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LEE HOSPITAL
320 MAIN STREET
JOHNSTOWN, PA 15901

ATTN: WILLIAM E. PALMER, M.D.

RE: Docket Number: 030-03053
License Number: 37-05501-02

Dear Dr. Palmer:

This letter acknowledges receipt of your letter dated July 8, 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 management 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,

Origina
James P.SL!)?;:, By:

James P. Dwyer
Quality Management Program Coordinator
Region |
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NOTE TO DMB:

THE ATTACHED DOCUMENTS ARE TO BE PROCESSED AS ONE QUALITY
MANAGEMENT PACKAGE.

LICENSE NUMBER:
DOTKET NUMBER:

THIS SHEET MAY BE DISCARDED AFTER PROCESSING.

THANK YOU!



Lee H?Jspital

Ef i N PA 18 1. 460 R14) 65321127
ct SN WWIN, FA 10Y oIs (814) 033U 123

July 8, 1994

o0 3" 030{’

U. S. Nuclear Regulatory Commission
Region |

475 Allendale Road

King of Prussia, PA 19406

RE: License #37-05501-02

To Whom It May Concern:

In response to your letter of June 17, 1994 concerning apparent
weaknesses in our written Quality Management Program, we have
rewritten the QMP taking your comments into consideration., A copy of
this modified program is enclosed. The modified program has been
implemented as of the date of this letter.

If you hare any questions or comments, please do not hesitate to
contact me.

Sincerely,

gl

ofm W. Un
President
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QUALITY MANAGEMENT PROGRAM

POLICIES AND PROCEDURES FOR DIAGNOSTIC AND THERAPEUTIC
RADIOPHARMACEUTICAL USES

 F A written directive must be prepared prior to the administration of any
therapeutic dosage of a radiopharmaceutical or any dosage of quantities greater than
30 uCi of either sodium iodide 1-125 or I-131. Each written directive will be issued
as an order for a specific patient, dated and signed prior to an administration by an
authorized user or a physician under the supervision of an authorized user. The
written directive for sodium iodide 1-125 or 1-131 will include the dosage to be
administered. The written directive for all other therapeutic radiopharmaceuticais will
include the dosage to be administered, the radiopharmaceutical to be administered,
and the route of administration.

Procedures for oral directive or revisions to written directive are as follows.

If, because of the patient’s medical condition, a delay in order to provide
a written revision to an existing written directive would jeopardize the
patient’s health, an oral revision to an existing written directive will be
acceptable, provided that the oral revision is documented immediately in
the patient’s record and revised written directive is dated and signed by
the authorized user or physician under the supervision of an authorized
user within 48 hours of the oral revision.

Also, a written revision to an existing written directive may be made for
any diagnostic or therapeutic procedure provided that the revision is
dated and signed by an authorized user or physician under the
supervision of an authorized user prior to the administration of the
radiopharmaceutical dosage.

If, because of the emergent nature of the patient’s medical 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 contained 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.

2. Before administering a radiopharmaceutical dosage, the licensed user or
designee will verify by more than one method the identity of the patient as the
individual named in the written directive. The procedure used to identify the patient
will be to ask the patient’s name and confirm the name and at least one of the
following by comparison with corresponding information in the patient’s record: birth
date, address, social security number, signature, the name on the patient’s |D bracelet
or hospitai ID card, or the name on the patient’s medical insurance card.



3. The licensed user or designee will verify, before administering the
radiopharmaceutical, that the specific details of the administration are in accordance
with the written directive. The radiopharmaceutical, dosage, and rouie of
administration will be confirmed by the person administering the radiopharmaceutical
to verify agreement with the written directive. For photon emitting
radiopharmaceuticals, the dosage will be measured in the dose calibrator and the
results compared with the prescribed dosage in the written directive. For pure beta
emitters, the manufacturer’'s assay of the radiopharmaceutical, as well as any
calculations to correct for decay and volume, will be compared with the prescribed
dosage in the written directive or the dosage will be measured in the dose calibrator
using a setting and/or correction factor previously determined.

