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Aurora, CO B00A5-5001
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Licenss: Number:
Pl2~ File Date:
Region Number:

Dear CPT Russell:

This refers to the review of you ) Quality Management Program (QMP)
submitted in accordance with 10 CF “7.32A A review of the QMP was performed
to determine whether policies an edures have been developed to meet the
objectives of the rule. Based on this submission, there appear to be
significant weaknesses and potential ubstantial failure of your QMP to meet
the objectives in 10 CFR 35.32

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.

Written diret ~ brachytherapy, other than high-dose-rate
remote afte ding brachytherapy., as defined in 10 CFR 35.2, must
include: the radioisotope, number of sources, and source
strengths; and after antation, but prior to completion of the
procedure: the radiois e, treatment site, and total source
strength and exposure (or, equwvaien‘1v the total dose).
Your QMP must include a “'*1ten policy/procedure which requires
that written directives for Lraetytnorwr doses will include
treatment parameters prior to administration. Your QMP is missing
procedures to require that the written d e include:
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If, because of the emergent nature of the patient's condition, a
delay in order to provide a written directive would ?eopardize the
patient’'s health, an oral directive will be acceptable provided
that the information provided in the oral directive is documented
immediately in the patient’'s record and a written directive is
prepared within 24 hours of the oral directive. Please include

such a policy in your QMP.

Revisions to written directives for brachytheragy may be made
provided that the revision is dated and signed by an authorized
user grior 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 prior to administration of the
brachytherapy dose or next fractional brachytherapy dose.

Your submittal does not include policies/procedures that ensure
that final plans of treatment and related calculations for
brachytherapy are in accordance with the written directive as
rgquired 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

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 theraﬁy technologist) after administering a dose or dose
fraction, to make a written record. Your procedure should
describe what this record will include.

Your QMP for brachytherapy must include policies/procedures to
identify and evaluate any unintended deviations from a written
directive as required by 10 CFR 35.32(a)(5). Please include such
a provision in your QMP.
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Your QMP must include policies/procedures to institute corrective
actions to be taken after an unintended deviation has been
identified.

As required in 10 CFR 35.32(c), the 1icensee shall evaluate and
respond, within 30 days after discovery of the recordable event,
to each reccrdable 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).

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).

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).

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
ensure that source positions are verified and frequently checked.

2. Regarding 1-125 and/or 1-131 >30 microcuries:

A.

Each applicable Part 35 licensee is required to submit a written
certification that their QMP has been 1mg1emented along with a
copy of their plan, pursuant to 10 CFR 35.32(f)(2). Please
provide written certification that your QWP has been implemented.

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.

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

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 erior 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 Nal I-125 or 1-131 >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
intervals no greater than 12 months.

E. 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.

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 1-131:

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

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

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

Your submittal for therapeutic radiopharmaceutical use other than
1-125 or 1-131 does not provide adequate grocedures 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 intervals no greater than 12 months.

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

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

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

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 cetermine 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 1ncorEorated into your license by
condition. This allows you the flexibility to make changes to your quality
management program without obtaining prior NRC approval. When modifications
are made to your program, you should submit any changes to your QMP to this
office within 30 days as required by 10 CFR 35.32(e).

Your QMP was reviewed by an NRC contractor following a standard review plan
and related checklist provided by the NRC staff. This letter outlining the
findings of that review was prepared by the NRC contractor utilizing standard
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,

Original Signed By
Jacque'ing D Burks

Jacqueline D. Burks
Health Physicist
Nuclear Materials Licensing Branch
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QUALITY MA AGEMENT (OM) PROGRAuLlEIMLYST
1. *NAME Of LICENSE Ik( o »L»,\_g 8’ *_‘,,-_Q{i-’ - f?'Lﬁl};‘/ifi_j;;_'uﬁﬁl;g@M._Mfgﬁf

L - ——— e,
Date OM Plan Submitted 1o NRC“J_ Z’O QZ/_‘ =i Reviewer's Nojes.
*License No 06 'OOOL/G e l3
*Docket No !\:' 7 !J__ﬁ‘_ O | 33 L

—— - .‘..-s-.._—._ﬁ__s___h__,_...

