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The Honorable George Hansen
United States !touse of Representa
Washington, D. C. 20515

Dear Congressman Hansen: 64 FED171981™ 13
U, 3. NUCLEAR TIGULATORL ™=

This responds to your January 12,\}98 rédted® for information for your
constituent Charles E. Smith, M.D.regarding a_resehtly-concluded NRC
rulemaking on reporting requirements\for medfcdl.misadministration of
radicactive materials. Dr. Smith expredsed-—eencern that this regulation
will be detrimental to the health care profession and to physician/patient

relationships.

Throughout this rulemaking, the Commission was very aware of the potential
intrusion into the physician/patient relationship. At the proposed rule
stage, in July 1978, the Commission expressed concern about the possibility

of undue intrusion into the physician/patient relationship and asked commenters
to focus on the manner in which referring physicians and their patients

were informed of misadministraticns.

In that regard, the Commissfon directed the staff to solicit extensive
commentary thereon by distributing the priposed misadministration rule
widely to physicians both within and outside of the nuclear medicine
sommunity. Accordingly, the proposed ruie was mailed to all of NRC's
medical 1icensees, about 30 professional and public interest groups, and
about 2,000 local American Medical Association chapters.

Letters from 150 commenters were received and 50 percent of them were
opposed to misadministration reporting, with most citing i1t as a serious
intrusion into the physician/patient relationship. The Commission took
several steps during the final rulemaking process to mitigate this intrusicn.
For example, in the final rule tie Commission does not require diagnostic
misadministrations to be reperted to the patient. Also, in the final rule
there are provisions for the referring physicians, if they wish, to inform
patients of therapy misadministrations, as opposed to a strict requirement
for the licensee to inform the patient.

The possibility of an undue intrusion into the physician/patient relationship
by the NRC, was unquestionably the fssue of greatest concern when the
Commission considered the final rulemaking., In reaching its decision, the
Cammission concluded that the benefit of identifying the causes of
micacministrations and thereby 2nabling measures to be taken 0 prevent
recurrence, coupled with specific steps to minimize the intrusion into the
shysician/patient relationship, cutweighed the possible cetriment to that
relationship resulting from the reporting of misadministrations.
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In his correspondence with you, Dr. Smith erroneously stated that NRC had

not prepared a value/impact analysis for the subject medical misedministration
reporting requirements. A value/impact analysis supporting the rulemaking

was prepared and was used by the Commission when it decided to promulcate

the final rule. The notice of final rulemaking which was published in the
Federal Reoister on May 14, 1980 (45 FR 31701), copy enclosed, also gave
notice of the availability of that value/impact analysis for public

scrutiny. A copy of the value/impact analysis is enclosed. Additionally,

copies of two Commission papers, which provide an analysis of the public
comments on the rulemaking 2re enclosed.

At this time the NRC does not intend to reopen the rulemaking on misadministra-
tion reporting unless there is substantial pertinent information that was not
available to the Commission wnen they zpproved the final rule. However,

when they approved the final rule, the Commission {mstructed the staff to
reexamine the rule after 1t had been in place for three years.

1 trust that this information is sufficient for your office to prepare a
reply to Or. Smith. If there are any further questions, please contact me
or Edward Podolak in our Office of Standards Development (Telephone: 301-443-5860).

Sincerely,
Toiged) T A R
— o~
T {111am J. D?rcks, Executive Director
. for Operations
\
. Enclosures: (3) )
1. Federal Recister Notice
2. Value/Impact Analysis
3. Commission Papers (SECYB0-26)
and SECY 80-25A 751K A=‘4
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NUCLEAR REGULATORY
COMMISSION

10CFR Part 38
Misadministration Repnriing
Requirements

Anency: U.S. Nuclear Reguluatory
Commission (NRC).

. ACTiON: Final rule.

SUMMARY: The NRC is amending its
regulations \o require its licensees to: (1)
keep records of all misadministrations
of radioactive material: (2) prompily
report therapy musadministrations to the
NRC, the referring physician, and the
petient or the patient's responsible
reiative (or guardian}; and (3) report
diagnostic misadministrations guarterly
to NRC.

EFFECTIVE DATE November 10, 1980

NotaNRC has submitted this rule '0 the
Corsptroller Ceneral for review uncer the
Federal Reports Act, as amended. 44 US.C
3512 The dats on which the ruls becomes
effective reflects inclusicn of the 45-day
period that the statute allows for this review
(44 US.C 3812(c)(2))

FOR FURTHER INFORMATION CONTACT:
Edward Podolak, Office of Standards
Development, U.S. Nuclear Regulatory
Commission. Washington, D.C. 20333
(Telephone: 201-443-5860).
SUPPLEMENTARY INFORMATION: On July
7, 1978, NRC published in the Federal
Registar (43 FR 28297) a proposed rule
on the misadmirustration of radicactive
material to patients. The proposed

§ 38.33 would have required medical
licensees 1o do three things:

(1) Keep records of =il
misadministrations for § years;

(2) Promptly repart all therapy
misadministrations and those diagnostic
misadminisirations that could caus» a
clinicaily detectabie acverse eifec: to:

NRC. the referring physician, and the
patient or a responzidle relative (unless

. the refarring physician stated that the

{nformation wouid harm them); and

(3) Follow the prot.pt report with a
written report to NRC and the patient or
responsibie relative within 15 days.