4. The licensed user will direct all workers to seek guidance if they do not
understand how to carry out the written directive. That is, workers will ask for
clarification if they have any questions about what to do or how it should be done
rather than continuing a procedure when there is any doubt.

8. The authorized user or a qualified person under the supervision of an authorized
user (e.g., a nuclear medicine physician, physicist, or technologist), after administering
a radiopharmaceutical, will make, date, and sign or initial a written record that
documents the administered dosage in an auditable form.

6. Should an unintended deviation from a written directive be identified, it shall be
brought to the attention of the Radiation Safety Officer. The RSO will have the
deviation investigated, will evaluate the need for corrective action and shall cause
such corrective action to be implemented.

A Upon discovery of a recordable event, the RSO will have the event evaluated
by assembling the relevant facts including the cause. The RSO will identify what, if
any, corrective actions are required to prevent recurrence and will retain a record, in
an auditable form, for three years, of the relevant facts and what corrective action,
if any, was taken.



8. Reviews of the radiopharmaceutical QM program will be performed at intervals
not to exceed twelve months. The review will include a representative sample of
patient administrations, all recordable events, and all misadministrations for the
previous 12 months (or last review). Patient cases will be selected at random to
eliminate any bias in the sampling procedure. The number of patient cases to be
sampled wili be based on the principles of statistical acceptance using acceptance
sampling tables of 10CFR32.110, assuming an error rate (Lot Tolerance Percent
Defective) of 10 percent. (See table.) For each patient case, a comparison will be
made between what was administered versus what was prescribed in the written
directive, relative to radiopharmaceutical dosage and route of administration. Program
reviews will be documented and distributed to all appropriate management and
deparunents.

Lot Tolerance Percent Defective Lot Tolerance Percent Defective
| 10.0 Percent: 5 Percent:
Lot Size Sample Acceptance Lot Size Sample Acceptance
Size Number Size Number
110 20 All ¢ 110 30 All 0
21 to0 50 17 0 3110 50 30 0
51 to0 100 20 0 51 t0 100 37 0
101 to 200 22 0 101 to 200 40 0
~01 to 800 23 0 201 to 300 43 0
| 801 to 100,000 39 1 301 to 400 44 0
401 to0 2,000 45 0
2001 to 100,000 75 1

Should either a inisadministration or a recordable event be uncovered during a
review of the QMP, the number of cases sampled will be increased to those indicated
by using the acceptance sampling table of 10CFR32.110 for a Lot Tolerance Percent
Defective rate of 5%.

Each review of the QMP will be evaluated to determine the effectiveness of the
program. Should the number of deviations discovered in the review not exceed the
appropriate Acceptance Number specified by the Lot Tolerance Percent Defective
table, the program will be considered effective. Should the number of deviatiors
exceed the appropriate Acceptance Number, the program may be ineffective. In this
case, the RSO shall make such modifications as necessary to meet the objectives of
the program as defined in 10CFR35.32(a).




9. Modifications to the QMP may be made to increase the program’s efficiency
provided the program’s efiectiveness is not decreased. Modifications will be
submitted to the NRC Regional Office within 30 days after the medification is made.

10. Written records of each administered radiopharmaceutical dosage and each
written directive will be maintained for three years. Records of each QMP review and
evaluation will be maintained for three years.

11.  The radiation safety training program has been modified to include instruction
in the Quality Management Program.

MA12/RPQMP 854



QUALITY MANAGEMENT PROGRAM

POLICIES AND PROCEDURES FOR BRACHYTHERAPY
(Excluding high doce-rate remote afterlcading brachytherapy)

1. A written directive must be prepared prior tc the administration of any
brachytherapy treatment. Each written directive will be issued as an order for a
specific patient, dated and signed by an authorized user or a physician under the
supervision of an authorized user. The written directive will include the radicisotope,
number of sources and source strengths. After implantation but prior to the
completion of the procedure, the authorized user will amend the written directive to
add the radioisotope, treatment site, total source strength, and total exposure time
(or, equivalently, the total dose).

Procedures for oral directives and revisions to written directives are as follows:

If, because of the patient’s medical condition, a delay in order to provide
& written revision to an existing written directive would jeopardize the patient’s
health, an oral revision to an existing written directive will be acceptable,
provided that the oral revision is documented immediately in the patient’s
record and revised written directive is dated and signed by the authorized user
within 48 hours of the oral revision.

