BRIGHAM & WOMEN'S HOSPITAL
75 FRANCIS STREET
BOSTON, MA 02115

ATTN: FRANK P. CASTRONOVO, JR. PH.D.

RE: Docket Number: 030-12239
License Number: 20-17131-01

Dear Dr. Castronovo:

This letter acknowledges receipt of your letter dated August 11, 1994, in response to our
letter which addressed deficiencies in your Quality Management Program (QMP). Your
implementation of the QMP and its adequacy will be reviewed as part of the next NRC
inspection. This inspection will include a review of your letter referenced above and any
resulting changes to your QMP.

This QMP will not be incorporated into your license by condition. You have the flexibility
to make changes to your quality inanagement program without obtaining prior NRC approval.
However, modifications to your program must be submitted to this Office within 30 days as
required by 10 CFR 35.32(e).

Thank you for your cooperation in this matter; no reply is required in response to this letter.

Sincerely,

Original Signed By:
James P. Dwyer

James P. Dwyer
Quality Management Program Cocrdinator
Region |
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RE: Docket # 3012239
Lic. # 20-17131-01
Plan File Date: 28 May 93
Region No. 1

Dear Mr. Dwyer:

I would like to apply for an extension to modify our written QMP to
meet the objectives of 10 CFR 35.32 as discussed in your letter
received on 23 June 94. The extension period requested is until 31
August 1994.

Sincerely,
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Frank P. Castronovo, Jr, PhD
Radiation Safety Officer
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NRC QMP file
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August 11, 1994

James P. Dwyer

Nuclear Regulatory Commission

Quality Management Program Coordinator
Region |

475 Allendale Road

King of Prussia, PA 19406-1415

RE: Docket #: 3012239
License #: 20-17131-01
Plan File Date: 28 May 93
Region Number : 1

Dear Mr. Dwyer:

The following modifications in our Quality Management Program (QMP) are submitted for
your review:

1. Regarding Brachytherapy

a. The Joint Center for Radiation Therapy (JCRT) has modified its QMP to
better meet the objectives in 10CFR35.32.

b. The Brachytherapy modif.cations, as submitted by the JCRT, are contained
in Appendix A.

2. Regarding 1-125 and/or |-131 > 30 Microcuries and Other Therapeutic
Radiopharmaceuticals

a. The modified written directive for radiopharmaceutical therapies is contained
in Appendix B. Please note that the ‘"patients name", "ID #"
‘radiopharmaceutical, "Rx dose","dosage administered" , 'the route of
administration", "Authorized User’s Signature”, two means of identification" . ”
and the" technologist’s signature” are included. M0 CF
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James P. Dwyer
August 11, 1994
Page Two

b. if, b~cause of the patient’'s condition or the emergent nature of the patient's
condition, an oral revision of the written directive is necessary, it will be
documented in the patient’s record.

-4 Revisions to writdn directives, if prescribed by the authorized user, will be
made prior to the administration of diagnostic or therapeutic quantities of
I-125 and/or I-131 as well as other therapeutic radiopharmaceuticals. Such
revisions will be made on the original written directive form, as contained in
Appendix B, and initialed by the authorized user. A new written directive
may also be completed.

d. The verification of the written directive is accomplished by having this
document present during each administration. The "check-list" and "fill-in the
blank" format insures live time documentation of the written directive.

e. After the discovery of a recordable event we shall evaluate and respond
within 30 days the foliowing information:

(1). the relevant facts inclucling the cause,

(2). identification of, if any, corrective action is required to prevent
recurrence, and

(3). we will retain a record, in an auditable form, for three years, of the
relevant facts and what corrective action was taken.

3. Representative Sample

The QMP shall be reviewed by the Brigham and Women's Hospital radiation safety
committee at intervals no greater than 12 months. This review shall be required to
determine the effectiveness of the QMP and to determine if any modifications will
be required. This audit will include all recordable events, all misadministrations, and
a sample of patient administrations. The number of patient cases to be sampied
shall be based on the principles of statistical, acceptance sampling and will
represent each modality performed at the Brigham and Women's Hospital. A
representative sample will be selected as follows; 20% if the number of cases
performed is greater then 100, 20 cases if the number of cases is between 20 and
100, and all, if the number of cases is less than 20. If a recordable event or
misadministration is uncovered during each review, we will sample an additional
number of patients. If necessary, we will implement QMP modifications based on



James P. Dwyer
August 11, 1994
Page Three

any negative findings. All modifications to the QMP shall be reported to the NRC within
30 days after each modification has taken place.

Please contact me if questions arise concerning the above material.

Sincerely, \
.":/Z Lo ; )‘t{/ < v/ GRS ™
r e - /
Frank P. Castronovo, Jr., Ph.D.
Radiation Safety Officer
FPC/ipc
Enclosures

cc:  NRC QMP file




Appendix A

Brachytherapy Modifications
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QUALITY MANAGEMENT PROGRAM (QMP)

Radiation Therapy Departments

New Eugland Deaconess Hospital (NEDH)
Nar; Farber Cancer Center (DFCI)
Brigham-Women's Hospital (BWH)

The Children's Hospital (CHMC)

Beth Israel Hospital (BIH)

The Nuclear Regulatory Commis.ion (NR<) has issued a regulation that requires each licensee to establish
a "Quality Management Proprar” (JMF) for the adiinistration of By-Product Matcrial to Patients. This
QMP will be applicable to al: JCRT Hospital Radiation Therapy Departments and will become part of the
NRC License of each hospital, after approval by each Radiation Safety Committees (RSC). The JCRT has

no NRC licensed teletherapy units or gzmma stereotactic radiosurgery units,

1. Prior to administration of radioactive malcrial for a brachytherapy or radiopharmaceutical therapeutic
procedure, a written directive must be submitted via FAX (632-0578) to the JCRT Radiation Safety
Office (RSO). This written directive must be signed by a JCRT staff physician.

a NEDH ONLY: THERAPY RADIOPHARMACEUTICAL ADMINISTRATIONS: The

watten directive will be the “Implant Schedule Form". This form is already in cxistence and is currently
sent via FAX to the RSO. Any administration of sodium iodide I-125 or 131 in quantities greater

that 30 microcurie must have a writter directive.

b. BRACHYTHERAPY REQUIRING A FORMAL PLAN: The plan cempleted immediately
prior to the implant loading and/or the written directive must be sent via FAX (0 (he staff physician from
the JCRT Planning Center for his/her signature. The signed plan is then sent via FAX to the JCRT RSO.

¢ BRACHYTHERAPY NOT REQUIRING A FORMAL PLAN PRIOR TC IMPLANT
LOADING OR THERAPY RADIOPHARMACEUTICAL ADMINISTRATIONS: The staff physician
must complete and sign the JCRT WRITTEN DIRECTIVE FORM and sent via FAX te the RSO,

NOTE: Therapeutic radiopharmaceutical administrations of sodium iodide 1-131 are mot
administered by the JCRT Radiation Therapy Departments at DFCI, BWH, CHMC, or BIH.

THE SIGNED WRITTEN DIRECTIVE MUST BE RECEIVED IN THE JCRT RADIATION SAFETY
OFFICE BEFORE THE BRACHYTHERAPY PROCEDURE CAN BE COMPLETED.

2. The written directive for a specific brachytherapy patient must include:
a. Prior 1o Implantation' radioisolope, number of sources, and source strengths,
t. After Implantation and prior 1o treatment completion: radioisotope, ‘reatment site, total dose

Page XX-15
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3 Oral revisions to the written directive are acceptable because of the patient's condition would
jeopardize the patient’s health Oral revisions must be documenied immediately in the patient’s record and
the revision noted under “Directive Modification” on the writien directive within 48 hours of the oral
revision In addition, if the patient's condition is critical and the delay to provide a writlen direction would
jeopardize the patient's health than an oral directive is acceptable provided thai the oral directive is
documented in the patient's record and the wntten directive i8 prepared within 24 hours of the oral
directive. All other revisions to the written directive must be documented at the time of the revision.

4 Prior to each administration, the patient's identity shall be venfied by wrist band identification and by
statement of the name to the patient, as the individual named in the directive.

