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, June 30, 1981
Saee®
OFFICE OF THE
SECRETARY
MEMORANDUM FOR: William J. Dircks, Executive Director
for Operations
FROM: Samuel J. .“ilk, fecreta
SUBJECT: SECY-Bl~533 - REEXAMINAT Og OF THE
MEDICAL MISADMINISTRATIO ULE

This is to advise you that the Commission has disapproved
your recommendation teo solicit public comments on the
reexamination of the medical misadministraion rule.

The Commission has agreed that analysis and review of the
first 12 months experience is appropriate and should be
accomplished. Upon ccmpletion of the review and evaluation
of the data Chaifman Hendfie and Commissioner Ahearne would

be prepared to consider a public comment pericd on re-
examination of the rule.

The Commission agreed that discussions with JCAE and FDA,

to determine if they wruld be appro:vriate government agencies
to take over this activity, should be initiated. Commissioner
Bradford agreed with this as long as the talks do not infringe

on analyzing the miradministration rcports and taking proper
enforcement action.

cc: Chairman Hendrie
Commissioner Gilinsky
Commissioner Bradford
Commissioner Ahearne
Commission Staff Offices

CONTACT:
A. Bates (SECY)
41410

gl 328363 810630
81-333 FDR
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RULEMAKING ISSUE

(Notation Vote)
The Commissioners

William J. Dircks
Executive Director for Operations

REEXAMINATION OF THE MEDICAL MISADMINISTRATION RULE

To obtain Commission authorization for EDO to publish
2 Notice of Intent that would solicit pub?ic comments
to aid the staff in reexamining the m: sadministration
rule.

At affirmation Session 80-14 on April 2, 1980, when
the Commission approved the final rule on misadmini-
stration reporting (SECY-80-26), the Commission
requested:

"that the staff reexamine this rule after it has been
in place for three years..."

This rule (Enclosure 1), which was published in the
Federal Register (45 FR 31701) on Mey 14, 1980 anc

was effective on November 10, 1280, requires NRC's
medical licensees to: (1) keep records of all mis-
administrations of radioactive material; (2) promptlv
report therapy misadministrations to the NRC, thz
patient's referring physician and the patient or the
patient's responsible relative (or guardian); and

(3) report diagnosis misadministrations guarterly to
NRC and to the referring physician. Reports of ther-
apy misadministrations <o patients are essentially
subject to the veto of the referring physician.

The staff c2lieves it is worthwhile to accelerate the
schedule set by the Commission and reexamine the rule
during the next several months because:

1. From the period beginning in November 1880 until
the review is completed in September 1981, there
will have been approximately 5,000,000 nuclear

medicine administrations and a projectec 400 reports

Richard £. Cunningham, NMSS
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of misadministrations. This should provide 2
good cata base to draw some conclusions about
*he rule and point toward alternatives where
appropriate.

2. The rule continues to raise wide controversy
within the medical community. It is perceived
as an unwarranted intrusion of the Federal
government into the physician-patient relation-
ship. There are no comparable Federal rules in
other areas of medical practice. Consequently,
misadministration reporting is viewed as externa)
to the normal system of checks and balances for
protection of patients in medical practice.
Also, the rule is said to be costly hecause of
the legal review believed necessary by hospitals
prior to submitting reports of even minor
misadministrations.

3. Proper data collection, analysis, followup and
compilation of findings could cause a signifi-
cant drain cn staff resources. We do not know
exact resource requirements at this time because
the reports received thus far have not yet been
analyzed systematically and followup has not
been carried out.

During the period of the reexamination, the F(L staff
will analyze reports of misadministr ‘“ion to deter-
mine if there are common threads sub ect to correction
through our regulatory process, as well as assess the
benefits to be derived through enforcement action.

The analysis will be difficult since the reports are
not very definitive and might require considerable
followup. Most of the misadministrations appear to be
caused by human error for a variety of reasons that
could be related to training, the conditions and
pressures of the work place, or general administrative
practices for patient management in hospitals. In con-
cgucting its analysis, the FC staff will also review
the lTiterature of misa_na‘nistrations in general medi-
cine practice to see what correlations can be drawn
and will 2lsc review the matter with the Advisory
Committee on the Medical Uses of Isotopes 2t & meeting
this summer. The FC staff also plans to discuss the
issue with the Joint Commission on Accredidation of
Hospitals (JCAH). Based on the number of misaamini-
strations reported and the estimated number of
procedures carried out since Movember 1980, the
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incidence of misadministrations in nuclear medicine
might be as little as three orders of magnitude Tess
than the incidencze in general medical practices.
This, however, needs “o be explored further.

