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SUMMARY: The NRC (s proposin
amendments 1o 10 CFR part 35 S\at
would require medical use licensees to
establish and implement a basic quality
essurance (QA) program. The objective
of the basic QA program is to provide
high confidence that errors in the
medical use of byproduct meterial will
ve prevented. The proposed
amendments would enhance patient
safety while allowing the flexibility
necessury for proper medical care. The
NRC is &lso proposing certain
maodifications to the definition of

misadministration” and to the related
teporting and recordkeeping
requirements
OATE: Cotmnments must be received b
Aprii 12,1990 Comments received after
this date will he considered if it is
practicable 1o do so. but essurance of
consideration cannot be given except for
the comments rocvived by this date
ADDRESSES: Subnut writlen comments
und suggestions t= wne Secretary of the
Commission. US Nuclear Regulatory
Commission. Washington, DC 20855,
Atiention: Docketing and Service
Branch

Copies of the draft regulatory analysis

ard the comments received on this
proposed rule may be examined st the
Commission's Public Document Reom at
2120 L Street NW., Lower Level,
Washington. DC. Single copies of the
draft regulatory analysis are svailabie
from Dr. Anthony N. Tse. Office of

Proposed Rules

Nuclear Regulatory Research. U S
Nuclear Regulatory Commission,
Washington, DC 20658

FOR FUL IMER IKFOAMATION CONTALT:
Dr. Tae. see ADDRESSES heading,
telephone (301) 492-3%97
SUPPLEMENTARY INFORMATION:

I Byproduct Material in Medicine
Medical Use!

Radioactive materials are used in
drugs in the field of nuclear medicine
Drugs labeled with redioisctopes are
known as radiopharmaceuticals. in
diegnostic nuclear medicine. patients
receive these materials by injection,
inhalation, or oral administration.
Physicians use radiation delection

equipment to visualize the distribution
of o radioactive drug within the patient.
Using this technaiogy. it is poss ble to
locute tumors. sssess organ function. o
monitor the effectiveness of o treatment.
An estimated ? million diegnostic
nuclenr medicine procedures are
performed in this country annually In
therapeutic nuclear medicine. larger
quantities of radiopharmaceuticals are
administered to treat various medical
conditions (e g.. hyperactive thyroids)
An estimated 30,000 therspeutic
procedures are performed each year

Sesled sources that produce high
radistion fields are used in radiation
therapy primarily to treat cancer. A
rediosctive source in a teletherapy
machine can be adjusted to direct &
reciation beam to the part of the
patient's body in need of treatment. An
estimated 100,000 patients receive
cobalt-60 teletherapy treatments each
year Smaller sealed sources with less
rediosctivity are designed to be
implanted directly into 8 tumor ares or
applied on the surface of an ares to be
treated. This procedure is known as
brachytherapy. About 50,000
brachytherapy trestments are performed
each year.

Sesled sources can also be used in
machines thet are used for diagnostic
purposes. The source provides a beam
of radintion that is projected through the

' "Medical use " as currently defined in 10 CFR
352 means “the intentional (hiemal or external
sdministzation of byproduct malenst or the
rediaiian therefrom the human beings in the
pracice of medicine in accordance with & license
twhued by o Scate of Termitory of 1he United Siates
the Dustrict of Columing oe the Commonwealih of
Puerio Rica " Whenevet this term i used n this
fulemaking this delinition applies
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patient. A devies or the other side of the
patient detects th  imount or spetial
distribution of radiation that goes
through the patient. This can provide
infurmation about tissues within the
patient. This is o relatively new
development in the field of medicine
ind the NRC has no estimate of the
number of these disgnostic procedures
performed annually.

Siete and Federo! Regulotion

Medica) use is regulated throvgh State
of Federal regulstions. Twenty-nine
States. known us Agreement States,
heve been deleguted the suthority by
egreement with the NRC to regulate the
use of byproduct material, including
medical use (this type of agreement is
suthorized by Section 274 of the Alomic
Energy Act). These States issue licenses
for medical use and currently regulate
sbout 5.000 licensees.

The NRC regulates medical use in
twenty-one States, the District of
Calumbia, the Commonwealth of Puerio
Rico, and various territories of the
United States and has licensed 2,200
medical institutions and 300 physicians
in private practice.

1L NRC's Regulatory Program
NRC's Policy Regarding Medical Use

In & poiicy statement published
February 8. 1979 (44 FR 6242), the NRC
slaled:

1. Tha NRC will continue to regulate
the medical uses of radioisolopes as
necessary to provide for the radiation
safety of worrm and the general public

2 The NRC will egulate the radietion
salety of patients where justified by the
risk to patients and where voluntary
standards. or compliance with these
standards. are inadequate.

3. The NRC w'll minimize intrusion
into medical judgments affecting
patents and into other arens
suditionally considered to be 8 part of
the practice of medicine.

The NRC hae the authority to regulate
medical use 1o protect the health and
safety of patients, but also recognizes
that physicians have the primary
responsibility for the protection of their
patients. NRC regulations are predicated
on the assumption tha! properly trained
and adequately informed physicians will
make decisions in the best interest of
their patients.
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tubles and graphs thet are clearly titled
end esiy lo read. snd using 8 writien
prescription. NRC inspections have
tevealed tha! ebout ten percent of
teletherapy unit calibretions and
PEFOGIC spot chechs sre incomplete
Checklists could be used 1o assure
conpleteness

Independent verificetion could be
made an integral part of the design of
the restment process (o delect errors
Some examples are all entries and
celeulations in & trestment plan could
be checked by an individua! who did not
develop the treatment plan: each
patient’s chart could be reviewed
weehly to check for acoumulsted dose
end implementstion of prescription
changes. and the teletherapy unit output
could be checkea periodically.
Furthermore, the complete teletherapy
process. including physical
measuremenis, could be examined in
detull occusionally by en expert in order
o identify systematic mistakes end
make syslem improvements

A QA program tha! requires &
physical measurement of the dose or
emount of radioaztivity sctuslly
edministered 10 the individus! patient
would provide assurence that the
administered dose s the same &8 the
prescribed dose Such measurements are
currently required (10 CFR 35.83) for
rediopharmaceutical therapy, using
photon emitting redionuclides. and
occasionsily are done for some
teletherapy tases. but because of
expense of the unavailability of
equipment, these measurements are not
commonplace in sealed source therapy.

