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MEMORANDUM FOR: William J. Dircks,
ExecuW_)ve Director/for Operations

FROM: Samuel J. J.' ilk, Secret
I

SUBJECT: SECY-81-333 - REEXAMINAT O' OF THE
MEDICAL MISADMINISTRATIGT r(ULE

-

This is to advise you that the Commission has disapproved-
your recommendation to solicit public comments on the
reexamination of the medical misadministra', ion rule.

The Commission has agreed that analysis and review of the
first 12 months experience is appropriate and should be
accomplished. Upon completion of the review and evaluation

*

of the data Chailman Hendrie and Commissioner Ahearne would
be prepared to consider a public comment period on re-
examination of the rule.

The Commission agreed that discussions with JCAH and FDA,
to determine,if they would be approcriate 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 reports and taking proper
enforcement action.
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cc: Chairman Hendrie _
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Commissioner Gilinsky
Commissioner Bradford .6s r
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RULEMAKING ISSUE
(Notation Vote)

For: The Comissioners

From: William J. Dircks
Executive Director for Operations

Subiect: REEXAMINATION OF THE MEDICAL MISADMINISTRATION RULE

Purpose: To obtain Commission authorization for EDO to publish
a Notice of Intent that would solicit public coments
to aid the staff in reexamining the m:sadministration
rule.

Discussion: At affirmation Session 80-14 on April 2,1980, when
the Comission approved the final rule on misadmini-
stration reporting (SECY-80-26), the Comission
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 Reaister (45 FR 31701) on May 14,1980 and
was effective on November 10, 1980, requires NRC's
medical licensees to: (1) keep records of all mis-
administrations of radioactive material; (2) promptiv
report therapy misadministrations to the NRC, tb:.-

- - patient's referring physician and the patient or the
patient's responsible relative (or guardian); and
(3) report diagnosis misadministrations quarterly to
NRC and to the referring physician. Reports of ther-
apy rtisadministrations to patients are essentially
subject to the veto of the referring physician.

The staff telieves 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 1980 antil
the review is completed in September 1981, tnere
will have been approximately 5,000,000 nuclear
medicine administrations and a projected 400 reports

Contact:
Richard E. Cunnin@sm, NM55
42-74485
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of misadministrations. This should provide a
good data base to draw some conclusions about
the 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 external
to the normal system of checks and balance:; for
protection of patients in medical practice.
Also, the rule is said to be costly because 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 FC staff
will analyze reports of misadministr! tion to deter-
mine if there are common threads subject 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
cause_d 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-
ducting its analysis, the FC staff will also review

the literature of misalninistrations in general medi-
cine practice to see what correlations can be drawn

and will aise review the matter with the Advisory
Committee on the Medical Uses of Isotopes at a 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 misadmini-
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 less
than the inciden:e in general medical practices.
This, however, needs 'o be explored further.

At the congletion of the review, the staff could
recommend (a) continuing the rule in its present
form, (b) making some adjustments in the rule to
make it mare effective and palatable (e.g. rede-
fining the type of information required or limiting
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 medication errors and the administrative
controls to prevent errors (JCAH Manual,1980). The
reason for considering these latter possibilities
is that a brief scanning of the reports thus far
indicates that misadministration has occurred because
of mislabeling, improper drug selection, or improper
patient identification. None of these causes are
peculiar to nuclear medicine. Drug labeling falls
within FDA's jurisdiction and drug control and patient
identification relates to general hospital
administrative practices which are examined by the
JCAH.

The staff is requesting the Conmission to authorize
the EDO to publish a Notice of Intent (Enclosure 2)

, ,

in the Federal Recister 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
as required by its present regulations. The notice
is intended to provide a record for further staff
consideration and possible future Commission action.

_

If a change in the present rule is indicated,
the staf f anticipates that a proposed rule
will be prepared for public comment along with
an analysis to support the proposed rule.

_
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Recomendations: The Comission

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

2. Note:

a. The Notice of Intent would be published in
the Federal Recister for a 60-day coznent
period;

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

c. All af fected licensees and the appropriate
Congressional committees will be informed.