At the com:letion of the review, the staff could
recommend (a) continuing the rule in its present
form, (b) -saking some adjustments in the rule to
make it mire effective and palatable (e.g. rede-
fining the type of information reguired or 1imiting
the reporting requirements to the more serious
therapeutic errors), or (c) deletion of the rule.
Another alternative would be to have other govern-
ment agencies, such as FDA, or medical organizations
such as the JCAH take over this activity. In its
periodic inspection of hospitals, the JCAH routinely
reviews medicaiion errors and the administrative
controls to prevent errors (JCAH Manual, 1980). The
reason for considering these latter possibilities

is that 2 brief scanning of the reports thus far
indicates that misadministration has occurred because
of mislabeling, improper drug selection, or improper
patient identification. wnone of these causes are
peculiar to nuclear medicine. Drug labcling falls
within FDA's jurisdiction and drug contrnl and patiem
ider tification relates to general hospital
Sgg;nistrative practices which are examined by the

The staff is requesting the Conmission to authorize
the EDO to publish a Notice of Intent (Enclosure 2)
in the Federal Register which will solicit public
comment to aid the staff in reexamining the misad-
ministration rule. The notice solicits comments
about the advantages and disadvantages of reporting
misadministrations of radioactive materials to NRC
2s required by its present regulations. The notice
is intended to provide arecord for further staff
consideration and possible future Commission action.
1f a2 change in the present rule is indicated,

the staff anticipates that a proposed rule

will be prepared for public comment along with

an analysis to support the proposed rule.
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Recommendations: The Commission

1. Authorize the EDO to publish 2 Notice of Intent
that would solicit public comments to aid the
staff in reexamining the misadministration rule.

2. Note:
2. The Notice of Intent would be published in

the Federzl Register for a 60-day comment
period,;

b. A public announcement such &s Enclosure 3
will be issued when the notice is filed
with the Office of the Federal Register;

c. A1l 27fected licensees and the appropriate
Congressiona’ committees will be informed.

AN}

Executive Director
for Operations

Enclosures:

1. Misadministration Rule
2. Notice of Intent

3. Public Announcement

Commissioners' comments should be provided directly to the Office of
the Secretary by c.o.b. Thursday, June 11, 1981.

Commission Staff Office comments, if any, should be submitted to the
Commissioners NLT June 4, 1981, with an information copy to the Office
of the Secretary. 1f the paper is of such a2 nature that it requires
additional time for analytical review and comment, the Commissionrers
and the Secretariat should be apprised of when comments may be expected.

DISTRIBUTION:
Commissioners

Commission Staff Offices
Exec Dir for Cperations
ACRS

ASLBP

Secretariat
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NUCLEAR REGULATORY
COMMISSION

10 CFR Part 38 2
Misadministration Reporting
Feguirements

acency: U.S. Nuclear Regulatory
Commission (NRC).
acmiow: Final rule.

sumMARY: The NRC is amending ..s
regulations to require its licensees to: (1)
keep records of all misadministrations
of radicective msaterial; (2) promptly
;eport therapy misadministrations to the
NRC. the referring physician, and the
patient or the patient’s responsible
relative (or guardian); and (2) report
disgnostic misadministrations quarterly
to NRC.

EFFECTIVE DATE November 10, 1680.

Note~NRC hes submitted tais rule to the
Comptroller Geners! for review under the
Federa! Reports Act. es amended 44 USC
3512 The dete on which the rule becomes
effective refllects inclusion of the 45-Cay
period that the statute ellows for tus review
{44 USC 3s512(c)(2)).

FOR FURTHER INFORMATION CONTACT:
Edward Podolak. Office of Standards
Development U.S. Nuclear Regulstory
Commission. Weshington, D.C. 20555
[Telephone: 3071-443-5860).
SUPPLEMENTARY INFORMATION: On July
7. 1978 NRC published in the Federal
Register (43 FR 28287) & proposed rule
on the misedminustretion of radiocactive
meterial to patients The proposed

§ 35.33 would heve reguired mecical
licensees to ¢o three things:

(1) Keep records of all
misadministretions for § vears:

2) Promptly report all therapy
misadministretions and those diagnostic
misadministrations that could cause
clinically detectable adverse effect 1o

Federal Register / Vol 45, No. 85 /| Wednesday. May 14. 1580 / Rules and Regulations 31701

NRC, the referring physician. snd the
petient or & responsible relative (uniess
the referring physician stated that tue
informetion would harm them): and

(3) Follow the prompt report with &
written rcrcn to NRC and the pstient
responsibie relative within 15 days.

Lo the proposed rule, &
misadminisration wes defined as the
sdmunistration of:

{1) A radiopharmaceutical 0*
radietion from & source other thaxn the
one intended:

(2) A radiopbarmaceutical or
radiation to the wrong patient

[5) A radiopharmeceutical or
radistion by e ™ te of administretion
otLer than that intended by the
prescribing physician: ¢

(4) A diegnostic dose of a
rediopharmaceutical differing from the
prescribed dose by more than 20
percent; or

(5) A therepeutic duse of & .
raciopharmaceutical or exposure from
rediation source such that the lotal do:
or exposure differs from the prescribe
dose or exposure by more than 10
percent. .

The public was invited to submit
written comments and suggestons oo
the proposed rule. The proposed rule
wes mailed to ell medical licensees,
<bout 30 professional and public-inte
grups, and 2,000 state and county
medical societies.