Also, a written revision to an existing written directive may be made for
this therapeutic proced'ire provided that the revision is dated and signed by an
authorized user prior to the administration of the brachytherapy dose.

If, because of the emergent nature of the patient’s medical 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
contained 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.

- I Before administering a brachytherapy dose, the licensed user or designee will
verify by more than one method the identity of the patient as the individual named in
the written directive. The procedure use to identify the patient will be to ask the
patient’s name and confirm the name and at least one of the following by comparison
with the correspending information in the patient’s record: birth date, address, social
security number, signature, the name on the patient’s ID bracelet or hospital ID card,
the name of the patient’s medical insurance card, or the photograph of the patient’s
face.



. A The person administering the brachytherapy treatment will verify, before
adminisiering the brachytherapy treatment, that the specific details of the
brachytherapy administration are in accordance with the written directive and plan of
treatment. 'n particular, the radioisotope, number of sources, source strengths,
treatment site, loading sequence and total dose will be confirmed to verify agreement
with the written directive and plan of treatment.

4, The licensed user will direct all workers to seek guidance if they do not
understand how to carry out the written directive. Workers will ask if they have any
questions about what to do or how it should be done rather than continuing a
procedure when there is any doubt.

. 8 An authorized user or a qualified person under the supervision of an authorized
user (e.g., a radiation therapy physicist, oncology physician, dosimetrist, or radiation
therapy technologist) will verity that the radioisotope, number of sources, source
strengths, and, if applicable, lcading sequence of the sources to be used are in
agreement with the written directive and plan of trea*ment before implanting the
radioactive sealed sources.

Verification methods, such as checking the serial number of the sesled sources
behind an appropriate shield, using a radiation detector, using a dose calibrator, using
color-coded sealed sources, or using clearly marked storage locations, i.e., one
location for each source strength will be used. In the case of Ir-192, the sources are
usually in color coded strands for identification purposes. If not color-coded. the
different strength sources are in different lead containers. In these cases, the activity
of the sources will be based on the manufacturers calibration, subject to accounting
for decay.

6. For temporary brachytherapy implants, the licensed user or designee will use
radiographs or other comparable images (e.g. computerized tomography) of
brachytherapy radioactive sources or nonradioactive "dummy” sources in place as the
basis for verifying the position of the sources and calcuiating the exposure time (or,
equivalently, the total dose). Whenever possible, nonradioactive "dummy" scurces
will be used before inserting the radioactive sources (e.g., cesium-137 sealed sources
used for intracavitary applications). However, in brachytherapy procedures requiring
the use of various fixed geometry applicators (e.g., appliances or templates)
radiographs or other comparable images will not be necessary provided the position
of the sources is known prior to inserting the radioactive sources and calculating the
exposure time (or, equivalently, the total dose).



7. For permanent brachytherapy implants, the licensed user or designee will use
radiographs or other comparable images (e.g., computerized tomography) of
brachytherapy radioactive sources in place as the basis for verifying the position of
the sources and calculating the total dose, if applicable, after inserting the sources
(e.g., iodine-125 sealed sources used for interstitial applications). However, in
brachytherapy procedures requiring the use of various fixed geometry applicators
(e.g., templates) radiographs or other comparable images will not be necessary.

8. After administering a brachytherapy treatment using a temporary implant, the
authorized user or a qualified individual under the supervision of an authorized user
(e.g., an oncology physician, radiation therapy physicist, dosimetrist, or radiation
therapy technologist) will promptly make a written record of the treatment. The
record will include the radioisotope, the treatment site, the actual loading sequence
(the strength of each source and its location in its applicator), and the total exposure
time or the total dose. The individual will sign or initial the record. The record will be
maintained in an auditable form.

9. After administering a brachytherapy treatment using a permanent implant, the
authorized user or a qualified individual under the supervision of an authorized user
(e.g., an oncology physician, radiation therapy physicist, dosimetrist, or radiation
therapy technologist) will promptly make a written record of the treatment. The
record will include the radioisotope, the ireatment site, the actual number of sources
implanted, the strength of each source, and the total dose. The individual will sign
or initial the record. The record will be maintained in an auditable form.