S The final plans of treatment and related calculations shall be in accordance with the written directive.
a. Brachytherapy calculations must be check by a person who did not originally perform the

calculations.

b. The position of the sources must be verified with dummy sources or fixed geometry applicators
prior to inserting the sealed sources. (IF VERIFICATION 18 SPECIFIED BY THE PHYSICIAN)

¢ The computer program used to calculated dose rates must be “acceptance tested” to dctermine that

the correct dose rates are being calculated.

6 The administration shall be in accordance with the writtes: directive. Prior to administration, the
person administering the treatment, must verify that all the details specified in the written dircetive and
the treatment plan (CHECKING THE TREATMENT PLAN IS NECESSARY IF A TREATMENT PLAN
IS REQUIRED BY THE PHYSICIAN) All details of the treatment must be recorded promply in the
patient's record.

7 Any unintended deviation from the written directive shall be identifiea and evaluated, and appropriate
action taken. Any intended deviation will be documented on the written dircctive and in the paticnt’s chart
with the signature of the staff physician.

8 Recordable events will be evaluated and recorded within 30 days of the event.

9 The QMP shall be reviewed by the JCRT Quality Assurance Committee, and the RSC at the specific
hospital where the procedures are performed. The review shall be at intervals no greater than 12 months.
This review shall be required to determine the effectiveness of the QMP and to determine if any
modifications are required in the QMP This audit will included all recordable events, all
misadministration, and a sample of patient adminisirations. (>100 patients, sample 20% of trestments; 20-
100 patients, sample 20 treatments; <20 patient. sample all treatments). If a recordable cvenl or
misadministration is uncovered during the quarterly review, it wall be requireded to sample an additional
number of patients. All modification to the QMP must be reporicd to the NRC within 30 day afler the
modifications have taken place.

10. Any deviations from the QMP shall be reported to the hospital Radiation Safety Committee on a
qrarterly basis.

Page XX-16



Appendix B

Written Directive for Radiopharmaceutical



Brigham and Women's Hospital
FAimpha - areutical Therapies and/or))
eon of iodine-131 > 30uCi 14

Patient's r;ar},’{ Patient's 1.D. Number ¥
31 L 29 .9 e 9\94% mes

Radiopharmaceutical

Prescri ose _;‘Q Administered Dose
C O?ijh@Q,d‘g Qt_u =8, e gon\
o S

Procedure Desire Route of Administration

\3 ;_2 20S7e{ S | '7/23/3%

Authorized Users Signature Daté

 Peawmt B Jo2)

v v v COMPLETE TWO MEANS OF IDENTIFICATION v v »

R Patient was called 0O Patient was asked ® Patient was asked 0 Patient was an in-

by name.{required) 1o state their date of 10 present patient and wrist
birth. idemtffication. (i.e. band L.D. was
10 spell name, 0 Patient was asked LY !.\1.\ .\

O Patiemt was asked Driver’s l_._icense) confirmed.
10 state their S.S.N.

|

|

\

Daxé

RETURN A COMPLETED COPY
OF THIS FORM TO: @

Frank P. Castronovo, Ph.D.
Director, Department of Health Physics
& Radiopharmacology
Carrie M. Hall Building, 4th floor

 aamieniismaas eei e st THERAPIES AND/OR USES OF IODINE-131 > 304l ]



August 11, 1994

James P. Dwyer

Nuclear Reguiatory Commission

Quality Management Program Coordinator
Region |

475 Allendale Road

King of Prussia, PA 19406-1415

RE. Docket #: 3012239
License #: 20-17131-01
Plan File Date: 28 May 93
Region Number : 1

Dear Mr. Dwyer:

The following modifications in our Quality Management Program (QMP) are submitted for
your review:

1. Regarding Brachytherapy

a. The Joint Center for Radiation Therapy (JCRT) has modified its QMP to
better meet the objectives in 10CFR35.32.

b. The Brachytherapy modifications, as submitted by the JCRT, are contained
in Appendix A

2. Regarding 1-125 and/or 1-131 > 30 Microcuries and Other Therapeutic
Radiopharmaceuticals

a. The modified written directive for radiopharmaceutical therapies is contained
in Appendix B. Please note that the ‘patients name", “ID #",
‘radiopharmaceutical, "Rx dose'"dosage administered” , "the route of
administration”, "Authorized User's Signature”, "two means of identification”
and the" technologist’s signature” are included. M. 10

AJG 15
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James P. Dwyer
August 11, 1994
Page Two

b. If, because of the patient's condition or the emergent nature of the patient’s
condition, an oral revision of the written directive is necessary, it will be
documented in the patient’s record.

5 Revisions to written directives, if prescribed by the authcrized user, will be
made prior 1o the administration of diagnostic or therapeutic quantities of
I-125 and/or I-131 as well as other therapeutic radicpharmaceuticals. Such
revisions will be made on the original written directive form, as contained in
Appendix B, and initialed by the authorized user. A new written directive
may also be completed.

d. The verification of the written directive is accomplished by having this
document present during each administration. The "check-list" and "fill-in the
blank" format insures live time documentation of the written directive.

e. After the discovery of a recordable event we shall evaluate and respond
within 30 days the following information:

(1). the relevant facts including the cause,

(2). identification of, if any, corrective action is required to prevent
recurrence, and

(3). we will retain a record, in an auditable form, for three years, of the
relevant facts and what corrective action was taken.

3 Representative Sample

The QMP shall be reviewed by the Brigham and Women's Hospital radiation safety
committee at intervals no greater than 12 months. This review shall be required to
determine the effectiveness of the QMP and to determine if any modifications will
be required. This audit will include all recordable events, all misadministrations, and
a sample of patient administrations. The number of patient cases to be sampled
shall be based on the principles of statistical, acceptance sampling and will
represent each modality performed at the Brigham and Women's Hospital. A
representative sample will be selected as foliows; 20% if the number of cases
performed is greater then 100, 20 cases if the number of cases is between 20 and
100, and all, if the number of cases 15 less than 20. if a recordable event or
misadministration is uncovered during each review, we will sample an additiona!
number of patients. If necessary, we will implement QMP modifications based on




James P. Dwyer
August 11, 1994
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any negative findings. All modifications to the QMP shall be reported to the NRC within
30 days after each modification has taken place.

Please contact me if questions arise concerning the al.ove material.
Sincerely,

b i,

Frank P. Castronovo, Jr., Ph.D.
Radiation Safety Officer

FPC/fpc
Enclosures

oC: NRC QMP file



Appendix A

Brachytherapy Modifications



E 13:51 @y ENCLAND DEACONESS HO & P, 02

**NEDH RADIATION SAFETY MANUAL** ‘
st 2, 1994 \ N
4TS MEGEIVEN

QUALITY MANAGEME. T Pi JZRAM 1y 3
SECTICN 38, T i
CTICN 35.32 iOMES 199

it N

I

-

JOINT CENTER FOR RADIATION THERAPY
QUALITY MANAGEMENT PROGRAM (QMP)

Radiation Therapy Departments

New Eagland Deaconess Hospital (NEDH)

Dana-Farber Cancer Center (DFCI)

Brigham-Women's Hospital (EWH)

The Children's Hospital (CHMC)

Beth Israel Hospital (BIH)

The Nuclear Regulatory Commis.ion (NR<) has issued a reguiation that requires each licensee to establish
a "Quality Management Prcprarr™ ‘JMF) for the administration of By-Product Matcrial to Patients. This

QMP will be applicable (o at! JCRT Hospital Radiation Therapy Departments and will become part of the
NRC License of each hospital, after approval by each Radiation Safety Committees (RSC). The JCRT has

no NRC licensed teletherapy units or gamma stereotactic radiosurgery units.