Telephone No. - Li%‘_ﬁfaL-:fi/_st--\_

LLNL Authorization Rewewer#_&z\*‘_‘,\\ pi
Reviewery k l —Reviewer | pe (UCSF or other) hCﬁF ‘

2nd Reviewers 53 Reviewer Loc (ucse or other) SF

sl N 3
LLNL Reviewery
\ \“\.—

Reviewers ¢ 088 out comments Whimamnolmpor
ro!ounl. Date and initial commen, . This information

-~ will not be stor 'd in database Thasoamoommgnuto

‘;R.S.O‘ 1 P’T' PP / NA& L R‘J S Sd (include title ©.9. Dr., Mr., Ms, elc.)

*Departmen O H (e.g., Nuclear Med., Radiation Oncology, etc. )
"

*Street or P.0. Bg asft AVf— i

*City ‘A‘QFO[Q State CQ Zip Code Z()Qqﬁ ~500 1

*Reviewer Take this information from license only.

2a. Authorized uger for Teletherapy OO0, ol JYES Wno Qu
2b Authorized user for Gamma Stereotactic Rad:osurgery ................... < YES M NO Ju
2c Authorized user tor High-Dose-Rate Remote

Afterloading Brachytherap b Jdves N NO Qu
2d. Authorized user for Brachytherapy (35.400) ...................................... )rﬂ YES (3 NO Oy

2e. Authorized user for |-125 and/or |-131s 30 uCi

Any or all of 35.100, 35.200, 35.300, uniess both 1-125 ang 1131 are excluded or ngy
included in section § of R s ] :

- KIYES 3 NO Gy
2f. Authorized user for Radiopharmaceutica! Therapy other than -125
and/or 1-131 (35.300) ........................................................................ 38 veS QaNo QGu

Reyiewer: U means that the licensee s authorized for this modalify

Decombyer 6, 1993 i Revisoad 19 Page
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Quality Management Program for Brachytherapy

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

A written QMP must be established and maintained for each Brachytherapy use as
roquired in 10 CFR 35.32(f)(1). Please provide your QMP for your Brachytherapy

program
58.  Written certification that QM program has been implemented _ YES X NO (4)

Each applicable Part 35 licensee is required to submit a written certification that their

P has been implemente:« with a of their plan, t to 10 CFR
%32(0(2). Please provide wﬁht:'asn certiﬁg,&'n that yozr le;r:::n been implemented.

OBJECTIVE 1- WRITTEN DIRECTIVE (10 CFR 35.32a)(1)]
59a. A written directive is prepared for Brachytherapy, other than X YES _ NO(11)
high-dose-rate:

10CFR1532(&X1)nquhutMtQMPtforbuchyﬁmpyindud¢;goadmforu\e
%Iepanﬂonofmmdimﬁv-plwwadminmﬁonofmyb ytherapy dose.
e written directive must be an order for a specific patient, dated and an
authorized mm&uﬂyﬂd&nm\d«d\cmpuviﬁonofmmd\oﬁudm. 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 Spedfic PAtent.........cvmmiimismississsssinssssisens _ YES A_/ NO (12a)
59c. Dated and signed by authorized USer .......c... ceemsseeninsasnns - YES ¥NO (12b)
Prior to implantation: (12¢)
59d.  the radiOiSOtOPE, ..ccwuwmrrsrireusessrssinsisnsssssssssssssssssssssnssssessasssssnss _ %ESZNO (12d)
500,  TIIINDET OF SOUPOES,....oormieniarserssinossasnsassassssssssissssassssstatsosassssnnssss _ YES [YNO (12e)
SOf,  SOUNCR SIICNBERS .....occcmmssmrusrissssesmssssssrsrasasnasessssasssssssassssassssassasses _ YES QNO (12f)
After implantation, but prior to completion of the procedure: (12g)
998, U0 TOIOLIONOPE, ovocnrcrmsmssismrisimsiesmrmerspromsssssisses .. Y'YES _NO(12h)
GOR.  IPOALTMNE B, ....ovvnsioimsominmssessmmissesssnsssssisasstomsomssasssressasisttnssses _YYES _ NO (12i)
59i.  total source strength and exposure time (or,

equivalently, the total dose)..........cccoourmriimnicrssirmissscsnn. {YES _NO(12)

