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UNITED STATES - Wi
NUCLEAR REGULATORY COMMISSION of” (;&, -

WASHINGTON, D. C. 20655

"»;m‘ January 24, 1992 \ 1(“‘2

Mr. James B. MacRae, Jr.

Acting Administrator and
Deputy Administrator

Office of Information and
Regulatory Affairs

Office of Management and Budget

1725 -~ 17th Street, NW

Washington, DC 20503

Dear Mr. MacRae:

Despite considerable efforts by both of our staffs to settle the differences
of opinion concerning the proposed information collection requirements
associated with the final rule amending Part 35, a satisfactory resolution has
not been reached. Because the January 27, 1992 implementation date is
imminent, the NRC must dacide on the enforceability of the information
collection requirements.

Based on your conversation with members of my staff on January 23, we expect
to receive a letter from OMB elaborating OMB's remaining concerns. We note
that NRC submitted a revised package dated September 11, 1991 for the revised
information collection requirements in the final rule. The latter reduced the
burcen from 65,000 hours to 6,900 hours annua1li. In view of the fact that we
have not been advised of an OMB disapproval within 90 days of our submittal,
NRC's legal counsel has concluded that we can proceed with full implementation
of the amendment. Indeed, given the reduced information collection
requirements in the final rule, it seems to us that OMB review of the final
rule was not needed, and that the final rule can become effective on the basis
of OMB's March 30, 1990 appraisal of the proposed rule. But we nevertheless
can proceed with continued interaction with OMB to resolve your concerns on
the collections of information associated with amended Part 35.

This experience emphasizes the importance of ?ood timely communication between
our agencies and I thank you for your personal efforts in this matter.

Sincerely,

LA

ugh' L. Thompsop,
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EXECUTIVE OFFICE OF THE PRESINENT
OFFICE OF MANAGEMENT AND BUDQET /A4 \
WASMINGTON. B C 20802 \ o

JAN 2 4 1982

Mr. James Taylor

Executive Director for Operations
Nuclear Regulatory Commission
Washington DC 208555

Dear Mr. Taylor:

On Decenber 24, 1951, the Nuclear Regulatory Commission (NRC)
resubmitted to the Office of Mansagenent and Budget (OMB) an
information collection request (ICR) entitled "The Medical Use cf
Byproduct Material" for review under the Paperwork Reduction Act
(PRA). Thias ICR would establish as a part of its quality
management (QM) programs saveral additional recoerdkeeping and
reporting requirements for practitioners of nuclear madic.ne and
several types of therapy which use byproduct material. I anm
concerned with the NRC’s failure to demonstrate clearly the
practical utility of these reguirenents and to provide estimates
of thelr burden as regquired by tha PRA.

NRC raports that the purpoese of this ICR is to regquire
practitioners of nuclear medicine to maintain recerds and subnit
certain data to the NRC as part of its QM programs. Thase
programs are designed to assure that radiopharmaceuticals are
administered as prescribed by the suthorized user physiciar, and
that procedures are carried out as prescribed by authorized
physicians. The NRC has not, howaver, clearly demcnstrated that
there is currently a significant preoblen requiring such a guality
managenent program. Given tha already high ccest of medical care,
it is important that the Faderal government avoid further burdens
fur the health care sector, unless thess additional reguirenants
have practical utility and are likely to yield signific -t
benefits. The NRC has not made this demonstration.

While OMB initially approved the QM reguirements at proposal, OMB
staff heave reexaninad these reguirements in response to public
comments that vere received when the final package was submitted
to OMB for review. OMB has received written comments from the
Society of Nuclear Medicine/American College of Nuclear
Physiciane, and copies of letters concerning the final rule, and
the pilleot study from the Small Business Adninistration and the
University of California at Los A jeles. Following thesse initial
contacts, OMB staff discussed these requirenents sxtensively with
other members of the regulated community. These include
representatives of three agreement states (New York, California,
and Louisiana), several physicians who practice nuclear mesdicine,
representatives of three other professional crganizations
(American College ©f Radioclogy, Joint Commission on the




Accreditation of Health Care Organications, and the American
Medical Association), members of the NRC’s Advisory Committee on
the Medical Use of Isotopes, and the staff of the Food and Drug
Administration. OMB has aleo received nunercus written comments
from physicians and health care facilities in recent veeks.
While the concerns outlined below are based on our own

svaluation, ve believe they alsd reflect the concerns of many of
these individuals and organizations.