In the proposed rule, a
misadministration was defined as the
administration of:

(1) A radiopharmaceutical or
radiation from a sow ce other than the
one intended:

(2) A radiopharmaceutical or
radiation to the wrong patient:

(3) A radicybarmaceutical or
radiation by & route of adminis’ration
other than that intended by ths
prescribing physician; -

(4) A diagnostic dose of 2
radiopharmaceutical differing from the
prescribed dose by more than 20

t: or

(5) A therapeutic doss of a .
radiopharmaceutical or exposure from
radiation source such that the total dose
ar exposu'e differs {rom the prescribed
dose or exposure by more than 10
percent.

The public was invited to submit
written comments and suggestiuns on
the proposed rule. The proposed rule
was mailed (o all medical licensees,
about 30 professional and public-interest
groups, and 2.000 state and cousty
medical ; Jcieties.

Commnents on Proprsed Ruls

12e Comemission received 150 letters
commenting on the proposed rule.
Copies of these letters, a summary and
enalysis of the comments. and s
value/impact analysis cupporting the
final rule are evailzble for public
inspection at the Commission's Public
Document Room at 1717 H Strest, NW,,
Washington. D.C. Single copies of the
summary and acalysis of the comments
or value/impact analysis may be
obtained from Edward Podolay at the
above address.

Ninety percent of the comments were
opposed to the rule, most citing it as an
unprecedented intrusicn into medical
practice. Basically, the commeniers
were opposed o misadministration
reporting to NRC wherw reports would
be apen to public scrutiny, and
misadministration reporting to potients
which they ‘elt would cause “undue
slarm” and “unwarranted malp-cctice
swis.” Many commenters offersd selpful
suggestions which were incorperited
into the final rule as explained bHelow
under “ « mmory of Miajor Changes in
the Final Ruie.”

Many commenters questioned the
neer: for a misadministration reperting
rule. They cited the low numoer of

/
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reported misadminstrations. They stated
that grisadnrinistrations of radicactive
material were [ess (requans than
misadministrauons of other druzs vz
types of therapy. And they moted that
there are mo similarreporting
requirementy in mecieal practice.

The Cuinmission's purpose o
requiring misadmimstration reports (G
NRC is to identify their causes in order
to correct them and prevent their
recurrence. The Commssion ca . do this
by r.utifying other licensees i hereiva
possibility tirae they could mraxe e
same errors. The commmiswian can 7.50
change its "equiatons o prevem specific
errors. The signriica ce of @ diagnostic
misadministration goes bevoud (he
unnecsssary rudiation exposure if it
results in misdiagmosis. Apparently
isolated incidents it individual medical
institutionis could rewveel a gerrenc
problem when nompared nationallv.

Examples of rule chanyas resulting
from misadministrarions are: a rule
requiring anmoal calibration of
teletherapy unity (45 FR 1722), and a rule
requiring radiation surveys of patients
following removal of implants (43 FR
553:8).

The Commission does not know the
entire extent of mizadmmistrations of
radicsctive matesial In 1978 NRC
investiguted = incident wiere 400
therapy patiems ad received radiation
doses exccecing the prescrited doses by
as much as 43 percent. la 1877 NRC
received seven reports of
misadministraticns ranging Som minor
misadministrations to a sericus
teletherapy overexposure. [ 1978 NRC
received eieven reporis of
nisadministations, meof them 2
serious misadministration of fowr [r-192
seeds that were leir iz a patient In 1979
NRC has received 2 sizgie report of 2
misadministration: coilcidal P=32 was
administered instead cf soiuble P=32
The Commission does not know what
fraction of the actual incidence of
misadministrations these reports
represent. However, whenever there has
beer a serious misadministzation, the
Commission has been able to act to help
prevent recurrence by issuing notices or
orders to licensees or throvgh
ruemaking. 2

The Commission recognizes that its
misadministration reporring requirement
may be unique to medical practice. The
Commission ~iso recognizes that the
misadministration of
rediopharaaceuticals and radiation
from semled soures may beless
frecuent hag the nisscministration of
cuner crugs or forms of therapy. Decause
the radiopoarmaceutical doses and
tadiatfon coses can be measured befure
administration o patients, However, (he

Commission beiieves that the
musacministation recorckeeping and
reporting requiremant is necessary o
protect patienss.

