE S | 400RCES INVE'TTORIED BY:

! 1 E 0"IL V AL E'TT IN STOR ACE j
-

I I

I
,

5 i NAME:

10 SIGNAUPE:

15

20 l

30
....................................................................................... ..

SOURCES REMOVED FPOM STORACE FOR THERAPY:

DAT E Or { TIME OF SOURCE ACTIVITY | # OF SOURCES SOURCES

REM 3 V AL ) REMO VAL!!1LLICPJL't RADIUM P.EMOVED FROM LEFT IN SOURCES REMOVED BY:
i EOUIL VALE!TT STORACE STOP ACE

5
'

NAME:

10
S IGN ATURE:

15

20

I 30
....................................................................... ..................

SOURCES RETURNED TO STORACE AT COM11 ETION OF THERAPY:

DATE OF TIME OF| SOURCE ACTIVITY l # OF SOURCES TOT AL # OF
RSTURN , RETURN}MILLICRAMRADIUM RETURNED TO SOURCES IN SOURCES RETURNED TO STORACE BY:

) t EOUIL VALEST STO RACE STORAGE

i

5

10

15

20

10

I .................................................................................,.........

.

ARE ALL SOURCES ACCOUNTED FOR ' YES [ l 'O { !

S IG N AT URE

, .- -. . , -
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1. AtTSitoRE ttE ALTil SYSTry

S Cll in BART t'. AR Y

NUPSE EXIOSt'RE uE AStf DEuF':T VEmR'1

I
ATT E ST ION: DO NOT ESTER PATIEhT ROOM '.JIT!!0UT USING A TOCF.ET DOSIMETED,

PRIOR TO ENTERING PATIENT ROOM DOCU"ENT READING ON POCKET DOSIMETER.
AFTER LEAVING PAT I E NT ROO M DO CUME h7 R E AD I NC O N PO C KET IO S I MET E R ,

mR READING mR READING I TIME IN
D AT E NAuE PRIO R Oli ROO4 muutsy g

|

I
I

I I I

i
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I
I I

I I
II
I

I
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4321 fir Street
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si Man uJu G ao
BRACHYTr1EARAPY RADI ATION SURVEY t bn .mJ H 2 t !N

RADIO PFARMACEUTICAL PADIATION SI'RVEY
''

BACKGROUNDPATIENT:
READING: mR/hr. ROOM de

,_

RADIONUCLIDE: SURVEY DATE OFACTI VITY: .tci METER: CAL IB. :
am

DATE IN: TIME: pm DATE OUT TIME:
am
pm

JOI?trS SURVEYED EXPOSURE RATE

A. Pr. BEDSIDE mR/hr
1PS mR/hr

ROOM:B. 3 FT. FROM Pr. BS mR/hr

C. 6 FT. FPDM Pr. mR/hr HALL

D. AT THE IDOR mR/hr

ROOME. IN 00RRIDOR mR/hr

ARE
OTHER ROOMS AROUND Pr. PDOM SAFE. REMARFS

I ARE PCT

SURVEYOR:

DATE OF SURVEY:
RSO SIGNATURE:---__ _ _- _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ , _ _ _ _ _ _ _ _ _ _ _ .

FINAL RADIATION SURVEY DATE & TIME: SURVEYOR:

ROOM: mR/hr PATIENrt mR/hr RSO SIGNATURE:I ___ _ _ _ _ _ _ - .__ _____ _ __ _ . _ _ _ _ _ _ _ _ _ ___

RADI0PH ARMACEUTICAL PATIENTS ONLY:
. _ _ _ _ .

DATE TIME READING AT 3 FEET ESTIMATED ACTIVITY

mR/hr mci

mR/hr_

mci

mR/hr mci

mR/hr
__ mci

FINAL RADI ATION SURVEY: FLOOP6 WALLS SINK TOILET BEDI .

FRONE DOORS TABLES TV

ALL ARE DECONTAMINATED: YES NO ROOM IS RELEASED: YES ?D

SURVEY METER USED: YES !D %'I :s * NT METHOD USED: YES "O
E .i nEETH wN!sTRY of Tad

a tr n n AMntAl03 sy 1tts < HRisl,

- * ~ ,
t' A Q u t''

,
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| A St. Mary Medical Center

I 'C-

' INIICTION CC"TIVOL PRCCLT;GEg APPL! CABLE TO: Nt m iR MEDICINE
DLVING IR;Cip2 IHDMPY PROCEDt.VES~

I CRlCIN ATED BY. Ven Vanderhve/Dr. T. Torabi

CECSS REFERENCE: SUrERCECES.

D ATE !SSUED: 2/20/no DATE EFFECDVE: 2/20/00 PACE 1 CF 2

PURPOSE!STNTEMEND

To ensure adherence to the use of appropriate barrier protection methods to
prevent exposure to or transmission of infections and/or diseases to personnel
involved in providing Brachytherapy to patients.

I
PRO CEDURE:

1. In accordance with hospital policy, l'n i v e r s a l Precautions will be
followed by all personnel f or ex posure to all body #1uids which
represent a potential source for infections.

2. Body fluids to which st rict "niversal Precautions apply:

I a. Blood f. Synovial Fluid
b. Fluids wit h visible blood g. Pleural Fluid
c. S emen h. Paritonea l Fluid
d. Vaginal Secretions 1. Paricardial FluidI e. CerStospinal Fluid j. Amniotic Fluid

3. The use of protective barriers will be emploved to reduce the risk nf ox posur

I to blood, body fluids containing visible blood, and other fluids to
which universal precautions appiv.

a. Sterile gloves shall be worn for procedures involving contact witnI normally sterile areas of tha body.

b. Non sterile gloves shall be worn for proceduros involving contact withI blood, body fluids, mucous membranes, or non-intact skin of all patients.
This includes:

1. Perfctming wound or decubitus care, dressin't chances, all suctioninc,
nasocestric tubes, providinc ora l or pe ri nea l carn.

11. Handlint items or surfaces sniled with blood or body fluids, such asI coiled linen and cleaninc un cpills.

Ill. Nrforming veninuncture ,r , thor vascular access procedures.

'V. Inser* inn or romva l of annlicar vs into n .a t i e n t ' s bndv cavitiA r w
Rrachvthernov proceduros.

I
I

-
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I
'

;

INFECTION CONTROL PRCCEDURES
TIT!.E: DLHING PRAOfYTHERAPY PROCEDL'RES POLICY NO: PAGE 2 CF 2

4 Gloves should he removod and discarded a#ter contact with each patient.
fluid, item or surface.

I a. llands should be washed hefore gloving and immediately af ter n, loves arn
removed. llands and other skin sur'acas should bn washed immediat ely
if contaminated with blood and other hody 'luids.

b A now not of clovns chould he used for con t a ct with nach person.

c. If a glove is torn or punctured it should be removed. hands washed.
and a new set of gloves applied.

5. a. Additional appropriate barrier precautions (such as masks. protactive

I eye coversi a re to be worn during procedures that are likely to
renerate droplets of blood or other body 'luids to prevent ex posu re
of the mucous membrancs of the nouth, nose, and eyes.

h. Cowns should be worn during the procedurn if it is likely to generate
splashns of blood or other body fluids.

I

I
:
!

I
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I
I
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I
ji St. Mary Medical Center

__

NO:I
Sl'RVEYS OF PjoIATION EOL'HCS

OntCtN ATED BY- mn vu+rhvo/Dr. T. Torabi

I CRCSS REFERENCE. SLTERCECES-

D ATT ISSUED: DATE ETTECTIVE: PACE 1 OF 1

PURPOSE /5TATEMENT:

I
All areas where radiation snurces are used will be surveyed to onsure that persnnnel

will not ex ceed M Pn li ciit . Tn ensur" that radiatinn levels due tn the use of these
sources are below regulatory limits in the surroundine a reas.

I PP.O E N1PE-

1.0 ror each use of brachytherapv of radinoharmaceutical sourca of radiatinn
in the catient's ronm, the Phvsicist MUST survev the room and completeI the applicable survey form.

2.0 The Physicist will review collected data and issue nortinent instructions

I to the Nursing personnel for radiat ion nrot ection for themselves and
visitors.

3.0 All surveys will be kept on permanent 't!e in the Physicist's office.

4.0 The Physicist will review the survays annually to verify that conditions
such as vnrkload , occupancy of surrounding areas and f acility layouts araI still applicable.

5.0 I f any of t he conditions are nn longer applicable, a resurvey must be
conducted.

.

I

.

I
'I
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g A St. Mary Medical Center
no.

N'
APPL! CABLE TO: *3 ri r>R Mmirn.T

CALIUPATION OF SIXID FOLTsCI S
OntCIN ATED BY. Ken Vanderhve/Dr. T. Torabi

CEC 55 REFERENCE: SUPERCECES:

D A TE ISSUED: DATE EFFECEVE: PACE 1 CF 1

PURPOSE / STATEMENT:

To assure that calibrated sources are available f or int racavitary applications.

PROCEDURE:

1.0 The Physicist shall obtain for each radiation source in permanent inventory
a nanuf acturer salibration certificate and the date of the ca l i b r a t i on .

2.0 All radiation sources should be decayed to the date of the insertion or
to + 3* nf t he actual value.

3.0 An inventory list shall be kept of all radiation sources on site. This
list is to be kept in the Physicist's office.

4.0 Calibration is completed when sealed sources are used.
e.g. - Any implant patlent

I
I
I

.

O

I 4

I
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g A St. Mary Medical Center
%

i

ME APPL! CABLE TO: ::trLinR NIEDICI!!E |sIO!tAGE,1NVE'TIORY, WIPE TEETS OF SOURCES
1

CRICIN AT'ED DY Ken Vancierhve/Dr. T. Torabi '

CROSS REFERENCE: SLTERCEDES-

D ATE ISSUED: DATE ETTECTIVE: PACE I CF 1I
PURPOSEATATEMENT:

Storage, inventnry and wipe tests shall be dono f or all brachyt herapyI sources maintained within the hospital in accordance with U9 *!R C
Rules and "eculations.

PRO CEDt!RE:

1.0 The brachytherany sources, unnn receipt, will be assayed in a doseI calibrator to insure that each source has the activity cortified
by the supplier.

2.0 The sources will be stored in a secured room with su'ficiant lead shielding
to insure that the radi a t i on levels frnm the sourens will be as r ar
beinw 2mR/hr as possible in the unrest ricted a raan. The storage containers
must be locked or stored in a locked cabinet when not in use.

3.0 Quarterly the sources are to be inventorted by the Radiation Safety Officer
or designee. The inventnry count shall be recorded on approved form, cross
checked against previous inventory count to ensure all sources are present.
Records will be kent on file by tha Radiation Sa fety O f ficer.

4.0 An inventory of the sources when removed from storage area for theranv
and returned t o ctorate a rea at the connietion of the theracy will be
niintained. (See at tached invent nry f orm)

5. 0 The snurces will be wipa tested at intervals raquired hv t he 'RC Pules
and Regulations. The wipe sources will be wipe tested by the Radiation
Saf tey O f ficer or his desinnee. If a designee does the wipe testing all
results will be reviewed and signed by the RSO.

.

I
.

I 4

.



_ - -- - _ _ -- _ - - - _ - - - _. _ --

| A St. Mary Medical Center

I sg.

md
APPL! CABLE TO: !a1CLEM MEDICI!!E

SOLHCE USAGE ILG
CRICIN ATED BY: Von \%nciorhve/Dr. T. Torabi

CROSS REFERENCE: SUPERCECES:

DATE !!$UED: DATE ETTECTIVE: PACE 1 CF 1

PURPOSESTATEMENT:
To maintain accountability f or Brachytherapy sources, a tJsage tog is to be maintaineeI
PRO CEDl'RE:

1.0 Whenever t here is removal of B ra chy t he ra pv sources from the storage sa'e,
the a pproved SOURCE PS ACF LOC MUST ha filled out and maintained by the
Physicist or designee.