1. Prior to administration of radioactive matcrial for a brachytherapy or radiopharmaceutical therapeutic
procedure, a written directive must be submitted via FAX (6320578) to the JCRT Radiation Safety
Office (RSO). This written directive must be signed by a JCRT staff physician.

a NEDH ONLY: THERAPY RADIOPHARMACEUTICAL ADMINISTRATIONS: The
wntten directive will be the "Implant Schedule Form". This form is already in existence and is currently
sent via FAX to the RSO. Any administration of sodium iodide I-125 or I-131 in quantities greater
that 30 microcurie must have a written directive.

b. BRACHYTHERAPY REQUIRING A FORMAL PLAN: The plan completed immediately
prior to the implant loading and/or the written directive must be sent via FAX (0 the staff physician from
the JCRT Planning Center for his/her signature. The signed plan is then sent via FAX to the JCRT RSO,

¢ BRACHYTHERAPY NOT REQUIRING A FORMAL PLAN PRIOR TO IMPLANT
LOADING OR THERAPY RADIOPHARMACEUTICAL ADMINISTRATIONS: The staff physician
must complete and sign the JCRT WRITTEN DIRECTIVE FORM and sent via FAX to the RSO.

NOTE: Therapeutic radiopharmaceutical administrations of sodium iodide I-131 are not
administered by the JCRT Radiation Tharapy Departments at DFCI, BWH, CHMC, or BIH.

THE SIGNED WRITTEN DIRECTIVE MUST BE RECEIVED IN THE JCRT RADIATION SAFETY
OFFICE BEFORE THE BRACHYTHERAPY PROCEDURE CAN BE COMPLETED.

2. The written directive for a specific brachytherapy patient must include:
a. Prior to Implantation: radioisotope, number of sources, and source strengths;
b. After Implantation and prior (0 treatment completion: radioisotope, ‘reatment site, total dose

Page XX-15
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3 Oral revisions to the written directive are acceptable because of the patient's condition would
jeopardize the patient's health Oral revisions must be documenied immediately in the patient’s record and
the revision noted under “Directive Modification” on the writlen directive within 48 hours of the oral
revision. In addition, if the patient's condition is critical and the delay to provide a written direction would
jeopardize the patient's heaith. than an oral directive is acceptable provider’ that the oral directive is
documented in the patient's record and the written dircctive i§ preparcd wiuuin 24 hours of the oral
directive. All other revisions to (he writlen directive must be documented at the time of the revision.

4  Prior to each administration, the patient's identity shall be venfied by wrist band identification and by
statement of the name to the patient, as the individual named in the directive.

5. The final plans of treatment and related calculations shall be in accordance with the wrirten directive.
a. Brachytherapy calculations must be check by a person who did not originally perform the

calculations.
b. The position of the sources must be venfied with dummy sources or fixed geometry applicators

prior to inserting the sealed sources. ([F VERIFICATION 18 SPECIFIED BY THE PHYSICIAN)
¢. The computer program used 1o calculated dose rates must be “acceptance tested” lo determine thal

the correct dose rates are being calculated.

6 The administration shall be in accordance with the written directive. Prior to administration, the
person administering the treatment, must verify that all the details specified in the written dircctive and
the treatment plan (CHECKING THE TREATMENT PLAN IS NECESSARY IF A TREATMENT PLAN

IS REQUIRED BY THE PHYSICIAN) All details of the treatment must be recorded promply in the
paticnt’s record.

7 Any unintended deviation from the written directive shall be identified and evaluated, and appropriate
action taken Any intended deviation will be documented on the written dircctive and in the paticnt's chart
with the signature of the staff physician.

8 Recordable events will be evaluated and recorded within 30 days of the event.

9 The QMP shall be reviewed by the JCRT Quality Assurance Commiltee, and the RSC at the specific

hospital where the procedures are performed. The review shall be at intervals no greater than 12 months.
This review shall be required to determine the effectiveness of the QMP and to determine if any
modifications are required in the QMP This audit will included all recordable evens, all
misadministration, and a sample of patient admumstrations. (>100 patients, sample 20% of treatments, 20-
100 patients, sample 20 treatments; <20 patient, sample all treatments). If & recordable cveni of
misadministration is uncovered during the quarterly review, it will be requireded to sample an additional
number of patients. All modification to the QMP must be reporied to the NRC within 30 day afler the

modifications have taken place.

10. Any deviations from the QMP shall be reported to the hospital Radiation Safety Committee on a
quarterly basis.

Page XX-16
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Written Directive for Radiopharmaceutical



2 Brigham and Women’s Hospital
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Patient's Name
\3\ L

Radiopharmaceutical

D

Patient’s 1.D. Number

w293l

Administered Dose
5({4 ) s

Route of Administration

» | '7/2_2 /s b
Authorized Users Signature Date {

( Pawmt F Jo20)

Procedure Desired

v v v COMPLETE TWO MEANS OF IDENTIFICATION v v v

@ Patient was called O Patient was asked Patient was asked O Patient was an in-

by name.(required) 10 state their date of 1o present patient and wrist
birth. identification. (ie. band 1.D. was
Driver's License) confirmed.

] Patient was asked
10 spell name. 0 Patient was asked W Q-\m\ o\

1o state their S.S.N.

0 . B

Technologist™ Signature Date

RETURN A COMPLETED COPY
OF THIS FORM TO:

Frank P. Castronovo, Ph.D.:

Director, Department of Health Physics
. & Radiopharmacology

Carrie M. Hall Building, 4th floor
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ATTN: FRANK P.

Docket Number: 3012239
1

License Number 20-1713
Plan File Date: 28-MAY-93
Region Number: ]

0l

Dear Dr. Castronovo:

This refers to the review of your written Quality Management Program
(QMP) submitted in accecrdance with 10 CFR 35.32. A review of the QMP
was performed to determine whether policies and procedures have been
developed to meet the objectives of the rule Based on this submiss
ion, there appear to be significant weaknesses and potential substian
failure of your QMP to meet the objectives in 10 CFR 35.32 in

ding Brachytherapy

Written directives for brachytherapy, other than high-dose-rate
afterloading brachytherapy, as defined in 10 CFR35.2, must
the radioisotope, number of sources, and s
implantation, but prior to completion of e procedure
isotope, treatment site, and total source strength and
time (or, equivalently, the total dose). Your OMP must
‘itten policy/procedure which requires that written
or brachytherapy doses will include all treatment
rior to administration. Your QMP is missing procedures
that the written directive include:

OM\ 0C

v U




- number of sources
- source strengths

After implantation, but prior to completion of the
procedure:

- the radioisotope
- treatment site

- total source strength and exposure time (or,
equivalently, the total dose)

A footnote to 10 CFR 35.32(a)(1) provides that an oral revision to
a written directive is acceptable if, because of the patient’s
condition, a delay in order to provide a written revision to an
existing written directive would jeopardize the patient’s health.
Oral revisions must be documented immediately in the patient’s
record and a revised written directive must be signed and dated by
an authorized user or physician under the supervision of an
authorized user within 48 hours of the oral revision. Please
include such a policy in your QMP.

If, because of the emergent nature of the patient’s condition, a
delay in order to provide a written directive would jeopardize the
patient’s health, an oral directive will be acceptable provided
that the information provided in the oral directive is documented
immediately in the patient’s record and a written directive is
prepared within 24 hours of the oral directive. Please include
such a policy in your QMP.

Revisions to written directives for brachytherapy may be made
provided that the revision is dated and signed by an authorized
user prior to the administration of the brachytherapy dose or the
next brachytherapy fractional dose. Your QMP must include a policy
/procedure that requires that revisions to written cirectives will
be made prior to administration of the brachytherapy dose or next
fractional brachythe-apy dose.

Your submittal does not include policies/procedures that ensure
that final plans of treatment and related calculations for brachy-
therapy are in accordance with the written directive as required
by 10 CFR 35.32(a)(3). Your procedures should r ire that:

- procedures for performing a check of dose calculations
(i.e., computer-generated dose caiculations and/or manual
dose calculations). Procedures for checking the dose
calculations before administration of the prescribed brachy-
therapy dose. An authorized user or a qualified person
under the supervision of an authorized user (e.g., a radia-

OFFICIAL RECORD COPY - D:\QM\002063 1 - 06/10/94
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tion therapy physicist, oncolegy physician, dosimetrist, or
radiation therapy technologist), who whenever possible did
not make the original calculations, should check the dose
calculations

- verification of the position of dummy sources or fixed
geometry applicators prior to inserting sealed sources, is
accomplished

- acceptance testing on each treatment planning or dose
calculating computer program that could be used for dose
calculations, and checking computer generated dose calcula-
tions is performed

Your submittal for brachytherapy does not include policies/
procedures that ensure that ea.h administration is in accordance
with the written directive as required by 10 CFR35.32(a)(4).
Please include such a provision in ycur QMP.