Voluntary Initiatives

The NKC is sware of voluntary
initiatives 1o improve auslily assurance.
A netable example is the “Patterns of
Care” study managed by the Amerncan
College ol Radiology. In addition to
comparing prescriptions and survival
rates for cerain diseases at various
therapy facilities across the nation,
methods of calculating and measuring
epplied dose retes are examined for
accuracy. Such an examination can
detect whatever procedural flaws may
be present as well as determine the
precision and accuracy of day-te-day
service. Furthormore the American
College of Radiology is currently
deveioping & comprehensive Quality
Assurance Program for volunatary use
in radision oncology

The NRC encoureges initiatives by the
industry 1o develop consensus standards
&nd will consider endorsement of them
in its regulatory guidance al an
appropriste time. However. because of
the lack of enforceability, voluntary
programs alone ere not consi dered to be
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an sdequate vehicle 10 ensure that the
NRC obiective of reducing unnecessary
exposure from byproduct material will
Le met. Consequently, the NRC is
considering this rulemaking

Earlier NRC Efforts

This is not the first time the NRC has
examined the mutter of QA in medicsl
use. In 1079 the NRC (ssved some QA
requirements for teletherapy (see 44 FR
1722, published Januvary 6, 1878). This
rulemaking was precipitated by er 9
committed by & teletherapy lice. .
which ultimately affected & very large
number of patients. The output of &
teletherspy unit was incorrectly
veloulated and the licensee made no
pysical measurements to determine
whether the caleulation was correct
These error: *esulted in cobali60
tele’ .ere~y being incorrectly
edministered 1o 400 pslients, The 1979
ruie addressed the circumstances
surrounding that event but did not
critically examine the entire radistion
thetapy proJess,

il Proposed Rule on Bosic QA
Published in 1987

On October 2. 1087, the NRC
published a proposed rule (52 FR 36042)
thet would require its medical use
licensees to implement some specific
basic QA practces to reduce the
number of misudministrations involving
the use of byproduct meterial in
tediation therapy and the use of
tadiosctive jodine in diagnostic
procedures. This proposed rulemuking
was based on an analysis of
misadministrations reported to the NRC
by its medical use licensees concerning
errors in edministering byproduct
malerial. The result of the analysis
indicated that most of the events
originated in mistakes made by
individuals. Public comments received
on the proposed rule indicsted that,
&ithough these proposed QA practices
might reduce the number of such errors,
the imposition of the prescriptive
directions given in the 1087 proposed
rule might interfere with the practice of
medicine because *he propoted rule did
not afford sufficient fNlexibility for
clinical practice,

In 8 public meeting held on January
26. 1988, members of the Advisory
Committee on the Medical Uses of
Isotopes (ACMLU'T), an advisory body
established for advising the NRC stafl,
&l80 suggested that the 1087 proposed
rule did not provide sufficient Nlexibility
for clinica! practice

On Apnil 7, 1888, members of the
medical community, mcludm’ several
members of the ACMUL briefed the
Commission on their concerns regarding

the 1087 proposed rule. They stated that
& performance -based rule should be
promulgated, rather than a prescriptive
rule. They also suggented that o pilot
program would be useful for determining
whether the proposed QA steps would
interfere with ciinical practice.
Furthermore, they stated the!. under the
€ stir < NRC regulation, the definition
of tae term "misadministration” is
unclear and that the related reporting
requirements are confusing,

Subsequently, the NRC decided 1o
develop o periormance-based rule and &
regulalory guide and, as o part of the
same rulemaking. to review the term
“missdministration” its scope and
related reporting requirements. In
addition, the NKC also decided to
conduct a pilot program to determize the
impact, snd efficiency of the proposed
besic QA program and procedures
developed by licensees based on the
dralt regulatory guide.

On November 7, 1988, the NRC held »
public meeting of the QA Subcommittee
of the ACMUI to assist in e
development of & proposed
performence-based rule, regulatory
guide, end pilot program. On January 30
and 31, 1089, the NKC staff held o public
workshop to discuss drefts of a revised
basic QA rule and & regulatory guide.
Medical use licensees’ personnel
representing dilfferent disciplines (e g.,
physicians, physicists. and
technologists) were invited to
participate in 8 round table discussion
with the NRC staff. On March 3, 1380 the
NRC ste!l also met with the Americen
College of Radiology (ACR} to discuss
the NRC's drefi regulatory guide and the
ACR's dralt QA program. The ACR»
draft QA program is & comprehensive
model QA program that is designed to
be readily edopted, in whole or in part,
by ACR members.

The NRC #tall has used the
information provided in these meetings
in developing the performance-based
QA requirements and new reporting and
recordkeeping requirements. These
actions are combined in @ single
proposed rule that is being published for
public comment. A drakt regulatory

uide containing renen! guicance for
rxcomou to develop a QA program thet
would be acceptable to the NKC stalf for
meeting the performance-based QA rule
is also being published for public
comment.

The proposed amendment for a basic
QA program is designed to complement
other QA requirements contained
throughout 10 CFR part 35 Examples of
the existing O * requirements include: 10
CFR 35 50, "Possession, Use,
Calibretion, end Check of Dose
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Calibrators” 10 CFR 8881, "Calibration
und Check of Survey Instruments'; 10
CFR 35,632, "Full Calibration
Messurements”'; and 10 CFR 35 654
“Periodic Spot-Checks."

IV Discussion of Proposed Regulotory
Text

Section 352 Definitions

The NRC Is proposing to clarify the
term “misadministration” snd to edd the
following terms: “basic quality
essurance.” “clinical procedures
manual" “disgnostic event,” “diagnostic
referral” “prescribed dosage, ™
"prescribed dose, “prescription,” and

therapy event.”

The NRC is proposing 1o modify the
definition of “misadministration’ in the
regulations by defining
"misadministration” as those
oceurrences specified in proposed
§4 35.30(b) or 35.34(b). The Commission
believes that 8 misadministration is
indicative of inadequate quality
essurance on the part of the licensee.
and es such, additional regulatory
attention, including special inspections
additiona) analysis and evalustion, or
other NRC sction, may be sppropriste
All of the diagnostic or therapy
occurrences currently defined as
misadminisirations are reteined in the
proposed amendment excep! & separate
npomng threshold has been established
for brachytherapy. Misadministrations
will be epecified under separate sections
relating to either diagnostic or therspy
medical use In addition, an urror in
teletherapy fractional dose end medical
use involving the wrong target organ of
site will specificelly be listed as
misadministrations,

The proposed amendment also sdds
the terms “diagnostic event" and
“therapy event” to include the events
specified in proposed §§ 35.33(s) or
38.34(a) for which a record or report is
requited. These events essentiall
involve, for example, deviations {rcm
the procedures in the licensee s basic
QA program. The proposed amendment
thus distinguishos between
misadministrations, which involve
certain errors in the administration of
byproduct maierial (or the radiation
therefrom). and other events that
essentially involve deviations from
procedures in the administration of the
byproduct materia).

The other six terms. “basic quality
assurance.” "clinicel procedures
manual” "diagnostic referral.”
"prescribed dosage." “prescribed dose.”
and "prescription.” are proposed to
clarify the regulatory requirements

The Commission would especially
eppreciate public comment on the
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proper use of the term
"missdministration.” Should the term
misadeministration be reserved for the
mos! serious events that would include
overexposures resulting in death,
SETIOUS injury, Of occurrences resulting
in receipt of substantially more then the
prescribed dose (ie. perhaps double the
prescribed dose for o therapy procedure
or @ dose in the therapy renge for 8
diagnostic procedure)? How should
“events” be distinguished from
misadminisirations? Should the
division of occurrences into “events” of
“misadministzations” be done
differently from those proposed in

§§ 3533 and 85.347

Section 35.33 Records and Reports of
Diognostic Events or
Misodministrotions

The NRC is praposing 1o replace the
existing 10 CFR 35.33, “Records and
reports of misadministrations,” with two
sections: one for diagnostic events or
misadministrations and the other for
therapy events or misadministzetions
(§8 35.33 and 35.34, respectively) Thus
depending on whether o diagnostic or
therapy medical use is involved,
licensees would be sble 1o refer o one
section of the regulations in order to
determine whether an error in medical
use constitutes & misadministration. &
diagnostic event, or a therapy event, snd
10 determine the related recordkeeping
end reporting requirements. In the
existing regulstions, it (s neceseary to
refer 10 one section (10 CFR 35.2) to
determine what constitutes e
misadministration and to another
section (10 CFR 35.33) for the applicable
recordkeeping and reporting
requirements.