2.0 Record the number and type of sources in the sfae and the date of removal
for the procedure.

"1. 0 Record the number and type of sources removed f rom the storage saf e and
the date of removal for the procedure.

4.0 Record the number and type of sources in the storage safe a'ter the
procedure is completed. whether all unused sources have been returned and
the date of return.

5.0 Record the number and type of sources removed from the patient and returned
to the storace rsa e and the date removad.

6.0 Record total number and type of sources in the storage safe. This number
should match the recorded number and type of sources prior to removal for
the procedure, except for the permanent implants such as 1-125.

7. 0 Records are to be kept by tha storace safe for 'uture use.

I:
l
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| A St. Mary Medical Center
_

ie
APPLICABLE TO: 'ScinR MmICISTE

Pf20NNEL RADIATION MOONITORING -

CRICIN ATED BY: Ken Vanderhve/Dr. T. Torabi

CROSS REFERENCE: SUPERCEDES:
.

D ATE ISSUED: DATE EFFECTIVE: PACE 1 CF 1

PURPOSE / STATEMENT:

I Radiation monitoring badges must be worn hv all staff personnel who work in

radiation areas in order to maintain records of radiation dosaces received
by t he individual personnel.

I
PRO CEDURE:

1.0 All individuals who are occupationally exposed to i. inizing photon
radiation nn a regular basis will be issued a whole body film monitor
that will be processed by a cont ract service on a monthly basis.

2.0 All individuals who, on a regular basis , handle radioactive material
that emitt lonizing photons will be issued a TLD fincer monitor that
will be processed by a contract service on a montnl y basis.

3.0 All individuals who a re occupationally ex posed to radiation on an
occassional basis, such as nursos caring for radiopharmaceutical
therapy patients, will be issued either a whole body film monitor
or a pocket lonizing chamber.

4.0 The P30 will promptly review all exposure reports to look for workers
or groups of workers whose ex po su r e is unexpectantly hich or low.

5.0 Any abnormal readings will be brought to the attention of the Regional
Director of Nuclear Madicine and the Medical Director of Nuclear
Medicine for appropriate measures t o be taken.

6.0 Other individuals who are exposed to radiation on an occassional basis
such as security personnel, housekeeping personnel. secretarial personnel
and nurses who occassionally care f or patient s who have received
diagnostic dosages will not normally be issued exposure monitors.

i I .

I
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g ji St. Mary Medical Center
NO:

N'
APPt.lCABLE TO: *:1tri FAR MFDICI?!E

CALIPPATION OF SUR\D' 1NSTRDil2TTS ,

ORICIN ATED BY: Ken \%nderhve/ Dr. T. Torabi

CRCSS REFERENCE: SUPERCECES:

O A TE ISSUED: DATE ErFECTIVE: PACE 1 CF 1

PURPOSE /5TATEMENT:

I PRO CEDD4E :

1.0 METHODS, TD.F0f f ENCY AND ST A!!D ARDS

1.1 The calibration and repair o' survev instrunnnts will be performed.

annually by the Radia t ion Sa f etv O f ficer & "ecional Health Physicist ,
or t he ilealth Physics Consultant.

1. 2 The model procedure f or callibrating survey instrumonts published

I in Appendex R in ?!RC Regulatory Guidn 10.8, Revision 2, August, 1987
wi11 be followod.

1.3 Cs-137 or Ra-133 ref erence standards will be used as check sourcesI on the instrument prior to uso and af ter bat terv changing or service.
I f a reading with the same category is not within + 20% of the
desired reading a f ter the ca l i b ra t i on , the instrument will be

,

recalibrated.

1.4 If the survey meter in calibrated by an outside llealth Physics
Consulting Service, the DAdiation Saf ety O f ficer will review all
results to make sure they agree with established calibration
criteria.

I
I

I -
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I
| ji St. Mary Medical Center

$O
TTTLE: APPLICABLE 10: NICIAR MEDICI!!E

LI'.E TEM
OftlCINATED BY: Ken Vmdt'rh'm/Dr. T. Torabi

CRCSS REFIRENCE: SUPERCECES:

DATE ISSUED: DATE EFFECTIVE: PACE 1 OF 1

PURPOSE 15TATEMENT:

I PRO CEDURE :

1.0 The scaled sources are required to be wipe t es t ed by NRC R egula t i ons.

2. 0 The sealed sources will be wipe tested at semi annual intervals by the
Dadiation Saf ety O f ficer, a Nuclear Medicine Technologist designated byI the RSO, or a llealth Physics Consultant.

3.0 The result s will be reviewed by the Radiation Safety O f ficer and kept
ava ilable f or ins pection.

I

I
I

.
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I
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| A St. Mary Medical Center
MI A A TO: m mR wmSAFE IUWDLI' '] OF FMIDACTIVE MTERI ALS

CRICIN ATED DY. Men Vanderhve/Dr. T. Torabi '

I 1

CF. CSS REFERENCE; SUPERCECES: |

D ATE !SSUED: DATE ErVECTWE: PACE 1 CF 1

PURPOSE! STATEMENT:

I o

PRO CF. DURE

i.0 Wear a laboratory coat or other protective cinthing at all timesI 'in areas where radioa ct ive n:aterials are used.

2.0 Wear disposable gloves while handling radioactive materials.

I 3. 0 Monitor hands and clothing if contamination is susoncted after handling
rad ioa ct ive ma t e rials.

4.0 ALWAYS use syringe shields f or routine preparation of the patient doses
and administration to the patient, except in circumstances such as
pediat ric cases when their use would compromise the pa t ient 's well -be i ng .
In these exceptional cases, use other protect 1"e methods such as remota
delivery of the dose (e.g. through use of a b .rfly valve.)

I 5. 0 Do NOT eat , drink, smoke or apply ensmetics in any area where radioactive
mterial is stored or used.

Do'OT store f ood , drink or personal e f f ects with radioactive materials.

6. 0 Assay each patient dose in the dose calibra tor prior to administ ration.
Do 'OT use any doses that differ from the prescribed dose by more than 1 0 *, .

I For therapeutic doses, also check the oa tient 's na me , the radionuclide, the
chemical form, and the activity vs. the order written by the physician
who will perform the procedure.

7.0 Wear personnel monitoring devices ( film badge or TLD ) at all times whilo
I in areas where radioactive matetals are used or' stored. These devices
| should be worn at chest or waist level. Personnel monitoring devices,

when not being worn t o monit nr occupational ex posures , should be stnrad
in a designated, low background area.

|
| 8.0 Wear TLD finger hadges during elution of cenerator and prepa ration iuav

and fniect ion of radiopha rma ceut ica l s.

I .

I

|I
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Lakeshore Health S stem !
'1 P ST. MARY MED. CENTER CAHY/110BART l

A D MINISTR ATIV E GUIDELINE so;

I TITLE. R A D I A l l O N SAFEIY Pff0CEDURES F 0 ft Nuclear Med, personnel
IMPLANT ). TilERAPEUTIC USE OF Cs- APPLICABLE TO.
137 7. OTHER liH AcilYTiiER ApY SOURCES Ken VanderhyeORIGINATED BY:

CROSS REFERENCE: SUPERCEDES

DATE 155tfED. G/6/89 DATE EFFECT1VE: B/6/H9 PAGE I OF 1

PURPOSE / STATEMENT:

To i n f o r to Nuclear Medicine personnel in the safe handling and use of Cs-I 137 sources and other Brachytherapy sources for implants.
1.0 IMPLANT PROCEDURE

1.1 The licensed phystetun will perforra the implants, with the
assistance o f t he radiation phyuteist und technologist if
necessary.

1.3 A record will be maintained of t he number of sources implanted
and the number of sources not used. Whenever possible, dummyI sources should be used in the practice with new applientors,
or to determine proper positioning.

I 1.3 All personnel involved will be provided with pocket dosimeters
or film badges.

1.4 X-rays should be taken as soon as practicable to determine
sources are placed properly and accounted for.

1.5 Upon completion of the implant procedure, and af ter the

I patient has been transferred from the operating room, the room
und any containers used (such as containers used in the
suction, irrigation, etc.) will be carefully surveyed with a
low-level G.M. survey meter.I

Reference

"The Radioactive Patient," Earl Vnn Rosenbeek.

I
[14 J||14 h J f',

| Earl J. Mason, M.D., Ph.D. '.. n Vanderhye " -

i Medical Dir. Nuclear Medicine Regional Dir. Nuclear Medicine

.
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Lakeshore Health SystemSP ST. MARY MED. CENTPR GARY /HOBART

, _ A DMINISTR A TIV E G UID E LIN E so

I TlT1.E; P ROC E D U H E S IN CASE OF EMERGENCY Nuclear Med. PersonnelSURGEHY OR DEATH OF PATIENT APPUCABLE 0:4

TREATED WITH THERAPEUTIC RADIO- ORJCINATED BY: Ken Vanderhye
acii E .maiEiti4EI v

CROSS REFERENCE: SUPERCEDES:

D ATE ISSUED- r, f n g DATE EFFECT1VE:
i

r, f q q PACE 3 0F |i

PURPOSE / STATEMENT:

1.0 PROCEDURE

1.1 Death of Patient:

I 1.1-1 Notify Hadiation Safety Officer. Phone number is at
nursing station and in chart.

I 1.1-2 Do not release body until Radiation Safety Officer
evaluates the radiation hazards associated with
handling of the body. An Instruction sheet will be
inaued to either the Funeral Director or to theI hospital personnel required to perform work on the
patient.

I'. 1.2 Emergency Surgery:

1.2-1 Notify Hadiation Safety Officer. Phone number is at
nursing station and in chart.

1.2-2 An instruction sheet will be issued which will give
information concerning the handling of the patient and
the preparation of the surgical area.

I
E c vano LALLAn^ % rl J. Mason, M .' D . t h . D . Ken Vanderbye

'

I Medical Dir. Nuclear Medicine Regional Dir. Nuclear Medicine

I -
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Lakeshore Health Syster]f ST. MARY MED. CENTER GARY /HOBART

A DMINISTR ATIV E G UID E LIN E yo,

I TITLE: FUNERAL DIRECTOR INSTRUCTIONS F0 1 Nuclear Med. Personnel
RANDLING A RADIOACTIVE CADAVER APPLICABLE TO:

Ken VanderbyeORJGINATED BY:

CROSS REFERENCE: SUPERCEDES.
_.

DATE ISSUED 5/31/89 DATE EFFK7WE: 5/31/89 PAGE 1 OF

PURPOSE / STATEMENT:

To avoid radiorctive contamination of funeral home personnel.I
NAME OF DECEASED: DATE DIED:

RADIOACTIVE MATERIAL: ACTIVITY: MILLICURIE:

MAXIMUM DOSE RATE (measured on body surface): mR/hr
INSTRUMENT USED:

PRECAUTIONS FOR STAND ARD EMti ALMING PROCEDURES

1) Weer rubber gloves.

2) Wear rubber or plestic apron.

3) Do n t. splash body fluids.

4) Wach all instruments after using.
5) Other instructions:

,This body measures LESS than 30 sci in the body.
No further precautions are required if standard
embalming procedures are used.

This body measures MORE than 30 mci in the body andI more than 5 mR/hr at 1 meter. Embalming must be
done in hospital.

