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Dear CPT Russell:

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

i objectives of the rule. Based on this submission, there appear to be j
i significant weaknesses and potential substantial failure of your QMP to meet

the objectives in 10 CFR 35.32 in that:
.

<

1. Regarding Brachytherapy:

A. Each applicable Part 35 licensee is required to submit a written
certification that their QMP has been implemented along with a
copy of their plan, pursuant to 10 CFR 35.32(f)(2). Please
provide written certification that your QMP has been implemented.

B. Written directives for brachytherapy, other than high dose rate
remote afterloading brachytherapy, as defined in 10 CFR 35.2, must
include: the radioisotope, nusber 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 Jolicy/ procedure which requires
that written directives for braclytherapy doses will include all
treatment parameters prior to administration. Your QMP is missing
procedures to require that the written directive include:

An order for a specific patient-

'The date and signature of an authorized user-

Prior to implantation:-

the radioisotope--

number of sources--

source strengths--

i
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C. If, because of_the emergent nature of the patient's condition, a _-

delay in order to provide a written directive would jeopardize the l
'

patient's health, an oral directive will be acceptable provided.
that the.information provided in the oral directive is documented
immediately in the. aatient's record and a written directive is
pre)ared within 241ours of the oral directive. Please include~

>

. suc1 a policy in your QMP.

D. Revisions to written directives for brachythera)y may be made |
provided that the revision is dated and signed ay an authorized i

user 3r.ior to the administration of the brachytherapy dose or the
next 3rachytherapy fractional dose. Your QMP must include a 1

policy / procedure that requires that revisions to written .

directives will be made prior to administration of the '

brachytherapy dose or next fractional brachytherapy dose. >

E. Your submittal does not include policies / procedures that ensure i

that final plans of treatment and related calculations for
brachytherapy are in accordance with the written directive as <

'

required by 10 CFR 35.32(a)(3). Your procedures should require -'
"

that:
!a plan of treatment will.be prepared in accordance-

with the respective written directive a

F. 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 brachythera'py treatment to verify agreement with i

the written directive and treatment plan.

G. 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 I

oncology physician, radiation therapy physicist, dosimetrist, or ;

radiation thera)y technologist) after administering a dose or dose 1

fraction, to mace a written record. Your procedure should
describe what this record will include.

i

H. Your QMP for brachytherapy must include policies / procedures to I

identify and evaluate any unintended deviations from a written i

directive as required by 10 CFR 35.32(a)(5). Please include such |

a provision in your QMP. !

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

,

J. As required in 10 CFR 35.32(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.

K. 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.

L. 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).

M. 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 10 CFR 35.32(e).

N. 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). ,,

|:
0. 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 unintentional and undetected movement of the source,
once implanted. Each licensee should review their procedures to j.
ensure that source positions are verified and frequently checked. - '

2. Regarding I 125 and/or I-131 >30 microcuries: ..

l;
A. Each applicable Part 35 licensee is required to submit a written

~

certification that their QMP has been implemented along with a
copy of their plan, pursuant to 10 CFR 35.32(f)(2). Please !-
provide written certification that your QMP has been implemented.

B. 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. |

|

)
_ _ _ - _ _ - _ _ _ _ _ .
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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.
,

C. 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 aatient's record and a written directive'is t

prepared within 241ours of the oral directive. Please include
such a policy in your QMP.

'

D. 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.

E. Your submittal for NaI I-125 or I-131 >30 microcuries does not
provide adequate procedures to conduct periodic reviews of your
QMP as required by 10 CFR 35.32(b). You must include the time -

intervals for your reviews. These reviews should be conducted at 3

intervals no greater than 12 months.
IF. Your QMP should include a procedure to expand the number of cases

reviewed when a misadministration or recordable event is uncovered i

during the periodic review of your QMP. Please include such a
provision in your QMP.

,

G. 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).

H. 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 10 CFR 35.32(e).

!

3. Regarding Therapeutic Radiopharmaceutical other than I-125 and/or I 131:
:

A. Each applicable Part 35 licensee is required to submit a written '

certification that their QMP has been implemented along with a ,

copy of their plan, pursuant to 10 CFR 35.32(f)(2). Please -

provide written certification that your QMP has been implemented.
,

:

;

I

_ . _ _ _ . . _ _ _ _ . _ _ _ _ _ _ _ _ _ _ _ _ _ _ ____
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B. A footnote to 10 CFR 35.32(a)(1) provides that an oral revision to' .

L 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 I

include such a policy in your QMP. q

C. If, because of the emergent nature of the patient's condition, a 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 latient's record and a written directive is ;

pre)ared within 241ours of the oral directive. Please include '

suc1 a policy in your QMP. |

D. Revisions to written directives may be made for any diagnostic or
.

therapeutic procedure provided that the revision is dated and I

signed by an authorized user prior to the administration of the
radiopharmaceutical dosage. Your QMP must include a ,

ipolicy / procedure that requires that revisions to written
directives will be made prior to administration.

|

E. Your submittal for therapeutic radiopharmaceutical use other than
'

I-125 or I-131 does not provide adequate procedures to conduct i

periodic reviews of your QMP as required by 10 CFR 35.32(b). You i
must include the time intervals for your reviews. These reviews
should be conducted at intervals no greater than 12 months.