Paragraphs 35.33(s) and (b) set forth
the iypes of diagnostic events ot
misedministrations, respectively, for
which a record and, under certain
circumstances. @ report would be
required. pursuant to §§ 35.33(c) and (d)
The types of diagnostic
misadministrations in proposed
§ 35.33(b) are essentially the same as
the diagnostic misadministrations
currently specified in the definition of
“misadministration” in existing 16 CFR
35.2. In proposed § 35.33(8) three
diagnostic events would be added. The
first additional event, set forth in
§ 35.33(8)(1), is designed 1o identify any
diagnostic medical use not authorized i
the license. The other two additional
events are designed to identify medical
use without & prescription or &
diagnostic referral ® (in: § 35.33(a)(3)) or

FThe terms “prescriplion” and “disgnotue
referral” are defined in the proposed § 352
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without properly recording the radistion
dose ot redio-pharmaceutical dosege
edministered (in § 35.93(a)(3)) The NRC
believes thet prior to diagnostic
administrations not involving J=125 or J«
131, there must be & prescription or @
diagnostic referral except under
emergent situstions: prior to diggnostic
administration involving I=125 ot I+131
there must always be & presaription. The
prescription or the diagnostic referral is
needed to communicate the instructions
from the prescribing physicians to the
individus! administering the dose or
dosege. Also. slter the administration. o
record must be made to indicate the
administered dose ot dosage. If these
records are not properly completed,

§ 35.33(c) requires thel the Radiation
Safety Officer promptly investigste the
Cause 80 that actions can be taken tp
correct the deficiency in the QA
program,

Paragraphs 35.33(c) through (e) specify
the actions that a licensee would be
required to take alter the discovery of &
dingnostic event or misedminisiration
Paragraph 35.33(c) requires an
investigation by the Radiation Safety
Officer. Paragraph 35.33(d) specifies the
circumstances under which reporting of
diegnostic events or misadministrations
would be necessary. Paragraph 55.33(¢)
specifies the recordkeep
requirements. Although the
requirements in theee paragraphs are
essentially the same a8 the requirements
in the existing 10 CFR 35.33(¢) end (d),
there are certein changes, as discussed
below. Paragraph 35.33(/) remains
unchanged.

In proposed § 35.33(d). a requirement
is added for the licensee 1o noufy the
patient if the diagnostic event ¢~
misadministration has the potential to
cause serious harm to the patient. This
change is being made to make proposed
§ 35.33(d) consistent with the patient
notification provisions in the current
regulations in 10 CFR 35.33(a) and
proposed § 35.34(d). The NRC believes
that if a diagnostic event or
misadministration is serious enough to
lead to @ dose in the therapy range. then
notice to the patient is also warranted.
urless circumstances make notifying the
patient inappropriete. Another change in
§ 35.33(d) is thet provisions have been
added describing the information that
should be set forth in the written repor.
comparable to existir ¢ 16 CFR 35.33(b)
and proposed § 35.34'.) A minor change
is that the reference t NRC-Form 473 in
existing 10 CFR 35.33(¢) has been
deleted from proposed § 35.33(d) since
that form will probably be either
superseded or upda!eg to be consistent
with the other modifications in the rule
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In proposed § 55.33(¢). provisions
have been added requining that the
Licenscs retein, in on sutitable form
records of prescriptions disgnostic
referrals, and diagrostic chinical
procedures for three yours These
recerds may be part of medical records
currently kept by the medice! use
Licenseer. These records are het eoRary
to fuciiitate the inspection process

Saciion 85834  Records, Reports, and
Notfications of Theropy Everis or
Nlsodminisalions

The NRC s proposing to edd § 35.4
that epecifios reporting and
recordaseping requirements for therapy
evenis of missdministration. Paragraph
35 34(n) lists five proposed therapy
events for which records and a report to
the Lizensee managoment would be
required. and under certain
gircumstances, o telephone notification
end o written report to the NRC would
6180 be required. Paragraph 35.34/0) lists
therapy misedministrations for which
notification of licensee management and
8 telephone notification and writien
report to the NKC would always be
required. The therupy
missdministrations Listed in § 35.34(b)
include the types of therapy
misadministrations currently specified
under the dofinition of
“misadministration” in existing 10 CFR
352 s well ap misodministrations
related to teletherupy fractiona) doses
and (o brachytherapy.

Three therapy events (1§ 38.54(a)(1),
(8)(2) end (a}(4)) are gimilar to those
previously discussed under proposed
§ 35.33 but apply 10 therapeutic, rather
than diagnostic. medical vae. Paragroph
35.34(8)(1) provides tha! o therapy event
includes @ therapeutic medical ues in
which there was not both s prescription
and & prior review of the patient's case
by en suthorized user or & physician
under the supervision of an authorized
user. Becauso a large radistion dose is
involved in therapy cases, the NRC
believes that botk a prescription and o
prior review of each patient's case are
necessary belore the byproduct material
is adminusiered

An sdditional therapy event
(§035.54(0)(3)) s reloted to teletherapy
frectionsl doses and is intended 10 alert
the Radiation Safety Officer and the
licensce mazagement of miner
devistions from procedures in the basic
QA program so that actions can be
taken 10 correct deficiencies in the QA
program.

The first two therap
misedministrations (I{ 85.34(b)(1) and
(b)(2)) are the same types of
misadministrations epecified in existing
10 CFR 35.2. The following therapy
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misadminiatrations (§§ 363400/ 3) and
(b)81) are intended to clanly existing 10
CFR 85.2, Paragraph (8], which states
that the definition of &
"misadminisiration” includes s \herepy
radistion dose Irom o sealed source
such thet errors in the source
calibration, time of exposure. and
trestment geometry result (n a8
calowlated total treatment dose diffaring
from the final prescribed total treatment
dose by more than 10 percent.” This
definition imples (ha! the 10tal trestmont
dose spplies 0 8 combined dose for
teletherapy treatment and
brachytherapy trestment if both
modaiities were sdministered 1o (he
same patient In the proposed
amendment, teletherapy events and
brachyherapy events are specified
sepatately, end criteria for frectional
doses for teletherapy treatment froctions
ure provided.

Furthermore, on it face, the languoge
in the existing definition addresses only
errors in fotal treatment dose and does
not explicitly address errors in
frectional doses that thay have ocourred
during an?- one of many teletherspy
teatment fractions. This definition
cav . confusion about whether certain
ever s should be reported (e g. if there
00 significant error in & frectional dose
but the administered (otal dose is otill
withl. 10 percent of the prescribed total
dose).