Many commerntersy were concerned
about the privacy of patients’ recseds.
when misadministrulions are reported 0
a thud ff:? such as NRC

The rue stams that the patienr's
name should not be reperred o NEC
The reports of misadmousranons would
be .vailable for public review but
with out (nfermation nat world lewd to
identification of the patient.

The vast majority of the commenters
consider ‘e proposed mie @S a sensus
intrusion into the physician-patieny
relationship. Thaey coutend thai the
proposed rule is an iutrusion of a
regulatory ag ncy into the care ol a
patient withc t assuming responsibulity
for that care: Manv .on menters pointed
out that the pusaumiwu traticn reporting
requirement was un.g e in medical
praciice and noted tha t NRC regulations
did not apply to X-ray 4, accelerator or
radium therapy, and a-ceierators .
produced radiopharmaceuccals.

The Commission recognizes the
intrusion into the prysican-patient
relationship (o the sense that the rule
does affect, to a limited degree, the
nature of the physician's coligation to
his ar her patient—} (mposes in certain
circamstances an obligation oo the
physician to repert information to the
patiant and the NRC. Far many in the
heaith professions. ‘his Umiled
{nvolvement may be understood. rightly
or wrongly, as icreshadowing some
greater degree of Covernmental
involvement or 28 symbolizing some
general movement toward more
regulation of the profession

The Comrussion does not belleve,
however, that this imrtec ntrusion
warrants abandcning the rule. Some
physicians do sasport the rule—the
medical prefessicu /s not ananizous
that the rule would constitute an
unwarranted intrusion into the
physician-patient relationship. The
“physician-patient” relatianship is #
concept that was develsped !0 advance
the needs of the patient. The
relationship invoives duties of
reasonable care and Lkill,
confidentaiity, and goud faith owed by
the physician to the patient. Nothing in
the rule would detract from these duties.
Thus, in a strict serse, the rule would
not interfere with the relatonsnip.

1t is true that o simuar reporting
requirements are attached fo ase of X-
rays, aucelc alor or radium therapy, o®
acceicrator-produced isoiopes,
Howevar, this (s the direct resuit of
limitationy in NRC's regulatory
authority. At present, uniess Congress

should expand NRC's authonty, e
NRC must operate uncer e
presur pdan. that Congress inrended that |
a disproportianate cegree of Federal
regulatory control be exarcised over
nuciear ‘natesals as opposed o hese
other suurces of radragon.

In many resgects \be adverse
comrnents track those teceived by e
Food and Drug Admimstration (FDA| 2
respcnse ‘o & request {or cnmmenss to

* help FDA formulaie 2 policy on labeiing

of prescription drug products (o promote
patent understanding of the atuse and

eifects of the druys prescnbed for them.

ln a notice of proposed mtemaking (34

" FR 40018 [uly 8, 1979), the FDA rerected

the assertian that mandatory patient
labeling would constitute an
unwarranted i erence o the ;
physician-patient relaticnship, pointing
out amorz 3 other thinys that a patient
has a night g knuw adouta drag's
benefits, risks, and directions for use.

Also. 7 a Jaruary 1973 report (EMD-
79-18), the General Accoununa Cllice
(GAQ) stated:

{n our view, requiring medical licensees tu
report misadmunistrascns 'o NEC is ot an
intrusion into mecucal pracuca. This is clearly
consistent with NRC regulatory
responsibilities and a necessary pant of arr
eflective nuclear medicine regulacory
program. Without this kind of feadback an
ncidents affecting (e puciic heaith and
saferv, NRC cannot be swe i i9 2. equately
regulating e possessiols and uae of nucieas
materials 1o Dedical pracice.

Many commentars were concerned
that the proposed ruls, particulariy the
palient reportag requirement. woald
nvite wrwarranied malpractice suits
and thereby beost rredical costs. Seme
of these commenters suggested Ut the
rule would lead to covering up
misadministrations v aveid labdlry.

The Commission betieves that the-
requirement in the finai rule to report
therapy misadministrations to patients
or a responsible reiztve (s impanant.
Patients have a right ‘0 knew when they
have been involved in a serious
misadministration. coless this
information weuid e harmful to them.
NRC has paral’e! requirements for
licensee reports to vorkers on
occupstional overexposures. Also, there
is a trend in Federal legislation that
recognizes the right of individuals to
know nformation about themselves
which is contained in the records of
institutions both inside and outside of
the Federal sector. Examples ars: the
Privacy Act of 1874, which set rules for
Fecioral Agencies’ recordkeeping: the
Fair Credit Reporting Act and related
acts, which gave cansumers the mght '
know informatior about themselves
contained in the ~ecords of creait-
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reporticg bureans: and ‘e Family
Education Rights and Privacy At
which gave siudenis the nsht 10 see
personal records neld by ecucaticnal
institutions. Also, in Apnl 1673, the
President sent the proposeg “Privacy of
Medical Information Act™ to Congress,
and President saick