,

F. 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. |
1

G. 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).
|

H. 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 10 CFR 35.32(e).

I. 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).

I
___D
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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 thut training and/or |
instruction of supervised individuals in your QMP is required by 10 CFR 35.25.

Due to the apparent failure of your written QMP to meet the objectives in 4

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 oetermine 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 incor) orated into your license by
condition. This allows you the flexibility to mace changes to your quality
management program without obtaining prior NRC ap3roval. When modifications :

are made to your program, you should submit any c1anges 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 NRC contractor utilizing standard e
paragraphs previously reviewed and approved by NRC headquarters and regional
management.

Thank you for your cooperation in this matter. If you have any
questions, please call me at 817 860 8132.

Sincerely yours,
,

.

Odginal Signed By
'
r

Jacque!ine D. Burks

Jacqueline D. Burks
Health Physicist
Nuclear Materials Licensing Branch i

t'

I

-- _ _ _ _ _ - . . - ,
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QUALITY MA
'AGBMENT (QM) PROGRA

946

I L ST1. *NAME OF LICENSE ..__t Ce^7 O ' # # T h/
Date OM Plan submitted to NRC 2 7ITPd 6'

}'}1 y O f( .1C

' License No.h ~000Y " b
-

Reviewer's Notes:
't

* Docket No.: b 7)() - DIa B ~

)7MKTelephone No.:(3Cb 3 b / - gg / /

LLNL Authorization Reviewer #
_ Od!jb D_

h Reviewer Loc (uCsF or other)
_ \Reviewer #,_b |

~

_

-

2nd Reviewer # [J
'

Reviewer Loc (uCSForother) h 9/FLLNL Reviewer #_
_

-

i
_.

. iCENf . i=

-
-

_

-

m
Reviewers: C uss out comments which are nolong _

'
/

elevant. Date andinitialcomments. Thisinfonnati
r

er

willnot be stor, rdin database. These are comments toon
the tracking oh ce.i

'R.S.O._ CAE ha irW L O5sd y

*DepartmenL b
- '

* Street or P.O. Bot
tincioee titie ...g. or., ur.. us.. etc )

'

* City _ klA FO f'A IaInI Essi ColPay Avs _ e.g.. Nuclear Med., Radiation Oncology, etc.)
(

.

e

*
* Reviewer: Take this information from license only._ Zip CodejOOb ddO_StatedO

2a. Authorized user for Teletherapy (35 600)
_

II

-

.s

2b. Authorized user for Gamma Stereotactic Radi
.

. . . . . . . . . . . . . . . . . . . . . . . . . . .
OYES M NO OU

. . .

2c.
Authorized user for High-Dose-Rate Remote osurgery. ....... ......O YES Cid NO OU
Afterloading Brachytherapy (HDR).. ... @

'

2d.
. . . . . . . . . . . . . . . . . . ll iAuthorized user for Brachytherapy (35 400) OYES ddNO OU

. . . . . . . .

2e.

Authorized user for 1-125 and/or 1-131> 30 uCi% YES O NO

.

.. . .... . . . . . . . . . . . ..

included in section 6 of license .Any or all of 35.100. 35.200. 35.300. unless both I 12OU j
. . - 5 and 1-131 are excluded or not !!

.

2f.

and/or I-131 (35.300).. Authorized user for Radiopharmaceutical Therapy th
. .. .

.
. . . . . . . . .

o er than 1-125 OU.. . . . . .
. . . .. . . . . . . . . . .

Reviewer:
. . *

JB YES O NO OU

but has stated in a letter that the facility will not bU means that the licensee is authorized for this mod li
J ,

a ty
this modality in practice. e using

December 6. I993 t
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Quality Management Program for Brachytherapy ,

57. A written QMP for Brachytherapy was provided. YES _ NO (3d)

A written QMP must be established and maintained for each Brachytherapy use as
required in 10 CFR 3532(fX1). Ilease pmvide your QMP for your Brachytherapy
pmgram

58. Written certification that QM program has been implemented _ YES[NO (4)
Each applicable Part 35 licensee is required to submit a written certification that their !

!

QMP has been implemented long with a copy of their plan, pursuant to 10 CFR
3532(fX2). Please pmvide written certificaten that your QMP has been implemented.

OBIECTIVE 1 - WRITTEN DIRECTIVE II0 CFR 35.32(a)(1)]

59a. A written directive is prepared for Brachytherapy, other than YES _ NO (11)
~

;

high-dose-rate:
10 CFR 3532(aX1) requires that QMPs for brachytherapy include a procedure for the
preparation of written directives prior to admimstration of any brachytherapy dose.
The written dhective must be an order for a specific patient, dated and signed by an
authorized user or physician under the supervision of an authorized user. Your QMP
must include a written policy that requires that such a written directive be prepared for ~

each patient.