The proposed modifications relating
to# teletherapy event (§ 85.34(a)(3)) and
6 teletherapy misedministration
(4 35.34(b)(3)) are designed to idenufy
any one of the following types of
ovidose or underdose therapy events:
for - ny treatment fraction, the
sdministered fractional dose differs
from the prescribed lranctional dose by
more than 20 percent of the prescribed
fractional doze (§ 35.34(0)(3]) but less
than the percentage of fractional dose
set furth in § 38.34(b)(3)(11); the total
edministered dose differs from the total
prescribed dose by more than 10 percent
of the prescribed total dose
(B 35.34(b)(1)): for any trestment! fraction,
the adm nistered fractional dose is
greaier than twice or less than one half
the presciibed fractiona! dose
(# 35.34(b)(3)(i1)). ot for the frections
sdministered to dete. the sum of the
sdministered fractional doses differs
from the sum of the prescribed
fractional dosee by more than 10 percent
of the prescribed total dose, Le.. \g:

rescribed dose for all fractians, not just
of the franctions administered to date
{4 35.34(b)(8)(ii1)).

1t must be emphasized here that the
purpose of §§ 35.34(0)(3) and (b)(3) is to
identify therapy events in which the
edministered dose (s significantly
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differont from the prescribed dose as o
result of errore mede in the source
caibratiun, the time of exposure,
tresiment geomelry, or other errom
Neither the current reguirement no? the
proposed reguirement are intended o
preciude 8 prescriling physician from
jtopetly changing the prescription if
t.:-.ud oty medical Judpment, such
changes would benefit the patien:. For
the purpose oi the reporting
requirement. such 8 change will make
the mokt recent prescription the
prescription of record thet supersedes
the orginu! prescrption. For example, 8
prescribing physicitn might prescribe ¢
certuin fractional dose for the firsi few
trestment fractions and later, depending
on the reaction of the patient, m ght
make o new presception for o differont
dose for the remaining fractions
However, sssume the! @ physician
prescribes & fractional dose of 200 reds,
and the licensee discovers after the fifth
fractional dose is given thut, due to an
error, the administered fractions' dose
was 250 rads for each of the five
frections. Beceuse the error ir dose
excevded 20 percent of the presaribed
fracuonal dose. regardiess of whether o
new presaription is written by the
suthorized user for subseguent
fractions, the Rediation Salety Officer
would be required to (nvestigete the
cause of the error, make a record for
NKRC review, retain the record as
directed In § 35 54{/). and noufy licensce
management (o take corrective sction,

The following examples illustrate the
kind of thorapy events that fall within
the scope of :l 85.34(e)(3). (b)(3i(ii). and
{(b)(3)(i11). The prescribed total dose fur a
patient is 5,000 reds to be given in 25
daily fractions of 200 rads per fraction.
If. we 0 result of an error, the patient is

iven less thien 180 rads or more than

rade V’"' less than the percentage of

fractional dose set forth in
§ 35.34(b)(3)(1i)) for any one frection,
such &n evont would “>nstitute o
therepy event under proposed
§ 35.34(0)(3). Under proposed § 35.34(¢),
the Radistion Sefety Officer would be
required to investigate the event and to
report such an event to licensee
management, but not to the NRC, the
referring physician, or the patient
because subsequent fractiona) doses
could be adjusted to compensate “or the
error,

Under § 35.34(b)(3)(ii). using the same
example given above. (f the
administered dose for any frection is
more than 400 rads (greater than twice
the prescribed fractional dose) ot less
than 100 rads (less than one half of the
prescribed frectional dose), the licensce
would be required to report to NRC und
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hers e required under proposed
§ 35 Mg

Paragroph 35 84(b)(3)(ili) nddresses o
hetapy misadmunistretion invalving
fumuieivg eecory in fractional doses for
severs trestment fractions. Using the
bame exampie given above. if 16
! 4 have siready been
sminigteted gnd the administered dose
for esch frection is found upon recheck

hove been 240 reds instead of the
prescrbed Irectional dose of 200 rads
the sum of the prescribed fractionsl

ses 18 3200 rade and the sum of the
puministered froctionsl doses is 3.640
ruvs. The difference is 640 rads, which
exseeds 500 rads (10 percent of the totu)
presoribed dose) The event would

netituie o therapy misadministration
under § 85.8400031(011) end would be
reported 1o NRC, the referring physician
#ndl the petient (ulrer conferring with the
telorting physicien). Continuing the
same example i for & fractions the
ntividual administered doses varied
aLout 200 rads. Le. 210, 100, 208, 185,

[ end 185 the sum of the
dministered fractionnl doses would be
200 tads. which would equal the sum
F'the prescribed fractionsl doses. This
wouid no! be & therapy
misadminis'ration under

§ 35.34(0)(3)(00) In fact. any
combination of such small variations is
not repotiebie if the criteria of

§8 05 34(8)/2) and (V)(3) are nol
exceeded

With respect (o brachytherapy, if »
tealed source is leaking or lost durine
the patient s trestmeal. questions have
arisen whether this constitutes 8

misadministration” undet existing 10
CFR 382 To clanly the reporting
requirement, § 35.54/b)(4) 1s being
proposed 10 make it exphioit that the
definition of & therapy administration
includes ail cases in which a source is
leeking during treatmenl, regardless of
the cause. or in which a source is lost
doring reatment, or mistakenly is not
removed [rom the patient ypon
completion of the treatment. Of course
for purposes of this regulation. sesled
sources tha! are permanently implanted
are not considered 1o be “lost.”

Also regarding brachytherapy, the
intent of § 35.34(t)(5) is to identify
wgnificant mistakes that are made
during treetment planning or execution
s0 that these mistahes may be prevented
in the future The sealed sources for
brachytherapy are implanted inside the
tissue or placed in close contact with the
tumor. The dose distribution changes
sgnificantly with even a few millimeters
change in distance from the source. In
many instances the physician may not
be able to determine the exact size and

.
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shape of the tumor until the patient is in
the operating room. During the implant
opersion. the physician may not be able
to implent the sesled sources o' the
precise location planned. Therefore, the
NRC believes that @ criterion of 4 20
percent difference between the
prescribed treatment parameters and
the sdministiered teptmen! paremeters
(rather than 10 pecent) is appropriste for
brachytherapy. This proposed
requirement (s nol irlended (o preclude
& physician from properly updeting the
prescription s er the ‘mplant to reflect
the actusl losding of the sealed sources
or from properly changing the
prescaption (f, based on the medica)
judgment of the physician. such changes
would beneflit the patient.