The "Privacy of Medical laloruaton A"
i3 being submaiac ' you (aday. 3 asablishes
privacy protecuans /o infocrstion
maintrmed by simwst ail sredical mstiutions.
The Act will pre mdvnduaim the rmnl o see
their own mwdacal recards. [ dirett acoesy
may barms the pavemt. be Act Dvov e Dat
acceas may ou wewewd Lroeon ae
ntermenary. Ths @wemnon swows e
Ndividead 0 eonure DAL L8 SKEMALOD
mantamed a8 part of »s neadical cae
relationship is aczurate, timely and relevant
1o that care. Such accuracy s of ncreasmy
imporiance because medical infloemation is
used ' afTect emzioyment and couection of
insurance and olhes sociai bemefng, * *

Regarding the comment that the rule
would nvite malpracice suits ard
thereby beost =slical casts, his zay
well be rue. The axmcuat of this ncoease
is ool known [a respoase ts NRC quary,
the National Assoriation of Insurance
Brokers replec

It i2 simply beyond ovz canpewsce 0
quantfy e effect oo Medicai Dausaacnce
rates of your proposed nua * * * al e
proposed charge would bave an adverse
e/lect om rates seems cdirputabla sicce D6
doctors would be requmed. o ¢ seore. 0
prepare lestimony agamst hemserves. Ve
frankly doubt et anyere cen renge the
likely eJet oi rech arie® * *

Regarding the ruggesticn ihat the rule
would [ead !0 covening up
misacdministrations to avoid Jability, the
Commission does not beiieve hat
physicians woaid willfully dsregard Se
rule. Moreover, ‘Aere is ncthing (n the
ruie that would o ary way mocify e
legal rules gorerning malpractice suits
arising oul of reported
misadmini, rations.

A maionty of the commenters™who
opposed he ile were opposed fo tha
requirement for reporting diagmostc
misadministrations to patients. They
statew that most misadmmistrations of
diagnostic radiopharmaceutcals would
act harm the patient. They aiso stated
that the definition of a diagnostic
misadmimusration «» an arror greatar
than 20 percant womid unduly dlwm Lhe
patient because (i was 100 iow. Taay
stated that the recommenceu cosage
ranges in the crug ladeling spanoed
factors of two 2nc¢ greater, They further
stated hat ‘he stancarg dosages vary
between nsttuncns Dy 23 moca as 100
percent They aiso sialed thai s
deflnition aisenmunated agdinst shont
half-le radiopharmaceuticais which

give a smailer racrauon dose to the
patient.

The proposed rule 2ad a thresheld far
regorung ciagnoslic musadsunistrations.
The threshoic was not cicar, The
proposed rule recwred reporuny of ail
therapy Misacminrsisa Uors and ose
diagnostic misscrmnrsirations that could
cause a "clinreally detecianie ’ adverse
effect onihe pasent

The staff agrees that the definition of
a dfagmmetic misadmimstration as 2 20
perceni error is o low. That levsd was
chvowen origirmily beczose i was wilkin
the state-of-the-art for :
radiopharmaceutical measurement
the Cammission was copcamed hat the
limi? far a diagrosti~ misadministration
would e corstmed 45 good practice.
The Commrission rec-grzes that thare
are factors. suck 48 sanest scheduling,
whick are nol errors bat could canse the
patient to receive a Juse ailfering Som
the prescribed dosa by more than 20
percent without adecting e
eifectiveness of e test. The Gnal rle
defines a diagnostic misacdmimstraton,
in part, as that differing from the
prescribed dose by more than 50
percent. At this Nmit of 20 percent: (1) an
error has nbvicusiy occurred and (2) 30
percent gver ar uncas Lhe presctded
dose can clearly comprom.se the
effectveness of e dagaoste
procedure.

Some commenters cbiected to the
absence of 2 defirution for 3 “ciinicaly
detectabie adverse offect™ in the
threshoid for reportng diagnostic
misacmmistratone, Others questioned
who would make hat determination
Others objected ‘o the pbysician having
100 much lsewsy 1o Making e
determunation. St others complained
that, without guidelines, they wounld
have difficuity n making the
determination.

At the proposed ruie stage. the
Commissicn believed hat "=linically
detectable™ was a ‘erm well understood
in medicine. According ‘0 some
commenters, this is oot Be casa The
Commission recognizes (hat the
diagnoris of an “acdvesse ellfecs”™ may ia
one case be based oo a single drarmatic
symiptum, while 1o anoiber case A may
be based on & number of ndividually
minor deviations from (5# acrmal [or
that patient. Because of this and
pecause adverse elfecis may be delayed
in time, ihe lerm “cimically ceteciable
adverse effect i3 a moving largel
Therefore. the Commission is
abancorucg t7us term and e breshoid.
Tae {inai ruie wiil require resorung of
all diagnosiic misadmunisvations 10
NRC

Several commeniers questioned
whether exiravasalos (s considered a
misadministration. -

Extravasation s the inflitration of
injected Juid into the tissue sumounding
a vein or arery. Extravasaticn
frequentiy ocours in ciberwise normal
{ntravenous ¢f inwaartenal injecticas. [t
is virnually impossible to avoid.
Thereiore, the Commission does not
consider extravasation 1o be 4
misadmumrstration.