The QMP provides procedures to require that the written (12) ;

directive include:

59b. Order for a specific patient......................... ............... ............. _ YES NO (12a)

59c. Dated and signed by authorized user ....... .... ............ ......... _ YES pO (12b)

Prior to implantation: (12c) |

59d. the rad io iso tope, . ........................ .... ..... ............... ..... .. ..... ....... _ tES NO (12d)' -

59e. nu mber o f sou rces,..... ... . ................. .................. ..................... _ YES O (12e)
'

59f. source s trengths;............ ...................... ........... .................... .. .. YES NO (12f)
,

After implantation, but prior to completion of the procedure: (12g)

YES _ NO (12h) |
[)/YES _ NO (12i)59g. the ra d i oiso tope, .... ................... .. ................. ............ ............
_

;59h. tre a t m e n t s i t e, . ... . ... .. . ... .. . .. . ... . . .. ... . .. .. . .. ... ... .. . ... .. ..... . .. . .... . ..'. . .

59i. total source strength and exposure time (or, 3

equivalently, the total dose).................................... ......... YES _ NO (12j) ;

I
|
!

|

1

December 6,1993 -19- Brachytherapy
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Written directims for brachytherapy, other than high. dose-rate remote afterloading
brachytherapy, as defincxi in 10 Cit 35.2, must include: the radioisotope, number of
sources, and source strengths; and after implantation, but prior to completion of the
proced ure: the radioisotope, treatment site, and total source stiength and exposure time

the total dose). Your QMP must include a written policy / procedure
(or, equivalently, hat any written directives for brachytherapy doses will include allwhich requires t

,

treatmer.t parameters pnor to administration. Your QMP is missing procedures to
|

require that the written directive include:'

(a) Order for a specific patient.
(b) Dated and signature of authorized user
(c) Prior to implantation:
(d) the radbisotope,
(c) number of sources,
(f) source strengths;.
(g)After implantation, but prior to completion of the procedure-
(h) the radioisotope,
(i) treatment site,
(j) total source strength and exposure time (or, equivalently, the total dose)

60. Docurnentation of oral revisions and oral directives: (YES _ NO (18a)
a. Policies / Procedures for documentation of oral revisions to .

existing written directive signed and dated by an a.u. or
physician under the supervision of an a.u. within 48 hours of
the oral revision
A footnote to 10 CFR 3512(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 dinrtive would jeoparclize the patient's health. Oral , , ,

revisions must be documented immndiately in the patient's recon $ 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 policyin your QMP.

b. If, a delay in order to provide a written directive would _ YES _ O (18b)
jeopardize the patients health, an oral directive will be
acceptable, provided that information 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 provision 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 patients health, an oral directive will be
acceptabic, rovided that the information provided in the oral directive is documented
immediatel in the patient's record and a written directive is prepared within 24 hours !

of the oral irective.

61. Revisions to written directives dated and signed by a.u. prior to _ YES NO (22)
administration of brachytherapy dose or next fraction of
brachytherapy dose

Revisions to written dirretives 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 directives will be made plip2
to administration of the brachytheraov dose or next fractional brachytherapy dose.

OBIECTIVE 2 - PATIENT IDENTITY VERIFICATION f10 CFR 35.32 (a)(2)1

62. Procedure to verify patient's identity by more than one YES _ NO (23d),

method prior to administration
Promdures to verify the padent's identity by more than one method prior to
administration, as required by 10 CFR 3532(a)(2) have not been adequately addressai

December 6,1993 -20- Brachytherapy
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in your QMP. Your QMP must include a policy / procedure to require that, prior to each i

1

Brachytherapy administration, the patient's identity will be verified by more than one
method as the individual named in the written r'irectim as required by 10 CFR
35.32(a)(2).

OBIECTIVE 3 -TREATMENT PLANS VERIFICATION (NOT APPLICABLE TO
RADIOPHARM ACEUTICAL THERAPY)

63. For brachytherapy other than high-dose-rate remote
afterloaders:

a plan of treatment will be prepared in accordance with the _ YES 8NO (24a)a.
respective written directive.

b. procedures for performing a check of dose calculations (i.e., _h _ NO (24b)
computer-generated dose calculations and/or manual dose
calculations). Dose calculations checked by 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 technologis- who whenever
possible did not make the original calculations,

verification of the position of dummy sources or fixed YES _ NO (24c)c.
geometry applicators prior to inserting scaled sources __

d. performance of acceptance testing on each treatment planning \( YES _ NO (24d)
or dose calculating computer program that could be used for /
dose calculations, and checking computer generated dose
calculations
Your submittal does not include policies / procedures that ensure that final plans of
treatment and related calculations for brachytherapy arc in accordance with the written
directive as required by 10 CFR 35.32(a)(3). Your procedures should require that;

a. ay of treatment will be prepared in acmrdance with the respective written
d

promdures for performing a check of dose calculations (i.e, computer-generatedb.
dose calculations and/or manual dose calculations) are prepared. Procedures
for checking the dose calculations before administration of the prescribed
brachytherapy dose. An authorized user or a qualified person under the
supervision of an authorized user (e.g, a radiation therapy physicist, oncology
P ysician, dosimetrist, or radiation therapy technologist), w'ho wheneverh
possible did not make the original calculations, should check the dose
calculations. ,

verification of the position of dummy soun:es or fixed geometry applicatorsc.
prior to inserting scaled sources, is accomplished

d. acceptance testing on each treatment planning or dose calculating computer
program that muld be used for dose calculations, and checking mmputer
generated dose calculations is performed.