December 6, 1993 -19- Brachytherapy



Written directives for brachytherapv, other than high~dose-rate remote afterloading
brachytherapy, as defined in l(’CFE'!Sl. must incude: the radioisotope, number of
sources, and source strengths; and after implantation, but prior to completion of the
l)mcdum: the ndiohotora. treatment site, and total source strength and exposure time

or, equivalently, the total dose). Your QMP must include a written policy/ rocedure
which requires that any written directives for brachytherapy doses will include all
treatmer.t parameters prior 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 authonzed user
(c)Prior to implantation:

(d) the radioisotope,

(e) number of sources,

(f) source X
JAfter imn n, but prior to completion of the proced are:
(h) the radioisotope,

(i) treatment site,
() total source strength and exposure time (or, equivalently, the total dose)

60. Documentation of oral revisions and oral directives: J\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 35.22(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 axisting 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 Z an authorized user or physician under the
supervision of an authorized user i . Please include
such a policy in your QMP.

b. If, a delay in order to provide a written directive would _ YES Q}VO (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 nature of the patient's condition, a delay in order to provide 2
written directive jeopardize the patients health, an oral directive will be
acceptabie, provided that the information provided in the oral directive is documented
ix;u:edmfl {ntli\e patient's record and a written directive is prepared within 24 hours
of the oral directive.

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

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

Uracs NCTa ) SEa

D Al a ration o

OBJECTIVE2 - PATIENT IDENTITY
62. Procedure to verify patient's identity by more than one ¥ YES _NO (23d)
method prior to administration A

Procedures to verify the padent's identity by more than one method pnor to
administration, as required by 10 CFR 35.32(a)(2) have not been adequately addressed

December 6, 1993 -20- Brachytherapy



in your QMP. Your QP must include a policy/procedure to require that, prior to each
Brachytherapy administration, the patient’s i entity wall be verified by more than one
method as the individual named in the written ¢ rective as required by 10 CFR
35.32(a)(2).

RADIOPHARMACEUTICAL THERAPY)

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

a. a plan of treatment will be prepared in accordance with the _ YES FNO (24a)
respective wriiten directive.

b. procedures for performing a check of dose calculations (i.e., _)QFS _NO (24b)
computer-generated dose calculations and/or manuai 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, oncoleay physician,
dosimetrist, or radiation therapy technologis who whenever
possible did not make the original calculations.

c verification of the position of dummy sources or fixed )( YES _ NO (24¢)
geometry applicators prior to inserting sealed 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
calcuvlations

Your submittal dves not include policies/ procedures that ensure that final plans of
treatment and related calculations for brach py arc in accordance with the written
directive as required by 10 CFR 35.32(a)X3). Your procedures should require that:

-——

a. a plan of treatment will be preparad in accordance with the respective written
directive.
b. ures for ing a check of dose calculations (ie, ted
ose c,llcu!amt;'::‘.l;dl:l;‘o':8 manual dose calculations) are Wﬁoadm

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 thera &yﬁdﬁ, oncology
physician, dosimetrist, or radiation py technol u{y whenever
possible did not make the original calculations, should check the dose

calculations.

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

d acceptance testing on each treatment planning or dose calculating computer

rogram that could be used for dose calculations, and checking computer
genenued dose calculations is performed. ——

(10 CFR 35.32(a)4)]

64a. Procedures to ensure, before administration, that each \{YES __NO (29d)
administration is in accordance with the written directive.

December 6, 1993 -21- Brachytherapy




Your submittal for brachytherapy does not include policies/procedures that
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.