Some rompwnt=rs questioned whether
they would have to measure the acuvity
in a syninge before and after the
niecton i order 'o dermrrmne f a
misadmimstralion has occurred

Misadmmstravons of a
radiopharmaceutical is defined as 2
percenmge ervor rom De Lresciibed
dose. (118 necessary 0 measure the
acuwity jrior 10 injecuon and then inject
the contents oi e snyTinge. [t is not
necrssary 'o messure 3¢
actvity in the symnge.

One cotwmenter suggested that
licensees ba requiren 10 keep records of
misadmuinistrat o8 for 50 years. [nstead
of the proposer, 5 years. because of the
long lateney venon for radiaticn-
induced cancers, Far he same "eason.
ansiser commeniey suggesied hat e
records be mamiained jor 20 years.

The Comzission agreses that there are
compeiling reascms lor insunng that the
recoids of misadrumsrations should Se
maintaioea foe 2 period of ime longer
than he (ive years as anginally
proposed. Al e same e it is 1ot yet
clear for what speciiic jength of une
NRC stould reguire these recards (o be
Mmaintained by s Peansee

Asan alfersagve o recuinng
licensees 10 maintain musadanmustration
recorss lor any speciiic length of time,
the ‘inal mule reguires Uxil icensees
shall preserve misadmnustration
records ntil the Commission authonzes
disposiicn. Th's soproach is consistest
with Part 20.401 of NRC's reguiatony
which requires that NRC licensees
maintain anc preserve racialon
exposure records for meriored
pessonnet unnl e Commussion
authonzes gispositon.

Under the provisens of secticn 208 of
the Energy Reorgaruzation Aci of 1874,
the Commisaion repons each quarter o
the Congress on any abnormal
occurtences invoivieg faciiines and
activities regulated oy the NRC An
abnormal sccurrence is ceflited in

ticn 208 as an unscheculed .nccent
or event which the Commission
determines s signilcast om e
standpoint of sudic el or salstv,
The Commussion pudiisced a policy
slatement 20 Joncrmal CSUTenCe

reporting in ‘he Fedesal Register 41 FR
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10850). Those misadministrations which
the Commission determises meet LNe
criteria for abnormal occusrence
reporting will be published (n ne
quarterly “Report to Congess on
Abncrmal Ocourrences.” [n the past,
teletherapy overexposures have teen
reporied lo Congress o his manner.

:Enuyolmicﬁmuinmﬂnl

The final rule was organized into
separaie sections, specifically §§ 3541
through 25,45, !0 make he requirements
easier 'o understand,

Several commenter's ymgiestions were-

incorporated ito the Snal mle. As
poted above, (he term “could canse a
clinically detectable adverse eect” in
the threshoid for reporting diagnostc
misadministratons 2as Jeen acancened
in e final rule. nstead, all dagzoste
misadmia‘scatons wii be reperted
quartery to NRC caly. Thes2 reponis of
diagnostic misadministraticns are lo be
in letter format and pos marxed aot
later thas 10 days {ollowwz the
calandar ~uarters ending o March, June,
September, and December.

The Commussion encoursges licensees
lo report ciagnostic TusscuisTations
to patents but does cot believe Bat the

isk of a diagnostic misadmizisTzion
warranis Feceral interventen 1 s
decision. Therefcre, the Commission
will not require lcensees to report
diagnostic mizadmizistrations to the
patient or reiative (or guardian).

[n the final mule, only Seragy |
misadminist-ations are requifed to De
reported to e reflerring paysician and
the patient or reyponsirie relacve. There
are 'wo chanyes regarding notiicaticn
of the putent or respensibie relatve
§ 35.42(a). First 2 parentactical “(or
guurdien)” was added !0 "ruevonsidie
relative” to cover p2rsons wno ¢o 3ot
have relatives. Second, now e
reruring physicians, if they wist, may
inform ‘be patiznt of e
misacminisgation.