I
I C

" ". Mason,*PEarl J M.D., Ph.D. .4 Y M'I n Vanderhye
Medical Dir. Nuclear Medicine Regional Dir. Nuclear Medicine

W'
_
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NO:
i a 6 t.E:I APPUCABLE TO: NUCLEAR MEDICINEREPORTING OF MISADMINISTRATION

ORIGINATED DY: KEN VANDERilYE/DR. T. TORABI

CROSS REFERENCE: SUPERCEDES:
'

DATE ISSUED: 3/13/90 DATE EFFECTIVE: 3/13/90 PACE 1 OF I
PURPOSE / STATEMENT:

I
To ensure compliance with the regulations of the Nuclear Regulatory CommissionI : concerning misadministratian of radioactive sources to a patient.

!

PRO CEDURE:

i 1.0 Immediately af ter each explant of radioactive sources, the actual
deliveted dose and the prescribed dose will be compared.,

!
j 2. 0 If the the two numbers are s.ot the same, calculate the difference
I between them.I i

| 3.0 Divide the prescribed dose by 10%
|
; 4.0 If there is a - 10% dif ference between the prescribed dose and the

actual delivered dose, check patient 's cha rt for documentation from
Radiation Oncologist for reason for change from the prescribed dose.

5. 0 If no reason for change in prescribed dose has been documented by the.

'

Radiation Oncologist and a misadministration appears to have occured,
notily the Radiation Safety O f ficer immediately.I 6. 0 Peer Review will be done on' each Brachytherapy case at its conclusion.
Upon review of the peer review report, if any type of misadministratien

I in accordance with 10 CFR Part 35 of the MRC Rules and Regulations
has been noted, it is the responsibility of the Q.A. Coordinator or
designee to report such to the Radiation Safety Officer.

7. 0j It will be' the responsibility of the Radiation Safety Of ficer to
notify the NRC according to regulations if a misadministration has

occured. It will also be the responsibility of the Radiution SafetyI Officer to report the event to the appropriate hospital administration
and Medical Staf f.

I ,

I .

I
I -

- -- -
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CODE BLUE PROCEDURE FOR RADIOACTIVE APPL.lCABl.E TO: mmLFAR MEDICINE / NURSING
IMPLANT PATIENTS _

ORIGINATED BY: DR. T. TORABl/A. NALE

CROSS REFERENCE: SUPERCECES:I DATE ISSUED: DATE EPFECTIVE: PAGE 1 OF 2

PURPOSE / STATEMENT:

This policy has been established to ensure that good quality care is maintained
for radioactive implant patients in the event of a radioactive patient should haveI a Cardiac or Respiratory Arrest. The approved hospital Code Blue Procedure in to
be followed with the addition of the following procedures.

I ETO CEDURE:

1.0 in the event the Code Blue Procedure is activated on a radioactiveI patient the designated aarsing staf f employee will take to the patient 's
room the 10 pocket dosimeters and the charging unit located in the Code
Blue narcotics box.

2. 0 At the same time another designated individual will notify immediately the
Radiation Oncologist. The Radiation Oncologist will remain on the phone

I to provide information or instructions, if necessary, to the responding
physician. The Radiation Safety Officer will also be notified immediately.

3. 0 At the time the Nursing Instructions are charted for an implant patient,I the specific amount of time each person will be allowed to spend in the
room during a Code Blue be will recorded by the Radiation Saf ety Of ficer.

I, 4. 0 Periodic inspections of the pocket dosimeters will be performed by the
Radiation Safety Of ficer or his designee to ensure the dosimeters are
zerced out. It will be the responsibility of the Head Nurse (S upe rvi sing

I Nurse) to zero out all of the pocket dosimeters prior to distributing
for use.

5. 0 Pregnant employees may NOT enter the radioactive patient 's room to assist
during the Code Blue.

6. 0 Each person entering the patient 's room in response to the Code Blue, willI be given a pocket dosimeter, which has been zeroed out, to wear during
the time spent in the patient 's room.

7. 0 AtI the end of each employee 's allowed time in the room, the designated
nursing employee will record the exployees name and their final dosimeter
reading on the approved form prior to issuing tho dosimeter to the employee
who is assuming the responsibilities of the firr e employee.I i.e, When the first Respiratory Therapy Teca. leaves the room their name.

and final dosimeter reading is recorded; the name of the second Respiratory
.

I f Therapy Tech. is recorded and the final reading of the previous Tech.
; becomes their beginning reading. The dosiueter is then given to the
i replacement Tech. and he then may ent er the room.
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TITL,. CODE BLUE PROCEDURE FOR RADIDACTIVE POLICT, NO: PAGE 2 OF 3a IMPLANT PATIENTS

8. 0 After the Code Blue has ended, all final dosimeter readings are to be
recorded next to the appropriate anpinyre'a name and all pocket dosimeters
are to be zerocd out.

I ~

9. 0 If the Code Blue should occur on the midnight shift when there is minimum
staff and there may not be a replacement for each staf f member involved

I in the procedure, the person may remain in the room for a maximum of
hours or mR.

10.0 If during the course of providing nursing care to the implarit patient, the
nurse notice, a change in the patienL 's condition which might re su lt in a
possible cardiac or respiratory a rrest, the Radiation Oncologist is to beI notified immediately to evaluate the oatient.

I
I

I
I
I

RADIATION SAFETY COMMITTEE CHAILMAN RADIATION S AFETY OFFICER

I
I

CHAIRMAN - CODE BLUE COMMITTEE

I .

I
.

- -.

tM~
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I
NURSING INSTRUCTIONS FOR PATIENTS

I WITH IMPLANTS OF BRACHYTHERAPY SOURCES

PATIENT NAME: RM. #: DATE:

ALTIVITY: TIME OF IMPL ANI: AM / PM
DATE OF EXPLANT: TIME OF E XPL ANT : AM / PM

BASIC RULES TO FOLLOW:

VISITORS: Visitors should sit at least feet from the patient for no more
'

than hours per day unless Special Permit is issued.
TIME: Every ef fort should be made by Nursing Staff to spend the least possible

amount of time in the patient 's room during the course of implant treatment.

DISTANCE: When NOT gi.ving direct care, keep distance of a least 3 feet from the patient

SPECIAL INSTRUCTIONS:

1. Patient must remain in his room at all times. The entrance to the room must have| a " CAUTION - RADIATION AREA" sign posted in such a manner that anyone entering
| 5 the room would immediately notice the CAUTION sign.
|

|
2. Pregnant or under 18 years of age employees should NOT be assigned to the personal

|
. care of the implant patient. NO PREGNANT EMPLOYEE SHOULD CARE FOR THE IMPLAhT

PATIEhT. '

I 3. Nurses MUST wear a pocket dosimeter or film badge while in the room at all tie :s.
One of the dosimeters will be assigned to each Nurse on the shif t who will be

,

responsible for the patient 's care. Instructions for pocket dosimeters are printed
on the top of the Nurse 's exposure report.

4 .-
At change of shif t or if another Nurse is assigned to this patient, the responsibility

I of reporting ALL INSTRUCTIONS pertaining to this patient shall be that of the
previous Nurse which has bern caring for this patient or the Nursing Supervisor of
the Unit.

A HE ALTH VINISTP.Y OF THE
i'OM HANDatA!C.s OF JE5LS CHRIST

.
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Page 2 - NURSING INSTRUCT!0t' FOR IMPLAhT PATIESTS.

5. Floor and trash CANNOT be cleaned by Housekeeping personnel until the patient is
discharged or if the items have been approved by the Radiation Oncologist or the
Radiation Saf ety O f ficer (RS0) or his disignee.

6. If the implant instrument or source (s) have become disicd:;ed, use the long forceps
and place in the lead container. The container ar.d the forceps are lef t in the
patient 's room during the course of the implant.

DiMEDIATELY tOTIFY: The Attending Physician, the Radiation Oncologist, and the j
Radiation Saf ety Officer (RS0) or his designee. '

7. Se rical dressings and bandages used to cover the area of the implant may NOT be
ci m.rded until they have been surveyed with a survey neter by the Radiatien Saf ety

1Officer (RS0) or his designee. Also all utansils and other such items MUST be checked i

with a survey meter to ensure that no radioactive source has been inadvertently
displaced into them.

8. Visitors will be limited to those 18 years of age or older unless other instructions
are noted on the patient 's chart, to PREGNAVI VISITORS ARE ALLOWED.

IMPORTANT NOTICE: FOLLOW # 9 thru # 11 FOR ALL GYNECOLOGICAL IMPLAhT PATIENTS

9. Perineal care is TOT given during gynecological treatment. The perineal pad MAY be
changed when necessary unless orders to the contrary have been written on the chart.

10. Bed bathe given by the Nurse should be OMITTED while the radioactive sources are in
place.

11. OTHER:

I
12. CHANGES IN PATIENT CONDITION:

At any time should the patient 's condition change or deteriorate, especially the
onset of a possible Cardiac Arrest or Respiratory Distress, IMMEDIATELY CALL:

ATTENDING PHYSICIAN, RADIATION ONCOLOGIST, and follow the established hospital

I Code Blue Procedue.

13. DISCHARGE OR TRANSFER OF AN IMPLANT PATIENT:I Before the patient is discharged or transferred to another room or Unit PLEASE
FOLLOW THESE INSTRUCTIONS:

A. Confirm Discharge or Transfer with the Attending Physician and the Padiation
Oncologist.

B. Notify the Radiation Safety O fficer (RS0 ).
,

C. Do NOT assign the room to another patient until the Radiation saf ety O f ficer (RSO
has surveyed and officially released the room.

I
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PROCE. - 1ES IN CASE Of EMERGENCY SURGERY OR DEATil
0F A PATIENT TREATED WITH RADI0 ACTIVE MATERIAL

14. DE/.TH OF A PATIENT:

I Immediately notify the Radiation Safety Officer or designee.A.

Phone number is at Nursing stctica and in patict.t 's chart. , p19; '.1|i b.tJ ' GM WW -C ly- G U W *MI E. Do IDT release the body;until the Radiation Saf ety Officer or designee
evaluates the radiation hazards associated with the handling of the body.

C. An Instruction Sheet will be issued to either the Funeral Director or
the hospitr.1 persennel required to perfom work on the patient by theRadiation Safety Officer or designee.

15. EMERGENCY SURGERY:

A. Notify the Radiation Safety Officer or designee.
Phone number is at the Nursing station and in the patient 's chart.

B. An Instruction Sheet will be issued providing information concerning
the handling of the patient and the preparation of the Surgical area.

I
. I RADIATION ONCOLOGIST:

PRONE #:
_

RADIATION SAFETY OFFICER:

PRONE #:

I -

I
A LEALTH silNSTR Y OF THE
FOOR HANDMAlfM OF IEtt N CHPlF
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e . # NURSING CHECK LIST FOR IMPL ANT PATIENTS

S CH SMMC-CARY SMMC HO RART

ROOM #:I PATIEhi NAME:

1. Nurse 's Ex posure Sheet ("osted on door of patient 's room)

I 2. Nursing Instructions on the patient 's chart
_

3. Completed Room Survey Form on the patient 's chart

4. Completed Dosir'et ry Form en the patient 's chart

= 5. CAUTION SIGN posted on door of patient 's room

6. CAUTION SICN on patient 's cha rt

7. CAUTION SIGN en foot of patient 's bed
_

8. Source Inventory Form on patient 's chart

9. Pocket Dosimeters

10. Forceps in patient 's room

11. Survey Meter in patient 's room

12. Radiation Lead Safe and Cart

13. Others:I
ALL ITEMS CHECKED ARE PRESENT:

~

RADIATION ONCOLOGIST , MD DATE/ TIME

I
RADIATION S AFETY OFFICER DATE / TIME

I
_

NURSING UNIT SUPERVISOR DATE / TIME

I
I

3/90

I .