64b. The person administering the brachytherapy treatment should _ YES %O (29e)
confirm the prescn'bed radioisotope, number of sourrzs, fource
strengths, treatment site, loading sequence, total dose.
(*Reviewer, if any one item is missing, mark "no")

Your pmceduru should include a requirement for verification, before administering each

bnchnhmpy dose, that the specific details of the administration are in accordance
with the written directive and plan of treatment. The prescribed radioisotope, nu;:ber of

sources, source strengths, treatment site, loading sequence, and total dos . should
confirmed by the administering the brachytherapy treatment to verify agreement
with the written directive and treatment plan.

64c. Prompt recording, by the authorized user, of the number of Ty{ES _NO (29f€)
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 ures should indudeanqu‘um\mﬂorpmmptmdh&bymnw

user, of the number of aoumelmdthemdioadh\%:qmof radicactive sources
im nhd(eg.baﬁonofachmldminam tandem, or cylinder) and sign or

iritial the patient's chart or appropriate 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

provision in your QMP.

¢6. A written directive and records of each administered _ YES XNO (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
ired in 10 CFR 35.32(d). Describe the procedure for a qualified individual under the
t

supervision of an authorized user (e.g., an oncology physician, radiation

physicist, dosimetrist, or radiation therapy tec {‘aﬁu administering a dose or
dose fraction, to make, date, and sign or initial a written record. Your procedure should
describe what this record will include.

mwmmmxmnmmmﬁﬂhm

67. Policies/Procedures for identification and evaluation of B YESANO (34d)
unintended deviations from the written directive

Your QMP for Brachytherapy 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
15.32(a)(5). Please include such a provision in your QMP.

68a. Institution of corrective actions to be taken after the deviation _ YES %NO (35)
has been identified ~

Your QMP must include pohries/nrou:d ures to institute corrective actions to be taken
after an unintended deviation has been identitied

December 6, 1993 -22- Brachytherapy



68b.

69.

70.

71.

72.

December 6, 1993

EVALUATION AND RESPONSE TO RECORDABLE EVENTS [10 CFR 35.32(0)]

Commitment for evaluation and response to each recordable _ YES
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 CFR35.32(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 including the cause; (ii) identifying what, if any, corrective action is
required to prevent recurrer.ce; and (iii) retaining a record, in an auditable form, for
three years, of the relevant facts and what corrective action was taken.

PERIODIC REVIEWS OF THE OM PROGRAM [10 CFR 35.32(b)1

Time intervals (intervals not to exceed 12 months) )(YES _NO (36d)

Your submittal for B does not provide adequate procedures to conduct
odic reviews of your GIMMP a’:ynquind by 10 CFR 3532(b). You must include the

t‘:rd\einwvnls for your reviews These reviews should be conducted at intervals no
greater than 12 months.

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 adeguate Txpmenmive
sample of patient administrations (ii) all recordable events, (iii) a

n}iudmin stration: ts” since ﬂl':d %mwm > as regui u‘:%mbas}smm ). ‘{'he number
of patient cases to be sam on i of statistica
ntg;lmgandd‘uﬂd . each modality pctomwdint&immbn‘ (qmm
radiopharmaceutical, , brachytherapy, and gamma stereotactic rad L
You may develop a sampling procedure of your own; use ti,* chart provided in 10

32.110 (ass an error rate of 2 percent); or a representat, ve sample may be selected
including (at a minimum): 20% if the number of cases .+d is greater than 100, 20
cases if the number of cases is between 20 and 100, and all, if “ 1e number of cases is less
than 20.) Provide a copy of your revised QMP to include th’ ; provision.

Includes procedure to expand review if recordable events or _ YES yNO (38)

misadministration is uncovered during the periodic review of
your QMP.

According to guidance provided by Regulatory Guide 8.33, your QMP should include a
pfocedurg to gxupand the nmnber:fyam reviewed when a z\iudmh\ismtion or
tecordable event is uncovered during the periodic review of your QMP. Please includé

this provision in your QMP.
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 mogiﬁations to meet the objectives of the program as required by 10 CFR
35.32(b)2).

LNO ()
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73. Modifications to QM program submitted to NRC within 30 k YE&%O (40)
days after modification has been made

Huug?ﬁdcwmthnmodiﬁaﬁomwyowwpmu be submitted to the NRC
within dayoaﬁcthcmodlﬂcdﬁonhubunmxleunquimdhylomﬁn(d.