In the Anai rule, e Uimit fora
diagnoscc misadminiscation in § 3541
has been raised o errurs greater fan 50
percent Many commenters peinied out
that be recoumended dasages
radiopharmaceutical labeiing cover
ranges of up (o a factor of 10 and that,
comparing nucledr medicine
departments, ‘here is often 2 100% ar
greater difference (o ‘he standard
dosages for the same procedure. The
Commission 2id not raise the izt of
error for a diagnostic ousadmicistration
above he 30% level Decause s evel
begins to aifect e quality of e
disgnostic procegures, A oo qualty
diagnostic procecure cou.d require 3 re-
1ake oF cowid resull 18 A Zusciagnoms,

o The final rule. the definiticn of 3
therapy musadministration .a § 35.41 (e)
and ({) distinguishes Setween
radiopharmaceutical nerapy and saaled
source therapy. For sealed sourte
erapy. the sew delliulicn recognizes
that the therapist often adjusts e dose
dunrg Teatment Alsa, the new
delution recoguzes \hat ke radiation
dose in seaied sourca therapy i3
¢alzulated as a funcuoa of dose rate.
g, and reatment geometry, and is not
asually measured directly. These
changes resuited Tom seversl comments
from radiation herapists,

Fizal Rule

Under the Atomic Saergy Act of 1854,
a3 amernded, the Znergy Recrzanizadon
Azt of 1674, a3 amended. and Secticns
832 and 553 of Title § of the United
States Code, 'be fclowing aencments
to Title 10, Chapterl Code of Feceral
Regulaticns, Part 38, are published as a
document sabject ‘o codilication.

PART 5--HUMAN USES OF
BYPRCOUCT MATERIAL

New §§ 38.41 through 15,45 are added
10 10 CFR Part 35 (o read as folows:

Sec.

3241 Cefaiton of 4 misacdxministraton

31842 Reparts of Zerazy
sgcminisTaions.

3543 Repers of dagnostc
misscminustrations.

844 Pacords of ul usadmimisTratons.

1545 Rigots azd duties of licensess

Autbority: Sectons 81, 161 b and o Pua L
£3-703, &8 Stat 338, 348 2. and 0. 42 USC

11, 2301 A s34 os Secdea 201, Pub L B3
434 28 Stat 1242 2 US.C 341

Misadministration Reports and Records

§ 3541 Deflution of a missaministraton.

For this part. misadministraton
means the adminuistraton of

(a) A radiopharmaceutical or
radiation &rim 6 tealed source sther
than the one intended:

{b) A radicpharmaceuted oz radiation
to 'he wroeg patient:

(¢} A rudicpharmaceutical ar

. radistion by a reute of administration

other ‘tap ‘bat intenced by e

- presenibing physician

(d) A diagnostic dose of a
radiopharmaceutical difenng fva Qe
prescribed dose by mere '2aa 30
percant

(e) A therapeutic dose of 2
raciopharmaceutcal c:lering Som Le
srescribed cose Dy more naa )
percest of

') A therapeutic radiation dost roma
seaied source such 2at arrors i e

e caiibranon. ume of exposure, ang
TeaZnest jeomeTy resuit o

calculated total Teatment dose diffenng
Lom ibe final prescmbed total Tealsient
dose by more haa 10 percent.

§35.42 Reperts of hersoy
misacminsalons.

(a) lmmediate lelephone rezort. Whea
a musadministration Laveives any
therapy procedure, Be liceases soall
sotify, Dy teiepbone caly. e
appropriate NRC Regional CiSce lsted
in Appendix D of Part 20 of this chapter.
The Ucensee snsul aise notify e
refesving phys.rian of e ailvcted
patient and n« patiest or a responsible
relative (or guardian), aniers e
referring physician perscnally informs
he Ucenses sither an e will nuorm
ihe patent or \Bat iz his =edical
judgzment, teiling the pauent or he
patient's responsibie relative (or
fuardian) would be har=ful 1o ane or
e cther, respectivery. Taese
sotifications shall be made within 24
hours after he licenses discovers the
misacminiscation. U e referring
SAPE IS taA, Jattest o %0 atteet’y
SREFOATIRI At attes AP (nareias liaset
38 CRAcRes tUAYA (4 Seurt, Ae  TCaates
:ul‘ ety 1%e® &1 teen (8 IPIETiTANIG.
e S4%188 1 et Cesured 13 ettty
N8 Tatiast 4 18e JAtlent l *esdeniille

“RIATIYN 3P Juartise o' t8aut ‘Pt i3nseliting
184 FeYRrTIAY SAPYIIT AL Yewever, 130

licensee stall ot delay medical care for
the patiest Secause of his.

(b] Writien repert Within 18 days
after the udal Berapy
misadmiziscation report 1o NRC, the
Ucensee shall report, o wniting, 1o Le
NRC Regicnal CiSce nitially
telepacned and to the refenng
shynician, and furnish & copy of e
tepors l0 e patient ar the patient’s
responsibie reiative (or guardian) J
silzer was previousiy sctilled o7 he
licensee under paragzaph (a) of Zis
secton Tae written report shall include
the Ucensee's name: ‘ne refermng
pbysician’'s name: a anef descnipticn of
5g event ‘e eifect on e patient e
acien ‘aken !0 prevent fecurTencs:
whether the licensee nformed e
patient or the patient's respensilie
relative (or guarcian), and J aot, way
aot The report shall aot inciude the
satient's same, ar cther information
waica could jead o identulcation of Be
patient

§35.43 Aevors of dagnostic
missaministralon .