Comme.'s on Proposed Rule

The Comunission received 150 letters
commenting on the proposed rule.
Copies of these letters, 8 summary and
analysis of the comments, and the
velue/impect analysis supporting the
final rule are svailabie for public
inspection at the Comminsion's Public
Document Room &t 1717 H Street, NW
Washington. D.C. Single copies of the
summary and anelysis of the commen
or value/impeact analysis may be |
obtained from Edwaerd Podolak st the
ehove address.

Ninety percent of the comments we'
opposed to the rule, moat citing it as
unprecedented intrusion inte medical
practice. Basically, the commenters
were opposed to misadministration
reporting to NRC where reports woul
be open 1o public scrutiny, and
misadministratic.; reporting to patie
which they felt would cause “undue
glarm” end “unwarranted melpractic
suits.” Many commenters offered be!
suggestions which were incorporate’
into the fing) nle 2 explained belo
under “Summary of Mojor Changes i
the Final Rule.”

Many commenters questioned the
need for 2 misedministration report
rule. They ciied the low number of

Enclosure )
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reporied missdminstrations. They stated
12! prisadmnstrations of redioactive

‘matemn were less fecues than

rusaamimsosuons of other drugs or
types cf iherapy. And they noted St
there are 7o similar reporting

reguremenmty in medical pracuee.

The Commission's purpose i
reguiring misedmimisira top repects (o
NRC is to identify their caoses » order
to correct theny end prevent their
recurrene. The Commission cau o thus
by notifying other licensees J hei v iva
possibility tiret they could make Ge
same errors. The comorissian can aiso
change ils repwativny to present specfic
errors. The ngxfivance of e disgnostic
misadmunistreion goes bevoud the
unnecessary ruciation exposure U it
resulis in misdlagnosis. Apperently
woleted incidents at individual medical
institutions ceuld revesi e genenc
problem whea compared nationally.

Examples of rule changes resuiting
from musadministrations are: 8 rule
requir og ennval calibretion of
telethere py umuts (44 FR 1722), and & rule
requirin; radistion surveys of patients
folicwing ~emoval of implants (43 FR
£5345).

The Commissior does not knew the
entire extent of misadmmistrations of
redioectve matedal 1o 1276 NRC
investigeted gn incident where 400
therapy patiers had received radietion
doses exceeding the prescribed doses by
&8 much &8 41 percent. In 1977 NRC
received seven reports af
misséministrations renging from minor
misadministrations to & senous
teletherapy overexposere. In 1278 NRC
received eteven reperts of
misedministations, ane of them o
serious musadministratian of four Ir-102
seecs that were lefr i & patient. In 1878
NRC has received a single repert of 8
misadminisretion: colloida! P-32 was
auministered instesd of soluble P-32.
The Commission does not know what
fraction of the ectual incidence of
misadministrations these reports
represent. However, whenever there has
beer & sericos misedminiswation, the
Commission hss been able to act to help
prevent recurrence by issuing notices or
orders 1o licensees or throogh
rulemaicng. ‘

The Commission recognizes that its
misadministration reperting requirement
may be unigue to medice! practice. The
Commission also recognizes {'.at the
misadministration of
radivpharmaceuticels and redistion
from sesled sources mey be less
frequent than the misncministration of
other drugs or forms of therapy., becuuse
tbe racdiopharmacewtical doses and
rediation doses can be meesured before
sdministration 1o patients. However, the

-

Commassiop besieves the! the

muss SouinisTation recordkeeping and
reporing securement is necessary Lo
protect patiems.

Ny commerirs were concened
sbout the privecy of patients’ recorcs.
when misadmirustrations are repared 10
& Lhurd party such as NRO

The foai rwe staes that the pauenr's
name shod 3ot be repered w NREC
The repors of DISBATSTINCRS wILL
be available for public review but
without information that worid leed o
identification of the patient

The vast majority of the conmnexnters
consicer the proposed e @8 @ sEnOUS
intrusion inte the physician-patient
relationship. They con'and that the
proposed rule is an intrusion of a
regulatory agency into the care of a
patient without assuming responsibility
for thet care. Many commenters pointed
out that the mussdministraticn reporting
requirement wes unigue in medical
practice and noted that NRC regulations
did not apply to X-rays, accelerztor or
radium therapy. and accelerator
produced radiopharmaceuticals.

The Commission recognizes the
intrusion inte the physician-patient
relationship in the sense that the rule
does affert. to a limited degree, the
nature of the physician's abligetion to0
his ar her patient—il imposes in certain
circumstances an cbligation on the
physician to report information to the
patient and the NRC. Faz many in the
bealth professions. this limited
involvement may be understood. rightly
or wrongly, s foreshadowing some
gester cegree of Covernmentz!
involvement or as symbolizing some
general movement towasd more
reguition of the profession.