74  Records of each review and evaluation to be maintained for 3 _ YES -;/_YNO (41)
years
Please provide assurance that records of each review and evaluation will be maintained
for three years as required in 10 CFR 35.32 (b)(3).
COMMENTS:
-24- Brachytherapy
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Quality Management Program for
I-125 and/or 1-131 > 30uCi

7S. A written OMP for 1-125 and/or 1-131>30 uCi was provided. Z(Y ES _ NO (3e)

A written QMP must be established and maintained for each I-125 and/or I-131>uCi
use as required in 10 CFR 35.32)(1). Please provide your QMP for your Nal I-125 or I-

131 >30 microCi.
76.  Written certification that QM program has been implemented _ YES )6\10 (4)

Each applicable Part 35 licensee is required to submit a written certification that their

P has been implemented along with a copy of their plan, to 10 CFR
32(2). Please provide wrmeﬂ8 certification that your QMP has been implemented.

77a. A written directive is prepared for administration of gr2ater YES _NO(?)
than 30 uCi of 1-125 and/or I-131

The preparation of written directives prior to the administration of quantities greater
than 30 microcuries of either sodium [-1250r1-131 is ired by 10
35.32(a)(1). Your QMP must include a written policy that requires that such a written

directive be prepared prior to each patient administration.

The QMP provides procedures to require that the written

directive include:

77b.  an order for a SPECific PAHENL...........covvumrnerrisssssssissssnsassons YES _ NO (8a)
YES _ NO (8b)

77c.  date and signature of authorized USer.........c.ocoevsncsisnnns
77d. dosage to be administered...........couwrwusmuncsssnees X YES _NO (8¢)

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

and /or 1-131>30 uCi:

(a) be an order for a specific patient
(b) is dated and si by the authorized user
() contains the dosage to be administered.

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

a. Documentation of oral revisions to existing written directive
signed and dated by an a.u. or physician under the supervision

of an a.u. withi visi

A footnote to 10 CFR 35.32(a)(1) provides that an oral revision to a written directive is
ble if, because of the patient’s condition, a delay in onler to provide a written
revision to an existing written directive would jeopardize the pjatient'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 i hours of the oral revision. Please include

such a policy in your QMP,

December 6, 1993 -25- 1-125 and/or 1-131 >30uCi



If, a delay in order to provide a written directive would _YEBS

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 em t 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, provided that the information provided in the oral directive is documented

‘:fm:edinel in the patient’s record and a written directive is prepared within 24 hours
the oral directive.

#

/NO (18b
\,( )

Revisions to written directives dated and signed by a.u. priorto _ YES 4_\80 (19)

administration of a radiopharmaceutical dosage

Revisions to written directives may be made for any d ! ortheu?mﬁcmomdum

provided that the revision is dated and si byma%wpmrbt

administration of the radi ical dosage. Your QMP must include a

policy / proced ure that requires that revisions to written directives will be made prior to
{eninistration.

OBJECTIVE 2 - PATIENT IDENTITY VERIFICATION (10 CFR 35,32 (a)(2)]

Procedure to verify patient's identity by more than one %YES
method prior to administration

Proced ures to verify the ‘s identity by more than one method prior to
administration, as P‘ﬁ:yulo CFR % a)(2) have not been adapqnu‘:ttely addressed
in your QMP. Your must include a policy/ re to require that, prior to each
Nal 1-125 or 1-131 >30 microCi administration, the patient's identity will be verified
tnore than one method as the individual named in the written directive as required by

10 CFR 35.32(aX2).

- NO (23e)

81b.

December 6, 1993 -26-

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

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

For 1-125 and/or 1-131 > 30uCi:

Dosage measured in dose calibrator and results compared with _YYES
the prescribed dosage in the written directive

According to guidance provided by Regulatory Guide 8.33, the dosage, should be
confirm tg' the person administering the ra iopharmaceutical to verify a ent with
the written directive, that is, the dosag:hould 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.