Your procedures should include a requirement for verification,
before administering each brachytherapy dose, that the specific
details of the administration are in accordance with the written
directive and plan of treatment. The prescribed radioisotope,
number of sources, source strengths, treatment site, loading
sequence, and total dose should be confirmed by the person
administering the brachytherapy treatment to verify agreement with
the written directive and treatment plan.

Your procedures should include a requirement for prompt recording,
by the authorized user, of the number of sources and the actual
loading sequence of the radioactive sources implanted (e.g.,
location of each sealed source in a tube, tandem, or cylinder) and
sign or initial the patient’s chart or appropriate record.

Your QMP must include policies/procedures to institute corrective
actions to be taken after an unintended deviation has been
identified.

As required in 10 CFR35.32(c), the licensee shall evaluate and
respond, within 30 days after discovery of the recordable event,
to each recordable event by: (a) assembling the relevant facts
including the cause, (b) identifying what, if any, corrective
action is required to prevent recurrence, and (c) retaining a
record, in an auditable form, for three years, of the relevant
facts and what corrective action was taken. Please include such a
provision in your QMP.

Your QMP review procedure does not provide an evaluation of:(a) an
adequate representative sample of patient administrations, (b) all
recordable events, and (c) all misadministrations since the last
review as required in 10 CFR 35.32(b)(1). The number of patient

OFFICIAL RECORD COPY - D:\QM\002063 1 - 06/10/94
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cases to be sampled should be based on the principles of statisti-
cal acceptance sampling and should represent each modality
performed in the institution (e.g., radiopharmaceutical, tele-
therapy, brachytherapy, and gamma stereotactic radiosurgery). You
may develop a sampling procedure of your own; use the chart
provided in 10 CFR 32.110(assuming an error rate of 2 percent); or
a representative sample may be selected including (at a minimum):
20% if the number of cases performed is greater than 100, 20 cases
if the number of cases is between 20 and 100, and all, if the
number of cases is less than 20.) Provide a copy of your revised
QMP to include this provision,

Your QMP should include a procedure to expand the number of cases
reviewed when a misadministration or recordable event is vncovered
during the periodic review of your QMP. Please include such ¢
provision in your QMP.

Describe your procedures to evaluate the effectiveness of the QM>,
and, if necessary, to make modifications to meet the objectives of
the program as required by 10 CFR 35.32 (b)(”).

Please provide assurance that modifications to your QMP will be
submitted to the NRC within 30 days after the modification has
been made as required by 10CFR 35.32(e).

Please be advised that multiple misadministrations and other errors
have occurred due to sources that are inaccurateiy placed or have moved.
In addition, wrong organs have been irradiated as a result of uninten-
tional and undetected movement of the source, once implanted. Each
licensee should review their procedures to ensure that source positions
are verified and frequently checked.

Regarding I1-125 and /or I-131 > 30 Microcuries

The written directive must be an order for a specific patient,
dated and signed by an authorized user or physician under the
supervision of an authorized user, and, for any administration of
quantities greater than 30 microcuries of either 1-125 or 1-131,
the dosage. Your QMP is missing procedures to require that the
written directive for 1-125 and/or 1-131 > 30 microcuries:

- be an order for a specific patient
- contains the dosage to be administered

A footnote to 10 CFR 35.32(a)(1) provides that an oral revision to
a written directive is acceptable if, because of the patient’s
condition, a delay in order to provide a written revision to an
existing written directive would jeopardize the patient’s health.
Oral revisions must be documented immediately in the patient’s
record and a revised written directive must be signed and dated by
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an authorized user or physician under the supervision of an
authorized user within 48 hours of the oral revision. Please
include such a policy in your QMP.

If, because of the emergent nature of the patient’s condition, a
delay in order to provide a written directive would jeopardize the
patient’s health, an oral directive will be acceptable provided
that the information provided in the oral directive is documented
immediately in the patient’'s record and a written directive is
prepared within 24 hours of the oral directive. Please include
such a policy in your QMP.

Revisions to written directives may be made for any diagnostic or
therapeutic procedure provided that the revision is dated and
signed by an authorized user prior to the admiristration of the
radiopharmaceutical dosage. Your QMP must include a policy/
procedure that requires that revisions to written directives will
be made prior to administration.

Your submittal for 1-125 and/or I-131 > 30 microcuries adminis-
tration does not include policies/procedures that ensure before
administration that each administration is in accordance with the
written directive as required by 10 CFR 35.32(a)(4). Describe your
policy/procedure to verify, before administering the by-product
material, that the specific details of the administration are in
accordance with the written directive.

Your QMP must include policies/procedures to institute corrective
actions to be taken after an unintended deviation has been
identified.

As required in 10 CFR35.32(c), the licensee shall evaluate and
respond, within 30 days after discovery of the recordable event,
to each recordable event by: (a) assembling the relevant facts
including the cause, (b) identifying what, if any, corrective
action is required to prevent recurrence, and (c) retaining a
record, in an auditable form, for three years, of the relevant
facts and what corrective action was taken. Please include such a
provision in your QMP.

Your QMP review procedure does not provide an evaluation of:(a) an
adequate representative sample of patient administrations, (b) all
recordable events, and (c) all misadministrations since the last
review as required in 10 CFR 35.32(b)(1). The number of patient
cases to be sampled should be based on the principles of statisti-
cal acceptance sampling and should represent each modality
performed in the institution (e.g., radiopharmaceutical, tele-
therapy, brachytherapy, and gamma stereotactic radiosurgery). You
may develop a sampling procedure of your own; use the chart
provided in 10 CFR 32.110(assuming an error rate of 2 percent); or
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a representative sample may be selected including (at a minimum):
20% if the number of cases performed is greater than 100, 20 cases
if the number of cases is between 20 and 100, and all, if the
nuinber of cases is less than 20.) Provide a copy of your revised
QMP to include this provision.

Your QMP should include a procedure to expand the number of cases
reviewed when a misadministration or recordable event is uncovered
during the periodic review of your QMP. Please include such a
provision in your QMP.

Describe your procedures to evaluate the effectiveness of the QMP,
and, if necessary, to make modifications to meet the objectives of
the program as required by 10 CFR 35.32 (b)(2).

Please provide assurance that modifications to your QMP will be
submitted to the NRC within 30 days after the modification has
been made as required by 10CFR 35.32(e).

Regarding Therapeutic Radiopharmaceutical other than 1-125 and/or I-131

The written directive must be an order for a specific patient,
dated and signed by an authoiized user or physician under the
supervision of an authorized user, and, for a therapeutic use of
a radiopharmaceutical other than 1-125 or 1-131, the radio-
pharmaceutical, dosage, and route of administration. Your QMP is
missing procedures to require that the written directive include:

the radiopharmaceutical

the dosage

the route of administration

an order for a specific patient

A footnote to 10 CFR 35.32(a)(1) provides that an oral revision to
a written directive is acceptable if, because of the patient’s
condition, a delay in order to provide a written revision to an
existing written directive would jeopardize the patient’'s health.
Oral revisions must be documented immediately in the patient’s
record and a revised written directive must be signed and dated by
an authorized user or physician under the supervision of an
authorized user within 48 hours of the oral revision. Please
include such a policy in your QMP.

If, because of the emergent nature of the patient’s condition, a
delay in order to provide a written directive would jeopardize the
patient’s health, an oral directive will be acceptable prc-*ded
that the information provided in the oral airective is doc ented
immediately in the paltient’s record and a written directive is
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prepared witnin 24 hours of the oral directive. Please include
such a policy in your QMP.