The Comnussian does not believe,
however, that this lim#ted Intrusion
warrants esbandorning the rule. Some
physicians do support the rule—ibe
medical profession is pot snanimous
that the rule would constitute an
unwarranted intrusion into the
physician-petient relationship. The
“phygician-patient”™ reistionship is ¢
concept that wes developed to advence
the needs of the petient The
relationship involves duties of
ressoneble care ¢ °d skill
confidentielity, 5 72 good falth owed by
the physiciar ir the petient. Nothing in
the rule wouid Jetract from these cuties.
Thus, ic 8 strict sense. the rule would
not interfere with the relationship.

It is true thet no similsr reporting
reguirements are atiached tonse of X
rays. accelerator or redium therapy. or
sccelerator-procduced isotopes.
However, this is the direct result of
limitations in NRC's reguiatory
suthority. At present, unless Congress

should expand NRC's sutnonty, ne
NRC must operate u=ser the
presumpton bt Coogress intendec thal
& dispropornarste degree of Feceral -
repulatory conToi be exercaed over
ruclear matesals @s opposed 1o Lnese
other sources of radaton.

in many respecis Lne atverse
commenis Tack hose recenved by the
Food and Drug Ac=izmstaton (FRA) in
response o & recwest [or comments 1o -
help FDA lormulaie & polcy on lateimg
of prescripticr drog procucis to promote
patient understancing of the nature and
effecis of the drugs prescmbed lov them.
In & notice of proposed mlemaxing (44
FR 40018 juiy 6 3878). the FDA retected
the assernan thel mawgalory patiest
labeling would constitute an
unwarranied wierference in the
physician-patient relationsbip, pointing
out among other things that a patient
hes & night to snow adouta drug's
benelits, risks. and directions for use.

Also, o a Janvery 1879 report (EMD-
79-16). the General Accnamung Cffice
(GAD) stated:

in our view. requining medica! licensees to
report missdminiscatans 1o NEC is ot an
intrusion into medical pracuce. Thus is clearly
consisient with NRC reguiatory
respons bilities &nd & necessary pet of ev
effective nuclear medicine reguisiory
program. Without this kind of leedbsck an
incdents afierting the public heelth and
selety. NRC cannot be sare i 9 sdequuiely
reguiating the possess.or zot wse of nuclear
materials in medizal peactce.

Many commenters were concerned
that the proposed rele. particiarly the
patient repurting reguirement wouid
invite unwarranted malprectice suits
and thereby boost medicei costs. Scme
of these commenters suggestec that the
rule would leag to covernng up
misadministrations to evoid Bebilty.

The Chmmussion believes thet the-
reguirement in the final rule to report
therapy misadministrations o patients
or & responsible relztive is Inpartant
Patients have 8 right 10 know wiren they
bave been invoived in ¢ serious
misadministration, uniecs s
information wenia be sacaful to them.
NRC hae paralle! requirements for
licensee reparts 10 workers on
occupstional overexpeswes. Also. there
is & trend in Federa! legislation tuat
recognizes the night of incividuals to
know informstion abour ‘bemselves
which is contained in the recorgs of
institutions both inside asé outside of
the Fri vval sector. Examples ace: the
Prive -v Act of 1874, whick set rules fre
Fede-al Apencies’ recorckeeping: lne
Fair Credit Reporting Act and reisted
acts, which geve coosumers the right to
know infarmation about themselves
contained in the records of credit-
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rucg beresus: and (he Family give & semaller radmtiom dose 10 the Seversl commenters guestioned
mﬂmu Rights and Privecy Act pelient whether extravasation is consideres
which geve students the nght 10 see The proposed rule bad @ Coeshold for missdministration.
personel records held by educational reporung disgnostic Tusadmmistrations.  EXUévasation is the wnfiltretion
institutions. M:: in Apnl;'dm. the : The thresbold was not clesr. The imected i i the nw:;;m
President sent the proposed “Privacy o posed rule recwred reporung of all & vein or artery. Exvavase
Medicz! Idormation Act” to Congress. f;:lmm:m.aﬂﬁm fequestly ocars i olherwise nom
and Presicent swic: diegnostic missdmmorsirstions thet could  [UEVEDOUS Of Intaemienal inject

The “Privacy of Medical Informatios Act™  cause a “climeally detectabtie” adverse 12 ViTually impossibli to avoid.

i being s hoatiad o you taday D esiablishes
privacy protections los inforseion
maintemred by eloost el! medical institutions
The Act will prwe ordrvaduais the right to see
their cwn medcal recards. I doect accesr
mey bene the prient. the Act provide Ut
..:-»mo_vhu--ddﬂlﬁ.“;.‘h
intermeary. The wgpeston
INCIVidmil 0 eosure el the wirmetion
mainieined as part of bus meclica) care
reletionship is eccurste, timely and relevant
to the! care. Such accurscy  of incressing
importhnce becsuse medicel inlometion o
used to affect employment and collection of
insurance end other social benelits, * *

Regarding the camment thai the rule
would invite malpractice sufts and
thereby boost medical casts, this may
well be true. The amount of this increase
is not known. In response to NRC guery,
the Netional Association of Insurance
FProkers replied

It is sunply beyomd our competenca 1o
guantfy the etest oo wedical alpractcs
rates of your pronosed rule. * * * that the
propused change would Lave an edverse
eflect oo rates seems (ndfirputable since the
doctors would be regquned, @ ¢ seove. 10
prepare testimony spemet themsebves. We
frankly doub! thet enyune cam puoge the
lkelyelet o rechiaruie* * *

Regarding the suggestian that the rule
would lead to covering up
musadminist-tions to avoid Nability, the
Commission 7 ses not believe that
physicians we 1id willfully disregard the
ruie. Moreovy., there is nothing in the
rule that would in eny way modify the
legal rul.» governing melpractice suits
arising out of reported -
misadministrations.