_NO (27b)

1-125 and/or [-131 >30uCi



82  Commitment for all workers to seek guidance if they do not X 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

provision in your QMP.

83. A written directive and records of each administered 1-125 mes _NO (32)
and/or 1-131>30 uCi must be maintained for three years.

A commitment to retain each written directive and a record of each administered
ndb@aﬁmmﬁd d for three years after the date of administration is required
in 10 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
m{‘c, date, sign or initial a written record that documents the administered dosage in an

auditable form.
84.  Policies/Procedures for identification and evaluation of _)(YES _NO (34¢)

unintended deviations from the written directive

Your QMP for Nal I-125 or I-131 >30 microCi must include policies/ procedures to
idmﬂfyandwdmumyummmmmawmmdimmm”wn

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.

85a. Institution of corrective actions to be taken after the deviation _){ YES _ NO (35)
has been identified

Your QMP must include policies/ ures to institute conactive actions to be taken
after an unintended deviation has identified.

EVALUATION AND RESPONSE TO RECORDABLE EVENTS (10 CFR 35.32(0)1

85b. Commitment for evaluation and response. to each recordable _w _NG (1)
event by: (i) assembling the relevant facts including the cause; ‘
(i) identifying what, if any, corrective action is required to
prevent recurrence; and (iii) retaining a record, in an auditable
form, for three vears, of the relevant facts and what corrective

action was taken.

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:(i) assembling the
relevant facts including the cause; (i) identifying what, if any, corrective actionis
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.

PERIODIC REVIEWS OF THE OM PROGRAM (10 CER 35.32(b)]

86. Time intervals (intervals not to exceed 12 months) _ YES_A NO (36e)
Your submittal for Nal 1-125 or I-131 >30 micreCi does not provide adequate
emdum to conduct periodic reviews of your QMP as required by 10 CFR 35.32(b).
ou must include the time intervals for your reviews. These reviews should be
conducted at intervals no greater than 12 months.
-27- I-125 and/or 1-131 >30uCi
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87.

91.

COMMENTS:

Review includes an evaluation of acceptable representative
sample of all patient administrations, all recordable events,

and misadministrations.

Your QMP review dues not provide an evaluation of (i) an adequate representative
sample of patient admunistrations (ii) all recordable events, (iii) all
misadministrations since the last review as required in 10 CFR 35.32(b)(1). The number
of patient cases to be sampled should be on the principles of statistical acceptance

sampling and should institution (e.g.,

each performed in t
radio Mmmmn brachytherapy, and gamma stereotactic radiosurgery).

P
You may develop a sampling procedure of own; use the chart provided in 10
32.110(zuumingmmrwrﬁeof2m\t;aawuﬁveumpbmyhendoad
including (at a minimum): Mifmenmnhero(cn:‘gaﬁom\d is greater than 100, 20
cases if the number of cases is between 20 and 10, all, if the number of cases is less
than 20.) Provide a copy of your revised QMP to include this provision.

Inciudes procedure to expand review if recordable events or
misadministration is uncovered during the periodic review of

your QMP.

According to gui ed tory Guide 8.33, your QMP must include 2
pmcdurg to m%"?“mzw reviewed when a Myo ministration or
recordable event is uncovered during the periodic review of your QMP. Please include

such a provision in your QMP.

Procedures for determining the effectiveness of the QM
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
35mk332 mogiﬂmﬁonswmaa the objectives of the program as required by 10 CFR
S2(b)(2).

Modifications to QM program submitted to NRC within 30
days after modification has been made

Please gomvide 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).
Records of each review and evaluation to be maintained for 3
years

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

Yyes _nNo Gy

_ YES YNO (40)

_245 _NO (41)
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93.

Quality Management Program for Therapeutic
Radiopharmaceutical other than I-125 or 1-131

A written QMP for Therapeutic Radiopharmaceutical other
than 1-125 or I-131 was provided.

A written QMP must be established and maintained for Radiopharmaceutical use as
required in 10 CFR 35.32(f)(1). Please submit your QMP for your Radiopharmaceutical

therapy.