Paregraphs 35.34(2) through (e) specify
the actions tha! & licensee would be
required 10 teke alter the oocurrence of
& therapy event ot misadministration
These patographs are comparable to
proposed §§ 32.33(¢c) through (e) for
disgnostic events or misaaministrations
The requirements in these paragraphs
are substantslly the same as the
requiremen’s currently specified in
existing 10 CFR 85.33(#). (b). and (d) In
§ 35 34.0). provisions have been added
recuiring the! the licensee retuin, in an
avd-able form. records of prescriptions
or three years These records may be
pert of medical records currently {ep!
by the medical use licensees. Paragraph
35.54(g) is the same as the existing 10
CFR 35.32'¢)

Troposed § 35541 retains the
requirement to notify th> patient or the
patient's responsible relative {o°
guardian) when 8 misadministration
INVolving & therepy provedure oce urs
The Commission continues 1o beliive
tha! patients have a right to know when
they have been involved in 8 serous
misadministration, unless this
information would be harmful to them.
See "Missdministration Reporting
Requirements." 45 FR 31701, 31702 (May
14.1980). This is an important
requirement which is parallel 1o other
NRC requirements that licensees report
1o un individual certain radiation
exposure data pertaining to that
individual Furthermore, Federa!
legislation, such as the Privacy Act of
1674, recognizes the right of individuals
to lenm information cgom themselves
which is contained in the records of
irstitutions both inside and outside of
the Federa! sector The NRC encourages
the suthorized user or @ physician under
the supervision of the autharized user.
upon obla.ning the patient's consent or
before administe the
radiopharmaceutical or radiation. to
advise the patient of the patient's

uary 16 1890 / Proposed Rules

responsible relative (or gunrdian) that a
record of (he reatment will be available
if requested

During the QA Subcommittee meeting
held on November 7, 1988, an attendee
from the medical community questioned
the gppropriceness of the dose
critenon, which is based on a
percentage of the prescribed tolal dose.
for determuininig whether o therapy
event must be reported to the NKC. As
an slternetive the st'endee suggested
the use of 8 radiation tolerance dose for
each specific organ as e criterion for
determining whether an event must be
reported. The «'tendee stated thet since
the tolerance dose (s selected as the
dose that might cause damaege 10 an
organ not in the treatment volume, any
dose in excess of the tolerance dose
thould be reported

The NRC s'51] has considered this
comment Hov.ever, 8 criterion based on
6 percentage of the prescribed total dose
has been retained for the following
reasons

(1) The NRC's purpose in requiring
reporting ervors in medical use is to
ideniify their causes in order to correct
them and prevent their recurrence. The
NRC can expedite this by notifying other
licensees if there (s a possibility that
they could meke the same errors
Reporting is designed to identify events
that could heve generic significance fur
medical use licensees and to Indicate
whether @ licensee hos QA problems
The types of events that must be
reported may indicate & breahdown in
the licensee s QA program. Although &
difference of 10 percent or more
between the administered total dose
and the prescnbed tolal dose for
teletherspy mey nol necessarily indicete
harm 1o the patient. it exceeds the
normal uncertainties of the treatment
planning and delivery system. If the
cause o’tho even! is not delermined and
corrected, similar errors may occur in
the future that could harm patients.
Because the uncertainties in most
teletherapy administrations are 210 3
percent. the s1aff believes the critenon
of @ 10 percent difference would avoid
tdenuf?'in. events tha! are part of the
normal unceriainties of the trestment
planning end delivery system.

(2) The tclerance dose system may be
unwieldy Il this approach were
adopted. a table of the renges of
acceptable doses for each organ would
need to be published However, there
would be many exceptions to the
published dose ranges for a variety of
reasons. The amoun! of tolerance to
radiation depends on the specific organ,
the dose rate. fractionation schedule, the
volume exposed. oxygen supply within
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the organ. heterogeneity of dose, the
patient's sge, adjuvent therapy. genetic
makeup. end other medical conditions.
When el these factor are taken into
sccount, there (s otill @ large uncertainty
in what is currently known ebout
individual organ tolerances. In some
toses, based on @ physician's medical
judgment exceeding the scccpled
toicrance dose (o normal tissues or
organs not in the trestment volume may
be appropriate if the need exists o
provide definitive treatment 1o & cancer
that threaters the patient's life, that
causes unendurable pain, or that causes
unacceptable loss of normal life
capacities.

In summary. the NRC believes the! the
proposed modifications in reporting and
recordkeeping requirements would
continue to address the purpose of the
current regulutions and o provide the
NRC with information that may be used
10 essess the effoctiveness of the
liconsee's basic QA program.

Section 35.35 Basic Quality Assurance
Progrom

In 1067, the NRC published for public
comment @ proposed amendment to 10
CTR part 35 (52 FR %6842, October 2,
1667 ). The proposed amendment
prescribed certain QA procedures that
the NRC believed should be
incorpotated into esch liconsee's
medical program to prevent the most
common errore in medical use involving
therapy and iodine. These QA
procodures were bascd on @ review of
QA publications and cese reports of the
incidents. Many commenters stated that
ceriain roquirements in the 1987
proposed emendment might be
disruptive, unsconomical. or difficult to
comply with because of faciors such s
patient complignce, available staff, or
medical care considerations. They
recommended that, instead of
prescriptive requirements, a
performance-based amendment should
be promulgated and thet the details of
the busic QA procedures should be left
to the licensees.

The NRC has adopted this
recommendation in this proposed
amendment. The NRC would require
that @ medical use licensee establish a
writien basic QA program to prevent,
detect, and correct the cause of errors in
medical use.

A drafti rogulatory guide has also been
prepared by the NRC staff. The
regulatory guide provides guidance for
licensees 10 develop a basic QA
program that would be acceptable to the
NRC stalf for mecting the performance-
based amendmen! (the proposed
§ 35.35). Many licensees may also have
implemented & basic QA program that
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1445

st i . S——

would substantially meet the
requirements of proposed § 38.05.
Medicu!l use licensees will be ¢xpected
10 use the guidence (n the regulatory
’md? a0 they dovelop s program specific
of their clinical situstion. However, o
licensee may propose @ basic QA
program based on other source of
guidance, the NRC staff would review
these proposed QA progrems on & case-
by-case basis.

Under the 1967 proposed rulemeking,
epecific QA procedures would heve
been applied only to rediation therapy
and to diagnostic procedures involving
radioactive jodine. However, under this
broad performance-based amendment,
the QA program will cover oll diagnostic
and therapeutic procedures because o
licensee has the responsibility to
admuinister the prescribed dose or
dosage 1o the correct patient in the
mannet fresunbed The NRC recognizes
that implementation of a basic QA
program is more likely to have the
desired effect 1f (1 esiablishes &
consistent performance requirement for
the organization end all personnel
involved in the medical use. NRC would
éppreciate comment on whether
exemptions to the proposed QA
requiremerts should be granted to
medical use licensess who only perform
diagnostic procedures end do not
poseess 1-125 or =131,

V. Enforcement

In eddition lo emending the
regulations 1o require medica! use
licensess 1o estublish & written basic
QA ptogram covering both diagnostic
and therapeutic procedures and
clarifying. modifying. and strengthening
the misadministration reporting
requirements. the Commission intends
to modify the NRC Enforcement Policy
in 10 CFR part 2 in conjunction with the
final rulemaking. The Commission views
the occurrence of misadmirdstrations
and other reportable events as evidence
of inedequale quality essurance in the
medical use of byproduct material and
may subject the licensee to enforcement
ection. The enforcement policy will be
modified by amending current exemples
dealing with misedministrations and
8d.ding specific examples of violations
of the Commission's QA requirements to
Supplement V1 of Appendix C to 10 CFR
part 2

Such examples would Include: Al
Severity Level | failure to follow
procedures in & QA program that results
in & death or senous (njury to @ patient;
at Severity Lovel U, failure to follow
procedures in 8 QA program that resulis
in substantial overexposure to the
patient; at Severity Level L1, failure to
establish a writlen QA program, failure

to conduct adequate sudits of 8 QA
program of teke prompt corrective
sctions for deficiencies idenufied
through such sudits, failure to follow
procedures of 8 QA program thal results
in therapy misadministrations, failure 10
follow QA program procedures that
results in o number of disgnostic
misadminisirations over the inspection
period, or 8 recurrent viclation from the
previous inspecuon period that results
in e disgnostic misadministration, and
follure to make & report as required by
toposed § 35.34(d) or (e). at Seventy
vel IV, Tailure to follow procedures of
¢ QA program not mounting to Severity
Level | 1L or Ll or othet violation
resulting in & diagnostic
misadministration. and faiiure lo make o
report as required by proposed
§ 35.33(d).