Practioal Utility

The current rate of misadninistration of radiopharmaceuticals is
already Quite low,' There appears to be widespread agreesment on
this point among almost everyone familiar with the issue. This
ie likely a result of sevaral facto . Vost practitioners
already implerent gquality managemen. ograms on a voluntary
basis; many as part of an accreditation or certification process
sponsored bv a professional asscciation. There are inportant
reasons for practitioners to do so. First, practitioners need to
take every care that their procedures are done correctly to avoid
malpractice suits. In addition, since records of their mistakes
are available to the general public, such care is inmportant to
maintain their professional reputation., Finally, practitioners
in the field are acutely aware of the public’s general concerns
about radiation, and take special care to ansure that mistakes do
not occur to maintain the credibility of their spacialty.

The care with which these procedures are conducted is reflectea
in the low rate of error for these proceduraes.

Misadministrations or akbnormal occurrences occur about one in
every 3,300 procedures. The NRC’s records indicate that there
ware 200 patients whe received misadministrations between 1560
and 19%0 4in 8% recordable evants. (When adjusted to account for
pisadministrations in agreenent states, one can assume that there
were porhaps 600 patients affected during this time pariod
nationwide.) Assuming 600 arrore between 1580 and 1550, this
would indicate on overall errcor rats of approximately 0.03% for
nuclear medicine, teletharapy and brachytherapy. Extrapolating
from error rates in 19895 and 1590, one could roughly estimate
that errors occur in 0.04% of all tsletherapy procedurss, in
0.02% of all brachytharapy procedures and in 0.03% of all nuclear
nedicine proceduras.

iThe NRC estimates that there were approximately 600
pigadrinistrations between 1980 and 1950, during approximately
1,980,000 procedurss. Most misadninistrations have no
significant health effects; there have been only s relatively
grall numbar of incidents in which misadrinistrations or abnormal

ccurrences have clearly centributad to death Or serious,
permanent, or dep!litating injury.
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Thess are especially low misadministration rates vhen compared
with rates of error in the adninistration of other drugs. A
recent journal article reported that overall, medication errors
ocour 4n 13% to 18% of all hospital administered doses.’ Anong
the errore found were the adaministration of the wrong dose, the
wrong drug, or unordered druge, administration to the wvrong
patient, at the wrong time, or by the wrong route. A published
study of errors in the intensive care unit of one hospital
indicated a medication error rate of 2.28." Finally, a third
study of medication errors in two children’s hospitals found
pedication error rates of 0.45% and 0.458.° The error rate in
nuclear medicine and therapies, then, are tan to one thousand
times lower than the error rata for other drugs.

Given the already low rate of nisadminietrations and abnormal
pecurrences, the NRC has falled to demonstrate how thess
reporting reguirenents are likely to further decrease these
rates, and thus have any practical utility. The NRC states that
nost medical facilities already have Quality management programs
in place which are similar to, the aguivalent of, or even more
stringent than the program mandated by the NRC. The occurrence
of misadninistrations at these facilities in the past
demonstrates that despite good procedures, human fallibility will
alwvays result in some errors. urthermore, thare is significant
concern within the medical community that anz staps which nmust be
taken which are not directly related to tha delivery of safe and
accurately administered proceduree might be distracting and lead
to other nmistakes.