I
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ST. CATHERINE HOS PITAL SMMC CARY SMMC-HO B ART

Ext. 7319 Ext. 8295 Ext. 6280

NURSING INSTRUCTIONS FOR PATIENTS

WITH IMPLAh7S OF
RADI0 PHARMACEUTICAL SOURCES

PATIEhT NAME: RM. #: DATE:

ACTIVITY:
TIME OF IMPL AST: AM / PMI

BASIC RULES TO FOLLOW:

I VISITORS: Visitors should sit at least feet f rom the patient for no morethan hours per day unless Special Permit is issued.

I TIME: Every effort should be made by Nursing Staff to spend the least possible
of time in the patient 's room during the course of implantamount

treatment.

DISTANCE: When !OT giving direct care, keep distance of a least 3 feet from the patient

SPECIAL INSTRUCIIONS:

_ l. Radioactive patients are to be confined to their rooms except for special medicalor nursing purposes.

2.
NO nurse, visitor or attendant who is pregnant or under the age of 18 years, will
be permitted in the room of a patient who has receiveed a therapeutic amount of
radioactivity until the patient no longer presents a radiation hazard. Female
visitors SHOULD be asked if they are pregnant.

3.
Attending personnel MUST wear rubber or disposable plastic gloves when handling urinalbedpans,I emesis basins or other containers having any material obtained from the
body of the patient. The gloves MUST be lef t in the patient 's room in the designated
waste container. These gloves need not be sterile or surgical in type.

I 4
Disposable items SHOULD be used in the care of these patients whenever possible.
These items SHOULD be placed in the designated waste container. Contact Nuclear
Medicine Department for proper disposal of the contents of the designated waste
container.

.

5.
All clothing and bed linens used by the patient SHOULD be placed in the laundrybag provided and leftI Of ficer (RS0 ) or designee.in the patient 's room to be checked by the Radiation Safety
A HEALTH MINISTRY OF THE
POOR H.\NDM.\lDS OF JESUS CHRISTI
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Pa g e 2 - NURS ING INSTRUCTION FOR RADI0 PHARMACEUTICAL PAT'ENTS.

I 6. All non-disposable items SHOULD be placed in a plastic bag and lef t in the pa tient 's
room to be checked by the Radiation Safety Of ficer (RS0 ) or designee.

7. The patient will be instructed to void in the toilet and flush the toilet at lesst
3 times after use. If the patient is bedridden a separare urinal or bedpan

snoulu be provided. The urinal or bedpan should be flusbed several times with hot
soapy water after each use.

8. If the Nurse helps to collect the excretia, she SHOULD wear disposable gloves.
Af terwards, she SHGULD wash her hands with the gloves on and again when the gloves
are removed. The gloves SHOULD be placed in the designated waste container.

9. . Dispesacie plates, cups. and eating utensils WILL be used by patients who are
treated with Iodine.-131.

10. Vomitting within 24 hours af ter oral administration. urinary incontinence, or

I excessive sweating within the first 48 hours may result in contamination of the
linens and/or floor.

In any such situations, or if radioactive urine and/or feces is spilled during
collection, call the Radiation Saf ety Of ficer or designee IMMEDI ATELY.
Meanwhile, handle all contaminated material with disposable gloves and avoid
spreading contamination.

11. All vomitus MUST be kept in the patient 's room for disposal by the Nuclear Medicine
department. Feces need NOT be routinely saved, unless ordered on the patient 's
chart. The same toilet SHOULD be used by the patient at all times and it SHOULD
be well flushed.

12. Utmost precautions MUST be taken to see that no urine or vomitus is spilled on theI floor or the bed. If any part of the patient 's room is suspected to be contaminated,
'

notify the Radiation Safety Officer or designee IMMEDIATELY.

13. If a Nurse , attendant, or anyone else knows or suspects that his skin or clothing
(inclugind shoes ) has been contaminated, notify the Radiation Safety Of ficer or
his designee IMMEDIATELY. The person SHOULD remain in the patient 's room and NOT
walk around the hospital. If the hands SHOULD become contaminated, wash IMMEDIATELY
with soap and hot water.

14. At change of shift or if another Nurse is assigned to this patient, the responsibility
of reporting ALL INSTRUCTIONS pertaining to this patient shall be that of the
previous Nurse which has been caring for this patient or the Nursing Supe rvisor of
the Unit.,

|

15. Other Instructions:

:

|-||

3 .

_ - _ _ _ _ _
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PAGE G - NURSING INSTRUCTIONS FOR RAD 10 PHARMACEUTICAL PATIESTS

I 16. CHANGES IN PATIEST CONDITION:

At any time should the patient 's condition change or deteriorate, especially the
onset of a posnible Cardiac Arrest or Respiratort Distress, IMMEDI ATELY CALL:

ATTENDING PilYSICIAN, RADIATION ONCOLOGIST, and f ollow the established hospitalI Code Blue Procedure.

17. DISCilARGE OR TRANSFER OF AN IMPLAST PATIEhT:

Before the patient is discharged or transferred to another room or Unit, PLEASE
FOLLOW TilESE DIRECTIONS:

A. Confirm the Discharge or Transfer with the Attending Physician and the Radiation
On ,logist

B. Notify the Rdiatien Saf ety Of ficer (RS0 ).

I C. Do NOT assign the room to another patient until the Radiation Saf ety O f ficer (RSO
has surveyed and officially released the room.

I
RADIATION ONWLOGIST:

RADIATION S AFETY OFFICER:

PHONE #:I
I
I
I
I
I .

I
I

- - _
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PAD 10PilARMACEUTICAL TilERAPY
..

SAFETY EOUIPE NT, SIGNS, AND FORMS NEEDED

I
18. THE FOLLOWING ITEMS SHOULD BE IN THE YELLOW CRASH CART OUTSIDE Tite PATIENT 'S ROOM:

Absorbent Paper - 1 roll

Roll of Plastic

Plastic Gloves - 1 Box

Plastic Bags - Large & Small Sizes

White Paper Jump Suits -5

Shoe Covers - 1 Box

Surgeon Masks - 1 Box
,

Kasking Tape - 2 rolls
__

Test Tubes and Cotton Swabs for Wipe Test

De:on Solution - 1 Bottle

Paper Towels

- Labels for Marking Bags

I
I

I -

I
I

--
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PROCED'JRES IN CASE OP 3MERGENCY SURGERY OR DEATH
OF A PATIENT TREATED WITH RADID ACTIVE MATERIAL

19. DEATH OF A PATIEh'r:

A. Immediately notify the Radiation Safety Officer or designee.
Phone number is at Nursing station and in patient 's chart.

B. Do ICT release the body'/until the Radiation Safety Of ficer or desi?, nae
evaluates the radiation hazards associated with the hindling of the body.

C. An Instruction Sheet will be issued to either the Funeral Director or

I the hospital personnel required to perform work on the patient by the
Radiation Safety Officer or designee.

20. EMERGENCY SURGERY:

A. Notify the Radiation Safety Officer or designee.
Phone number is at the Nursing station and in the patient 's chart.

B. An Instruction Sheet will be issued providing information concerning
the handling of the patient and the preparation of the Surgical area.I

I

I
Written: 8/1/83
Revised: 2/90

l-

|

.

A HEAL TH \ tin 14TilY OF THE
IWR HAND.'t AlfM OF IEsi:S CHRIST
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NURSING CHECK LIST FOR RADI0 PHARMACEUTICAL PATIENTS

SCH SMMC-GARY SHMC-410 BART

PATIENT NAME: ROOtt #:

1. Nurse 's Ex posure Sheet (Posted on door of patient 's room)

2. Nursing Instructions on the patient 's chart

3. Completed Room Survey Form on the patient 's chart

4. Completed Dosimetry Form on the patient 's chart

5. CAUTION SIGN posted on door of patient 's room

6. CAUTION SIGN on patient 's chart

7. CAUTION SIGN on foot of patient 's bed

8. Source Inventory Form on patient 's chart

9. Pocket Dosimeters

10. Survey Meter in patient 's room

11. Yellow Crash Cart with required items

12. Others:

ALL ITEMS CHECKED ARE PRESENT:

RADIATION ONCOLOGIST , MD DATE/ TIME

RADIATION S AFETY OFFICER DATE/ TIME

NURSING UNIT SUPERVISOR DATE/ TIMEI
3/90

dbb
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I
PHYSICI AN PEER REVIEW

I -

1. Brachytherapy was appropriate choice of treatment for patient diagnosis

2. T reatment administered with clinical records and patient history available prior
to t reatment beginning.

I 3. Type of Source used was appropriately chosen for the pa t ien t diagnosis and tumor site.i

4. T reatment Plan was appropriate f or patient 's diagnosis

5. Prescribed dose documented prior to implant of sources.

5. Simulation Film was marked appropriately for designated tumor treatment site, dated and
signed prior to treatment beginning by the Radiation Onocologist.

I 6. Computer Plan was comoleted, reviewed, dated and signed by the Oncologist prior to tx.
and appropriate for designated tumor treatment.

| 7 Radiation dosage administered was appropriate for treatment area.

8. Blood count s we re taken prior to t reatment.
|

| 9. T reatment was given with WBC below 2000 minimum.

10. T reatment was given with Platelett count below 50,000

l1. Sources were removed at designated date and tinei

|
E 12. If change in scheau1ed removal time, is there a written reason why

( g
i 13. Actual radiation dosage received was within + 10% of proposed dosage.

14. I f designated as an Emergercy Case, there was a documented reason by physician.
|

|1
15. I f applicable , was Radiation Oncologist reason for emergency justifiable

1
.

I

.

4

I
.

I
- _ _ . -- . . - -- -.
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RADI ATION ONCOLOGY QUALITY ASSURANCE

AP PROPRI ATENESS REVIEW

I
TREATMEST AREA: ORAL CAVITY DAT E:

PATIEhT #: AGE:

PHYS ICI AN REQUESTING CONSULT:

DATE CONSULT REQUESTED: DATE CONSULT DONE:

APPRO PRI ATENESS CRITERI A

PRO CEDURE : EBI and/or Brachytherapy

ONE OF THE FOLLOWING MUST BE PRESEhT: (CIRCLE APPRO PRI ATE CRITERIA)

CURAT IVE: 1. S tage I or II
2. S tage III

I 3. Pos tope rative irradiation to patient with one of the following:
a) Positive lyc:ph nodes
b) Positiva surgical ma rgins
c) La rg. c. t i ca t / mor

4 Fre mperative irradiation with either S tage II or Stage III
5. Combined chemothe rapy and radiotherapy f or one of the following:

a) S tage II

I b) Stage III
c) S tage IV - No M1

6. Recurrent tucor af ter previous surgery or moderate irradiation

PALL I AT I VE : 1. Medically intolerable for curative irradiation
2. Locoregional recurrent tumor af ter previous curative irradiacion
3. S tage IV (advanced disease)

RADIATION ONCO LOG IST SIGNATURE:%

QMME NTS :

e

I I have reviewed this order and found the order appropriate for t reatment.
,

I have reviewed this order and found the order NOT appropriate fer treatra

Follow-up review is indicated rega rding orders f or the treatment.

Physic an Reviewer

*'.

.

I
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I,

RADI ATION O NCOLOGY OUALITY ASSURANCEI APPROPRI ATENESS REVIEW

I TREATMEST AREA: PROSTATE DAT E:

PATIEh? #: AGE:

PHYSICIAN REQUESTING CONSULT:

DATE CONSULT REQUESTED: D ATE CO NS ULT DONE :

APPRO PRI ATENESS CRITERI A

PRO CEDURE: EBI and/or Brachytherapy

ONE OF THE FOLLOWING MUST BE PRESENT: (CIRCLE APPRO PRI ATE CRITERIA)

CURAT IVE: 1. S tage A2
2. Stage B
3. S tage C & D1
4 Postoperative irradiation to patient with either positive

lymph nodes or positive surgical ma rgins.