10. The licensed user or designee will check the dose calculations before the total
prescribed brachytherapy dose has been administered. Whenever possible, an
authorized user or a qualified person under the supervision of an authorized user (e.g.,
a radiation therapy physicist, oncolegy physician, dosimetrist, or radiation therapy
technologist), who did not make the original calculation will check the dose
calculations. Manual dose calculations will be checked for:

v Arithmetic errors,

o Appropriate transfer of data from the written directive, plan of treatment,
tables and graphs,

Appropriate use of nomograms (when appiicable), and

Appropriate use of all pertinent data in the calculations.



Computer-generated dose calculations will be checked by examining the
computer printout to verify that the correct data for the patient were used in the
calculations (e.g., position of the applicator or sealed sources, number of sources,
total source strength, or source loading sequence). Alternatively, the brachytherapy
dose will be manually calculated to a single key peint and the results compared to the
computer-generated dose calculations. When the manual dose calculations are
performed using computer-generated outputs (or vice versa), particular emphasis will
be placed on verifying the correct output from one type of calculation (e.g., computer)
to be used as an input in another type of calculation (e.g., manual).

11. Ifthe authorized user determines that delaying treatment in order to perform the
checks of dose calculations would jeopardize the patient’s health because of the
emergent nature of the patient’s medical condition, the checks of the calculations will
be performed within two working days of completion of the brachytherapy treatment.

12. Acceptance testing by a qualified person (e.g., a teletherapy physicist) will be
performed on each treatment planning or dose calculating computer program used for
brachytherapy dose calculations. Acceptance testing will be performed before the
first use of a treatment planning or dose calculating computer program for
brachytherapy dose calculations. The licensee will assess each treatment planning or
dose calculating computer program based on specific needs and applications.

13. Upon discovery of a recordable event, the RSO will have the event evaluated
by assembling the relevant facts including the cause. The RSO will identify what,
any, corrective actions are required to prevent recurrence and will retain a record, in
an auditable form, for three years, of the relevant facts and what corrective action,
if any, was taken.

14. Reviews of the brachytherapy QM program will be performed at intervals not
to exceed 12 months. The review will include a representative sample of patient
administrations, all recordable events and all misadministration for the previous 12
months (or last review). Patient cases will be selected at random to eliminate any bias
in the sampling procedure. The number of patient cases to be sampled wiil be based
on the principles of statistical acceptance using acceptance samy.iing tables of
10CFR32.110, assuming an error rate (lot tolerance percent defective; of 10 percent.
(See table) For each patient case, a comparison will be made, prior to implantation
between what was administered versus what was prescribed in the written directive
relative to the radioisotope, number of sources and source strengths; after
implantation but prior to completion of the procedure: the radicisotope, treatment site
and total source strength and exposure time (or, equivalently, total dose). Program
reviews will be documented, distributed to all appropriate management and
departments, and held for review by NRC inspectors.
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Lot Tolerance Percent Defective Lot Tolerance F rcent Defective
’ 10.0 Percent: 5 Percent:
Lot Size Sample Acceptance Lot Size Sample Acceptance
Size Number Size Number
110 20 All 0 110 30 All 0
21 10 50 i7 0 31 to 50 30 0
51 t0 100 20 0 5110 100 37 0
101 t0 200 22 0 101 to 200 40 0
201 to 800 23 0 201 to 300 43 0
801 to 100,000 1 301 to 400 RE 0
401 to 2,000 45 0
2001 to 100,000

Should either a misadministration or a recordable event be uncovered during a
review of the QMP, the number of cases sampled will be increased to those indicated
by using the acceptance sampling table of 10CFR32.110 for a Lot Tolerance Percent
Defective rate of 5%.

Each review of the QMP will be evaluated to determine the effectiveness of the
program. Should the number of deviations discovered in the review not exceed the
appropriate Acceptance Number specified by the Lot Tolerance Percent Defective
table, the program will be considered effective. Should the number of deviations
exceed the appropriate Acceptance Number, the program may be ineffective. In this
case, the RSO shall make such modifications as necessary to meet the objectives of
the program as defined in 1T0CFR35.32(a).