OBIECTIVE 4 - VERIFICATION PRIOR TO ADMINISTRATION TO WRITTEN DIRECTIVE
Il0 CFR 35.32(a)(4)1

64a. Procedures to ensure, before administration, that each YES _. NO (29d)
administration is in accordance with the written directive.

;

December 6,1993 -21- Brachytherapy
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~.Your submittal for brachytherapy does not include policies / procedures t at
ensure that each administration is in accordance with the written directive
as required by 10CFR35.32(a)(4). Please include such a provision in your QMP.

LThe person administering the brachytherapy treatment should _ YES .
O(29e)

-64b.
' confirm the prescribed radioisotope, number of sourr s, source
strengths, treatment site, loading sequence, total dose.
(* Reviewer, if any one item is missing, mark "no")

Your meedura should include a requirement for verifiation, before administering each

brach herapy dose, that the specific details of the administration arein accordancewritten directive and plan of treatment. The prescn' bed radioisotope, number ofwith - . and totaldos)ahould be
sources, source strengths, treatment site, loading hlerapy treatment to verify agreement/ confirmed by the penon administering the brachyti

- with the wntten directive and treatment plan.

~ Prompt recording, by the authorized user, of the number of _
S _ NO (29f); .

64c.
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 procedures should include a requuement for prompt remrding,by the authormed

user, of the number of sources and the actual loading sequence of tGe 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 appmpriate record. -

65. Commitment for all workers to seek guidance if they do not YES _ NO (31)-

understand how to carry out the written directive

Your QMP must include a policy for instruction of all workers to seek guidance if they
.

do not understand how to carry out the written directive. Please include such a
pmvisionin your QMP.

66. A written directive and records of each administered _ YES fO(33)
Brachytherapy must be maintained for three years.

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 pmoedure for a qualified individual under the

sion of an authorized user (e.g., an onco physician, radiation therapy
.

su techno st),after administeringadoseor
icist, dosimetrist, or radiation therapy,tial a wntten record. Your pmcedure shouldp
fraction, to make, date, and sign or nu '

a
describe what this record will indude.

QBJECTIVE 5 - UNINTENDED DEVIATIONS Il0 CFR 35.32(a)(5)1

Policies / Procedures for identification and evaluation of - _ YES NO (34d)
' 67.

unintended deviations from the written directive
Your QMP for Brachytherapy must include policies / procedures to identify and
evaluate any unintended deviations fmm a wntten directive and to institute corrective
actions to be taken after the deviation has been identified as required by 10 CFR 1

35.32(a)(5). Please include such a provision in your QMP.

Institution of corrective actions to be taken after the deviation _ YES NO (35)
68a.

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

-22- Brachytherapy
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EVALUATION AND RESPONSETO RECORDABLE EVENTS Il0 CFR 35.32(c)1

68b. Commitment for evaluation and response to each recordable _ YES kNO (1)
event by: (i) assembling the relevant facts including the cause;
(ii) identifying what,if any, corrective action is required to
prevent recurrence; and (iii) retaining a record, in an auditable
form, for three years, of the relevant facts and what corrective
action was taken.

As required in 10 CFR3532(c), the licensee shall evaluate and respond, within 30 days
after discovery of the recordable event, to each recordable event by.(i) assembling the

-

relevant facts mcluding the cause;(ii) identifying what, if any, corrective action is
required to prevent recurrer.ce; and (iii) retammg a nxord,in an auditable form, for
three years, of the relevant facts and what corrective action was taken.

PERIODIC REVIEWS OF THE OM PROGRAM Il0 CFR 35.32(b)1 ,

69. Time intervals (intervals not to exceed 12 months) YES _ NO (36d) ,

Your submittal for Brachytherapy does not provide adequate procedures to conduct
periodic reviews of your QMP as required by 10 CFR 3s32(b). You must indude the
time intervals for your myiews These reviews should be conducted at intervals no
greater than 12 months.

70. Review includes an evaluation of acceptable representative YES _ NO (37)

sample of all patient administrations, all recordable events,
-

and misadministrations
Your QMP review does not provide an evaluation of(i) an adequate mpresentative
sample of patient administrations (ii) all recordable events, and (iii) all
misadmirustrations since the last review as required in 10 CFR 3532(bX1). The number
of patient cases to be sampled should be basecf on the principles of statistical acmptance
sampling and should represent each modality performed in the institution (e.g,
radiopharmaceutical, teletherapy, brachytherapy, and gamma stereotactic radiosurgery).
You may develop a sampling procedure of your own; use tM chart provided in 10 CFR .
32.110 (assuming an error rate of 2 percent);or a representahve sample may be selected
including (at a mmimum): 20% if tlie number of cases perfont,e d is greater than 100,20
cases if the number of cases is between 20 and 100, and all, if'.ae number of cases is less
than 20.) Provide a copy of your revised QMP to indude thh provision.