V1 Implementation Plan and Agreetment
State Compatibility

The NRC (s proposing the effective
date of the amendment 1o be six months
after the publication date of the finel
amendment in the Federal Register. On
ot before the e'fective date, oll medical
use licensces must have their basic QA
programs developed and Implemented,
and submit to the NRC a written
certification that the QA program has
beun implemented. As part of NRC's
inspection program, NRC contract
inspectors will determine whether the
QA program has been fully
implemented. An epplication for 8 tew
medical use license or renewal
submitied to the NRC will have to
include @ written basic QA program as
part of the license application Medical
use licenscos will be subject to ihe
revised rcfonm; and recordkeeping
sections of the amendment on the
effective date.

Because the proposed amendment has
safety significance for the Agreement
State licensees s well a8 the NRC
licensees, it will be & matter of
compatability for the Agreement Slates

VIL Acministrative Statements

Finding of No Significant Environmenial
Impoct Availability

The Commission has determined
under the National Environmental Policy
Act of 1909, a» amended. and (he
Commission's regulations in subpari A
of 10 CFR part 51, that this amendment,
il adopted. would not be & major Federal
ection significantly affecting the quality
of the human environment, and
therefore &n environmental impact
statement is not required. The proposed
¢ «endment would require NRC medical
use licensees 10 establish @ written
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basic QA program to prevent, detect
end correct the caune of errors in
medical use. The propused QA
requirements and o reguletory guide
have been developed 1o include
[rr.rra..) sccepted good practices in

asic medice! guality sssurance and
inciude specilic measures intended to
prevent many of the kinds of human
error observed snd reported 1o the NRC
over & number of years. Based on
unalvew of reporied therapy
misadminstrations the Commission
expects thet the proposed requirements
will provide sssure e the! the salety of
patients involved in medical use will be
enhanced by reducing the frequency of
cortain types of misadministrations. The
NKC is 8150 proposing to modify the
feporiing end recordkeeping
requirements for medics) use

The proposed amendments. if adopted

by the NRC end implemented by
Licensees would Likely result in fewer
errors in medical use and, thus, would
likely reduce unnecessary rad/stion
exposures. It is expected thet there
would be no increase in tadiation
exposure 1o the public of to the
envitonment beyond the exposures
currently resulting from delivering the
dose 1o the patient. The draft
envitonmental éssessment and finding
of no significant impact on which this
determination (s based is available for
inspection st the NRC Public Document
Room, 2120 L Street NW., Lower Level,
Washington, DC. Single copies of the
draft environments| assessment and the
finding of no significant impact are
avaable fram Dr Tee (see ADORESSES
heading)

Poperwaork Reduction Aot Statement

This proposed smendment modifier
information collection requirements that
are sublect to the Paperwork Reductios
Act of 1980 (84 USC. 3501 ef s6q.). This
rulemaking has been submitted to the
Office of Munagement and Budge! for
review and approval of the information
collection requirements

Public reporting burden for this
collection of information is estimated (o
be sbout 64.650 hours per yeer (for 2,500
NRC licensees and 5,000 Agreement
State licensees) or an average of about §
hours per licensee, including the time for
reviewing instructions. seerching
existing data sources, collecting and
maintaining the data needed. #nd
reviewing the collection for
completeness. Send comments regarding
this burden estimute or any other aspect
of this collection of information,
including suggestions for reducing this
burden. to the Records and Peports
Management Branch. Division of
Information Support Services. Office of
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Information Resources Menagement.
US Nuclear Regulatory Commission,
Washington. DC 20855, and 1o the
Paperwork Reduction Project (3150«
0010} Office of Management and
Budge!, Washington, DC 20503
Regulatory Analysis

The Commission hes prepared o dralt
regulatory analysis for the proposed
amendment. The analysis examines the
benelits and impacts considered by the
NRC The dralt regulatory analysis is
eveilable for inspection et the NRC
Public Document Room &t 2120 L Street
NW. Lower Level Washington, DC.
Sing'e copies ere available from Dr. Tee
(see ADORESSES heading).

The Commission requests public
comments on tie draft regulatory
analysis. Commernts are specifically
requested on (#) factors affecting the
balance between beneflits to patients
frem lower rates of human errors and
the velues of resources that would be
needed to pruduce these lower rates and
(b) whether these resources could be
used (n other ways 1o better optimize
patient salety and treatment thun could
be sccomplished through development
and implementation of QA programs for
medical use. Comments on the draft
analysis may be submitted to the NRC
as indicated under the ADDRESSES
heading

Regulatory Flexibility Centification

As requited by the Regulatory
Flexibility Act of 1960 5 U'.§.C. 805(b),
the Commission certifies that this
amendment, if ndopted, would not have
e significant economic impact on a
substantial number of small entities. The
proposed amendment affects about 2,500
NRC medical use licensees under 10
CFR part 35 Of these. abou! 2,200
licenses sre 1csued to institutions and
300 ere lssued 10 physicians in private
practice. Under the size standards
adopied by the NRC (50 FR 50241,
December 8. 1085). some medicel use
licensees could be considered “smal
entities” for purposes of the Regulatory
Flexibility Act (average gross annual
receipts do no! exceed $3.8 million for
an institution gnd do not exceed $1
million for a private practice physician)
The number of medical use licensees
that would fall into the small entity
category is estimated to be a very small
percentage of the total number o
licensees and does not constitute a
substantia] number [or purposes of the
Regulatory Flexibility Act

‘Fho proposed amendment would
require NRC medical use licensees 10
establish @ written basic QA program to
prevent. detect, and correct the cause of
errors in medical use The NRC is also

—— e

proposing to modify the reporting and
recordheeping requirements relating to
such medica! use. The Commission
believes tha! most Licensees currently
have 8 quality #ssurance program the! is
designed (o prevent errors in medical
use Furthermore. oll medicsl use
licensees are currently subject to the
existing reporting and recordkeeping
requirements which, except for certain
clarifications, are not significantly
different from the proposed reporting
and recordikeeping requiremants
Therelore. there should not be o
significant economic impact on these
small entities (See the Regulatory
Analysis for the anticipated economic
impoct of this regulation on licensees )

There is a potentia! that the gaing in
patient prolection will outweigh the
economit impact for medical use
licensees. including the small entity
licensees. However because there are
uncertainties in the analysis of these
benelits and impacts, the NRC is
seeking comments and suggesied
modifications because of the widely
dillering conditions under which
medical use licensees operale

Any smaull entity subject i this
regulation who determines that, because
of its eize. i1 is likely to bear &
disproportionately edverse economic
impact should notify the Commission in
o letter that indicates the following

(a) The licensee s size and how the
proposed regulation would result in a
significant economic burden or whether
ihe resources necessary 1o establish a
QAJungum vould be more effectively
used in other ways to optimize patien!
safety, a» compared to the economic
burden an o larger licensee.