PALLIATIVE: 1. Medically intolerable for curative irradiation
2. Locoregionally advanced CA with one of the following:

a) Pelvic pain -

b) Hecaturia
c) Urinary tract obstruction

I d) Leg edema
3. Prevention of gynerocastia
4. Patient with distant metastasis

CO MME NTS :

I
I have reviewed this order and found the ordct appropriate for treatment.

I have reviewed this order amd found the order NOT appropriate for t rea t ry.>

F ollow-up rev' ew is indicated regarding orders for the treatment.

Physician Reviewer

*
,

.

I
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RADIATION ONCOLOGY QUALITY ASSURANCE
AP PROPRI ATENESS REVIEU

TREATMENT AREA: URINARY BL ADDER DAT E :

PATIENT #: AGE:

RiYSICIAN REQUESTING CONSULT:

DATE CONSULT REQUESTED: DATE CONSULT DONE:

I
APPROPRI ATENESS CRITERIA

-

PRO CEDURE: EBI and/or Brachytherapy

ONE OF THE FOLLOUING MUST BE PRESENT: (CIRCLE APPRO PRI ATE CRITERIA)

I CURAT IVE: 1. Preoperative irradiation to patient with one of the following:
a) B2

I b) C & D1
c ) Poorly dif f e rnetiated CA

2. Postoperative irradiation to patient with eirter positive
lymph nodes or positive surgical marginsI 3. Refused surgery

PALLI ATIVE: 1. Patient with pelvic and periaortic lymph node metastasis
2. Locoregionally advanced CA with one of the following:

a) Pelvic pain
b) Hematuria
c) Urinary tract o bs t ru c t ion

|
d) Leg edema

i 3. Patient with distant metastasis
!

COMMESTS :

|

[

l I have reviewed this orde r and f ound the order appropriate for treatment.
.

I have reviewed this order amd f ound the order NOT appropriate for treatme

| Follow-up review is indicated regarding orders for the t r e a t me n t .

I ""'''"'"" " " " ' " " * '

I -

I
.
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RADI AT TON ONCOLOGY QUALITY ASSURANCE
APPROPRI ATENESS REVIEW,

TREATME5i AREA: LUNC DATE:

PAT I E ST #: AGE:

I PHYS ICIAN REQUESTING CONSULT:

DATE CONSULT REQUESTED: DATE CONSULT DONE:

APPRO PRI ATENESS CRITERIA

ONE OF THE FOLLOWING MUST BE PRESENT: (CIRCLE APPRO PRI ATE CRITERIA)

I PROCEDURE: EBI

CURAT IVE : 1. Medically inope raable pa tient with tumor limited to the chestI 2. Refused surgerf f or tumor limited to the chest
3. Apical CA

4. Postoperative radiotherapy to the patient with one of the followlI a) Hilar node metastasis
b) Mediastinal node cetastasis
c) Positive surgical cargins
d) Parietal pleural invasion

5. Preoperative radiotheracy
6. Locoregional recurrence af ter previous surgery

PALL I AT I VE : 1. Medically intolerabie for curative radiotherapy
2. Patient with distant metastasis

I 3. Bronchial obstruction
4 Bronchial bleeding
5. Supe rior vena cava syndrome (sometimes without a definitive

I histologic diagnosis)

6. Locoregional recurrence af ter previous curative radiotherapy

PRO CEDURE: EBI and/or Intrabronchial Brachytherapy

CURAT IVE : 1. Boost dose to bronchial tumor

PALLIATIVE: 1. Recurrent obstructive bronchial tumor

COMMENTS :I
I I have reviewed this orde r and f ound the order appropriate for treatment.

I have reviewed this order and found the order NOT appropriate f o r, t. e s t .."

Follow uP review is indica ted rega rding orders for the treatmeat.

I
.

6 %



RADI AT IO' O NCOLnCY QUAL ITY ASSL'RANCE
APPROPRI ATENESS RE VIEU

I
TREATMEh? AREA: ITTERINE CERVIX DAT E :

PATIENT #: AGE:

NYSICIAN REQUESTING CONSULT:I
DATE CONSULT REQl'i.STED: DATE CO NS ULT DO NE :

I APPRO PRI ATENESS CRITERI A

ONE OF THE mLLOWING MUST BE PRESEhT: (CIRCLE APPRO PRI ATE CRITERIA)

PROCEDURE: EBI and/or Brachytherapy

I CURATIVE: 1. Stage IB
2. S tage II A or B

3. S tage III A or B
4. S tage IV A
5. Pos tope rat ive irradiation to patient with one of the following:

a) Positive pelvic lymph nodes
b) Positive surgical marginsI 6. Preoperative irradiation to patient with either Stage IB or Stage

7. Local recurrence af ter previous surgery

PALL IAT IVE: 1. Medically intolerable for curative i rra d ia t ion

2. S tage IV B (distant metas tas is )

3. Recurrent CA af ter previous surgery and/or radiotherapy

PROCEDURE: BrachytherapyI CURAT IVE: 1. S tage IA

(I)MMEhTS :

I have reviewed this order and found the order appropriate f or treatment.

I ,

I have reviewed this order and found the order NOT appropriate for treatner

Follow up review is indicated rega rding orde rs f or the treatment.

Physician Reviewer .-,

.



~

RADI AT ION ONCOLOGY QUALITY ASSURANCE
APPRO PRI ATENESS REVIEW

I
TREATMEST APZA: UTERINE CORPUS DAT E :

PAT I E NT #: AGE:

PHYS ICIAN REQUESTING CONSULT:I
DATE CONSULT REQUESTED: DATE CONSULT DONE:

I APPRO PRIATENESS CRITERIA

PRO CEDURE : EBI and/or Brachytherapy

ONE OF THE FOLLOWING MUST RE FRESEST: (CIRCLE APPRO PRI ATE CRITERIA)

I CURATIVE: 1. Medically or technically inoperable patient with one of the follo
a) Stage IA or B
b) Stage II
c) Stage III

2. S tage IV - No M1
3. Pos tope ra t ive irradiation to patient with one of the following:

a) Stage IA or B with Grade 2 or 3I b) Stage IB with Grade I

c) Stage IA or B with more than 1/3 myometrium invasion.
d) Stage II
e) Stage III

4. Preoperative irradiation to patient with one of the following:
a) Stage IA or B with Grade 2 or 3

I b) Stage IB with Grade 1
c) S tage II

5. Locoregional recurrence af ter previous surgery

PALL I ATIVE : 1. Medically intolerable for curative irradiation
2. S tage IVB (dis tant metastasis)

I
COMMENTS :

I
s

4
- I have reviewed this order and found the order appropriate fo r t rer.tment .

I have reviewed this order and f ound the order NOT appropriate far treatne

Follow up review is indicated rega rding orders f o r the t reatment.

..
l

Phys ician Reviewer
!

.



RADI ATION ONCOLOGY QUALITY ASSURANCE
APPROPRI ATENESS REVIEW

TREAIMENT AREA: PHARYNX D AT E :

PAT IEhT #: AGE:

PHYSICI AN REQUESTING CONSULT:

DATE CONSULT REQUESTED: D ATE CO NS ULT DO NE :

APPRO PRI ATENESS CRITERI A

PPDCEDURE: E3I and/or Brachytherapy

ONE 0' THE FOLLOWING MUST BE PRESENT: (CIRCLE APPRO PRI ATE CRITERIA)

CURAI t W : 1. S tage I or 11

2. S tage III

3. Postope rative irradiation to patient with one of the following:
a) Positive lymph nodes
b) Positive surgical margins
c) La rge prina ry tumor

4 Preoperative irradiation to patient with either S tage II or III
5. Combined chemothe rapy and radiotherapy f or one of the following:

a) S tage II

b) Stage III
c) Stage IV - No M1

6. Locoregional recurrent tumor af ter previc ts sur :ery or moderate
i rradia tion

PALLIAT IVE : 1. Medically intolerable for curative irradiation
2. Locoregional recurrent tuumor af ter previous curative irradiation
3. S tage IV (advanced tumor)

CO MME NTS :
__

I I have reviewed this order and found the order appropriate for treatment.

I have reviewed this poder and f ound the order NOT appropriate for treatmer

Follow up review is indicated regarding orders for the treatment.

Physician Reviewer ,.

I
.

e m m



| RADI ATION ONCOLOGY OUAL ITY ASSUP ANCE
*E APPDO PRI ATENESS REVIEW

*

I
TREATMEST AREA: BREAST DATE:

PAT I ENT //: AGE:

PHYS ICIAN REQUESTING CONSULT:

DATE CONSULT REQUESTED: DATE CONSULT DONE:

I
APPROPRI ATENESS CRITERI A

PRO CEDURE : EBI and/or Brachytherapy

ONE OF THE FOLLOWING MUST BE PRESENT: (CIRCLE APPRO PRI ATE CRITERIA)

CURAT IVE: 1. Consrvative surgery with one of the following:
a) Excisional biopsy (Lumpectomy)
b) Segmental anastectomy (Quadrantectemy)

2. Postoperative irradiation to patient with one of the following:
a) Total mastectomy
b) Modified radical mastectomy

I 3. Preoperative irradiation
4 Combined treatment for locally advanced and inflammatory cancer
5. Locoregional recurtrint CA a f ter surge ry.

PALL IAT IVE: 1. Medically intolerable for curative irradiation
2. Patiert with distant metastasis.

I
(D MME STS :

I have
_

reviewed this order and found the order appropriate for trestraent.

I have reviewed this order and fr>und the orde r NOT apptcpriate for t reatm

Followm.ip review is indicated regarding orders f or the treatment.

I Physician Reviewer

.~

l
.

I
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- PADIATION ONCOLOGY QUALITY ASSURANCE
AP Po.0 PRI AT ENESS REVIEW

I .

TREATMEhi AREA: ANUS DAT E :

PAT I EhT #: AGE:

PHYSICIAN REQUESTING CONSULT:

DATE CONSULT REQUESTED: D ATE CO NS ULT DO NE :

I APPROPRIATENESS CRITERIA

ONE OF THE FOLLOWING MUST BE PRESENT: (CIRCLE APPROPRI ATE CRITERIA)

PRO CEDURE : EBI and/or Brachytherapy

CURAT IVE : 1. Medically inoperable patient

I 2. Refused surgery
3. Pos t -ope ra t ive irradiation to the patient with one of the followir

a) Positive lymph nodes
b) Positive surgical margins
c) Residual tumor

4 P re ope ra t ive irradiation
5. Locoregional recurrance af ter previous surgery

I PALL I AT IVE: 1. Medically intolerable for curative irradiation
2. Locoregional recurrance af ter curative i r radia t ion

3. Patient cith distant metastasis

PRO CEDURE : EBI plus Chemotherapy

CURAT IVE : 1. Epidermoid CA

I COMME HTS :

l

i I
I have reviewed this order and found the order appropriate for treatment.