Willi .. J. Dircks
Executive Director

for Operations

Enclosures:
1. Misadministration Rule
2. Notice of Intent
3. Public Announcement

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

Comission Staff Office coments, if any, should be submitted to the
Commissioners NLT June 4,1981, with an information copy to the Office
of the Secretary. If the paper is of such a nature that it requires
additional time for analytical review and corrnent, the Commissioners
and the Secretariat should be apprised of when comments may be expected.

DISTRIBUTION:
Comissioners
Commission Staff Offices
Exec Dir for Operations
ACRS

ASLBP
Secretariat
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NRC, the re'fe: ring physician, and the
patient or a responsible relative (unless

.

'

. the referring physician stated that the
infor=stion would har= the=): and

(3) Follow 6e prc=pt repen with a
. wntien repcrt to NRC r.nd the patient

responsible relative within15 days..

+
In the preposed rule, a

| misadmims:ratien was defined as the
administration c!:

(1) A radiepharmaceutical c*s,

radiation frc= a source other than the.

*
,i . one intendet

(2) A radiophar=aceuticalor
4 radiation to the wrong patient:*

[5] A radiophar=aceutical or
$a *

radiation by a rz:te of ad +4:nstion'

ct!.er than eat intended by the_

T prescribing physician: -

C (4) A diegnostic dose of a7 radiophar=aceutical difering frc= the
. ,

-

O
.

NUCLEAR REGULATORY prescribed dose by =cre than :3
,

*

1- COMMISSION percent;or
(5) A therepeutic dose of a. -

P radiopharmaceutical er exposure frc=
T' 10 CFR Part 35 .

~

radiation source such that the total do>|
Misadministration Reporting . or exposure Effers f c= the prescribe-
Requirements dose or exposure by =cre than 10

percent.,

% Actwert U.S. Nuclear Regdatcry The public was invited to submit

4' Cc==ission (NRC). wntien ec==ents and suggestens en
acTiow: Final rde. the proposed rule.The preposed rule@ was mailed to all medicallicensees.1.; suMuART:The NRC is a=ending ...s cbout 30 professional and ublic.inte-j

. regulations to require its licensees to: (1) s. and :.000 sta te a cog
, keep records of allmiser' m-itrations =,g,; ,,ej,g,,,

H: *
cf radioactive =aterial:( ) prc=ptly,

uport therapy =lsad=inist*ations to the Co==e2.ts on ProposedRule
NRC, the reiernng physician, s.nd the The Cc=.:'ission received 150 lette.*

patient,or the patient's responsible ce==enting on the preposed rule.
.

relative (or guarian); and (3) report Copies cf these letters, a su =ary r.:
dia postic misadministrations quarterly analysis cf the ce==ents, and the
to NRC. value/i= tact analysis supporting the,,

trrtcTrve DATc Nove=ber 20.1980. final rule are available for public

Nota-NRC has sub=ttted tais rule to the inspection at the Cc==issien's Public
. .

Comptroller General for teview under the Document Room at 1717 H Street.NW
yederal Reports Act. e e amended. 44 U.S.C. Washingten.D.C. Single copies of the'. .

ast:.The date en which the rule becomes :-ary and analysis ci the ce==en
effectve reflects inclusion cf the 45-day * cr value/i= pact analysis may be
period that the statute allows for this review cbtained fr== Edwe.rd podolak at 6"e
(44 U.S C.:st:(cl(:ll. above address.
FOR rVRTHER INFORM ATION CONTACT'. Ninety percent cf the cc==ents w
Edward Podolak. Office of Standards cppesed to de rde. = cat citing it as -
Develop =ent. U.S. Nuder.r Regdatory unprecedented intrusien into medical
Co==ission. Weshingten. D.C. 0:555 practice. Easically, the cc== enters
(Telephone:301-443 4 560). were eppesed to misad=inistration
aOPPLEMENT ARY INFORM AT1C*c On Idy repertng to NRC where reperts wcul,

7.:97B. NRC published in de Federal be open to public scrutiny and
Register [43 FR :s:s7) a propesed rule misadministratica report =g to patie-

,. en the =isadministraten of raicaetive which 6ey felt wedd cause " undue
material to patiente The proposed alarm" and * unwarranted =alpracti*

i 35.33 would heve required :neical suits." Many ce== enters effered hel
licensees to c'o three things: suSFestiens which were incorperate-

(1) Keep records of all into the final rde es explained bahr
- misadministrations fcr 5 years: under **Su.7.mcry of Mcjer C3cnges !