Revisions to written directives may be made for any diagnostic or
therapeutic procedure provided that the revision is dated and
signed by an authorized user prior to the administration of the
radiopharmaceutical dosage. Your QMP must include a policy/
procedure that requires that revisions to written directives will
be made prior to administration.

Your submittal for administration of therapeutic radiopharma-
ceutical other than 1-125 or I-131 does not include policies/
procedures that ensure that each administration is in accordance
with .he written directive as required by 10 CFR 35.32(a)(4).
Describe your policy/procedure to verify, before administering the
by-product material, that the specific details of the administra-
tion are in accordance with the written directive.

Your QMP must include policies/procedures to institute corrective
actions to be taken after an unintended deviation has been
identified.

As reguired in 10 CFR35.32(c), the licensee shall evaluate and
respond, within 30 days after discovery of the recordable event,
to each recordable event by: (a) assembling the relevant facts
inciuding the cause, (b) identifying what, if any, corrective
action is required to prevent recurrence, and (c) retaining a
record, in an auditable form, for three years, of the relevant
facts and what corrective action was taken. Please include such a
provision in your QMP.

Your QMP review procedure does not provide an evaluation of:(a) an
adequate representative sample of patient administrations, (b) all
recordable events, and (c) all misadministrations since the last
review as required in 10 CFR 35.32(b)(1). The number of patie.t
cases to be sampled should be based on the principles of statisti-
cal acceptance sampling and should represent each modality
performed in the institution (e.g., radiopharmaceutical, tele-
therapy, brachytherapy, and gamma stereotactic radiosurgery). You
may develop a sampling procedure of your own; use the chart
provided in 10 CFR 32.110(assuming an error rate of 2 percent); or
a representative sample may be selected including (at a minimum):
20% if the number of cases performed is greate, than 100, 20 cases
if the number of cases is between 20 and 100, and all, if the
number of cases is less than 20.) Provide a copy of your revised
OMP to include this provision.

Your QMP should include a procedure to expand the number of cases
reviewed when a misadministration or recordable event is uncovered
during the periodic review of your QMP. Please include such a
provision in your QMP.
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Describe your procedures to evaluate the effectiveness of the QMP,
and, if necessary, to make modifications to meet the objectives of
the program as required by 10 CFR 35.32 (b)(2).

Please provide assurance that modifications to your QMP will be
submitted to the NRC within 30 days after the modification has
been made as required by 10CFR 35.32(e).

To meet the requirements in 10 CFR 35.32, you may choose to utilize
the procedures described in Regulatory Guide 8.33(enclosed), or submit
procedures that are equivalent. If you choose to use Regulatory Guide
8.33, be certain that the procedures you select are adjusted to meet
the specific needs of your program as necessary. Additionally, you
are reminded that training and/or instruction of supervised indivi-
duals in your QMP is required by 10 CFR 35.25.

Due to the apparent failure of your written QMP to meet the objectives
in 10 CFR 35.32, you must immediately modify your written QMP to
address the items listed above, and provide those modifications to
your NRC regional office within 30 days of the date of this letter.
NRC will review these matters during your next routine NRC inspection
to determine whether violations of NRC requirements have occurred.
Enforcement action may be taken at that time for failure to meet the
requirements of 10 CFR 35.32.

Please be advised that this QMP will not be incorporated into your
license by condition. This allows you the flexibility to make changes
to your quality management program without obtaining prior NRC
approval. When modifications are made to your program, You should
submit any changes to your QMP to this Office within 30 days as
required by 10 CFR 35.32(e).

Your QMP was reviewed by an NRC contractor following a standard review plan
and related checklist provided by the NRC staff. This letter outlining the
findings of that review was prepared by the contractor utilizing standard
paragraphs previously reviewed and approved by NRC headquarters and
regional management. If you have any questions about this review, you may
call me at (610)337-5309. Thank you for your cooperation in this matter.

Sincerely,
Original Signed By:
James P, Dwyer g

James P. Dwyer
Quality Management Program Coordinator
Region 1|

Enclosure: As stated
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May 28, 1993

Quality Management Program

U.S. Nuclear Regulatory Commission
Region 1

475 Allendale Road

King of Prussia. PA 19406-1415

To Whom It May Concern:

Enclosed is the Quality Management Program which
has been implemented at the Brigham and Women's
Hospital under Broad License # 20-17131-01.

Sincerely,

TP tehne

Frank P.Castronovo, Jr., Ph.D.
Radiation Safety Officer

FPC/rac
Enclosure

cc: NRC QM file

1%, Ls U

pamhen . nre (Fax gecs 5/1%/47)



MEMORANDUM

TO: Dr. Frank Castronovo, Radiation Safety Officer

FROM: Beverly Potter, Laboratory Manager Endc-~Hyper

DATE: December 5, 1991

SUBJECT: NRC Policies and Procedures

———
———

—— - —————— . Y- ———— - -————————

———————— - - Y- — - - -
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In reesponse to your reguest for our policies and procedures for
Thyroid uptakes and therapy:

s 9

Autherized user date and eign a written directive prior to
the administration of any therapeutic: see attachment
nos.1-2.

Verify by more than one method the identity of the patient
aeg the individual named in the written directive:see
attachment no.3, section D, Patient procedure.

Dose should be measured in dose calibrator and the results
compared with the prescribed dosage in the written
directive: see attachment no.4.

Workers to seek guidance rather than continuing a procedure
when there is any doubt: see attachment no.5.

Make, date, and eign or initial a written record that
documente the adminiestered dosage in the patient’s chart:
see attachment no. 6. When 1311 is administered the form is
sent to the patient e phyeician for the patient chart. When
1231 ie administered, the form is kept in the Thyroid Uptake
Patient Record Book.

Perform periodic review of radiopharmaceutical Quality
Management/Quality Control program: see attachment no.5.
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TO:

All Physicians ordering radioiodine administration
to patients

FROM: Richard Undeiwood, Ph.D., Laboratory Directer —EEStﬁ;-
/ Beverly Potter, Laboratory Manager

DATE: September 2, 1987

RE: Radioactive lodine Patient Administration

In

to

(Uptake and/or Therapy)

order to comply fully with NRC regulations we would like

all physicians ordering an uptake and/or therapy to adhere

the following revised procedure.

A written requisition must first be completed, using the
hospital clinical laboratory test requistion for aill

in/out patients and using the green Endocrine-Hypertension
(253) slip for patients in the ACC and Endocrine Clinic.
Telephone call should be made to ext. 7501 (Endocrine-
Hypertension Clinical Assays Laboratory, attn. Ms. Betty
Bent) to arrange a date and time for the particular test,
which will be entered into a treatment log book. It is
essential that the completed requisition s1ip be immediately
Put in the hospital mail system in an envelope addressed

for Endocrine-Hypertension, Lab building 43, attn.

Beverly Potter. Please note that a radjoiodine administration

cannot be carried

out until the written requisition is

received and checked with the verbal request entered in the

treatment log book. An adhesive label stamped with the patients
hospital identification plate will be fixed to the

appropriate page of the treatment log book on which the verbal
request has been entered. A copy of the written request

sli

cee

P will be kept on file in the laboratory.

Richard Und. rwood
Reed Larsen
Beverly Potter

Ak
\EAN
L A Teaching Attiliate of §Hasvared & focdic al Se hool



| . AMaULArc).av CLINICAL CENTER . No 0? exXam (), e

221 LONGWOOD AVENUE TELEPHONE
BOSTON, MASSACHUSETTS 02118 732 6868
(\ -~ ~
Z FN VT
MAME 4,&‘:6% .&QJM_@D.L rae i
._\
ADDRESS DATE ‘}7- ‘]Sh 1

R B —

L T8 TGyl

HEFILLO Y 23 4 5 PAN
LABEL

DEA NO

Interchange mandsted uniess the
practitione: wriles words “no
substitution” in this space



123 .

I - THYROID UPTAKE PROCEDURE

Memory Usage #1 (1/8) Roan background

#2 (2/8) Control capsule
#3 (3/8) Patient No.l

#4 (4/8) -

#5 (5/8) Patient No.2
# (6/8) =~ =

#7 (7/8) Patient No.3

#8 (8/8) "

Function
Function

Function

kange of Interest R.O.1I.