71. Includes procedure to expand review if recordable events or ._ YES NO (38)
misadministration is uncovered during the periodic review of
your QMP.
According to guidance provided by Regulatory Guide 833, your QMP should indude 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 indude
this provision in your QMP.

72 Procedures for determining the effectiveness of the QM 1YES NO (39)

program and,if necessary, making modifications to meet the
objectives of the program
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
3s32(bX2).
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73. Modifications to QM program submitted to NRC within 30 _Y NO (40) - 'l

|days after modification has been made :

. Please provide assurance that modifiations to your QMP will be submitted to the NRC
within30 days after the modification has been made as required by 10 CFR 3532 (e).

,

i

~ 74. Records of each review and evaluation to be maintained for 3 _ YES _ NO (41)
|

years

Please provide assurance that records of each review and evaluation will be maintained
for three years as required in 10 CFR 3532(bX3).

.
P

COMMENTS: !
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Quality Management Program for !-

I-125 and/or I-131 > 30uCi ~|
;-

75.- A written QMP for I-125 and/or I-131>30 uCi was provided. YES _ NO_ (3e) I
1

A written QMP must be established and maintained for each I.125 and/or 1 131>uCi )'
use as required in 10 CFR 3532(0(1). Please provide your QMP for your Nel I-125 or I-

;

!131 >30 microCi.

- 76. -Written certification that QM program has been implemented _ YES O(4) f
.

Each applicable Part 35 licensee is reguired to submit a written certifiation that their (
iQMP has been implemented along with a mpy of their plart pursuant to 10 CFR

3532(fX2). Please provide written certification that your QMP has been implemented.
. j

:

OBIECTIVE l - WRTITEN DIRECTIVE fio CFR 3532(aM1H i

77a. A written directive is prepared for administration of greater YES _ NO (7)
than 30 uCi of I-125 and/or I-131 .!

t

The Fm'icrocu,sesofeithersodium Mer-125.ri.131is@tionof unntitiesey10#ter fration of written directives to the administra
~

than 3
3532(aX1). Your QMP must include a written policy that requues that such a written ]
directive be prepared prior to each patient admmistration. s_

The QMP provides procedures to require that the written
directive include:

77b. an order for a specific patient.... .................................. ..... YES _ NO (8a) ,

77c. date and signature of authorized user . . ............. ........ YES _ NO (8b) ;

77d. dosage to be administered... ... ........ ................. K YES _ NO (Sc):

The written directive must be an order for a sp%. patient, dated and signed by anof an authorized user,and ,for anyl
ecific I

,

authorized user or physician under the su r. .
administration of quantities greater than 30 microcuries of either I-12s or I-131, the

idosage. Your QMP is missing procedures to require that the written directive for I-125
]andfor I-131>30 uCi:
J,

(a) be an order fora s 'ficpatient -((b) is dated and sig by theauthorized user
(c) contains the dosage to be admirustered.

78. Documentation of oral revisions and oral directives: _ YES NO (18a) I

I,
Documentation of oral revisions to existing written directive *a.
signed and dated by an a.u. or physician under the supervision
of an a.u. within 48 hours of the oral revision
A footnote to 10 CFR 3532(aX1) provides that an oral revision to a written directive is
acceptable if, bemuse of the patient's condition, a delay in or&r to pmvide 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 revued written
directive must be signed and dated by an authonzed user or physician under the
supervision of an authorized user wi*hin 48 hours of the oral revision. Please include
such a policy in your QMP.
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b. If, a delay in order to provide a written directive would _ YES NO (18b)!.

jeopardize the patients health, an oral directive will be
acceptable, provided that information 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 provision 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 patients health, an oral directive will be
acceptable, rovided that the information provided in the oral directive is documented
immediatel in the patient's record and a written directive is prepared within 24 hours ,

of theoral irective.
!

79. Revisions to written directives dated and signed by a.u. prior to YES NbiO (19)
administration of a radiopharmaceutical dosage

'

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 pnor to the
administration of the radiopharmawuticaldosage. Your QMP must include a .

'

policy / procedure that requires that revisions to written directives will be made pnor to
administration.

OBIECTIVE 2 - PATIENT IDENTITY VERIFICATION f10 CFR 35.32 (a)(2)1

80. Procedure to verify patient's identity by more than one YES _ NO (23e) , _

method prior to administration

Procedures to verify the patient's identity by(more than one method prior toadministration, as mquired by 10 CFR 3532 aX2) have not been adequately addressed
in your QMP. Your QMP must include a policy / procedure to require that, prior to each
NaI I-125 or I-131 >30 microci administration, the patient's identity will be verified
by rnore than one method as the individual named in the written directive as required by
10 CFR 3532(aX2).