I have reviewed this order and found the order NOT appropriate f o r t rea t net

F ollow-up review is indicated regarding orders f or the treatment.
_

1

I Physician Reviewer '-

|

|I
.

|I
- - -
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I
RADI ATION ONCOLOGY QU ALITY ASSURANCE

APPRO PRIeTENESS REVIEW

TREATMENT AREA: ESO PH AGUS DAT E:

PAT IE NT d: AGE:
_

-

-IMYSICI AN REQUESTING CONSULT:

DATE CONSULT REQUESTED: DATE CONSULT DONE:
.-

I A PPRO PRI ATENESS CRITERI A

PROCEDURE: EBI and/or Int raluminal Brachytherapy

ONE OF THE FOLLOWING MUST BE PRESENT: (CIRCLE APPRO PRI ATE CRITERIA)

CURAT IVE: 1. Tumors up to 10cm in length and limited to the locoregional nodes
( no TEF )

2. Combination with chemothe rapy and/or surgery.

I 3. Medically inoperable patient
4. Cervical Esophageal CA

5. Pos tope ra tive irradiation to patient with one of the following:
a) Unresectable tumor
b) Positive surgical margin
c) Positive nodes

6. Preoperative irradiation

PALL AT IVE: 1. Medically intolerable for curativs irradiation.,

2. Locoregional recurrance af ter pre vious surge ry,

i 3. Pa tient with distant metastasis
!

,

COMME NTS :

I

|

|I
1

i I have reviewed this order and found the order appropriate for treatment.

I have reviewed this order and f ound the order NOT appropriate for treatme-

Follow up review is indicated rega rding orders f or the treatment.I
Physician Reviewer

'
.

;
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PADI ATION ONCOLOGY QUALITY ASSURANCE
AP PROPRI ATENESS REVIEW

I
TREATMENT AREA: LARYNX DAT E:

PATIEST #: ACF:

PHYSICIAN REQUESTINC CONSULT:

DATE CONSULT REQUESTED: DATE CONSULT DONE:

I
APPRO PRI ATESTSS CRITERI A

PROCEDURE: EBI and/or Brachytherapy

ONE OF THE FOLLOWING MUST BE PRESEbT: (CIRCLE APPROPRIATE CRITERIA)

CURAT IVE: 1. In situ CA
2. S tage I or Stage II
3. S tage IIII 4. Pos tope rative irradiation to patient with one of the f o llowing :

a ) Positive nodes
b) Positive surgical margins

I c) Bulky primary tumor
5. Preoperative irradiation to patient with either Stage II or III
6. Combined chemothe rapy and radiotherapy to patient with one

I of the following:
a) Stage II
b) Stage III
c) Stage IV - No M1

7. Locoregional recurrence af ter previous surgery or moderate irradi

PALLI ATIVE: 1. Medically intolerable for curative irradiationg 2. Recurrent tumor after previous curative irradiaitong 3. S tage IV ( advanced tumor)

CDMMESTS :

NS
E 1 have reviewed this order and found the order appropriate for treatment.

I have reviewed this order and found the order NOT appropriate for treatme

Follow up review is indicated rega rding orders for the t reatment.

Physician Reviewer
.-

i

. -

;

A

L
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1. , FORMATION OF A OUALITY ASSURANCE COMMITTEE FOR BRACHYTHERAPY:

A. In accorhnee with 10 CPR 35.22 a Nursing representativa it required as a
member cf the Radiation Safety Committee, St. Mary Medical Center - Hobart
have provided for Nursing representation within the Radiation Safety Committee 's

I
~

cemposition. This information was provided previously with the application for
renewal of license # 13-03459-02 submitted nn October 20, 1989 in Item # 10. I
" Radiation Safety Committee".

The Quality Assurance Committee for Brachytherapy as submitted in the Amendment
Application is a sub committee of the full Radiation Saf ety Committee. This
subdivision or sub-committee of the Radiation Safety Committee has besn

I organized f rom and composed of members f rom the Radiation Safety Committee for
the specific purpose of handling the quality assurance aspects of the
Brachytherapy program. Nursing representation is not required nor necessary

I for all areas of quality assurance, e.g. physics or Physician documentation.
However, when items involving nursing aspects of the patient 's care and treatment
are to be discussed and/or cvaluated, representation from Nursing will be
provided at the sub-committee meetings, just as Dietary, Housekeeping or anyi other Ancillary department will be represented when those areas are discussed.

I B. As with any sub-committee, the Quality Assurance Coc:mittee for Brachytherapy
works under the direction of, is responsible to, and reports to the full

, Radiation Safety Committee. All actions of a sub-committee must be reviewed,
approved or disapproved by the members of the committee to which it is a part of.

As with any changes to or implentation of policies or procedures which I 'volves,

!

the use of ionizing radiatien, those of the Q.A. sub-committee MUST be approved
by the members of the Radiatio.- Safety Committee PRIOR to implementation.

Regardless of whether the members of the Radiation Safety Committee approve or

i disapprove a report and/or recommendations f rom the Q. A. Committee f or Brachythera
the Radiation Safety Committee MUST review the report and/or recommendations and
incorporate them into the minutes noting the action that was taken by the
Radiation Safety Committee members.

C. St. Mary Medical Center Quality Review Committee has developed and implemented
I certain policies and procedures which delineate the type of forms to be used

in reporting quality assurance activities. All committees of the hospital have
delineated channels for reporting. There are two main Quality Review Committees

g within the facility:
g 1. ADMINISTRATIVE Q.R. COMMITTEE - All quality assurance

activities involving the administrative, technical, or
clerical areas of departments are assigned to report tothis committee.

2. MEDICAL STAFF Q.R. (DMMITTEE - All quality assurance,

!
activities involving medical physician treatment and care
of a patient are assigned to report to this committee.

_

The Radiation Safety Cocenittee reports to both the Administrative and Medical
Staf f Quality Review Committees. Both the Ad7tnistrative and Medical Staf f
Q.R. Committees report the the Executive Statf and the Board of Directors of
the hospital.

_ _ _ .
_ _ _
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D. The Purpose / Statement
of a Quality Assurance Plan does not and should not

delineate specific duties and tasks or designate the titles of those personsresponsible for specific duties.

The purpose, goals and objectives are simply what the titles indicate for the
, entire quality assurance progran and no specific duties or responsibilities.

As indicated in'the documentation provided with the amendment application
the " Indicators To Be Monitored"' specifies titles of individuals responsibl,

for the monitoring for and documenting of misadministrations and/or incidents aree

pursuant to 10 CFR Part 35 and 10 CFR Part 20 requirements. (Attachment Item # 1)<

A copy of policy and procedure " Reporting of Misadministration" was also
attached which delineates the procedure to be used & to whom the repsonsibilityfor reporting is assigned. (Attachment Item # 2).

E.
As with any organization the normal channels generally followed to correct a
problem is through direct verbal communication and/or written communication.
If these two avenues of communication fail to provide an acceptable resolution
to the identified problem, the specific probicm with corrective action will b

of the problem and suggested solution (s). The Radiation Safety Committee 'spresented to the members of the Radiation Safety Committee for their assessment
e

assistance and authority through the involvement of the Chairman or designee willbe ascertained to correct the problem and implement a colution.

2. NURSING INSTRUCTIONS:

Attached are copies of the " Nursing Instructions for Patients with IBrachytherapy Sources" (Attachment Item mplants of

with Implants of Radiopharmaceutical Sources" (Attachment # 3) and " Nursing Instructions for Patient
Item # 4).

These instructions are completed by the Radiation Safety Officer and thOncologist at the time of the source implant. e Radiation

The final page of each set of instructions is a Checklist Sheet which

Officer and the Radiation Oncologist and all three individuals must sigreviewed and verified with the Nursing Unit Supervisor by the Radiation Safety _
must bej

t the checklist. n and date

The signed original checklist and completed Nursing instruction sheets a{ in the patient 's chart in Nuclear Medicine. re filed

completed Nursing instructions sheets are filed on the patient 's chart on theA copy of the signed checklist andNursing unit.

3.
PROCEDURES FOR ORDERING RADIOACTIVE MATERI AL:

As indicated in the documentation provided with the amendment applicati
policy " Procedure for Ordering Radioactive Material" (Attachment on , the

Patient Scheduling" (Attachmentf rom " Authorized User Request For Therapeutic Dosages of Radioactive Materi lItem # 5) aBd

Item # 6), the Radiation Safety Officer musta and
sign and date under the Authorized Physician User signature prior to any radioactive materials are ordered. -

.. -' - - - -
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PAGE 3.
'

4 STORACE, INVENT 0 tY. WIPE TESTS OF SOURCES:

[ As indicate <. in the documentation provided with the amendment application,
policy entitled " Storage, Inventory, Wipe Tests of Sources" ( Attachment item # 7

- and " Indicators To Be Monitored" ( Attachment Item # 1) specifies how it is to
be accomplished, when to be done, and who is responsible for completing.

[ As previously stated in response 1.D., the specific duties and title designation
of persons responsible for specific duties do not belong in the purpose of the
quality assurance plan. The quality assurance plan is to give an overall view
of the quality assurance program. The policies and procedures delineate the
responsibilities and specific duties, how to perform the require duties, and
to whom the tasks are assigned.
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INDICATORS TO BE mNITOPED
.

I
.I f |j INDICATOR COMtf E f.TS 110U IT TS mNITORED BY 10!O51 i I!OU OFTEN

1 i

I} Calibration of To ensure that the instrumants fleasure inst rume nt response Radiation Phys ici st ' Every 6 monthsj Radiat ion fleasuring used in surveys & implant using a radioact ive source or Designce
Instrunents source calibration are

operating correctly.
!

I

i I l I l
'

jCalibration of } To ensure that the proper dose i Determine the radioactivity Radiation Physicist i Prior to each| Radioact iv+ Sourcesi of radiation is administered. of the source used in the or Designee B ra chyt he ra pyj patient f or Brachytherapy. procedure
\

| !
! I } | 4| Per-;onnel Radiat ion { To ens re that radiation dosage Individual radiation monitor Radiat ion Physicist Monthly '

i ' bin i t o r i ng receiv i by personnel is as badges. Written reports from or Designee
i low as possible and within the monitoring company monthly.

| radiation safety guidelines Review of report upon+

receipt.
}'

.

!

| | 1|

Pt r sonnel Dosimeter To ensure that radiation dosage Log sheet for individual Radiation Physicist' Each
j iten i t o ri ng received by personnel is as dosimeter readings for each | or Designee Brachyt herapy |
} low as possible and within the Brachytherapy pa t ient. Procedurej radiation safety guidelines.
I
f

----- . ----- - -

- - - -

------------------_-------------
1 i \

Radiation Survey of To ensure that the radiation Measurements of radiation Radiation PhysicistI EachRadioactive B ra chy - levels are within acceptable exposure are taken in the B ra chyt he rapy
t herapy Pat ient regulatory guidelines. pat ient 's room a nd the Patient
land hospital room surrounding a reas.
k

l,: 1 1

-
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ST. MARY Mt. DICAL CEtif ER
CARY/Il0 BART , INDIANA

iM01CATORS TO BE tDNIT0"ED *

__

PAG 2 ,
,

f

I NDT CATOR COMMENTS IION TT IS tF'M;TORED BY idOM I!OW OUEN
.

.Poiitciency in To ensure proper time management Daily patient schedules Rad i:: t i on Mont hly

.

! E.< ped i t i ng of staff during work shifts with Completed Procedure Record 1 Oncologist
j 9 rachyt herapy adherence to policy and protocol
iProcedures ,for procedures.
I

.|
g________.____________--- _______________________________________________________________________________

! !
1 |Itifectinn Control To ensure adherence to the us' Review of procedure check Technologists Each Case

} of appropriate barrier sheets documented during Radiation ilont hl y
i protection methods to prevent each B rachyt herapy proedure. Oncologist

exposure to or transmission of 9
infections and/or diseases in L

'I the health care setting.
! !