A majority of the commenterswho
opposed the rule were cpposed to the
requirement {nr reparting diagnostic
misadministrations 1o patients. They
stated that most misadmmistrations of
diagnostic radiopharmaceuticals would
not harm the petient They ziso stated
that the deflinition of 2 diagnostic
misedminislralion as an erTor grester
than 20 percent wouid unduly alarm the
pavent becruse i was (00 low. They
stated that the recommended dosage
renges in the arug labeling spanned
fectors of two end greater. They further
stated that the standerd dosages vary
between institutions by 2s much as 100
percent. They also staled thel this
definition discriminuted against short
half-life radicpharr cceuticals whic!

effect onthe putient.

The stafl agrees the! the defimition of
& dimgnortic missdmiustration .« & 20
percent error s too low. That leved wa.
chosen origmelly beceose it was within
the stete-of-the-art for
rediopharmeceutical measurement and
the Cammuission wes concerned that the
limit far a dizgnostic misadministration
would be construed as good practize.
The Commission recognizes that there
are factors, such es patient scheduling,
which are not errors but could cause the
patient {0 receive & dose differing from
the prescribed dose by more thas 20
percent without affecting the
effectiveness of e test. The Gval rule
defines a diagnostic misadministration,
in part, as that differing from the
prescribed dose by more than 50
percent. At this limit of 50 percest: (1) an
error hes obviously occurred and (2) 50
percent over or under the prescoibed
dose can clearly compromise the
effectiveness of the diagnostic
procedure.

Some commenters objected to the
ebsence of & definition for @ “clinicelly
detectable adverse effect™ in the
threshold Tor reporting diagnostic
misadmmistretions. Others qrestioned
who would make that determinetion.
Others objected to the physician having
too mucl; weway ic making the
determinetion. Still others complained
that without guidelines, they world
have difficulty in making the
determination,

At &e proposed rule stage, the

Commission believed that “clinically

deiectable” was & term well undersiood
in medicine. According to some
commenters, this is not the case. The
Commission recognizes that the
diagnosis of an “advesse efecs” may in
one case be based on a single dramatic
symptom, while in another case it may
be based on & number of individually
minor deviations &om the normal for
that petient. Because of this and
because acverse effects ruay be delayved
in time, the term “cimically detectabie
sdverse effect” is 8 moving iarget
Therefore, the Commission is
abandoning this term and he threshold.
The final rule will reguire reportng of
sl diagnostic misadministrations 1o
NRC

Therefore, the Commuission does nos
cons ider extravasation to be &
mis sdmumestration.

some commeniers questioned w
they would have (1o measure the act
in & syTinge before and afier the
injection v arder to deteroxne if & -
misedmomes tzation bes occurred.

Missdmunistretions of @
radiopbarmaceutical is defined as
percentage ertor brom the prescribe
dose. It is necessary 1o measure ‘he
activity prior to injection and then
the conternts of the gyringe. It is not
necessary o meesure e residual
activity in the myminge.

One commenter suggested that
licensees be required 1o keep reco
misadministrations for 50 years. Ins
of the proposed 5 yesrs, beciuse of
long letency period for radiation-
Induced cancers. For the same ree
ancibey comenier suggesied that
records be mamimned ior 30 years.

The Commissron agrees that thers
compelling reasoms {or insuring the
records of misacminisiretions sho
maintaied for a peniod of ume lo
than the fve yrars as anginally
proposed. At the same time it is Do
clear for whai specilic length of tim:
NEC showrd reguire these records
maintainred by the Deenses.

As an aMernetive (o reguining
licensess 10 maintain misadministra
records for any specific lengik of tin
the final rule reguires that beensees
shell preserve misadministration .
records unti) the Commission auth
disposition. This spproech is cousi
with Part 20.401 of NRC's regulati
which requires thet NRC licensees
meintain and preserve radiation
exposure records for menstored
pessonne! urdl the Commission
eutharnzes disposition.

Under the provisions of section 2
the Energy Reorpenizetion At of 1
the Comrussior repons each quarts
the Congress op any abnormal
occurrences involving facilities an
activities regulated by the NRC. A
sbnormal occurrence is defined in
section 208 es an unscheduled inci
or eventi which the Commission
determines is significast from the
standpoint of pubdiic health or safe
The Commission published a poli
staternent on abnormal occurrence
reporung in the Federal Regsier (4
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10950). Those misadministations which
e Comm ssion determines mee! e
criteria for sbpormal scowrrence
reporting will be publisbed in the
guerteriy “Report 1o Cangress on
Abnormel Ocowrences.” 1o e past
leletberapy overexposures have been
reporied 1o Longress in s mazner.