(b) How the proposed regulations
could be modified to take into sccount
the licensee s differing needs or
capabilities.

(¢) The benefits tha! would sccrue, or
the detriments that would be svoided. if
the proposed regulation were modified
as suggested by the licensee

(d) How the proposed regulation. s
modiNed, cou\crmoro closely equalize
the impact of NRC regulations or create
more equal access 1o the benelits of
feders! programs es opposed to
providing special advanteges tc any
individusl or group.

(e) How the proposed reguiation. as
modified. would still edequateiy protect
the public health and sefety

Backfit Analvsis

The Commission has determined tha!
the buckfit rule. 10 CFR 50108, does not
apply t2 this proposed amendment, and
thus. & backfit analysis 18 not required
for this proposed amendment, becsuse (1
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dosage by more then 50 percent of (he
prescribed dosage

(¢} For any diagnostic medical use
that results '» & Ciagnostic event or
misar’ ustretion as described in
parag,. he (a) and (b) of this section
the Radiation Bufety Officer shall
prompily investigale 19 cause, make #
record for NRC review, retain t>e re
as directed In paragraph (e) of this
section and notify the licensee
management 10 take appropriate
correclive action.

(d) The licensee shall notify the
referring , Sysician and the appropriate
NRC Regiona. Office in accordance with
10 CFR 306 in w iting within 15 days of
the discovery of \he diagnostic event or
misadministretio  if it involved the use
of byproduct ma' arial not authorized for
medical use in t'ie license,
administratior of 8 dosage 2. ijering L v
at least five-'uld from the prescribed
dosage, or administration of byproduct
material such that the patient is likely to
receive an organ dose greater than 2 rem
of a whole body dose greater than 0.5
rem Lizensees may use dosimetry
tables in package inserts, corrected only
for the amount of radioactivity
administered, to determine whether o
report is required. The written repo
mus* include the licensee's name: the
pi ..nbing physician’s name, 8 brief
description of the event, why the event
occurred; the effect on the patient; what
improvements are needed to prevent
recurrence: actions laken to prevent
recurrence, and for a diagnostic even! or
misadministration for which notification
1o the patient (s required (as set forth
below) whether the licensee inf+. ed
the patient or the patient's resp.o- ible
r .alive (or guardian), and if not, why
not. The report io the NRC must not
include the patient's name or other
information that couid lead to
identification of the patient. If the
diagnostic event or misadministration
involved the edministration of iodine
and has the potential to cause serious
harm to the patient (e g.. # microcurie
amount was prescribed but more than 1
millicurie was adm.nistered), the
licensee shall also notify the patient or a
responsible relative (or guardian) within
24 hours after the licensee discovers
such @ diagnostic even: or
misadministration, unless the relerring
physician ag-ees (o inform the patient or
believes, based on medical judgment,
that telling the pe’ ‘ent or the natient's
responsibie relative (ur guardian) would
be harmful 10 one or the other. If the
teferring physician, pat ent, or the
patient's responsible relative (or
guardian) cannot be reached within 24
hours, the licensee shall notify them as

s00n 88 practicable The licensee is not
required 1o notify the patient or the
patient s responsible relative (or
guardian] without first consulting the
relerring physician; however, the
licensee ghall not delay medical care for
the patient because of any delay in
notification

(e) Each licensee shall retain the
following records

(1) Each prescription, diagnostic
teferral, and record of edministered
radiation dose or radiopharmaceutical
dosage, in an suditable form, for three
years after the date of administration,

{2) Each written diagnostic clinical
procedure. (n &n auditable form, for
three years after its last use and

(3) The report of each Jdiagnostic event
or misadministration for ten years. The
record mus! contein the names of all
individuals involved in the event
(including the prescribing physician,
allied health personnel, the patient, and
the patient's referring physician), the
patient's social security number or
identtication number if one has been
assigned. a brief description of the event
or misadminisiration, wiy the event or
misadministration occurred, the effect
on the patient, what improvements are
needed to prevent recurrence, and the
actions teken to prever! recurrence.

() Aside from the notification
tequirerient, nothing in this section
affects any rights or duties of licenaves
and piiysicians In relation ‘o each other,
patients, or responsible relatives (or
guardians)

4 § 3534 's added 1o read as follows:

§35.34  Records, reports, ane notification
Of therapy events or misadmir.strations.

(a) A therapy event for which a record
and report to licensee management are
required consista of the following:

(1) Any therepeutic madical use
without bath a prescription *and s pricr
review of the patient's case by an
authorized user or 8 physician under the
supery.sion of an authorized user:

(2) Any therapeutic medical use
without dally recording in the
appropriate recoru the sdminis'ered
radiation dose or rediopharmaceutical
dosage;

(3) A teletherapy administration from
a sealed source such that errors in the
source calibration. the time of exposure,
treatmen! geometry. or other errors
result in an administered fractional dose
differing from the prescribed fractional

"I because uf the emeryen! nature of the
patiant's condition. o delev In order o provide &
whiten prescrpuon wou d jeopardize Lhe patient s
bedith, an oral inatruction may be accepiabie but o
wrillen record (containing the informetion specified
in § 35.2 for & prescription) shall be made o the
patient’s record within 34 hours
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dose by more than 20 percent of the
prescribed fractional dose, but less than
the percentage of fractional dose set
forth below in paragraph (b)(2(ii) of this
seclion; or

(«) Any therapeutic medical use no!
suthorized by the license.

(b) A therapy misedministration for
which records and reports to the NRC
and licensee management ere required
consists of the following:

(1) Any therapeutic me” 2al use other
than the one stated in the prescription,
including trealment of the wrong patient.
sdministration of the wrong
radiopharmaceutical or radiation from
the wrong sealed source. administration
of & racdiopharmaceutical ot radietion to
the wrong larget organ or treatment site,
or via the wrong or unintended route of
administration;

(2) Any therapeutic medical use ¢’ e
radiopharmaceutical such that errors
resull in an adminisiered dosage
differing from the prescribed dosage by
more than 10 percent of the prescribed
dosage,

(3) A teletherapv administration from
8 sealed source such that errors in the
source calibration, the time of exposure,
treatman! geometry, or other errors
resust in any of the following:

(') The administered total dose
differing from. .1e prescribed total dose
by more than 10 percent of the
prescribed total dose;

(ii) For ny treatment fraction, the
sdminister-d fractional dose being
grea er ther twice or less than one-half
of ¢+ s»=:_ribed fractional dose, or

(ili, . . - the fractions administered to
date, the .um of the administered
fractional doses differing from the sum
of the prescribed [-2ctional doses by
more than 10 per¢ { the prescribed
total dose;

{4) A brachyL y administration
with a sealed sow .2 that {s leaking, ls
lost, or is unrecoverable during the
brechytherapy treatment: ot

(5) A brachytherapy administratios.
such that errors in brachytherapy
treatment planning or execution result in
the prescribed dose differing from the
sdministered dose by more than 20
percent of the prescribed dose.