When a misacministration invoives a
diagnostic procedure, the licensee shal
sotify, \a writing, the referring poysican
and 2e approprate NRC Regional
Qffice listed in Appencix D of Part 20 ¢f
this chapter. Licensee ezorts of
dlagnostic Tusacmunistranons are due
withun 10 days aiter e end of e
ca.ezdar quarters (ceflned Sy Maren,
june. Septemzer. and Cecemoer) 4
which ey occur. These wnitlen reports

-
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shall include the licensee's name: the
referring physiciaa's name, a description
of the event; the eifect on the patient:
and the action taken o prevent
recurrence. The report should not
include the patient's name or other
information which could lead to
identification of the patient.

§ 35.44 Records of all misadministrationa,

Each iicensee shall maintain {or
Commission inspection. records of ail
misadministrations of
radiopharmaceuticals or radiation from
teletherapy or brachytherapy sources.
These records shall contain the names
of all individuals invaived in the event
(including the physician. allied health
personnel, the patient, and the patient's
refering physician), the patient's social

- security sumber. a brief description of
. the event. the eifect on the patient, and
the action taken to prevent recurrence.
These records shall be preserved until
the Commussion authonzes their
disposition.
§ 35.45 Rignts and duties of licensees.
Aside from the notificadeon
requirement, nothing in this s>ction shall
affect any rigats or duties of Ucensees
and physicians ia relation to each otber,
patient or responsitle relatives (or
ans).
Dated at Washington. D.C., this 7th day of
May 1378,
For the Nuclear Regulatory Cammuzsion.
Samuel J. Chilk,
Secretary of the Commuission.
(PR Do, 40m (4623 Flled S= 1342 143 am)
BUAMG COOL 7590014



REPORT JUSTIFICATION ANALYSIS FCR GAQ

AN

VALUE=IMPACT ANALYSIS

I. Type of Recorckeeping und Repors

Uncer the misadministrrtion rule, licensees will be required to: (1) keep
records of al) misadministrations, (2) promptly repert to NRC, the referring
physician, and the patient or responsible relative (or guardian) all therapy
misadministrations and (3) report diagnestic nisadminﬁstracions quarterly to
NRC. The prempt report is a telephione repc?t within 24 hours of the event.
The telephone repart will be followed by a written repert to those previously
notified within 15 days. The record will include the names of individuals and
a brief description of the event, the effect on the patient, and the actien
taken to prevent recurrence. The follow-on written report of the therapy
misadministration and the gquarterly report of the diagnostic misacministration

will contain the same information.

1I. Need for the Reocort

In 1972, the General Accounting Office reccmmended that NRC require
licensees to report misacministrations of byproduct material. The GAQ statad
that the information would help NRC %o alert other licensees to generic mis-
administration problems. The records or reports will permit Inspection and
Enforcement to investigate the incidents where warranted. Nuclear Matarials
Safety and Safeguaras and State Programs will use the information to alert

"

other medical licensees. Standards Development will use the information faor



rulemaking actions, if indicated. GAQ reaffirmed it 1972 recommendation in a

January 1979 report (EMD-79-15).

P
The misacministration recordkeeping and reporting requirement should save

lives,

I1I. GAQ Remort Justificatisn Analvsis

Misadministration data are very sparse, and what data do exist, are suspect.
The fregquency of misadministrations of radicactive material is not known.  Food
and Orug Acministration (FUA) receives voluntary reports of adverse drug reace
tions (not misadministrations). Approximately 2500 NRC licensees and most of
the 3000 Agreement State licensees will be affected by the propesed recordkeeping
and reperting reguirement. The estimates in this report can be multiplied By
a factor of two to account for the potential burden on the Agreement States and
their licensees. Assuming that, cn the average, each NRC Ticensee has diagnestic
nisacministration (as defined in the final rule) per year there will be 2,300
records and reports t3 NRC.

GAO is concerned about the ¢ost, in man=hours, of actually prcduéing the
record or report and the cost of reviewing them. The analysis of the incicent
and other associated costs are considered costs of complying with the regulaticn
and not costs of recordkeeping or reporting. Both the recordkeeping and report-
ing requirements can be fulfilled by extracting pertinent facts from the patient's
medical records.