1

-1 " 142-202

23-1 Channels 65-95
3
37-Cs " 306-354

Procedure

A.

Quality Control - Place the 137-Cs bar in the probe to check for any
drift in the system. T 21
Set: Memory/kighth/ 4 /Clear/Data/Collect znﬂ“ ek

If the peak appears in the highlighted area (Ch 306-354), the
eystem passes Q.C. If not, the system must be recalibrated as
explained in the Set-Up section (notify the Lab Manager first).
Record the Q.C. Intg on the Patient(s) data sheet.

Room Background ~ Place the probe approx where the patient will sit. aanx

Check the probe distance marker for correct position length. Cla/ T -
Set: Memory/Eighth/ 1 /Clear/Data/Collect : ok
Record the Intg on the Patient(s) data sheet.

Control Capsule - Place the capsule at the center of the probe
Set: Memory/Eighth/ 2 /Clear/Data/Collect
Record the Intg on the Patient(s) data sheet.

Patient procedure
Greet the patient(s) briefly and tell them what you are going to do.
Record the patient's hoepital I.D. information from their card
onto a label and place on the patient data sheet, an Endo-Hyper
requisition and the yellow radioisotope form and the consent form.
- Have the patient sign the consent form (a spanish form is
available). There should be no doubt about the possibility of
pregnancy in females. If the patient is unsure, a pregnancy
test must be performed before the uptake capsule ig given.
Conduct the patient to the chair provided and position the probe
80 that the bar is centered at the top of the sternal notch.
Pess bar firmly against

¥ Qa4a .l
4 -

D
F patient, face squarely into
probe and instruct patient not tc

» move during counting

+




231 Capsules for Thyroid Uptakes

12

Order the number of capseules required through Radiopharmacy,

ext. 7171, by 11 a.m. of the weekday preceeding administration ¢\
the patient. Order enough capsules for the patients plus

one for control

Z_OO)A(‘_ \
Pick up the capsules in Radiopharmacy at 8:30 a.m.. Dose

calibrate with the Dose calibrator located in Radiopharmacy. (21
pes

Record dose in the 1231 log book located in the Thyroid

Treatment room. Date and initial. Place the descriptive

sticker (see below) in the log book next to the recorded dose,

the unused capsules and lead pigs in Radiopharmacy on
basis. Monitor the trash container for disposal
radiocactive waste or regular trash.

L1-Na Capsules For Thyroid Therapy

psules on an as needed, amount requested basgis only,
of the weekday preceeding the scheduled therapy.
can be ordered as one or multiple capsules.
RSOFIT~
S.0.: AAR04625 (expires 11/30/9%)
Squibb: 1-800-447-6883
cust. no. 01190800233
specify: date of delivery and calibration
deliver to: Radiopharmacy, L-2, attn:
Endocrine, ext. 7501

information:

are dose calibrated in Radiopharmacy directly before

to the patient.
vintec Radioisotope Calibrator, CRC-5R:
button, set '0' with the dial set the range
200 as required,
capsule (keep in plastic vial) from the lead

itainer with tweezers and place in the well of SR container.
gloves and work behind the shield provided.
ord the dose in the 1311 log book along with the calibration
-ker from the lead pig. Initial and date.

he capsulefs)

to the treatment room when the physician is
© administer to the patient.

apsule:s st be brought back

to Radiopharmacy for
ectly administration.

1‘.,551 cont 7“:-"1"( ,:!;¢i1
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Ne. 5

i;' S Record by the value on the patient data sheet.

Set: Memory/Eighth/ 6 /Clear/Data/Collect
Record the INTG on the patient data sheet
Compute Function 2 (F2): Compute/Func /F2
= continue as above

Patient #3

Set: Memory/Eighth/ 8 /Clear/Data/Collect
Record the INTG on the patient data sheet
Compute Function 3 (F3): Compute/Func/F3
= continue as above.

G. QM Program: All records are reviewed and signed by the
Leboratory Supervisor on a monthly basis. A1l record
books are reviewed and signed on a biannual baeis by the
Medical Director of the Thyroid Divieion.

H. Problems and/or questione regarding should be directed

to the appropriate person in charge:

Instrument problems: Lab Manager, ext. 7501

Patient problems: The phyesician in charge

(i.e. Dr. Larsen, ext. 6782 or Dr. Williams, x5661)
Do not continue & procedure if there are any doubts
concerning the equipment, the patient, or complying -
with any Procedure or policy.

_Endocrine-Hy;ertension Laboratory: April, 1991
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RADIOACTE@E ISOTOPE FORM

DIAGNOSTIC

THERAPEUTIC [

RADIOACTIVE I1ISOTCPE FORM

C

The above named patient has been given the following radioactive isotope

at Mon

¢ J——

Isotope: Dose:

Route of Administration:

Etfective Half-Life: __

Organ of Maximal Concentration:

The following checked precautions are to be observed:
.| None (Xe-133, etc.)

[ | Short.lived isotope (Tc:99m, etc)

Use gloves when handling any body fluids within 24 hours.

| ' Longlived isotope (Ga-67, 1-131, Co-67, In-111, T1-201, etc)

During the next seven days,

(1) Use gloves when handling blood, urine, feces or drainage.

(2) Dispose these into a flushing commode, discard gloves into the trash.

(3} Label as radioactive any samples stored or sent to the laboratories.

[ ]

L Written instructions are attached.

All personnel responsible for the medical or nursing care of this patient must review and be familiar with the special
procedures and requirements out!ined in the Radiation Safety Manual, Brigham and Women's Hospital

in the event of spillage or sotopic contamination notify at once the undersigned and the Radiation Safety Office
(2-6056). Make no attempt to clean the area or to remove any item touched by the isotope

Sagred ___

WSSO L= SN NIy |

Licensed 1s010p8 AQministrator

FORM a6 na
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Radiopharmaceutical Theraples an
Uses of lodine-131 > 30uCI

14

\c.bw\onxl‘b.m'.,_\ X% WZ-99.5¢ -2
Patient's Name ' Patlent's 1.D. Number

311 S,0mb S 1 ml
Radiopharmacetical Prescribed Dose Administered Dose

v v v COMPLETE TWO MEANS OF IDENTIFICATION v v v

¥ Patient was ralled O Patient was asked & Patient was asked 0O Patient was an in-

by name.(required) to state their date of to present patient and wrist
birth. identification. (Le. band I.D. was
(O Patlent was asked Driver's Uicense) confirmed.
to spell name. @ Patlent was asked \Amg'-k\ Carh
to state their S.S.N.
O\§ -6 -1524
[NV = | I TS
Technologist's Signature Date
RETURN A COMPLETED COPY
OF THIS FORM TO: @

 Director, Health Phys!
Carrle M. Hall Building, 4th-floor:

RADIOPHARMACEUTICAL THERAPIES AND/CR USES OF IODINE-131 > 30uci
VA BRICHAM AND

Hantth Phucire Marme e os Vonrs




Radiopharmaceutical Therapies and/or
Uses of lodlne-131 > 30uCl

@ ¢ Brigham and Women’a-lospltal ?

e T .

| 9043 | -3 .3

W Q\\ Q\’\gf Sandm

-0 ;
Patient's Name 3\ O gy 4Number |
T U A (&, 0vm4

Radiopharmaceutical Prescribed Dose Administered Dose

Treoct V\“\DQNMU\CQ\C(&M

Procedure Desired ™ '
1‘ % 517193
Users SIgnatm Date

v v+ COMPLETE TWO MEANS OF IDENTIFICATION v v v

WX
(3 Patlent was called B Patlent was asked 0 Patient was asked O Patient was an in-
by name.(required) to state their date of to presern patlent and wrist
birth. identification. (Le. band 1.0, was
O Patient was asked Driver's Licenss) corffimed.
to spell name, (O Patient was asked
to state their S.S.N.
- 5(3(a3
Technologist's Signature Date
RETURN A COMPLETED COPY
OF THIS FORM TO:

47 - ank P. c. ,_t * e ,
 Director, Health Physics Depar

Carrle M. Hall Bulldmg, 4th floor

RADIOPHARMACEUTICAL THERAPIES AND/OR USES OF IODINE-131 > 30.cl P



o) ¢ Brigham and Women'’s Qspital
Radiopharmaceutical Therapies
Uses of lodine-131 > 30uC D

CEIV
e | 3 193

|
|

|
—

053 bl -%b-Y
Patient's 1.D. Number

£ %ie ISD A (4% 4 MG

Radiopharmaceutical Prescribed Dose Administered Dose

Atvadio A ok fesidual W-zw‘\d _post- Weucpide o G
Procedure Desired QC\Q\\\G(D "V‘-Qr()\()\ anU J

MO Pk MO 4lel93

Authorized Users Signature Date

C/D\-\“ W .\\m e,
Patient’'s Name

v v v COMPLETE TWO MEANS OF IDENTIFICATION = v v

B Patient was called 0 Patient was asked 0 Patiert was asked R Patient was an in-

by name.(required) to state their date of to present patient and wrist
birth. identification. (Le. band L.D. was
O Patient was asked Driver's License) confirmed.
to spell name. [ Patient was asked
to state their S.S.N.
Technologist's Signature ' Date
RETURN A COMPLETED COPY
OF THIS FORM TO:

" Frank P. Castronovo, Ph.D. ©
Director, Health Physics Department
Carrie M. Hall Building, 4th floor

RADIOPHARMACEUTICA P ND/OR USES OF IODINE-131 > 30uci
L. THERAPIES AND W LA BRIC AND
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20.6.13 QUALITY MANAGEMENT PROGRAM

SECTION 35.32

JOINT CENTER FOR RADIATION THERAPY
QUALITY MANAGEMENT PROGRAM (QMP)

Radiation Therapy Departments

New England Deaconess Hospital (NEDH)
Dana~Farber Cancer Center (DFCI)
Brigham-Women’s Hospital (BWH)

The Children’s Hospital (CHMC)
Beth Israel Hospital (BIH)

The Nuclear Regulatory Commission (NRC) has issued a
regulation that requires each licensee to establish a
"Quality Management Program" (QMP) for the
administration of By-Product Material to Patients. This
QMP will be applicable to all JCRT Hospital Radiation
Therapy Departments and will become part of the NRC
License of each hospital, after approval by each
Radiation Safety Committees (RSC). The JCRT has no NRC
licensed teletherapy units or gamma sterectactic
radiosurgery units

1.

Prior 'to administration of radiocactive material for
a brachytherapy or radiopharmaceutical therapeutic
procedure, a written directive must be submitted
via FAX (731-30903) to the JCRT Raciation Safet
Office (RSO). This written directive must be .ignod
by a JCRT staff or resident physician.

a. NEDH ONLY: THERAPY RADIOPHARMACEUTICAL
ADMINISTRATIONS: The written directive will be
the "Implant Schedule Foru"™. This form is
already in existence and is currently sent via
FAX to the RSO. Any administration of sodium
iodide I-125 or I-131 in quantities greater
that 30 microcurie must have a written

directive.

b. BRACHYTHERAPY REQUIRING A FORMAL PLAN: The
plan completed immediately prior to the
implant loading must be sent via FAX to the
staff or resident physician from the JCRT
Planning Center for his/her signature. The
signed plan “is then sent via FAX to the JCRT

RSO.

PAGE 20-20
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c. BRACHYTHERAPY NOT REQUIRING A FORMAL PLAN
PRIOR TO IMPLANT LOADING OR THERAPY
RADIOPHARMACEUTICAL ADMINISTRATIONS: The staff
or resident physician must complete and si
the JCRT WRITTEN DIRECTIVE FORM and sent via
FAX to the RSO and to the JCRT Treatment

Flanning Center.

NOTE:Therapeutic radiopharmaceutical
administrations of sodium iodide I-131 are not
administered by the JCRT Radiation Therapy
Departments at DFCI, BWH, CHMC, or BIH.

THE SIGNED WRITTEN DIRECTIVE MUST BE RECEIVED IN THE
JCRT RADIATION SAFETY OFFICE BEFORE THE BRACHYTHERAPY

PROCEDURE CAN BE COMPLETED.

-

Prior to each administration, the patient’s

identity shall be verified by wrist band
identification and by statement of the name to the

patient, as the individual named in the directive.

The final plans of treatment and related
calculations shall be in accordance with the

written directive.

The administration shall be in accordance with the
written directive.

Any unintended deviation from the written directive
shall be identified and evaluated, and appropriate
action taken. Any intended deviation will be
documented on the written directive and in the
patient’s chart with the signature of the staff or
resident physician. ﬁ?

The QMP shall be reviewed by the JCRT Quality
Assurance Committee, and the RSC at the specific

hospital where the brachytherapy procedures are
performed. The review shall be at intervals no
greater than 12 months. This review shall be
required to determine the effectiveness of the QMP
and to determine if any modifications are required

in the QMP.

Any deviations from the QMP shall be reported to
the hospital Radiation Safety Committee on a
quarterly basis.
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MEMORANDUM
TO: Dr. Frank Castronovo, Radiation Safety Officer
FROM: Sonya Shortkroff, Research Coordinator
DATE: May 20, 1993
SUBJECT: NRC Policies and Procedures
= EEE SIS ISR I IR I ERES = =

In response to your reguest for our polices and procedures for
Dysprosium-165 therapy:

1.

Authorized user shall date and sign a written directive in the
physician order section of the medical record at the time of

the administration of the Dysprosium-165 therapy.

The identity of the patient as the individual named in the
written directive shall be verified by more than one
method:see attachment No. 1.

The dose shall be measured in the dose calibrator and the
results compared with the prescribed dosage in the written

directive:see attachment No. 2

A yellow radionuclide form, dated, and signed will serve as
the written record that documents the administered dosage in

the patient's chart:see attachment No. 3

Periodic review of the radiopharmaceutical Quality
Management/Quality Control program will be performed according
to IND #24594.



Brigham and Women'’s Hospital
Radiopharmaceutical Therapies and/or
Uses of lodine-131 > 30uCi

N RSO W FRAIT VLS S0 et
Patient's Name Patient's 1.D. Number
Radiopharmaceutical Prescribed Dose Administered Dose

Procedure Desired

Authorized Users Signature Date

v v v COMPLETE TWO MEANS OF IDENTIFICATION v v v

O Patient was called O Patient was asked 0O Patient was asked O Patient was an in-

by name.(required) to state their date of to present patient and wrist
birth. identification. (Le. band 1.D. was
0 Patient was asked Driver's License) confirmed
1o spell name. O Patient was asked

to state their S.8.N.

Technologist's Signature Date

RETURN A COMPLETED COPY
OF THIS FORM TO: @

Frank P. Castronove, Ph.D.
Director, Health Physics Department
Carrie M. Hall Building, 4th floor

RADIOPHARMACEUTICAL THERAPIES AND/OR USES OF IODINE-131 > 30uc!
Mealth Physics Denartmarnt YARNSR m BRIGHAM AND



synovec

Procedure for Dose Callbration
for
16sli)y-Fl-mm Radlation Synovectomy

For each dose to be calibrated:

1.

The security seal is removed from the pail, an interior wipe test is done (using
geiger counter placed distant from radiation sources) and the dose vial is
transported inside the innermost and intermediate lead “pigs" into the Capintec

Cabinet.

Using 12" long forceps, the vial is lifted by the neck into the Capintec well. (prior
to this, the Capintec was set at the scale for up to 2000mCi and the background

on this channel has been checked and zeroed if necessary.

The vial is placed upright in the bottom of the Capintec lifter for ever¥ calibration.
The channel is set on “other" and positioned at 075 for counting Dy ©°.

The millicurie reading obtained and the time are noted on the patient data sheet.

The vial is returned to the lead Pig, after snapping the plastic cap off the vial and
wiping the septum/seal with a sterile alcohol sponge.