(2) Prc=ptly repcrt all 6 era;'y v.e TinelRule."
misadministrstiens and these diagnostic Many ce== ente-: questioned the
misadministratiens dat could cause a need for a miss6ninis::stien repert'
clinically detectable adverse effect to: n:le.They cited the low number cf

Enclosure 1'

.
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repcrted mised=inr:stiens, ney stated C =nnssica bei.ieves that de shodd ex;and NT.C'e authen y. de

tha: =dsadsnarst ations of redescive r:uss d=I=s:stn re==rdkeeping and Np C =ust eperate - Se

-=ste isl werelese freque=r dan repenity req:irezcat is neces.sary is presu=ptr.iat C: g e s =: ended that
=isan=i=ntratrens cf cther dr:p or protect paten:s. a disprep. n=rr e ceg ee of Federal .

typer cf derepp. And de) neted det Mz=7 cc.m.m..m were e-eed regn;atery c=:r:I be exar= sed eve.e

there are no ri=i:artrperdng about the pnvacy of patents' re==cs. nuclear =atesa's es c;pesed to dese

rectire=rtrre in =edir a! prat: ice when =isadministraticns are repened to ether sources ef:aian=2.
esein a th;rd par:y such as NRC. 6 =any resp the adve se

The Co==ission'sm
re uir'ng =isahstration reps.rts to The era nde :tz:es that the paucat's ce==ents racic th.ere recerted by de

STsC is to identfy their cz=ses = order na=e aboc d =ct be reptred tc NEC. Food and D=g / -^-sea:ca[FDA)in
to correet the= end prevent defr The trpor:s cf =rsv'"r ~ancns wedd respense to e.teqeest fer c=--r-x to
recurrerrre. The Com=dsstas car do this be available for public renew but help FDA f*=w a;olicy onlabeU:g
by notifying other licensees if des eis a micut inforn.atien thet wsdd |mi to of presenptcn d=g prnduca to prc=cte

possibility ther thry codd =ake the idc t.facetion of the patient. patent t= derstaning ci de can::e and''

same errors.Theec==irsica can elso The vast =ajonty cf de co== enters effects cf de c=gs pres == bed br dem.

change its regu etic:r ta present spe=fic censider se prepcsed rme es a se=otas b a notice of ;= posed =.5e=aking (44,

3, , "
F, m . , errors. The e e- ' mee of a diegnesti: 1:rusicn into the physician.patest FR 4001tk ]nly 6.19 sL de FDAre:ected

>

>v . =isai:nnistraton goes beyecd the relabonship.They cent snd that de de asse:tcs dat.=ctdatcry patient
unnecessary radianen exposure if it prcposed n;le is an int ~.tsien of a labeling wodd ccnstitute an
resdis in misdiagnos!r. Apparently regulatory agencyinto the care of a t= warranted interference inte,

, * y, isolated 6 fdenis atindividual=edical patent wticut assdag responsibility physician-patient reIatic . ship, point =g

, /, ;,- institutione could reved a genene for that care. Many co== enters pointed cut e.=cng cier things that a patient
' ' .