15. Modifications to the QM:®> may be made to increase the program’s efficiency
provided the program’s effectiveness is not decreased. Modifications will be
submitted to the NRC Regional Office within 30 days after the modification is made.
16. Written records of each administered brachytherapy treatment and each written
directive will be maintained for three years. Records of each QMP review and
evaluation will be maintained for three years.

17. The radiation safety training program has been modified to include instruction
in the Quality Management Program.

MA12/BRAKYQMP 894
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LEE HOSPITAL N 17 19
320 MAIN STREET
JOHNSTOMN, PA 15901

ATTN: WILLIAM E. PALMER, M.D.

PE: Docket Number: 3003053
License Number: 37-05501-02
Plan File Date: 17-JAN-92
Region Number: 1

Dear Dr. Palmer:

This refers to the review of your written Quality Management Program
(QMP) submitted in accordance 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 substan-
t;a] failure of your QMP to meet the objectives in 10 CFR 35.32 in
that:

Regarding Brachytherapy

Written directives for brachytherapy, other than high-dose-rate
remote afterloading brachytherapy, as defined in 10 CFR35.2, must
include: the radioisotope, number of sources, and source strengths;
and after implantation, but prior to completion of the procedure:
the radioisotope, treatment site, and total source strength and
exposure time (or, equivalently, the total dose). Your QMP must
include a written policy/procedure which requires that written
directives for bra_nytherapy doses will include all treatment
parameters prior .o administration. Your QMP is missing procedures
to require that che written directive include:

- An order for a specific patient

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 require that:

OFFICIAL RECORD COPY - D:\QM\002229 1 - 06/11/94
ML 10



P

- a plan of treatment will be prepared in accordance with
the respective written directive

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 QMP must include a commitment to retain each written directive
and a record of each administered radiation dose for three years
after the date of administration as required in 10 CFR 35.32(d).
Describe the procedure for a qualified individual under the
supervision of an authorized user {(e.g., an oncology physician,
radiation therapy physicist, dosimetrist, or radiation therapy
technologist) after administering a dose or dose fraction, to make
a 7;1tte? record. Your procedure should describe what this record
will include.

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) asserbling 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 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 2
provision in your QMP.

Describe your procedures to evaluate the effectiveness of the QFP,
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).

Please provide assurance that records of each QMP review and

evaluation will be maintained for three years as required in 10
CFR 35.32 (b)(3).

OFFICIAL RECORD COPY - D:\QM\002229 1 - 06/11/94
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Please be advised that multiple misadministrations and other errors
have occurred due to sources that are inaccurately 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 1-125 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 aicrocuries:

- be an order for a specific patient
- contains the d~ 1ige to be administered

A commitment to retain each written directive and a record of each
administered radiopharmaceutical dosage for three years after the
date of administration is required in 10 CFR 35.32(d). Describe

the procedure for an authorized user or a qualified individual
under the supervision of an authorized user (e.g., a nuclear
medicine physician, physicist or technologist), after administering
a radiopharmaceutical, to make, date, sign or initial a written
récord that documents the administered dosage in an auditable form.

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 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).

OFFICIAL RECORD COPY - D:\QM\002229 1 - 06/11/94
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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 provide assurance that records of each QMP review and
evaluation will be maintained for three years as required in 10
CFR 35.32 (b)(3).

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

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

the radiopharmaceutical

the route of administration

an order for a specific patient

the date and signature of an authorized user

A commitment to retain each written directive and a record of each
administered radiopharmaceutical dosage for three years after the
date of administration is required in 10 CFR 35.32(d). Describe

the procedure for an authorized user or a qualified individual
under the supervision of an authorized user (e.g., a nuclear
medicine physician, physicist or technologist), after administering
a radiopharmaceutical, to make, date, sign or initial a written
record that documents the administered dosage in an auditable form.

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 Ticensee 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 shou'd 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.

OFFICIAL RECORD COPY - D:\QM\002229 1 - 06/11/94
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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).