,.___________________ - - - _ _ _ _ _ _ _ _ _ - - - - - - _ _ _ - - - ______-
.- ______ _______________________ _____________..______

} l |.\pprepriateness of To evaluate appropriateness of Patient Medical Record Designated Radiation Monthly. h a chyt he rapy Brachytherapy treatment vs. Brachytherapy O rder Oncologist
i R e< pies t s diagnosis and acceptable
i standards of practice.
;

;__________________- -- --_______________ - - - -

_________________________________________________g
i i l i l
1 Physician Peer To ensure adherence to policies Physician Peer Review of Designated Radiation tionthl yDeview and protocols,llospital and medical records of patient 's' Oncologist

Depa rtment. undergoing Brachytherapy
and retrospective review of

! completed patients.
i
i
1 i

]
L

4

. _ _ _ _ _ _ _ _ _ - -
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t.,an a / ts) t1ARE , INDIANA

TNDICATORS TO f1E PONITORED
PACE 3

| +

IINDICATOR CDMMEP.TS I
! |IIOW IT IS PUNITORED BY 1l!OM HOW OFTEN iCha r t Review To ensure . adherence to iReview of each pa t lent 's Q.A. Cnordinator Eachdepartmental policies and chart s current ly and ret ro-

procedures and acceptable spectively B ra chyt he ra py
standards of pract ice Procedure

I

______ -________________________-___________________._____ _l
_________________-- -- _________

'

flisadmin is t ra t ion To ensure adherence to USNRC ! Review o f ea ch pa t ie n t 's 1 Q.A. Coordinator Each |
______________|of internal beam rules & regulat ions with rega rd prescribed dose and deliveredradi at l on to administration of radiactive dose to verify not above or B ra chyt he rapy }

sources in patients. below 10% Procedure |.

|

Annual Itadiation j To verify that all radioactive Complete the Radiation Safety Radiat ion Sa fety Annually'
ISafety inspection sources are being used in Inspection report of itSNRC O f ficer

,

} compliance with the USNRC
}
I

__________________- ,______.
|_ _ _ _ - _ - _ _ - _ _ _ - _ - - _ _ - _ - - - _ _ - -

} I nvent ory of j To verify the number of sources
- -

. _ - - _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ . . _ _ _ _ _ _ _ _ _ _ _ . _ _ _ _,

Visual inventory count of | Radiation Physici.4t Qua rt erl y
.-_ _ _ _ _ _ . _ _ _

i B rachyt herapy and sizes stored within the radioactive sources and sizes! or designeeSources facility to ensure all sources in storage cross checked} are present.
against previous inventory

|( count I

i |;_______-__________-
' Ulpe Test To ensure each shipment of .( Monitoring of both the out- Radiation Safety | Each r.hipment

.

'

radioactive material received side and the inside of the O f ficer or designee recieved-i has not been contaminated by package prict to acceptance
radiation. by the facility

-- | | g

, g g g e m m M M M " "
s_ _ _ _ -

.



A St. Mary Mecical Cent (|

I
} t i i t.E: NO:

REEORTING OF MISADMINISTRATION APPLICABLE TO: NUCLEAR MEDICINEI
OR!CINATED DY: REN VANDER! LYE /DR. T. TORAB

CROSS REFERENCE:
SUPE,RCEDES:

DATE IS5UED: 3/13/90 DATE EFFECTIVE: 3/13/90 PACE 1 OF

PURPOSE / STATEMENT:

'

To er.sure compliance with the regulations of the Nuclear Regulaccry Commission
concerning misadministration of radioactive sources to a patient.

!

!

| PROCEDURE:

1 I
1. 0 Immediately af ter each explant of radioactive sources, the actual

I
. delivered dose and the prescribed dose will be compared.
!

j 2. 0 If the the two numbers are not the same, calculate the difference
= I between them.

3. 0 Divide the prescribed dose by 10%
i
; 4.0 If there is a - 10% dif ference between the prescribed dose and the

I j actual delivered dose, check patient 's chart for documentation from
; Radiation Oncologist for reason for change from the prescribed dose.
i

I '

t 5. 0 If no reason for change in prescribed dose has been documented by the
Radiation Oncologist and a misadministration appears to have occured,
notif y the Radiation Saf ety O f ficer immediately.

I
.

6. 0 Peer Review will be done on' each Brachytherapy case at its conclusion.
Upon review of the peer review report, if any type of misadministration
in accordance with 10 CFR Part 35 of the NRC Rules and Regulations

I has been noted, it is the responsibility of the Q.A. Coordinator or
designee to report such to the Radiation Safety Officer.

7. 0 It will be the responsibility of the Radiation Safety Of ficer toI j notify the NRC according to regulations if a misadministration has
occured. It will also be the responsibility of the Radiation Safety

;

Of ficer to report the event to the appropriate hospital administrationand Medical Staff.
4

i

.*

. - - _ _ . . -

|
. - - - - . . - . . . . . - - . . . . - .

1
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NURSING INSTRUCTIONS FOR PATIENTS
WITH IMPLANTS OF

BRACHYTHERAPY SOURCES

PATIEhi NAMI:
RM. #:

ACTIVITY: DATE:
_

TIME OF IMPLAhT:
DATE OF EXPLANT:

_

AM / PM
TIME OF EXPLANT:

AM / PM
BASIC RULES TO FOLLOW:

VIS ITORS:
Visitors should sit at leastthan __ feet from the patient for no morehours per day unless Special Permit is issued.TIME:

Every effort should be made by Nursing Staff to spend th
amount of time in the patient 's room dur'.ng the course of ie least possible
When !DT giving direct mplant treatment.DISTANCE:

care, keep dis %nce of a least 3 feet from the patien
SPECIAL INSTRUCTIONS:

1. Patient must

a " CAUTION - RADIATION AREA" sign posted in such a manner thremain in his room at all times. The entrance to the trommust have
the room would immediately notice the CAUTION sign at anyone entering

.

2. Pregnant
care of the implantor under 18 years of age employees should NOT be assign d tpatient.

10 PREGNAN'T EMROYEE SHOULD CARE FOR THE IMILAhio the personal
ePATIEhT.

3. Nurses MUST wear a pocket

One of the dosimeters will be assigned to each Nursdosimeter or film badge while in the room at all tim
on the top of the Nurse 's exposure report. responsible for the patient 's care. Instructions for pocket de on the shift who will be

es.

osimeters are printed
4.

At change of shif t or if another Nurse is assigned t
of reporting ALL INSTRUCTIONS pertaining to this patiento this patient, the responsibility
previous Nurse which has been caring for this patient or thshall be that of thethe Unit.

e Nursing Supervisor of
,
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Pagc. 2 - NURSING INSTRUCTION FOR IMit ANT PATIEhTS.

5. Floor and t rash CANNOT be cleaned by Housekeeping personnel until the patient is
discharged or if the items have been approved by the Radiation Oncologist or the
Radiation Safety Officer (RS0) or his disignee.

6. If the leplant instrument or source (s) have become dislodged, use the long forceps*

and place in the lead container. The container and the forceps are lef t in the
patient 's room during the course of the implant.I
IMMEDIATELY NOTIFI: The Attending Physician, the Radiation Oncologist, and the

j Radiation Safety Of ficer (RS0) or his designee.

|= 7. Surgical dressines and bandages used to cover the area of the implant may NOT be
discarded until they have been surveyed with a survey meter by the Radiation Safety
Of ficer (RS0) or his designee. Also all utensils and other such items MUST be check
with a survey meter to ensure that no radioactive source has been inadvertently:

displaced into them.

8. Visitors will be limited to those 18 years of age or older unless other instruction
'

are noted on the patient 's chart. NO PRECNAhT VISITORS ARE ALLOWED.
:

k
'

IMIORTANT NOTICE: FOLLOW # 9 thru # 11 FOR ALL GYNECOLOGICAL IMILAST PATIENIS
i

9. Perineal care is NOT given during gynecological treatment. The perineal pad MAY be
changed when necessary unless orders to the contrary have been written on the chart

10. Bed baths given by the Nurse should be OMITTED while the radioactive sources are in;

: place.

11. OTHER:'

2

12. CHANGES IN PATIEh7 CDNDITION:

At any time should the patient 's condition change or deteriorate, especially the|

onset of a possible Cardiac Arrest or Respiratory Distress, IMMEDIATELY CALL:

ATTENDING PHYSICIAN, RADIATION ONCOLOGIST, and follow the established hospital
Code Blue Procedue.

13. DISCHARGE OR TRANSFER OF AN IMPLANT PATIENT:

-I
Before the patient is discharged or transferred to another room or Unit PLE AS E
FOLLOW THESE INSTRUCTIONS:

A. Confirm Discharge or transfer with the Attending Physician and the Radiation
Oncologist.

B. Notif y the Radiation Safety Of ficer (RS0 ).
,,

C. Do NOT assign the room to another patient until the Radiation Safety Officer (R'
has surveyed and officially releases the room.

,

--
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PPDCEDURES IN CASE OF EMERGENCY SURCERY OR DEATH
OF A PATIENT TREATED WITH RADI0 ACTIVE MATERIAL

;

!

14 DEATH OF A PATIE!(T:

| A. Itunediately notif y the Radiation Saf ety O f ficer or designee.
Phone number is at Nursing station and in patient 's chart.

B. Do IDT release the body until the Radiation Safety Officer or designee
evaluates the radiation hazards associated with the handling of the body.

C. An Instruction Sheet will be issued to either the Funeral Director or
the hospital personnel required to perform work on the patient by the
Radiation Saf ety Officer or designee.i

15. EMERGENCY SURCERY:

A. Notify the Radiation Safety Officer or designee.
Phone number is at the Nursing station and in the patient 's chart.

B. An Instruction Sheet will be issued providing inf ormation concerning
the handling of the patient and the preparation of the Surgical area.

.-
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I NURSING CilECK LIST FOR IMPLAhi FATIEhTS
.

SCH SMMC-GARY SMMC410BART__

I
PATIEh7 NAME: ROOM #:

1 1. Nurse ':t Exposure Sheet (Posted on door of patient 's trom)

2. Nursing Inst ructions on the patient 's chart

| 3. Comnleted Room Survey Form on the patient 's chart
1

4. Completed Dosimet ry Fc. on the patient 's chart

5. CAUTION SIGN posted on door of patient 's room

6. CAUTION SIGN on patient 's chart

7 CAUTION SIGN on foot of patient 's bed

. 8. Source Inventory Form on patient 's chart

9. Pocket Dosimeters

10. Forceps in patient 's room

11. Survey Metee in patient 's room

12. Radiation Lead Saf e and Cart

13. O the rs :

ALL ITEMS CHECKED ARE PRESELT:

RADIATION ONWLOGIST , MD DATE/TI

RADIATION S AFETY OFFICER C ATE /T!

I NURSING UNIT SUPERVISOR DATE /TI
.~
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NURSING INSTRUCTIONS FOR PATIENTS

VITH IMPLANTS OF RADIOPRARMhCEUTICAL SOURCES

PATIENT NAME: RM. II: __ DATE:

ACTIVITY: TIME OF IMPLANT: AM / PM

BASIC RULES TO FOLLOU:

VIS ITORS : Visitors should sit at least feet from the patient for no more
than hours per day unless Special Permit is issued.

TIME: Every effort should be made by Nursing Staff to spend the least possible
I of time in the patient 's room during the course of implant treatment.amount

DISTANCE: When NOT giving direct care, keep distance of a least 3 feet from the patien
i

SPECIAL INSTRUCTIONS:

1. Radioactive patients are to be confined to their rooms except for special medical
or nursing purposes.

2. NO nurse, visitor or attendant who '.s p regnant or under the age of 18 years, will
be permitted in the room of a patient who has receiveed a therapeutic amount of

I radioactivity until the patient no longer presents a radiation hazard. Female
visitors SHOULD be asked if they are pregnant.