'''f,'
problem when cc:npared nationally. out that the :nisad=inistratics reporting has a right te i=0w a.bcut a dr:g'a' I ;~~ r

Examples of rule cbnges resdung requirement was unique in =edical benents risks, and di*ections for use.

frc= =1sadministra.ticns are: s rule practice and noted that NRC regulations Also.b a jannery 1S3 repert (DD-
requir.cg anmralcalibratica cf did not apply to X. rays, accelerator er 7p.16). Se General A==~.=:=g Cfilce
telederapyt :ts (44 IR 1700). and a rde radium derapy, and accelerated- [GAO) statei
requinnt radiation surveys of patients produced radiepharmaceuticals.
follow.nl .'e=cval of i= plants (43 FR The C:==issionrecegnizes the [, $,'$7,Tf.$,'$',*[*
55345). !ntrusion inte de physician-pa12est in:rurien into medical ;raN ?.as is dearly

ne Cc==issace does nel bow the relatienship in de sense that de rule cens. stent w: NF.C rer.fato y
.e n
a ,~ 3 S entire extent :f r: isch"*tretions of does effert. to a l!=ited degree. Se responsibn2tice x=d a r.e:essary pcri cf an

;R,~ radicacuve =ateriah b 1r0 NRC nature cJ the physician's cbligatic: to effectre nudear medi =e rrFuistory

J ~
investigrted errinddent where 400 his cr her patient--it i= poses in certain prer se. Niout bis L.ind oI!cedback cc

incdents a ffecting ir ; :i:h hethh and- ',

therspy patients had received radetion circ:= stances an chlIgation en de
**I'*T * **""' "' i8 A"d'"'*IY

7" deses ex:eeding de prescribed deses by physida:in repert infc=ation to de ****8 0* P '' * " ' "* 'I **d' ''
+ as =uch as 41 percent.In19 7 NRC ar.tient and de NRC.Fcr many in de =stenaisin me.1:alprz ::ce.

1 +~ receive,.,. seven repons of [ealiprofessices th. I!=ited:s

missinin:stratons rerging fre= ntiner involvement may be tederstood. : ghtTy Many c == enters wereconce=ed.

er wrect y.r s fereshadoweg sc=e that de prepesed r=Ie. pu&:!a !y delmisad==ist ations to a sencus
teletherapy overexpeer.re. In1278 NRC g eater deg ee of Gove==entri pat:ent repern:F restirement. wer,:d

received eleven repens cf invcivement er as ty=bcII:dng sc=e. invite unwt=E:*2d meJpreeer rui+.s

rnizad=inisea&ns. c e cf de= a genced mevement toward =cre and Sereby beert redied cests. Sc=r

serious =sadministratica cf foer 1r-19: rerUtien cf de profession. cf these c:== enters ruggested eat de

secc.s tha t wereleftin a patient. In1979 The Cc=:=ssica does not believe. ide wedd lead 10 covenng up

NRC hsa received a ringle repert of a hcwever, dat bis II=P.ed htn:sica misadministatices = avnid Ziabi L*y.

- =isaininisectic= colle:da! P-3: was warrants abandening de rde. Sc=e The C5==:ssica believer eralie-

at.=histered instend cf soluble P-30 physicians do s:ppcrt de rde--ie re;uirement in de f=al =!c to rep =rt

The Co==iesion dees nct how what me6calprofessien is cet unsM-nous therapy =Isad=infrea&cs to pa tients

fraction cf the actual bcidence of that the rule wcuId constitute an or a respenaible reIatre is !=pertant.

misedmia.istrations these repcris unwarranted ineusion into the Patien!s have a right to knew when icy

represent. Hawever, whr.neve. there has physidan-p atient relatient. hip.ne have been involved in a sericus

bee:r a scnces =ise *-3r:rtic :. Se "phy~rician-patent relet : ship ir e misadministratic :. :=?ca Risd

Co==issicn has been able to aet to he!p concept dat was develeped to adre.nce inic=ation w::Id be knr.f:1 *.c them.
prevent rec = ence byissuing notices er the needs of the pet:ent.The NRC har para!Iel require =ents fc:-

orders to licensees or irough relationship involves duties of licensee rep =ts to werkers on

rdemaks:g. - reasonable care ed skil!. occupadena) cverexpcs=rer. Airo. dere
The to==issica recegnizes that its conndentie.lity.r.d goed faii ewed by is a trend in Federalleg:s!ati:n dat