5muyannjumuum:h-M
Rule

The fnal rule wes orgarized into
separnie sections. specifically §4 3542
trough 3545, to make the requIements
eas ot 1o understand

Seversl commenter's suggestions were-

tnc;?onué inio the fnal rule. A9

noted sbove. the term “could cause 3
cinically detectable sdverse eflect” in
the threshold for reporting dignostic
misadministrations has been svandoned
o the Anebrule. Insteed all diagnostc
missdministations will be reported
guarterly to NRC only. These reports of
diagnostic musadministrations are 1o be
in letter format aod postmarked not
later than 10 days following the
calendar quariers ending io March. June.
Zeptember, and December.

The Commissicn epcourages licensees
to report dlagnostic misedmunistretons
to patients but does not believe that the
risk of & diegnostic musadministration
wasTants Federal intervention n this
decision. Therefore, the Commission
will not require licensees lo report
diagnostic missdministrations 10 the
patient or re.ative (or guardian)

Iz the finsl rule, only therapy
misscoinistrations are recuifed to be
reporied to the referring pbysicien and
the patient or responsibie relative. There
are two changes regarding notficaton
of the patient or responsibie relative in
§ 35.42(a). First, & parenthetical “(or
guardian)” wes added to “responsible
relative” to cover persons who do nct
hove relatives. Second. now the
referring physicans, if they wish, mey
inform the putient of the
misacdministalion

1o the final rule. the limit fora
disgnostic mussdmimstation i § 2543
by v been raised 1o errors grester than 50
percent Many coxmeniers poizted out
that the recommenced cosages In
radiopharmacectical labeling cover
ranges of up 1o & factor of 10 and el
comparing nuciear medicine
departments, Lhere is ofien @ 100% or
grater cifference in the stencard
Cosages for the same procedure. The
Comm:ssicn £id not raise the limit of
error for a diagnostic musacmumistralion
sbove the 50% leve! because this level
begins to efect the quallty of tbe
Ciegnostic procedures. A poor quality
diagnostc procedure couid require 8 re-
take of could result o @ misdiagnosis

1 The fizal rule. the definition of 8
therspy musedzurustration in § 2541 03
and (1) disunguishes betweeX
radiopharmaceutizal erepy wnc ser ed
source herapy. For sealec source
werapy. the new defniton recognizes
hat the werapist ofien adiusis e cose
gurng Treatnenl. Alsc. Lbe pew
fefnition recogruzes et the radiaton
dose in sealed source herepy is
ceiculeted as @ function of cose rete.
vme. end restmen eometry, &nd is not
usuely messured directly. These
changes resulled Som seversl commenis
bom racleton (Berapisis.

Toal Rule

Usder the Atomic Energy Act of 1854
g3 amended. the Energy Reorganizaticn
Act of 1074, as amended. and Sections
852 and 553 of Title § of the United
States Code. tbe following amencments
to Title 10, Chapterl Code of Federal
Regulations, Part 25, are publishec as &
document subject to codlication.

PART 25—HUMAN USES OF
BYP ODUCT MATERIAL

N/ 8§ 3541 through 35.45 are added
to 1L ZFR Part 25 o read as follows:

Sec.

2t 43 Definitic_ of & missadmizistration

3542 Reporws of therapy
miseCmisistrations.

2543 Repory of diagnostic
misscministrations.

38 44 Records of all musadmizistations.

3545 Rigbts and cuties ol licensees.

Authority: Sections 81, 161 b. and o.. Pub. L
£3-703. 68 Stat 935 548 b and .42 USC
=5l 220t 5. sod 0. Section 201 Pub. L 83
438 B8 Stat 1242 «2 US.C M
Missdministration Reports and Records

§ 3541 Definiton of 3 misagminisTaton

For this part. musadministration
means the ecministration of

(s) A radiopharmaceutical or
raciation from & seelec source other
than the oope intendet

(b) A redicpbarmecevted or radiation
to the wrong patient

(¢) A mdicpbarmeceutical or
reciation by & route of eamirustration
pler than that intended by the
prescibing physician

(d) A diagnostic dose of a
reciophermecevtcal differing oz &
prescribed dose by more 1nan 50
percent

{e) A thergpeutic dose of &
reciopbermecevtcal differnng fom he
prescribed dose by more han 10
percest: of

(N A therepeutic radiation dose from &
sealed source such that zrrers in Qe
source calibration. use ¢! exposure, and
tregtment gecmetry resuii i &

calculated 1otal reatment dose ciflenng
fromw he final prescribec totel Teatment
dose by more thazs 10 percenl

§ 3842 FReporis of therspy
muscaminisUslons.
(e) Immedicte telephone report. When