Please provide assurance that records of each QMP review and
evaluation will be maintained for three years as required in 10
CFR 35.32 (b)(3).

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 viclations 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 'ithout obtaining prior NRC
approval. When modifications are .:7e to your program, You should
submit any changes to your QMP to i~is 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,
Origina! Signed By:
Jawmee P. Dwyer

James P. Dwyer
Quality Management Program Coordinator
Region 1

Enclosure: As stated
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®  Lee Hodbital

320 Main Street Johnstown, PA 15901-1694 (814) 533-0123

Celebrating 75 years
ole
January 17, 1992

U.S. Nuclear Regulatory Commission
Region 1

475 Allendale Road

King of Prussia, PA 19406-1415

Re: L .cense No. 37-05501-02

To Whom it May Concern:

As required by 10CRF35.32, we have established a Quality Management
Program. This piogram is being implemented at this time. A copy of
our program is enclosed.

1f you have any questions, feel free to contact us.

Singcerely,

\ « . "/‘

n f ftlrifl /
/.:.1!7 /! ‘T =

John W. Ungar
President |
JWU:ccl
Enclosure
cc: W.E. Palmer, M.D.
B. Lester
G. Hay

JAN 22 1942
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POLICIES .o PROCEDURES FOR DIAGNOS AND THERAPEUTIC
RADIOPHARMACEUTICAL USE

An authorized user must sign and date a written directive
prior to the administration of any therapeutic dosage of
a radiopharmaceutical or any dosage of quantities greater
than 30 uCi of either sodium iodide I1-125 or I-131.

Procedures for oral directive or revisions to written directive are
as follows:

1f, because of the patient's medical condition,

& delay in order to provide a written revision

to an existing written directive would jeopardize
the patient's health, an oral revision to an
existing written directive will be acceptable,
provided that the oral revision is documented
immediately in the patient's record and revised
written directive is dated and signed by the
authorized user within 48 hours of the oral
revision.

Also, a2 written revision to an existing written
directive may be made for amy diagnostic or
therapeutic procedure provided that the revision
is dated and signed by an authorized user prior
to the administration of the radiopharmaceutical
dosage.

1f, because of the emergent nature of the patient's
medical 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 contained 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.

Before administering a radiopharmaceutical dosage, the licensed user
or designee will verify by more than one method the identity of the
patient as the individual named in the written directive. The
procedure used to identify the patient will be .o ask the patient's
name and confirm the name and at least one of the following by
comparison with corresponding information in the patient's record:
birth date, address, social security number, signature, the name on

the patient's ID bracelet or hospital ID card, or the name on the
patient's medical insurance card.

The licensed user or designee will verify, before administering the
byproduct material, that the specific details of the administration
are in accordance with the written directive. The
radiopharmaceutical, dosage, and route of administration will be
confirmed by the person administering the radiopharmaceutical to
verify agreement with the written directive, that is, the dosage
will be measured in the cose calibrator and the results compared
with the prescribed dosage in the written directive.



they cc not unde®tand how to carry out the itten directive. That
is, workers will ask if they have any questions about what to do or
how it should be done rather than continuing a procedure when there
is any doubt.

The licerised us yill encourage all vorket‘o seek guidance if

The authorized user or a qualified person under the supervision of
an authorized user (e.g., a nuclear imedicine physician, physicist,
or technologist), after administering a radiopharmaceutical, make,
date, and sign or initial a written record that documents the
administered dosage in the patient's chart or other appropriate
record.

Annual reviews of the radiopharmaceutical QM program will be
performed. The review will include a reprecentative sample of
patient administrations, all recordable events, and 2ll
misadministrations for the previous 12 months (or last review).
Patient cases will be selected at random to eliminate any bias in
the sampling procedure. The number of patient cases to be sampled
+ill be based on the principles of statistical acceptance using
acceptance sampling tables of 10CFR32.110, assuming an error rate
(lot tolerance percent defective) of 10 per cent. %See Table)

For each patient case, a comparison will be made between what was
administered versus what was prescribed in the written directive,
relative to radiopharmaceutical dosage and route of administration.
Deviations and cause of deviations will be identified and corrected
to prevent recurrences. The Q¥ program will be reevaluated amnually
for effectiveness. Program reviews will be documented, distributed
to all appropriate management and departments, and held for review
by NRC inspectors.