Written certification that QM program has been implemented

Each applicable Part 35 licensee is required to submit a written certification that their
g}SMP has been implemented along withacopyofthdrplawmmm 10 CFR
32.0(2). Please provide written certification that your has been implemented.

OBJECTIVE 1 - WRITTEN DIRECTIVE [10 CFR 35.32(a)(1)]

A written directive is prepared for administration of

Sl 2 e

_ YES ‘XIO (4)

jX‘/ES _NO©)

94a.
therapeutic radiopharmaceutical other than [-125 and/or 1-131
10 CFR 35.32(a)(1) requires a QMP to inciude policies and procedures for the
preparation of. a wnnitgen dir:aive. prior to the administration of a‘::;.the:-apeutic
radiopharmaceutical, other than sodium iodide [-125 or I-131. Please provide such a
policy in your QMP.
The QMP provides procedures to require that the written
directive include:
94b.  Radiopharmaceutical.............ooww... TRCRICI R ¥ YES _NO (10a)
DEE  DOBII - cevscrrrosstassscesmisrisesmmomssiomsimasismirisskisisioemmisinisnsissssistine \YES _ NO (10b)
9dd. Rotte Of AAMIAIIEEEHION. ..couvivromarivimsctivassammsonssmmsssstssssainssoces S _NO(10c)
94e. Order for a sSpecific PAtient.........c.ccvvvveirisresemsesssssssssnisionsnns ES _NO (10d)
94f. Dated and signed by authorized user..........c..ccovviniciininiae. _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
therapeutic use of a radiopharmaceutical other than I-125 or 131, the
radiopharmaceutical, douﬁ.emd route of administration. Your QMP is missing
procedures to require that the written directive for therapeutic radiopharmaceutical
other than 1-125 and /or [-131 include:
(a) Radiopharmaceutical
(b) Dosage
(c) Route of administration
(d) Order for a specific patient
(e) Date and signed by authorized user
December 6, 1993 -29- Therapeutic Radiopharmaceutical
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95, Documentation of oral revisions and oral directives:

Policies/Procedures for documentation of oral revisions to ] YES¥N0 (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 35.32(a)(1) provides that an oral revision to a written directive is
acceptable if, because of the patient’s condition, a delay in order to provide a written
revision to an existing written directive would jeopardize the patient’s health. Oral
revisions must be documented immediately in the patient’s record and a revised written
directive must be signed and dated by an authorized user or physician under the
supervision of an authorized user within 48 hours of the oral revision. Please inciude
such a policy in your QMP.

b. If, a delay in order to provide a written directive would 3 YES\ZNO (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 emc&em nature of the patient’s condition, a delay in order to provide a
written directive would jecpardize the patients health, an oral directive will be
ble, provided that the information provided in the oral directive is documented

immediately in the patient’s record and a written directive is prepared within 24 hours
of the oral directive. -

96. Revisions to written directives dated and signed by a.u. prior to _ YES fNO (19)
administration of a radiopharmaceutical dosage
Revisions to written directives may be made for any dmm

ed that the revision is da ll'ﬂ.ly\d byana

administration of the radiop dosage. Your QMP must include a
policy / procedure that requires that revisions to written directives will be made prior to
$mini -y

tic ure

97.  Procedure to verify patient's identity by more than one DL' YES _NO (23f)
method prior to administration

Proced ures to verify the patient's tdenn%?' more than one method prior to
administration, as ired by 10 CFR 35.32(a)(2) have not been adequately addressed
in your QMP. Your P must include a policy/procedure to reguim that, prior to each
Therapeutic Radiopharmaceutical other than 1-125 or I-131 administration, the -
patient’s identity will be verified by more than one method as the individual named in the

written directive as required by 10 CFR 35.32(a)(2).

OBJECTIVE 3 - TREATMENT PLANS VERIFICATION (NOT APPLICABLETO
RADIOPHARMACEUTICAL THERAPY)

December 6, 1993 -30- Therapeutic Radiopharmaceutical
other than 1-125 or I-131



98a.

98b.

100.

101.

102a.

Procedures to ensure, before administration, that each 9( YES _ NO (27¢)
administration is in accordance with the written directive.