:nissininis tration repening req:irement the physidan te the patient. Neiing in recognizes de nght of =ividur.Ir ta
=ay be unique to me6calprette.ne the rde wodd det act frc:n dese ciutes. knew infe=atics abe= Se=selves
Cc==ission also recegnizes ti.at de nus,in a seict sense. Serdewruld whir.h is centained in tne re::rds of
misadminisaation of not inte-fere weh the rela tienship. insttuters beiinside a:d cutside cf
radiepha=aceu& sir and radatica It is t .;e Set:o s!=ilar repert g de Fd terJ secter. Ext:np!es t.re: the
from scaled setrcee =ry beless requirements are enached tonse of X Priva T A:t c! W4. which set rdn fr.*
freq:ent iac de =isii-inirtrat* n of rays. accelers ter er rain = Serspy. or Fede al Agendes* re:ct:ikeeping: tne
cier drugs er fo=s ci therapy, betsuse ac:elerater-produced isetepes. Fair Credit Repertng Act and related
the tsdepha=aceutca! deser and However.1:s is de dire:t resdt cf acts, whid gare c esu=ers de n;tt to
recistian deres can be =casured before lindtatiens in NRC's regulatery know inic=atica ebeut themselves
sininistatien to patier.ts.However, the auienty. At present. un'ess Ceni: ess centained in de reccids cf credit-

.

.
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reportssa bar==cs: and ie Family give sw smaller ra6ation dese to the Several commenters questioced-) - Educatzon Rights and Privacy Act, patient. whether extravasation is considere<y which gave str.damis the right to see The proposedrde had a threshold for misad-Mtration.
2i personal records held by educational reporr.ng dispostic misad mistrations. E eavasationis the inEltration-
j;.N institutions. Also,in Apn!!279.the The threshold was not clear.The - injected Enid into the tissue s;:rra>

4|4
President sent the proposed "Pnvacy of proposed rule regred report =g cf an a vein er artery.Ex=avasation,

Meded b:formatien Act* to Cc .gress. - therrpy misad=inistra Dons and those frequently occu s m cierwise, ac:=i
-

< > . and Prehide=t ari& diapostic misedm=rstra!!cr:s that could intravenous ceineaarte:ialbrecti-
x .c - The " Privacy 4Med.calh-* Acs- cause a cliccary detec:ahle** adrese is virtuaDy !=possibli'to avcid.
" * (' '

pnvacy protect;or.s hetzrformepoo
, effect or the p, ,,,, Theefore. the Cc==issim does no-is baing sa%nd o you today.n -d M **-

t
* ;, . ' '

C" "The staff agrees that the'definrhon of *i 8d*I * 5"*" * *
. Q.j;,,; snabtemet' by almost ail medrcal brtitutions. a d.~ *4 mischistratie a C '

a

S *** II **'
"M The Act wCipre enemdueis theright to see come cc:nme:Kers questioned w-'.-

N- their cwn I resartis.!!direcs access percent errcris too levr. ' Eat level wa
der dd have to mesme d'e a'To mer brun the pe tiras. ti.e Act prerMe thes chemm'gceDy beer:se it was wriin in a syr=ge before and after the

'

bM
% W^ ~

.. r-e may be prorded through as the state-of-the. art for~

inger,;,n ur erder to dete=:ne if a -
miemy.71mm legnahms.ca a;nowns the tadicpharmaceutical measurement and misad m straum has occ =ed.