Lot Tolerance Percent Defective 10.0 percent:

Sample Acceptance
Lot size Size No.
1 t0 20.ccceccvsconcsancnnes All 0
21 t0 50.cecvecssnssncsncss 17 0
51 t0 100.cccrccscsascccses 20 0
101 to 200.cceccssosnnsnnes 22 0
201 to BOO.cseconocnsnonnns 23 0
801 to 100,000 ccccaccccesns 39 1




POLICIES AND PROCEDURES FOR BRACHYTHERAPY

1. An authorized user will date and sign a written directive prior t»
the administration of any brachytherapy dose. Procedures for oral
directives and revisions to written directives are as follows:

1f, because of the patient's medical condition, a
delay in order to provide a written revision to an
existing written directive would jeopardize the
patient's health, an oral revision to an existing
written directive will be acceptable, provided that
the oral revision is documented immeciately in the
patient's record and revised written directive is
dated and signed by the authorized user within 48
hours of the oral revision.

Also, a written revision to an existing written
directive may be made for this therapeutic
procedure provided that the revision is dated and
signed by an authorized user prior to the
administration of the brachytherapy dose.

1f, because of the emergent nature of the patient's
medical condition, a delay in order to provide 2
written directive would jeopardize the patient's
health, an oral directive will be acceptable,
provided that the information contained 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.

2. Before administering a brachytherapy dose, the licensed user or
designee will verify by more than one method the identity of the
patient as the individual named in the written directive. The
procedure used to identify the patient will be to ask the patient's
name and confirm the name and at least one of the following by
comparison with the corresponding information in the patient's
record: birth date, address, social security number, signature, the
name on the patient's ID bracelet or hospital ID card, the name on
the patient's medical insurance card, or the photograph of the
patient's face.

3. The licensed user or designee will verify, before administering the
brachytherapy dose, that the specific details of the brachytherapy
administration are in accordance with the written directive and plan
of treatment. In particular, the radicisotope, number of sources,
and source strengths will be confirmed to verify agreement with the
written directive and plan of treatment.

4. All occupational workers are encouraged to seek guidance if they do
not understand how to carry out the written directive. Workers will
ask if they have any questions about what to do or how it should be
done rather than continuing a procedure when there is any doubt.



An authogrized u or a qualified person under the supervisicn of an
authorized useri'i.g.; a raciation therapy ysicist, oncology
physician, dosimetrist, or radiation therap} technologst) will
verify that the radicisotope, number of sources, source strengths,
and if applicable, locading sequence of the sources to be used are in
agreement with the written directive and plan of treatment before
implanting the radicactive sealed sources. Verification methods,
such as checking the serial number of the sealed sources behind an
appropriate shield, using a radiation detector, using a dose
calibrator, using color-coded sealed sources, or using clearly
marked storage locations, i.e., one location for each source
strength will be used.

In the case of Ir-19Z, the sources are ususally in color coded
etrands for identificztion purpeses. If not color-coded, the
different strength sources are in different leac containers. In
these cases, the activity of the sources will be based on the
manufacturers calibration, subject te accounting for decay.

For temporary brachytherapy implants, the licensed user or designee
will use radicgraphs or other comparable images (e.g. computerized
tomography) of brachytherapy radiocactive sources or nonradiocactive
“"dummy" sources in place as the basis for verifying the position of
the sources and calculating the exposure time (or, equivalently, the
total dose). Whenever possible, nonradicactive "dummy" sources will
be used before inserting the radioactive sources (e.g., cesium-137
csealed sources used for intracavitary applications). However, in
brachytherapy procedures requiring the use of various fixed geometry
epplicators (e.g., appliances or templates) radiographs or other
comparable images will not be necessary since the pesition of the
scurces is known prior to inserting the radicactive sources and
calculating the exposure time (or, equivalently, the total dos2).