(c] For any medical use that results in
a therapy event or misadministration as
described in paragrephs (2) and (b) of
this section. the Radiation Safety Officer
shall promptly vestigate Its cause,
make a record .or WNRC review, retain
the record as directed in paragraph () of
this section, and notify the licensee
management to take appropriate
corrective action. ‘

(d) For any medical use that results i
a therapy event as described in
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paregraph {a)l4) or @ misadministration
a8 described ia paragraph (b) of this
section. the licensee shail notify by
teluphone the eppropriste NRC Regional
Office listed in Appendix D of 10 CFR
par 20 no later than the next Federal
Government working day efter
discovery of the therzpy event or
misgdministrzation The licensee shall
8150 notiiy the referring physician of the
affecied pationt and the patient or o
responsible reletive (or guardian) within
24 hours after the licensee discovers the
therapy misadministration, unless the
referring physician sgrees to inform the
patient or believes, based on medical
judgment, that teliing the patient or the
patient's respons.ble relative (or
guardian) would be harmful 1o one or
the othar. If the referring physician,
palient, or th” patient's responsible
relative (or guardian) cannot be reached
within 24 hours, the licensee shall notify
them as soon as practicable. The
licensae {s not required ‘o notify the
patient or the patient's responsible
relative (or guardian) without first
consulling ti.e referring physician;
however, the licensee shall aot delay
medical care for the patiznt because of
any delay in notification.

le) Within 15 days afier an initial
telephone report tc NRC of a therapy
event or misedm istration, the licensee
shall repert. in wniting, to the NRC
Regional O(fice initially telephoned and
1o the referring physician and shall
furnish s copy of the report to the
patient or the patient’s responsible
relative (or guardian) if either was
previously notified by the licensee under
paregraph (d) of this section. The
wriiten report must inciude the
licensee's name, the prescribing
physician's name, a brief description of
the event or mi. Iministration, why the
even! or misadministration occurred, the
effect on the patient, what
improvements are needed to prevent
recurrence, the actions taken to prevent
recurrence, whether the licensee
infurmed the patient or the patient's
responsible relative (or guardian) and if
not. why not. The report must not
include the patient’s name or other
information that could lead to
identitication of the patient.

(1) € =h licensee shall retain the
following records:

(1) Each prescription and record of
administered radiation dose or
radiopharmaceutical dosage, in an
suditable form, for three years after the
date of administration; and

(2) The report of each therapy event or
misadministration for ten years. The
record must contain the na.=s of all
{zdividuals involved in the even'
(including e prescribing physicicn,

«!lied health personnel, the patient, and
the patent's referring physician), wne
patient's pocia! security number or
identification number of one has been
assigned, & briel description of the event
or msadministration, why the event or
misadministration occurred, the effect
on the patient, whal improvements are
needed to prevent recurrence. and the
action taken lo prevent recurrence.

(g) Aside from the notificetion
requirement, nothing in this section
eifects any rights or duties of licensees
and physicians in relation to cech other,
patients, or responsible relatives (or
guardians)

5. §3535is ed” d 1o read as follows:

§35.30  Basic quality assurance program.

(a) Each applicant or licensee under
this part shall establish a writlen basic
quality essurance program Lo prevent,
detect, and correct the cause of errors in
medical use. The objectve of the basic
quality assurance progrem s lo provide
high confidence that errors in medical
use will be prevented. This basic quality
assurance program mus! include written
policies and procedures to meet the
foliowing specific objectives:

(1) Ensure that any medical use (e
indica'ed {or the patient's medical
condition;

(2} Ensure, prior to any medical use,
that a prescription * (s raade for any
therapy procedure - nd an; diegnostic
rediopharmaceutical procedure
involving more than 30 microcuries of
1-125 or |-131;

(3) Ensure, prior to any medical use,
that 8 prescription or a diagnostic
referral * s made for any diagnostic
procedure not involving more than 30
microcuries of =125 or 1-131;

(4) Enaure, prior to any medical use,
that the prescription or the ¢'agnostic
referral and clinica! proced 3¢ manusl
is understood by the respor. tble
Individusle;

(8) Ensure that any medicy use is in
accordance with a prescription or a
diegnostic referral and clinical
procedures manual;

(8) Ensure, prior to any medical use,
that the patient's identity is verified as
the individual named on the prescripticn
or the diagnostic referral;

(7) Ensure the! any unintended
deviation from a prescription or &
diagnostic referral and clinical

YU because of the emergen! nature of the
patients condiUon. & delay 1o ordar 10 provide &
written prescriplion or duagnostic referral would
jeopardite the petient s health an orsl instrustion
may be acceplable. byt g “rmtien record (containing
the information specified ia § 352 for o prescrptian
er diagnostic relarrai] ahall be made o Uw patent's
record wilhin M4 hours.

procedures manus! is identified and
evalueted, and

(8) Enswe that brachytherapy and
teletherapy treatment planning ie (n
sccardance with the prescription.

{b](1) The licensee shall develop
procedutes for and conduct a
comprebensive audit &! intervals no
greater than 12 months to verily
compliance with all espects of the basic
qualty assurance program. The
licensec's monagement shall evaluate
each of thase audits to determine the
effectiveness of the basic quality
assurance program and promptly
implement modifications within 30 days
that will prevent the recurrence of errors
in medical use. The licensee shall
maintain records of each sudit and
managemen! evaluation in an suditable
form, for three years.

(2) The licensee may make
modifications to the approved besic
Quality assurance program without NRC
approval only if the modifications de not
decrease or potentially decrease the
effectiveness of the basic quality
ess rance program. The licensee shall
fumnish the modifization to the
appropriate NRC Regional Office in
eccordance with 10 CI'R 30.8 within 18
days after the modification is made.

M- fications tha! decrease, or

pw entially decrease, the effectiveness of
the approved besic quality assurance
program may not be implemented
without prior application to and
approval by the NRC.

(c)(1) Each applicant for @ new license
shall submit to the eppropriate NRC
Regional Office in accordance with 1¢
CFR 30.0 & basic quality essurance
pi gram as part of the epplication for a
license and implement the program upon
issuance of the license by the NRC.

(2] Each existing licensee shall submit
to the appropriate NRC Regional Office
In accordance with 10 CFR 30.8 by
(insert effective date) 8 written
certilication that a basic quality
assurance program designed in
accordance with this section has been
impiemented.

(3) Each license shall maintain the
writlen basic quality assurance
program, In an suditable form, for the
duration of the license.

Dated at Rockville, Maryland. this 8th day
of January, 1960

For the Nuclear Regulatory Commission.
Bamuel |. Chilk,

Secrelary cf the Commissici
(FR Doc. 20-£21 Plled 1-12-00 B:45 am)
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