OBIECTIVE 3 - TREATMENT PLANS VERIFICATION (NOT APPLICABLE TO
RADIOPHARMACEUTICAL ADMINISTRATION)

OBIECTIVE 4 - VERIFICATION PRIOR TO ADMINISTR ATION TO WRITTEN DIRECTIVE
I10 CFR 35.32(a)(4)1

81a. Procedures to ensure, before administration, that each h YES __ NO (27a)
administration is in accordance with the written directive.

'

Your submittal for 1-125 and /or I-131 > 30uCi administration does not include
policies / procedures that ensure that each administration is in accordance with the

to verify , before admim,uired by 10 CFR 3532(aX4). Describe your policy /prowdurewritten directive as reg
stering the byproduct material, that the specific detads of the

administration are in accordance with the written directive.

81b. For I-125 and/or I-131 > 30uCi:

Dosage measured in dose calibrator and results compared with _ ES __ NO (27b)
the prescribed dosage in the written directive

According t guidance provided by Regulatory Guide 833, the dosage, should be
confirmed b the person administenng the radiopharmaceutical to verify agnxment with
the written irective, that is, the dosage should be measured in the dose calibrator and

the results comp)ared with the prescribed dosage in the written directive. Please providesuch (or similar procedures in your QMP.
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82. Commitment for all workers to seek guidance if they do not YES _ NO (31)
understand how to carry out the written directive

Your QMP must include a policy for instruction of all workers to seek guidance if they
do not understand how to cany out the written directive. Please include such a
provision in your QMP.

83. A written directive and records of each administered I-125 QES _ NO (32)
and/or I-131>30 uCi must be maintained for three years.

A commitment to retain each written directive and a record of each administered
radiopharmaecutical dosage for three years after the date of administration is required
in 10 CFR 3532(d). Describe the procedure for an authorized user or a qualified
individual under the supervision of an authorized user (e.g., a nuc! car maficine
physician, physicist, or technobgist), after administering a radiopharmaceutical, to
make, date, sign or initial a written record that documents the administered dosage in an
auditable forrn.

OBIECTIVE 5- UNINTENDED DEVIATIONS Il0 CFR 35.32(a)(5)1 |

84. Policies / Procedures for identification and evaluation of _pS _ NO (34e)
'

unintended deviations from the written directive
Your QMP for Nat I-125 or I-131 >30 microci must include policies / procedures to ,

identify and evaluate any unintended deviations from a written directive and to institute
corrective actions to be taken after the deviation has been identified as required by 10
CFR 3532(a)(5). Please include such a provision in your QMP. ,j --

85a. Institution of corrective actions to be taken after the deviation _% YES _ NO (35)

has been identified ;

!

Your QMP must include policies / procedures to institute con active .ctions to be taken
after an unintended deviation has been identified.

EVALUATION AND RESPONSE TO RECORDABLE EVENTS Il0 CFR 35.32(c)1 !

|

85b. Commitment for evaluation and response,to each recordable _ p _NO(1) |
!event by: (i) assembling the relevant facts including the cause;

(ii) identifying what,if any, corrective action is required to
prevent recurrence; and (iii) retaining a record, in an auditable
form, for three years, of the relevant facts and what corrective |

action was taken.

As re3uired in 10 CFR3532(c), the licensce shall evaluate and sespond, within 30 days !
,

after discovery of the recordable event, to each recordable event by:(i) assemblin$ the I

relevant facts mcluding the cause;(ii) identifying what,if any, corrective action is ,

required to prevent recurrence; and (iii) retaming a record,in an auditable form, for
three years, of the relevant facts and what corrective action was taken.

I

PERIODIC REVIEWS OF THE OM PROGRAM I10 CFR 35.32(bil

86. Time intervals (intervals not to exceed 12 months) _ YES NO (36e)

Your submittal for Nat I-125 or I-131 >30 microci does not provide adequate i

procedures to conduct periodic reviews of your QMP as required by 10 CFR 3532(b).
You must include the time intervals for your reviews. 'Ihese reviews should be
conducted at intervals no greater than 12 months.

|
|

|

|
1
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87. Review includes an evaluation of acceptable representative kYES _ NO (37)
sample of all patient administrations, all recordable events,
and misadministrations.
Your QMP review does not provide an evaluation of (i) an adequate representative
sample of patient administrations (ii) all recordable events, and (iii) all
misadministrations since the last seview as uired in 10 CIH 3532(bXI). The number
of patient cases to be sampled should be ba on the principles of statistical acceptance '

samphng and should represent each modality performed in tfie institution (e.g,
radiopharmaceutical, teletherapy, 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 ases performed is greater than 100,20
cases if the number of mses 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.

88. Includes procedure to expand review if recordable events or _ GS MO (38)
'

misadministration is uncovered during the periodic review of
your QMP.

According to guidance provided by Regulatory Guide 833, your QMP must include a
'

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

89. Procedures for determining the effectiveness of the QM _ YES _ O (39)
program and, if necessary, making modifications to meet the

~~

objectives of the program.