The estimated cost %o the licansees of prepiring a record is one man-hour
per misadm nistration. The estimated cost to the licensee of telephone reporting
{s one=half man-hour each for the NRC report, the referring physician repors,

and the patient report., The estimated cost to the licensee for a written report



fs 2.5 man-hours. The total cost to the licensee for the reporting to NRC, the
referring physician and the patient is therefore 4 man-hours per therapy incident.
Where they exist, misadministration repcorts are currently reviewed oy NRC
inspectors during scheduled 1nspeJ;ions. The estimated cost of reviewing a
.licensee record is one man-hcur cer misacministration. Each telaphone regcrst
of a therapy misadministration is estimatad to require one man-heour %2 rg:aive
and write up. Each writtan report is estimated to require one man=hour %o review
and enter intﬁ the central registry. The total cost to the NRC is estimated %o
be 2 man-hours per diagnostic misadministration and 3 man-hours per therapy
nisadministration. With these assumptions the following calculations apply:
(1) 1 man-hour per record x 2,600 records = 2,600 man-hours 2nnuaily for

licensee recordkeeping; and 2,800 man-hours annually for NRC review.

(2) 4 man-hours per therapy report x 100 therapy misadministrations =
400 man~hours annually for licensee reporting; and half that or 200

man-hours annually to NRC (for therapy misadministraticns).

(3) 2.5 man-hours per diagnostic report x 2,500 diagnostic misacministra-
tions = 8250 man-hours annually for licensee reporting; and 2,300
man-hours annually to NRC (for diag-ostic misadministrations).

(4) (2,600 + 400 + 5250) man-hours = 9250 man-hours annuaily to licensees

for recordkeeping and reporting.

(5) (2,8C0 + 200 + 2500) man=hours = 5,300 man-ncurs annually %o NRC for

reviewing records and receiving and reviewing reperts.



1V. Evaluation of Alternatives

There are no alternative data sources. Voluntary reporting was not
satisfactory to GAO in 1872, and is probably an unworkable aitarnative. Adverse
drug reactions voluntarily reparted to FUA usually do not include reports cf
misacministrations.

Several commenters suggested alternatives %o the rule. Al] of these alters
natives were remedial measures to prevent misadministraticns which are Dy now
familiar, such as, requiring a written prescripticn. NRC has taken stegs to
prevent future misacdministrations of the type that are presently known such as
the cne in %he example. Hewever, the purpose of afsacuinistraticn reporting
is to uncover novel types of misacministrations ang %o evaluate the effectiveness
of steps taken to prevent the recurrence of misacainistrations.

V. Value/Impact Assessment

It is difficult ¢o place a dollar value on a human life. In the case of
a fatality through malpractice, the courts have awarded jucgments on the ordar
of magnitude of 1 million dollars per death. The cost of {11ness and loss of
productivity asscciated with misacministraticns is mere difficult to assess.

An additicnal difficulty is that many of the patients, particularly therapy
patiants, may have a terminal cancer.

The sctual, annual cost in dellars to licensees for preparing and main=
taining (for § years) recurds of all misacministrations misacministrations is
estimated %o $50 for each of the 2,500 misacministraticns or 5130,000. The
actual cost in dellars to licensees for reporting misacninist~ations is estimated
to be $750 for each of 100 repor<ible misadministrations or $75,000. The annual
cost for reporting the diagnestic misacministirztions o NRC weuld e $200,000
at $200 per report. This $705,000 total annual cost to licensees cces not incluce

the cost of investigating the incicents, folleowup mecical care, or maipractica.



The reporting requirement in this rule may well increase the cost of
malpractice insurance. The amount of this increase is not known. All of the
increases in meaical costs cdue *° ;nis rule will certainly be passed con to
patients. -

The ffice of Iaspection and Enforcament estimatas tha cost of investigating
100 reports of therasy misadministrations to be /.5 additional persons (3 man-
weeks per investigation x 100 1n§cstigations + 40 man-weeks/person). They estimatz
that an additional 2.5 persons are required for‘r‘vicw1ng the 2,600 licensee
records of misadministraticns, preparing preliminary notifications, preparing
Abnormal Occurrence reperts, ctc. The Office of Stancards Jevelopment esti-
mates that cne additional person will be needed tc prepare regulations anc stand-
ards to prevent future misacdministrations. The Office of Nuclear Matarials
Safety and Safeguards estimates that two additicnal persons will be neeced "o
plan corrective actions, prepare orders to licensees review new regulations, and
maintain the cuntral registry. The remainder of the NRC offices will need a
total of 2 additicnal perscns to handle the work lcad generated by the misacminis-
trationz reports. The estimated, total annual cost tz NRC is 16 persons at
$30,000 per person or $480,000.

The estimated, total annual cost of the misacministratien rule is $1,185,000
($480,000 + $705,000). If the misacministration rule can prevent the death of
a single individual annually, its value is estaciished. The vzlue of the rule
should be proportional to the number of misadministrations and, hence, the cost,
since the purpose of the rule is to identify the causes of misadministrations

in order to prevent their recurrence.