3. Attending personnel MUST wear rubber or disposable plastic gloves when handling urin
I bedpans, emesis basins or other containers having any materi: obtained from the
; body of the patient. The gloves MUST be left in the patient 's room in the designated

vaste container. These gloves need not be sterile or surgical in type.
4. Disposable items SH0i'ID be used in the care of these patients whenever possible.

These items SHOULD be placed in the designated waste container. Contact Nuclear
Medicine Depart =ent for proper disposal of the contents of the designated waste
container.

.-

5. All clothing and bed linens used by the patient SHOULD be placed in the laundry
bag provided and left in the patient 's room to be checked by the Radiation SafetyOfficer (R50) or designee.
4 LJF A T TW \lTV1?"U V (3f' T1Jf'
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Page 2 - NURSING INSTRUCTION FOR RADIOPHAR!!ACEUTICAL PATIENTS.
-

6.
I All non-disposable items SHOULD be placed in a plastic bag and lef t

room to be checked by the Radiation Safety Officer (RS0) or designee.in the patient '
L,

7. The pctient will be instructed to void in thep toilet3 and flush the toilet at least_ times after use. If the patientL is bedridden a separate urinal or bedpan
should be provided. The urinal or bedpan should be flushed several times with hsoapy water af ter each use. ot "

- ,

8. If the Nurse helps to collect
Af terwards, she SHOULD wash her hands with the gloves on and again when ththe excretia, she SHOULD wear disposable gloves.

"

cre removed. The gloves SHOULD be placed in the designated waste containere gloves
.

9. Disposable plates,
treated with Iodine-131. cups, and eating utensils WILL be used by patients who are

10.
Vomitting within 24 hours af ter oral administration, urinary incontinexcessive sweating within the first ence, or
linens and/or floor. 48 hours may result in contamination of the

In any such situations, or if radioactive urine and/or feces is spill d dcollection,
call the Radiation Safety O f ficer or designee IMMEDIATELY.

e uring

Meanwhile, handle all contaminated material with disposable gloves and (spreading contamination. avoid

11. All vomitus MUST be kept

Feces need NOT be routinely saved, unless ordered on the patient ' sin the patient 's room for disposal by the Nuclear Medicin
depa rtment .

echart. The same toilet SHOULD be used by the patient
at all times and it Sh]ULDbe well flushed.

12. Utmost precautions MUST be taken to see that
floor or the bed. no urine or vomitus is spilled on the
notify the Radiation Safety Officer or designeeIf any part of the patient 's room is suspected to be contaminated,

IMMEDIATELY.
13. If a Nurse , attendant ,

(inclugind shoes) has been contaminated, notify the Radiation Safety Of fior anyone else knows or suspects that his skin or clothing
his designee IMMEDIATELY. The person SHOULD remain in the patient 's room and NOTcer or
walk around the hospital. If the hands SHOULD become contaminatedwith soap and hot water. , wash IMMEDIATELY

14 At change of shift
of reporting ALL INSTRUCTIONSor if another Nurse is assigned to this patient,the responsibilit

pertaining to this patient shall be that of the
previous Nurse which has been caring for this patinet or the Nursing Supervisor ofthe Unit.

15. Other Instructions:

,-

- - _ _ - - - - - - -
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PAGE 3 - NURSING INSTRUCTIONS FOR RADI0 PHARMACEUTICAL PATIENTS,

~

16. CHANGES IN PATIEST CONDITION:
-

At any time should the patient 's condition change or deteriorate, especially the
onset of a possible Cardiac Arrest or Respiratort Distress, IMMEDIATELY CALL:

ATTENDING PHYSICIAN, RADIATION ONCOLOGIST, and rollow the established hospital
Code Blue Procedure._

17. DISCRARGE OR TRANSFER OF AF IMPLAh7 PATIENT:

Before the patient is discharged or transferred to another room or Unit, PLEASE
FOLLOW THESE DIRECTIONS:

A. Confirm the Discharge or Transfer with the Attending Physician and the RadiaticiOncologist

B. Notify the Rdiation Safety Officer (RS0).

C. Do NOT assign the room to another patient until the Radiation Safety Of ficer (t
) has surveyed and officially releases the room.
r

I
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RADIOL 7tARMACEUTICAL T!!ERAPY
--,

_
S AFETY EOUI P"ENT , SIGNS , AND FORMS NEEDED

-

18.
Tl!E FOLLOWING ITEMS SIIOULD BE IN Tile YELLOW CRASil CART OUT3IDE Tilt PATICNT 'S F.00Mt

-

L
Absorbent Paper - 1 roll

~

Roll of Pla'stic

Plastic Gloves - 1 Box

Plastic Bags - Large 6 Small Sizes

White Paper Jump Suits - 5

Shoe Covers - 1 Box

Surgeon M asks - 1 Box

Masking Tape - 2 rolls
i:.

'

Test Tubes and Cotton Swabs for Wipe Test

Decon Solution - 1 Bottle

Paper Towels

Labels f or Marking Bags

1

,I

I

I

I
4
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FROCEDURES IN CASE OF ' MERGENCY SURGERY OR DEATilE

0F A PATIENT TREATED WITl! RAD 10ACIIVE MATERIAL

19. DEATil 0F A PATIENT:

A. Iraediately notify the Radiation Safety Officer or designee.
Phone r. amber is at Nursing station and in patient 's chart.

B. Do PDT release the body until the Radiation Safety Officer or designee
ovaluates the radiation hazards associated with the handling of the body.

C. An Instruction Sheet will be issued to either the Funeral Director or
the hospital personnel required to perform work on the patient by the
Radiation Safety Officer or designee.

20. EMERGENCY SURGERY:

Notify the Radiation Safety Officer or designee.A.

Phone number is at the Nursing station and in the patient 's chart.

B. An Instruction Sheet will be issued providing information concerning
the handling of the patient and the preparation of the Surgical area.

Written: 8/1/83
Revised: 2/90
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!?JRSING OIECR LIST FOR RADI0 PHARMACEUTICAL PATIENTS

I SGI SMMC-CARY SMMC-HO BART

PATIEhT NAME: ROOM h

1. Nurse 's E::posure Sheet (Posted on deor of pat *.cnt 'a room)

2. Nursing Instructions on the patient 's chart

3. Completed Room Survey Fotm on the patient 's chart

4 Completed Dosimetry Form on the patient 's chart

5. CAUTION SIGN posted on door of patient 's room

j 6. CAITrION SIGN on patient 's chart

7. CAUTION SIGN on foot of patient 's bed

8. Source Inventory Forts on patient 's chart

9. Pocket Dosimeters

10. Survey Meter in patient 's room

!!. Yellow Crash Cart with required items

12. Others:

ALL ITEMS CHECKED ARE PRESEhT:

RADIATION ONTLOGIST, MD DATE/ TIME_

RADIATION S AFETY OFFICEP, DATE/ TIME

NURSING UNIT SUPERVISOR DATE/ TIME

.~

3/90
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PROCEDURE FOR ORDERING RADIOACTIVE 11ATERIAL APPL! CABLE TO: NUCLEAR MFDICINE
_

ORICINATED 0% KEN VANDERHYE/DR. T. TORABI
- CROSS PEFERENCE:

SUPERCEDES: 6/6/89
- D ATE ISSUED: 2/?o/90" DATE EPFECTIVE: 2/20/90 P CE 1 OF

PURPOSE /5TATEMENT:

{ PROCEDURE:

The following procedures are to followed when ordering radiopharmaceuticals/,

!
--

i radioactive materials:
L

- 1. 0 ALL radiepharmaceuticals/ radioactive materials are ordered ONLY by
the Radiation Safety Of ficer or by designated Nuclear Medicine personnel! as autharized by the Radiation Saf ety Of fic.r.

| 1.1
A ccenleted and signed " Authorized User Requei:t for Therapeutic Dosages
of Radioactive Material" form must be recei'ed in Nuclear Medicine1 j from the Radiation Onoclogist 48 hours pr19r to the scheduled implant

,

before order is placed for the material.;

!;

| 1. 2
[ |

All radiopharmaceuticals/ radioactive material is ordered f rom a
radiopharmacy in Chicago, Illinois, or Munster, Indiana , w,il ch only; delivers

I to the Nuclear Medicine department during routine .orking hours.
I -

1. 3
If an emergency situation arises af ter routine scheduled work hours,
the Nuclear Medicine Technologist on call will phone the radiopharmacyto bring the drugs to the hospital.,

-

| 1. 4 llospital Security personnel will escort the delivery personnel to the" Hot
Lab" and will remain to ensure the " Hot Lab" is locked af ter receipt

1. 5 ALL Therapy 1-131 MUST be approved prior to ordering.
1

! I

1
,
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' NUCLEAR MEDICINE DEPARTMEhT

- AUTHORIZED USER REQUEST FOR THEPu\PEUTIC DOSAGES OL
RADIO ACTIVE MATERI AL & PATIENT SCHEDULING

-

I authorize the Nuclear Medicine Department to act on
{ (Authorized Physician User)

my behalf and order the following radioactive material for

to be implanted on at AM PM for treatment
a

( (diagnosis & anatomical body part)
.

_
PROIOSED TREATMEh7 PLAN:

- RAD 10ISOTO PE: CHEMICAL F0RM:

p RADI0 PH ARMACEUTICAL ;
PHYSICAL FORM: ( ) CAPSULE

1 ( ) SEEDS SEALED SOURiACTIVITY:
( ) WIRE SEALED SOURC:

-

SUPPLIER:
-

SURGICAL llARDb'ARE NEEDED:

[
-

%

~

-
AUTil0RIZ ED PHYSICIAN USER DATE REQUESTE!

RSO APPROVAL TO ORDER: DATE:

DATE ORDERED: DATE RECEIVED:

TECH. ORDERING: TECH, RECEIVING:

I have checked the received order of radioactive material and confirm that the received
material is the same as the radioactive material ordered as indicated above.

'
.

AUTliORIZED PHYSICIAN USER DATE CHECKED

$ f nr
\ "F M'M '.m:5TRY er 7 m
*" " WM '.\lN OF 'E S'f C C"'.FT.
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APPtlCABLE TO: NUCLEG MEDICINE
ETCDACC,2.'VE'" CRY, WIPE TEST 2 OF SOURCES

- - -

OR'CIN ATED DY: Ken Vanderhve/Dr. T. Torabi
_

CKCSS REFERENCE: SUPERCEDES:

DG '5SCED: DATE EFFECTIVE: PACE 1 OF 1

PURPOSE / STATEMENT:

Storage, inventory and wipe tests sha n be done r or all brachytherapy
sources mairtained withir_ the hospital in accordance uith US NRC
Rules and Regulations.

'

PRO CEDURE:

1.0 The brachytherapy sources, upon receipt, will be assayed in a dose
calibrator to insure that each source has the activity certified
by the supplier.

.

2.0 The sources will be stored in a secured room with sufficient lead shielding
to insure that the radiation levels ' rom the sources will be as far'

below 2mR/hr as possible in the unrest ricted areas. The storage containers
must be locked or stored in a locked cabinet when not in use.

3.0 Quarterly the sources a re to be inventoried by the Radiation Saf ety O f ficer
or designee. The inventory count shall be recorded on approved form, cross
checked against previous inventory count to ensure all sources are present.
Records will be kent on file by tha Radiation Sa fety O f ficer.

4.0 An inventory of the sources whta removed from storage area for therapy
and returned to storage area at the completion of the therapy will be'

naintained. (See attached inventory form)

5. 0 The sources will be wipe tested at intervals required by the ?MC Rules
4

and Regulations. The wipe sources will be wipe tested by the Radiation
Saf tey O f ficer or his desicnee. If a designee does the wipe testing all
results will be

i reviewed and signed by the RSO .

.

t

e
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