Describe your procedures to evaluate the effectiveness of the QMP, and,if necessaiy, to
make modifications to moet the objectives of the proghem as required by 10 CFR
35J2(b)(2).

90. Modifications to QM program submitted to NRC within 30 _ YES NO (40)
days after modification has been made

Please provide assurance that modifications to your QMP will be submitted to the NRC
within30 days after the modification has been made as required by 10 CFR 3532(e).

91. Records of each review and evaluation to be maintained for 3 _ NO (41)
years

Please provide assurance that records of each ieview and evaluation will be maintained
for three years as required in 10 CFR 3532 (bX3).

COMMENTS:
.

i
.
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Quality Management Program for Therapeutic-

Radiopharmaceutical other than I-125 or I-131
L

i

92. A written QMP for Therapeutic Radiopharmaceutical other _ ES _ NO (30 :

than I-125 or I-131 was provided. t

A written QMP must be established and maintained for Radiopharmaceutical use as
required in 10 CFR 3532(0(1). Please submit your QMP for your Radiopharmaceutical ,

therapy. !

93. Written certification that QM program has been implemented _ YES O(4)
'

Each applicable Part 35 licensee is required to submit a written certification that their
QMP h'as been implemented along with a copy of their plan, pursuant to 10 CFR -i

' '

3532.0(2). Please provide written certification that your QMP has been implemented.

.

OBIECTIVE 1 - WRITTEN DIRECITVE II0 CFR 35.32(a)(1)1
i

94a. A written directive is prepared for administration of _ _ N O (9)
therapeutic radiopharmaceutical other than I-125 and/or I-131

10 CFR 3532(a)(1) requires a QMP to include policies and proceduies for the _

preparation of a written directive, prior to the administration of any therapeutic '

radiopharmaceutical, other than sodium iodide I.125 or I.131. Please provide such a
policyin your QMP. >

>

The QMP provides procedures to require that the written ;

directive include:

94b. Ra diop harma ceu tical................................, ........................ ....... [ YES _ NO (10a)
94c. Dosage..................................................................................... J YES _ NO (10b) ;

94d. Rou te of a dminis tra tion........................................................ j S _ NO (10c)
94e. Order for a specific pa tient..... .......................... ............... ... YES _ NO (10d)
94f. Dated and signed by authorized user.... ............ ................ _ ES _ NO (10e)

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 a
thera tic use of a radiopharmaceutical other than I.125 or I-131, the
radio rmaceutical, dosage, and route of administration. Your QMP is missing
P to require that the written directive for therapeutic radiopharmaceutical
other than I.125 and/or I.131 include:

.

(a) Radiopharmaceutical
(b) Dosage
(c) Routeof administration
(d) Order for a specific patient

.

!

(e) Dateand signed by authorized user !
:

t

!

t
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95. Documentation of oral revisions and oral directives:

c. Policies / Procedures for documentation of oral revisions to _. YES hO (18a)*

existing written directive signed and dated by an a.u. or
physician under the supervision of an a.u. within 48 hours of
the oral revision

A footnote to 10 CFR 3532(aX1) 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.

b. If, a delay in order to provide a written directive would _ YESdNO (18b) -

jeopardize the patients health, an oral directive will be .

acceptable, provided that information 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 provision 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 patients health, an oral directive will tie
acceptable, provided that the information provided in the oral directive is documented
immediately in the patient's record and a wntten directive is prepared within 24 hours

~of the oral directive.
'

96. Revisions to written directives dated and signed by a.u. prior to _ YES O (19)
administration of a radiopharmaceutical dosage

,

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 pnor to thy
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.

OBIECTIVE 2 - PATIENT IDENTITY VERIFICATION Il0 CFR 35.32 (aM2)1 A ..

p ppW.. .q
u tg ,aer .. p

f YES _NO(23f)p@pgg}
97. Procedure to verify patient's identity by more than one

gMQmethod prior to administration ,,'
, 3*p ~ y

Procedures to verify the patient's identity by more than one method prior to , ,

administration, as ired by 10 CFR 3532(aX2) have not been adequately addressed
in your QMP. Your MP must include a policy / procedure to require that, prior to each %gg@ v

&

-feutic Radiop armaceutical other than I.125 or 1131 administration, the
Thera p's identity will be verified by more than one method as the individual named in the , $ @-

.v.

%jpatient ' ' Jf
,

iwritten directive as required by 10 CFR 3532(aX2).
w9

Wi% %*

OBIECTIVE 3 - TREATMENT PLANS VERIFICATION (NOT APPLICABLE TO Q% "i !''RADIOPHARMACEUTICAL THERAPY)

i
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OBIECTIVE 4 - VERIFICATION PRIOR TO ADMINISTRATION TO WRITTEN DIRECTIVE Il0,

CFR 35.32(a)(4)1

98a. Procedures to ensure, before administration, that each YES _. NO (27c)
administration is in accordance with the written directive.