& misecminusTelon Anvoives &ny
therapy procedure. e Loenses
noufy, by telepbone only, e

spropriate NRC Regional Office Usted
in Appendix D of Part 20 of Lus chapier.
The ucensee shall aisc notfy e
refermng poysicas of the aflected
patent &nd e pelesiors responsibie
relative (or guardian) uness e
relerming physicen personaly informs
the licensee either Wal he wil indorm
the patient or et m L4 medical
judgment. teiling the patient or e
pasient's responsible relative lor
guardien) would be barmful to one of
the other, respectively. These
sotfications shall be made withia 24
hours after be licensee discovers the
misscminstation U the referring

ahrrician, patiert ar Ihe sattenty
respent I Bin PRl Lt BF Juareiar connet

26 *esches siiAtA 14 Raury, the TlCanies
ShEl ARTITY TRER AR KRS &8 BTRETVEANS

The 'tenses ‘5 AEt resuires te Aet'y

the JELIERT BF TRE SETIENt & Fesmeniiale
selaT ve B¢ guaretas withewt TiTt Cielw o Ny
the rafarring BRYLICTEN. Remecar, ihe

‘icensee stall not delay medical care for
the petient because of this.

(b) Wrtten report Witkun 18 days
afier the iutial herspy
misadministrs son report 1o NRC, the
lcenses shall report, io writing, to e
NEC Regoral Office initially
telephoned and to the refening
physician. and furnish 8 copy of the
report to the patient or the patient’s
responsible relative (or guardian) J
eitber was previously noufied by e
lLicensee uncer paregraph (o) of tis
secton. The written report shall incluce
the Licensee's name: the refeming
pbysician’'s name: a briel descnpuen of
the event the effect oo the patient the
sction taken (o prevent recuTence
whetber the licensee informed e
patient or the patient’s responsible
relative (or guardias). and U not. why
not The repert shall not include the
patent's same, or other sformation
waich could lesd to identficetion of the
patient

§ 2543 Reporisof dagnostic
msacminisalicns

Whes § musadministration . /olves 8
dirgnostic procecure. the Lcensee shall
potly, o wrling, the refemmng prysican
end e eppropriate NRC Reponal
Office Usted in Appencix D of Part 20 of
itis chepter Licensee reports of
diggnostic misadministraons ere due
within 10 cays alfter the end of the
calencar quarers [defined by March.
Juze. September. and December)
which they ocous. These wriled repors

-
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shall include the licensee's name: the
referring physician s nkme. & description
of the event; the =ffect on the patient:
and the action taken o prevent
recurrence. The report should not
include the pitient's name or other
informetion which could lesd to
identification of the patient.

§ 3644 Records of all missdministrations.

Each licensee shell maintain for
Commission {zspection. records of all
misadministretions of
rediopharmaceuticals or radietion from
taletherapy or brachatherany sowces.
These records shall contain the names
of all individuels invalved in the event
{including the physician. ellied beaith
persanncl. the patient, and the patient's
refering physician), the patient’s social

- security number, a brief description of
the event. the effect on the patient. and
the sction taken to prevent recwrence.
These records shall be preserved until
the Commission suthorizes their
disposition.

§ 35.45 Rights and duties of licensees.

Aside from the notification
requirement. nothing in this rection shall
affect any rights or duties of licensees
and physiciens in relation to each other,
patient or responsible relatives [or
guardians).

Duted at Washington. D.C., this 7th day of
Meay 1878

For the Nuclear Regulatory Commission
Samuel |, Chilk,

Secretary of the Comaussion.
7% Dioc 80- 1462 Flleg 51040 645 am|
PULLING CODE 8800 4

31705
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NUCLEAR REGULATORY COMMISSION
10 CFR Part 35

Misadministration Reporting Requirements

AGENCY : U.S. Nuclear Regulatory Commission.
ACTION: Notice of Intent

SUMMARY: The NRC staff intends to reexamine the NRC regulations that require
medical liccisees to report misadministrations of radicactive material to the
NRC, to the referring phlysician, and in some cases to the patient. To that
end, the staff is soliciting public comments on the advantages and disadvantages
of misadministration reporting to NRC under its present regulations. The NRC
staff is reexami aing the rule because it places a burden on the medical com-
munity and the NRC believes there are sufficient data to gauge the utility of

the rule *n its present form.

DATES: Comment period expires 60 days after the date of publication in

the Federal Register,

ote - Comments received after the expiration date will be
considered if it is practical to do so, but assurance of
consideration cannot be given except as to comments filed

on or before that date.

ADDRESSES: Interested persons are invited to submit written comments and
suggestions to the Secretary of the Commission, Washington, D.C. 20585,

attention: Docketing and Service Branch.

“nclosure 2
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Copies of the comment:s and the anal,ses of the misadministration reports
may be examined at the Commission's Public Document Room at 1717 H Street,

N.W., Washingten, D.C.

FOR FURTHER INFORMATION CONTACT: Dr. Lidia Roché-Farmer, Office of Nuclear
Material Safety and Safeguards, Washington, D.C. 20555 (Telephone:
301-427-4211).