% g.g.
mdfvidmai to enmare that the infor=mtion the Cc= mission was ccncerned that the Misadminirtrades of a= . maintamed as rt cltra soedcalcwe limit for a diepestic miuM 'etration radiophar=aceuticalis deEned asgg rela tionship is accurate. tiraaly and re!erant would be cmed as good practice. percenrage error htra the prescrib,7,.3 to ths t care. Sach se:arney fu of incress!=g The Cc==Iss6sIEcepbes thatdere dese. itis necessary to measure ie

N are Mrs sudaspadent ddhg. activity pricr to hjection and then
''

insurance and oder soe;al ber.chs. . .n. f which are not e=crs but could canse the the centehts of de ryringe.It is not
ed to aff ple an o~ ''

t 4, patient to receive a dcse di5crbg.~.a necessary to meercre the residualRegarding the en==ent that the rule the prescrihed dose by more than 3 activityin the ryrirrEe.
'

. .-

would invite rna! practice sufts and percent without efecting the One commenter suggested that
* *

, thereby boost medicalcests.this may effeetivene:a eithe tert.The fical rde licensee: be required to keep reco-
'

wen be true. The amount of this increase defines a dingscstic~isah istration. misadministrations fer 50 years. Inst

is not hnowr. b response to NRCqcery' in part, as that differing from the of the proposed 5 years, because of
-

g,.2 the Nat;cnal Associatics of bznran::e prescribed dere by more than 50 long letency period for radiatics.
Tdt'f%; Prokers repI!ed

. percent. At this E=it of 50 percent:D)an . induced casects.Fct the sa=t; rea-
%,W . It is simply beyu id eca competesca to error has obviously occurred and (2) 50 ancther cu=menier suggested that -*

' rt quannfy the effers as medical mal,satta percent over or tmder the presc:ibed records be maintamed for 30 years.

j,,7;8y rates cf your proposedrds. * * * that the dose can clearly cc= promise the The Cc-Mason agrees that the.preposed charg;c wadd have an adverse
e!!ect os rates seems Inc".rputat!a. since tbs effectiveness of the dbgnostic ce=pelling reas:r s for inst =g tha~

*rocedure. records of missininis.trations shee docters would be re:;mrrd. in e se=re, to 8'

. ! p' '. prepre testimorry ageinst themsches.We Some commenters objected to the maintained for a period cf time 10'

7 frandy doubt ther anyone enn racpe tt e absence of a deEnition for a "c!bicelly dan de Eve years as enginaDy
!!Lely e!!ect 44 rech a rds * * * detectable adve se efect"in de Erepose . At the same time atis no'

d
O*

a O ened h Cs te recwould to - p _

9 misa dminfsetiens to a void !! ability, the who would make that dete inetic=. ], ,

Commissior. does not believe that Othe-s objected to the phys =an harm, g g g,g %,g ,
physicians weuId wmfu!?y disregnrd de too tsco w eway e making the

rece-'.s 6 any sale d d tbrule. Moreortt. there is nething in the determination. StiD ethers ccmplac.ed .-

'

rule that wodd 6 cny way modify th. that, widout guidelines, they won. de6d du @ s h h n-

g,3 ., g g., g,
legal rufa gceerning me? practice suits have difficulty b rnakia.g the

reccids until the Cce ien auth-sdeterm:, nation,ansing out of reported -
disposition. This approsch is consi

misadministrations. At be propeeed rde stage. the w:th Part 20A01 cf NRCs regulatL
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shat! include the licensee's name, the .

refernng physician's name, a description
of the event the effect on the patient
and the action taken to prevent
recurrence.The report should not
include the petient's name or other
informstion which could lead to
identification of the patient.

|3L44 Recortis of as meesdministrasons.
Each licensee shall maintain for

Commission tr.spection, records of all*

misadministrations ei
radiopharmaceuticals er radiation from #

taletherepy or brachytherapy sources.,

These records shall contain the names
of allindividuals involvedin the event
(including the physician, allied health
personnel. the patient, and the patient's
refering physician) the patient's social
security number, a brief descriptica of
the event, the effect on the patient, and
the action taken to prevent recurrence.
These records shall be preserved until
the Commission authorses their
disposition.

| 3L45 Rights and auth of ILeensees.
Aside from the notiScation

. requirement. nothing in this rection shall
affect any rights or duties oflicensees
and physicians in relation to each other,
patient or responsible relatives (or
gur.rdians).

Dated at Washington, D.C., this 7th day of
May ts 9. . _. _

For the Nuclear Regulatory Commissiaa.