The multiplying factor of 2.8 is used for all millicurie %%asuremem of Dy‘°5 in glass
vials (and the factor 2.2 for all measurement of Dy ™ in plastic syringes).

After multiplying the dose (vial) reading by the factor, the number is recorded on
the patient data sheet (also recording the original reading and the factor used).
The total "vial before" reading is divided by the volume present in the vial as listed
on the MIT packing slip to obtain the millicuries per ml at the calibration time. The
decay chart and a calculator are used to determine the volume for a 300mCi dose

at the time of injection.
The "vial after" is measured and the activity left in the vial is calculated.

After injection, the syringe and stop cock are calibrated in the same Capintec. All
numbers are decay corrected to the time of injection to calculate the exact dose

administered.
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Children's Hospital
RADIATICN SAFETY COMMITTEE

QUALITY MANAGEMENT PROGRAM (QMP)

The Nuclear Regulatory Commission (NRC) has issued regulations
(10 CFR 35.32) that require each Licensee to establish a "Quality
Management Frogram" (QMP) for the administration of byproduct
material to patients.

The QMP plan for Children's Hospital is based on the program used
by the JCRT at participating institutions; New England Deaccness
Hospital, Dana~Farber Cancer Institution, Brigham & Women's
Hospital, and Beth Israel Hospital.

At Children's Hospital, byproduct materials are administered to
patients for diagnosis and treatment of disease. The QMP covers
primarily those procedures employing byproduct materials in
radiation therapy, although some diagnostic tests using I-125 or
I-131 may be included.

The following are instructions and procedures for the Quality
Management Plan:

; WRITTEN DIRECTIVE: Signed by JCRT staff or physician

A signed, written directive must be prepared for:

- Any brachytherapy radiation dose.
- Any administration of guantities greater than 30
microcuries or either sodium iodide I-125 or I-
131«
2. Prior to each administration, the patient's identity is

verified by moure than one method as the individual named in
the written directive.

- The final plans of treatment and related calculations for
brachytherapy must be in accordance with the written
directive.

4. Each administration is to be in accordance with the written

directive.

"

any unintended deviation from the written directive must be
identified and evaluated, and appropriate action taken. Any
intended deviation from the written directive will be
documented on the written directive and in the patient's

chart with the signature of the staff or resident phiysician,
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RADTATION SAFETY COMMITTEE RESPONSIBILITIES CONCERNING THE

QUALITY MANAGEMENT PLAN

Review the QMP at intervals of no greater than 12 months by
evaluating:

- A representative sample of patient administrations
including misadministrations.

- The effectiveness of the QMP. If required, make
modifications to meet the plan criteria.

Retain records of each review of the QMP in an auditable form
for three years.

Follow steps outlined in 10 CFR 35.22¢ for responding
to/correcting misadministrations/recordable events (defined in
10 CFR 35.33).

Any deviations from the QMP shall be reported to the RSC on a
quarterly basis.

Cid TETIAl D6, 97 AHU
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20 July 1992

USNRC
475 Allendale Road
King of Prussia, PA 19406

To whom it may concern:

The purpose of this note is to inform the NRC that Brocad License f#
20-17131~01 will use Regulatory Guide 8.33 as a model for our
Quality Management Program.

Slncerel

y e (/f)C:LvéiiAxgb 7

Frank P. Castronovo, Jr., PhD
Radiation Safety Officer

REco Fw (45

1



- ———

. .
.
" .
Children’s ,'tl\llil:ol
N Lonawosw] Ascimm

Boston MA G215 &

GI5-TA 5 6 KY)

"

S P e e

Chidrerts Hospital

RADIATION SAFETY COMMITTEE
QUALITY MANAGEMENT PROGRAM

WRITTEN DIRECTIVE

To be completed and signed by the physician administering
byproduct materials to patients in the following cases:

All brachytherapy and radiopharmaceutical therapy, and any
administration of sodium iodide I-125 or I-~131 in excess of 30
microcuries.

PATIENT NAME:

PATLENT ID: - DATE: =it
RADIOISOTOPE: . FORM: i
PRESCRIBED DOSE: nCi

DURATION OF IMPIANT:

ADMINISTERED DOSE: mCi

SIGNATURE OF PHYSICIAN:

DOES ADMINISTERED DOSE DEVIATE FROM THE PRESCRIBED DOSE? Y N

(1f yes, please indicate whether the deviation was intended or
unintended.)

___ INTENDED DEVIATION FROM PRESCRIBED DOSE - describe below
why the deviation was necessary

UNINTENDED DEVIATION FROM PRESCRIBED DOSE - describe

below what action will be taken to prevent future unintended
deviations from the prescribed dose

Explanation of deviation from prescribed dose:

1.4 ETI0T D6, 9T AHM
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20.6.13 QUALITY MANAGEMENT PROGRAM 1° el 1137
SECTION 35.32 g

JOINT CENTER FOR RADIATION THERAPY
QUALITY MANAGEMENT PROGRAM (QMP)

Radiation Therapy Departments

New England Deaconess Hospital (NEDH)
pana-Farber Cancer Center (DFCI)
Brigham-Women's Hospital (BWH)

The Children’s Hospital (CHMC)
Beth Israel Hospital (BIH)

The Nuclear Regulatory Commission (NRC) has issued a
regulation that requires each licensee to establish a
"Quality Management pProgram” (QMP) for the
administration of By-Product Material to Patients. This
QMP will be applicable to all JCRT Hospital Radiation
Therapy Departments and will become part of the NRC
License of each hospital, after approval by each
Radiation Safety Committees (RSC). The JCRT has no NRC
licensaed teletherapy units or gamma stereotactic
radiosurgery units

3. Prior to administration of radiocactive material for
a brachytherapy or radiopharmaceutical therapeutic
procedure, a written directive must be submitted
via FAX (731-3803) to the JCRT Radiation Safety
Office (RSO). This written directive must be signed
by a JCRT staff physician.

a. NEDH ONLY:THERAPY RADICPHARMACEUTICAL
ADMINISTRATIONS: The written directive will be
the "Implant Schedule Form". This form is
already in existence and is currently sent via
FAX to the RSO. Any administration of sodium
jodide I-125 or I-131 in quantities greater
that 30 microcurie must have a written
directive.

B. BRACHYTHERAPY REQUIRING A FORMAL PLAN: The
plan completed immediately prior to the
implant loading and/or the written directive
must be sent via FAX to the staff physician
from the JCRT Planning Center for his/her
signature. The signed plan is then sent via
FAX to the JCRT RSO.
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- BRACHYTHERAPY NOT REQUIRING A FORMAL PLAN
PRIOR TO IMPLANT LOADING OR THERAPY
RADIOPHARMACEUTICAL ADMINISTRATIONS: The staff
physician must complete and sign the JCRT
WRITTEN DIRECTIVE FORM and sent via FAX to the
RSO and to the JCRT Treatment Planring Center.

NOTE:Therapeutic radiopharmaceutical
administrations of sodium iodide I-131 are not
administered by the JCRT Radiation Therapy
Departments at DFCI, BWH, CHMC, or BIH.

THE SIGNED WRITTEN DIRECTIVE MUST BE RECEIVED IN THE
JCRT RADIATION SAFETY OFFICE BEFORE THE BRACHYTHERAPY
PROCEDURE CAN BE COMPLETED.

2. Prior to each administration, the patient’s
identity shall be verified by wrist band
identification and by statement of the name to the
patient, as the individual named in the directive.

3. The final plans of treatment and related
calculations shall be in accordance with the
written directive.

4. The administration shall be in accordance with the
written directive.

S. Any unintended deviation from the written directive
shall be identified and evaluated, and appropriate
action taken. Any intended deviation will be
documented on the written directive and in the
patient’s chart with the signature of the staff
physician.

6. The QMP shall be reviewed by the JCRT Quality
Assurance Committee, and the RSC at the specific
hospital where the procedures are performed. The
review shall be at intervals no greater than 12
months. This review shall be required to determine
the effectiveness of the QMP and to determine if
any modifications are required in the QMP.

. Any deviations from the QMP shall be reported to
the hospital Radiation Safety Committee on a
quarterly basis.