SUPPLEMENTARY INFORMATION: On May 14, 1980, NRC published in the Federal
Register (4. .« 31701) a final rule concerning the misadministration of
radioactive material to patients. These regulations, which are contained

in 10 CFR 35.41 through 35.45, became effective on November 10, 1980.

They require WRC's medical licensees to: (1) keep records of all mis-
administrations of radioactive material; (2) promptly report therapy
misadministrations to the NRC, the referring physician znd the patient or
the patient's responsible relative (or guardian); ana (3) report diagnostic
misadministrations quarterly to NRC and to the referring physician. Reports
of therapy misadministrations to patients are essentially subject to the

veto of the referring physician.

Wwhen the Commission approved the final rule, it noted that it would reexamine
the rule after it had been in place. The reexamination of the misadministra-
tion recordkeeping and reporting reguirements will be accompliched by means of
an analysis of the misadministration reports and an 2nalysis of public comment

in response to this notice of intent.
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The first report of diagnostic misadministrations §35.42 was due within
10 days of the end of December, 1980. NRC received approximately 120
reports of diagnostic misadministrations and 3 reports of therapy
misadministrations by January 10, 1980. Most of the reports received
thus far indicate that there were administrations to the wrong patient
or administration rf Lhe wrong pharmaceutical. The third and fourth
quarterly reports of diagnostic misadministrations are due within 10 days

after the end of the calendar quarters defined by June and September.

This Notice of Intent requests public comment on the advantages and
disadvantages of reporting misadministrations of radicactive material to
NRC as required by its present regulations. In commenting on advantages

and disadvantages, it would be helpful to include matters such as:

1. Direct benefits to patients, if any, resulting from the
rule.

2. Improvements control of radiopharmaceutical administration,
if any, as a result of the rule.

3. Costs of administering the reporting requirements under the
rule.

4. Problems created for both patients and physicians, if any,
resulting from the rule.

§. Existing review groups within medical institutions or medical
surveillance groups which provide similar monitoring of

misadministrations or medication errors.
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The NRC staff is particularly interested in receiving comments from its
licensees who have reportied misadministrations under the present

regulations.

Dated at Washington, D.C., this day of ,1981.

William J. Dircks
Executive Director for Operations
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NRC STAFF TO REEXAMINE
MISADMINISTRATION REPORTING REQUIREMENT

The Nuclear Regulatory Commissicn staff i< plamning to reexamine
2 requirement that medical licensees report misadministrations of
racioactive .aterial. The present regulation, which became effective
in November 1980, requires that reports be made to the NRC, to the

referring physician and, in some cases, to the patient.

As defined in the regulation, misadministration means the
administration of a racdiopharmeceutical or radiation:

1. To the wrong patient;

2. By a route of administration other than that intended by the
prescribing physician;

3. Differing from the prescribed diagnostic dose by more than
50 percent;

4. Differing from the prescribed therapeutic dose by more than
10 percent;

5. From 2 source other than the one intended.

The rule requires that:

1. Each licensee maintain, until the Commission authorizes their
disposition, records of all misi ministre* ons of ra.iopharmacevticils
or radiation from teletherapy or brachytherapy sources.

2. When a therapy misadministration occurs, the licensee shall notify
by telephone the NRC regional office within 24 hours. The referring physician,

the patient or a responsible relative (or guardien) also must be notified.

Enclosure 3
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3. Within 15 days after the therapy misadminstration occurrence,
the licensee must report in writing to the NRC office initially telephoned
and to the referring physician and furnish 2 copy of the report to the

patient or the patient's responsible relative (or guardian).

At the time the misadministra®tion requirement was approved, the
Commission requested thai che staff reexamine the ~ule after it had been
in place for three years. The staff now believes, however, that it is
worthwhile to accelerate that schedule and reexamine the rule over the
next several months because:

1. From November 1980 until the reexamination is expected to be
completed this coming September, there will have been approximately
5,000,000 nuclear medicine administrations and 2 projected 400 misadmini-
stration reports. The staff believes this should provide 2 good base for
evaluation of the rule and for the consideration of alternatives.

2. The rule continues to be controversial in the medical community
pnd is perceived as an unwarranted intrusion of the federal government
into the physician-patient relationship. It also is reported to be
costly because of the legal reviews hospitals believe are recuired before
submitting reports of even minor misadministations.

3, Proper data collection, analysis, followup and compilation of

findings could cause 2 ¢ ignificant drain on NRC staff resources.

The staff is seeking comments from licensees who have reported
misadministrations and others on the existing rule and particularly is

interested in views on:
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1. Direct benefits to patients, if any, resulting from the rule.

2. Improvemzuts in control of radiopharmaceutical administration,
if any, as a result of the rule.

3. Costs of administering the reporting requirements under the
rule.

4. Problems created for both patients and physicians, if any,
resulting from the rule.

5. Existing review groups within medical institutions or medical
surveillance groups which provide similiar monitoring of misadministrations

or medication errors.

Comments should be sent by (60 days after FR publication) to the
Secretary of the Commission, Nuclear Regulatory Commission, Washington,

D. C., 20555, Attention: Docketing and Service Branch.