For permanent brachytherapy implants, the licensed user or designee
will use radiographs or other comparable images (e.g., computerized
tomography) of brachytherapy radiocactive sources in place as the
basis for verifyin% the position of the sources and calculating the
total dose, if appliczble, after inserting the sources (e.g.
iodine-125 sealed sources used for interstitial applications$.
However, in brachytherapy procedures requiring the use of various
fixed geometry applicators (e.g., templates) radiographs or other
comparable images will not be necessary.

After insertion of the temporary implant brachytherapy sources, an
suthorized user will promptly record the actual loading sequence of
the radicactive sources implanted (e.g., location of each sealed
source in a tube, tandem, or cylinder) and sign or initial the
patient's chart or other appropriate record.

After insertion of the permanent implant brachytherapy sources, an
authorized user will promptly record the actual number of
radicactive sources implanted and sign or initial the patient's
chart or other appreprizte record.



10.

11.

12.

13.

The licensed use designee will check the gose calculations
before the total escribed brachytherapy dofghas been
administered. Whenever possible, an authorized user or a qualified
person under the supervision of an authorized user (e.g., 2
radiation therapy physicist, oncology physician, dosimetrist, or
radiation therapy technologist), who did not make the original
calculation will check the dose calculations. Manual dose
calculations will be checked for:

% Arithmetic errors,

* Appropriate transfer of data from the written directive, plan
of treatment, tables and graphs,

% Appropriate use of nomograms (when applicable), and

* Appropriate use of all pertinent data in the calculations.

Computer-generated dose calculations will be checked by examining
the computer printout to verify that the correct data for the
patient were used in the calculations (e.g., position of the
applicator or sealed sources, number of sources, total scurce
strength, or source loading sequence). Alternatively, the
brachytherapy dose will be manually calculated to a single key point
and the results compared to the computer-generated dose
calculations. When the manual dose calculations are performed using
computer-generated outputs (or vice versa), particular emphasis will
be placed on verifying the correct output from one tynre of
calculation (e.g., computer) to be used as an imput ° another type
of calculation %e.g., manual).

An authorized user will date and sign or initial a written record in
the patient's chart or in another appropriate record after insertion
of the brachytherapy sources but prior to completion of the
piocedure. The written record will include the radicisotope
treatment site, and total source strength and exposure time (or,
equivalently, the total dose).

1f the authorized user determines that delaying treatment in order
to perform the checks of dose calculations wou%d jeopardize the
patient's health because of the emergent nature of the patient's
medical condition, the checks of the calculations will be performed
within two working days of completion of the brachytherapy
treatment.

Acceptance testing by a qualified person (e.g., a teletherapy
physicist) will be performed on each treatment planning or dose
calculating computer program used for brachytherapy dose
calculations. Acceptance testing will be performed before the first
use of a treatment planning or dose calculating computer program for

rachytherapy dose calculations. The licensee will assess each
treatment planning or dose calculating computer program based on
specific needs and applicaticms.
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The review will lude 2 representative safile of patient
administrations, all recordable events and misadministration for
the previous 12 months (or last review). Patient ceses will be
selected at random to eliminate any bias in the sampling procedure.
The number of patient cases to be sampled will be based on the
principles of statistical acceptance using acceptance sampling
tables of 10CFR32.110, assuming an error rate (lot tclerance percent
defective) of 10 percent. (See Table)

Annual reviews ofmthe brachytherapy QM progi.i will be performed.
a

For each patient case, a comparison will be made, prior to
implantation between what was administered versus what weas
prescribed in ths written directive relative to the radicisotope,
number of sources and source strengths; after implantation but pricr
to completion of the procecure: the radicisotope, treatment site and
total source strength and exposure time (or, equivalently, total
dose). Deviations and cause of deviations will be identified and
corrected to prevent recurrences. The QM program will be
reevaluated annually for effectiveness. Program reviews will be
documented, distributed to all appropriate management and
departments, and held for review by NRC inspectors.

Sample Acceptance
Lot Size Size No.
1 0 20sscecncsonssevscns All 0
21 20 S0cccssonnvicnsnone 17 0
51 to 100.csceccsoscncane 20 0
101 to 200.ccccccvcosncns 22 0
201 to B00ecevcococccocne 23 0
801 to 100,0C0.ccccccvnns 39 1