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

98b. Confirm the radiopharmaceutical, dosage and route of
administration

Dosage measured in dose calibrator and resuits compared with
YES NO (27d)the prescribed dosage in the written directive -

According to guidance provided by Regulatory Guide 8.33, the nadiopharmaceutical,
.

dosage, and route of administration should be confirmed by the person administering
the radiopharmaceutical to verify agreement with the written directive, that is, the
dosage should be measured in the dose calibrator and the results compared with the
prescribed dosage in the written directive. Please provide such (or similar) procedures
in your QMP.

99. Commitment for all workers to seek guidance if they do not YES _ NO (31)
~

understand how to carry out the written directive

Your QMP r ust include a policy for instruction of all workers to seek guidance if they
do not understand how to carry out the written directive. Please include such a
provision in your QMP.

100. A written directive and records of each administered ES _ NO (32)
Therapeutic Radiopharmaceutical other than I-125 or I-131

-

must be maintained for three years.

A commitment to retain each written directive and a rtrord of each administered
radiopharmaceutical dosage for three years after the date of administration is required
in 10 CFR 35.32(d)(2). Desenbe 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 administerixi dosage in an
auditable form.

OBIECTIVE 5 - UNINTENDED DEVIATIONS Il0 CFR 35.32(a)(5)1

101. Policies / Procedures for identification and evaluation of S _ NO (34f)
unintended deviations from the written directive
Your QMP for 'Iherapeutic Radiopharmaceutical other than I-125 or I-131 must
include policies / procedures to identify and evaluate any unintended deviations from a
written directive and to institute corrective actions to be taken after the deviation has
been identified as required by 10 CFR 35.32(a)(5). Please include such a provision in
your QMP.

102a. Institution of corrective actions to be taken after the deviation YES _ NO (35)
has been identified

Your QMP must include policies /promdures to institute mrrective actions to be taken
after an unintended deviation has bcen identified

December 6,1993 -31- Therapeutic Radiopharmaceutical
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EVALUATION AND3ESPONSE TO RECORDABLE EVENTS f10 CFR 35.32k)] {

102b. Commitment for evaluation and response to each recordable
_ ES _. NO (1)

'

event by: (i) assembling the relevant facts including the cause; '

(ii) identifying what,if any, corrective action is required to ;

prevent recurrence; and (iii) retaining a record, in an auditable
form, for three years, of the relevant facts and what corrective

,

action was taken. ;

As required in 10 CFR3532(c), the licensee shall evaluate and respond, within 30 days !
after discovery of the recordable event, to each recordable event by:(i) assemblin6 the
relevant facts including the cause;(ii) identifying what,if any, corrective action is
required to
three years, prevent recurrence; and (iii) retammg a record, in an auditable form, for

,

of the relevant facts and what corrective action was taken.
,.2

PERIODIC REVIEWS OFTHE OM PROGRAM I10 CFR 35.32(b)1

103. Time intervals (intervals not to exceed 12 months) _ YES hO (36f)
'

;

Your submittal for Therapeutic Radiopharmaceutical other than 1125 or I.131
does not provide adequate procedures to conduct periodic reviews of your QMP as
required by 10 CFR 3532(b). You must include the time intervals for your reviews.
These reviews should be conducted at intervals no greater than 12 months.

104. Review includes an evaluation of acceptable representative _ WYES _ NO (37) _,

sample of all patient administrations, all recordable events,
and misadministrations

Your QMP review does not provide an evaluation of(i) an adequate representative '

sample of patient administrations (ii) all recordable events, and (iii) air
misadmimstrations since the last review as uired in 10 CFR 3532(bXI). The number
of patient cases to be sampled should be on the principles of statistical acceptance i

sampling and should represent each modality performed in the institution (e.g,
.

radiopharmaceutical, teletherapy, 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); ora representative sample may be selected
including (at a mmimum): 20% if tiie number of cases performed is greater than 100,20 i
cases if the number of cases is between 20 and 100, and all,if the number of cases is less i

than 20.) Provide a copy of your revised QMP to include this provision. ;

!

105. Includes procedure to expand review if recordable events or _ YES NO (38) i
misadministration is uncovered during the periodic review of
your QMP. j

<

According to guidance provided by Regulatory Guide 833, 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. . j

'

106. Procedures for determining the effectiveness of the QM _ YES NO (39)
program and, if necessary, making modifications to meet the
objectives of the program

Describe your procedures to evaluate the effectiveness of the QMP, and, if necessary, to
make modifiations to meet the obje3.ives of the program as required by 10 CFR
3532(b)(2).

December 6,1993 -32- Therapeutic Radiopharmaceutical
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L. ( 107. Modifications to QM program submitted to NRC within 30 _ YES NO (40)'

days after modification has been made ;
Please pnmde assurance that modifiations to your QMP will be sbmitted to the NRC

-

within 30 days after the modifiation has best made as required by 10 CFR 3532 (e)

108.~ Records of each review and evaluation to be maintained for 3 _ YES NO (41) :
. years .

|.
Please provide assurance that records of ench mview and evaluation will be maintained
for three years as required in 10 CFR 3532 (b)(3). :

i
>

L COMMENTS:

.

-
!
,

..

.

)_ __
i

!

,

%

.

;
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