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

Confirm the radiopharmaceutical, dosage and route of
administration

Dosage measured in dose calibrator and results compared with J(YES
the prescribed dosage in the written directive

According to guidance provided ulatory Guide 8.33, the 1adiopharmaceutical,
dosage, ns\d rguww of adt':\ri.;\ixnti:z :}\?uld boerz'oaﬁrmed by the yasolz administering
the radiopharmaceutical to verify t with the written directive, that is, the
dosage s 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.

Commitment for all workers to seek guidance if they do not \ZYES
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.

A written directive and records of each administered X/\YES
Therapeutic Radiopharmaceutical other than I-125 or 1-131
must be maintained for three years.

A comunitment to retain each written directive and a record of each administered
udioet‘\:irmoauﬁd dosage for three years after the date of administration is red
in 10 35.32(dX2). Describe the procedure for an authorized user or a quali
individual under the supervision of an authorized user (e.g., z nuclear medicine
physician, physicist, or technologist), after administering a radiop to

e slaeh‘adp or initial a written record that documents the administered dosage in an
audita rm.

- NO (27d)

_NO @31)

_ NO (32)

OBJECTIVE 5 - UNINTENDED DEVIATIONS [10 CFR 35.32(a)(5)]

Policies / Procedures for identification and evaluation of WS _NO (34f)

unintended deviations from the written directive

Your QMFP for Therapeutic Radiopharmaceutical other than 1-125 or I-131 must

include policies/p ures to identify and evaluate any unintended deviations from a

written directive and to institute corrective actions to be taken after the deviation has

been g:‘n':iﬁed as required by 10 CFR 35.32(a)(5). Please include such a provision in

your A

Institution of corrective actions to be taken after the deviation \GES

has been identified

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

_NO (35)

December 6, 1993 -31- Therapeutic Radiopharmaceutical
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*ee

102b. Commitment for evaluation and response to each recordable _V&% _NO (1)

103.

104.

105.

106.

event by: (i) assembling the relevant facts including the cause;
(i) 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 CFR35.32(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 including the cause; (i) 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.

PERIODIC REVIEWS OF THE OM PROGRAM (10 CFR 35.32(b)]

Time intervals {(intervals not to exceed 12 months) _ YES 'Z(NO (36f)

Your submittal for Therapeutic Radiopharmaceutical other than 1-125 or 1-131
does not provide adg\ute rmcadurs 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 intervals no greater than 12 months.

Review includes an evaluation of acceptable representative YYES _NO (37)
sample of all patient administrations, all recordable events,
and misadministrations

Your QMP review does not provide an evaluation of (i) an adequate Tmenmive
sample of patient administrations (ii) all recordable events, and (iii) a

misad ministrations since the last review as required in 10 CFR 35.32(b)(1). The number
ofpnticmc:dm‘hmampledmdbe on the principles of statistical

sampling a t in the institution (e.g,,
radibpharmacsutical, ietherapy, brachythisLpy, and. gamina mrevtiosts siiosusgery).
You may develop a sampling procedure of own; use the chart provided in 10

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 m?ngurformed is greater than 100, 20
cases if the number of cases is between 20 and 100, all, if the number of cases is less

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

Inciudes procedure to expand review if recordable events or N YES&(NO (38)
misadministration is uncovered during the periodic review of

your QMP.

According to guidance provided by Regulatory Guide 8.33, your QMP should include a

procedunse to esxuptnd the number‘(?flcues rr;;“zved when a l{\indminismﬁon or

recordable event is uncovered during the periodic review of your QMP. Please include
such a provision in your QMP.

Procedures for determining the effectiveness of the QM - YES \KNO (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 obje.*ives of the program as required by 10 CFR
35.32(bX2)

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

107.
days after modification has been made
Please ide 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)
108. Records of each review and evaluation to be maintained for 3 _ YES XNO (41)
years “
Please provide assurance that records of each review and evaluation will be maintained
for three years as required in 10 CFR 35.32 (b)(3).
COMMENTS:
December 6, 1993 -33- Therapeutic Radiopharmaceutical
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