Samuel 1. Chilk.
Secretaryof the Commission.

irs ta su4am rn.d s.tw s4s ami
sei.useo cops 7sso et-es
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NUCLEAR REGULATORY COMMISSION

10 CFR Part 35

Misadministration Reporting Requirements

AGENCY: U.S. Nuclear Regulatory Commission.

ACTION: Notice of Intent

The NRC staff intends to reexamine the NRC regulations that require
SUMMARY:

medical liccasees to report misadministrations of radioactive material to the
To thatNRC, to the referring pl.ysician, and in some cases to the patient.

end, the staff is soliciting public comments on the advantages and disadvantages
The NRCof misadministration reporting to NRC under its present regulations.

staff is reex?. mining 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 in its present form.

Comment period expires 60 days after the date of publication ini

DATES:;
: the Federal Register,
i

,
. .

Note - Comments received after the expiration date will be

b 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.
,

Interested persons are invited to submit written comments and5

ADDRESSES:
20555,

suggestions to the Secretary of the Commission, Washington, D.C.

attention: Docketing ar.d Service Branch.

Enclosure 2
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Copies of the comments and the analyses of the misadministration reporte

may be examined at the Commission's Public Document Room at 1717 H Street,
_

N.W., Washington, D.C.'

.

(' FOR FURTHER INFORMATION CONTACT: Dr. Lidia Roche-Farmer, Office of Nuclear

Material Safety and Safeguards, Washington, D.C. 20555 (Telephone:
4

301-427-4211).

,i SUPPLEMENTARY INFORMATION: On May 14,1980, NRC published in the Federal

V Reaistee (k s 31701) a final rule concerning the misadministration of
"
:

radioactive material to patients. These regulations, which are contained

h in.10 CFR 35.41 through 35.45, became effective on November 10, 1980.
W
M They require fiRC's medical licensees to: (1) keep records of all mis-
Q
M administrations of radioactive material; (2) promptly report therapy
.

Y, misadministrations to the NRC, the referring physician snd the patient or

the patient's responsible relative (or guardian); ano (3) report diagnostic

-
. m.isadministrations quarterly to NRC and to the referring physician. Reports

.

of therapy misadministrations to patients are essentially sub.iect to the

veto of the referring physician.

7

.
When 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 requirements will be accomplished by means of

an analysis of -the misadministration reports and an analysis of public comment
,

3

in response to this notice of intent.
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The first report of diagnostic misadministrations 535.43 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 of the 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 radioactive material to

NRC as required by its present regulations. In commenting on advantages

and disadvantages, it would be helpful to include matters such e.s:

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

rul e.

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 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 reported misadministrations under the present

regulations.

Dated at Washington, D.C., this day of 1 981 .

William J. Dircks
Executive Director for Operations

. .

O

e



4

e

ENCL.05URE 3

. .

ep

9



'

.

NRC STAFF TO REEXAMINE

MISADMINISTRATION REPORTING REQUIREFENT

The Nuclear Regulatory Commission staff is planning to reexamine

a requirement that medical licensees report misadministrations of

radioactive aaterial. 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 radiopharmaceutical 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
i

10 percent;
~ ~

5. From a source other than the one intended.

The rule requires that:
.

1. Each licensee maintain, until the Commission authorizes their

disposition, records of all misUbinistrn' tons of ra:iopharmaceuticals

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 guardian) also nust 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 a copy of the report to the

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

At the time the misadministration requirement was approved, the

Commission requested that the staff reexamine the ule after it had been

The staff now believes, however, that it isin place for three years.

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

nuclear medicine administrations and a projected 400 misadmini-5,000,000

The staff believes this should provide a good base forstration reports.

evaluation of the rule and for the consideration of alternatives.
The rule continues to be controversial in the medical community2.

and 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 required before

submitting reports of even minor misadministations.

Proper data collection, analysis, followup and compilation of3.

findings could cause a s!gnificant 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. Improvenents 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.

Comnents 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.

.

O