Burden of the ICR

The NRC claims that these QM reguirements will impose only 6,480
hours of burden on the regulatad community. A reviaw of the
record suggests, howaver, that physicians trying to comply with
this rule will probably bear a significant recordkesping and
reporting burden.’ Physicians vill need to design and implamant

InWhat We XKnow About Madicatisn Errors: A Literature
Review,® Journal of Nursing Quality Assurance, November 1988,

page 1.

‘nMedication Administration Errors in an Adult Intensive
Care Unit,” Heart & Lung, July 1987, page 450.

inMedication Error Prevention by Clinical Pharmacists in Two
children’s Hospitals™, Pediatrics, May 1987, page 718.

‘Part of the problem in calculating our own estimate of the
purden is the disagreenent between the NRC and the regulated
community as to what is reguired by these regulations. 8Since
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& quality aswurance program and recordkeeping l{lt.l to satisty
the NRC’s requirements, even though most physicians already have
QM prograns dasigned and monitored by professional associations.

In addition, it is likely that the development of a complete
guality management program would take longer than the 40 hours
indicated in the ICR’s supporting statement. Thim is based on
discussions with sevaral physicians who practice in these fislds,
and their estimates of hov long it took them to develop their
programs, and OMB’s own review of the regulatory guide for the
rule. Furthermore, this estimate does not appesar to include the
time necessary for those who already have quality management
programs to review carefully their programs to deternine whether
¢r not they meat the NRC’s criteria.

The NRC supporting statenment does not include thes “Surden for the
development of diagnostic clinical procedure manuals described in
10 CFR 35.2. Although there is no clear requirement to develop
such nanuale, the NRC later defined “prescribed dosage" as "an
activity as documented: 1) In a written directive; or 2) Either
in the diagnostic clinical procedures manual or in any
appropriate record in accordance with the directions of the
authorized user for diagnostic procedures.” NRC’'s reference to
the manual has bsen 1ntorgrotod by many physicians as meaning
that the NRC reguires such manuals.

The NRC supporting statement also claims that there is no burden
associated with maintenance of records oono.rning administared
doses or dosages because these records are already kept as
requirsd by 10 CFR 35,53, But, the current requiramenta are not
the same as tha new regquirements. The current regulations
require that facilities keep records of doses that have been
adminietered. However, thay dc not appear to require the
maintenance of records, in an auditable form, of ths prescription
that led to ths dose. To maintain these raecords in a fashion
that would be easily uuditnbl-‘ physicians will probably have to
keep a duplicate set of files.

The NRC also states that there is no burden associated with
changes to A Quality management program, since these changes are

there is no agreenant between the regulated comrunity and tha NRC
on what is required, it is not pcssible for OMEB to independently
develop our own estimate of the burden contained in this ICR.

‘Physicians gensrally keep these records in each patient’s
individual files; however, upon being inepected, he/she would
have to remove these documents from each patient file for the
inspector and then replace them once the inspection wvas complete.
Therefore, the best way to meet this reguirement is to ksep
duplicate records.
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voluntary. However, the implementing regulations for the PRA
Clearly state that voluntary reporting regquirements are covered
under the scope of the PRA (see %5 CFR 1320.7(¢)), and must
tharefore bs included in the burden calculationa. Purthermors,
although these steps may be viewsd as voluntary, to the extant
that physicians feal they need to modify tieir programs
consistent with good practice, they will make these changes.

OMB believes that most facilities will implement othar
recordkeeping procadures as part of their programs. 7The NRC
progran, as ocutlined in the rule and the re atory guide, is
anbiguous in some instances and very specific in others.’ The
NRC’s failure to specify what records must be maintained as part
of a QM program doas not mean that practitioners will not have to
Keap records In fact, given the uncertainty within the
reguilated community as to what constitutes compliance with these
regquirenentca, it Is likely that pecple will keep extansive
records to ensure that they can produce any records that NRC
inspectors reguest to see.

Finally, based on discussions which OMB has had with several
phyeicians, the periodic reviews des~ribed in Section 6 of the
Ragulatory Guidance documents are likely to impose a significant
burden on practitioners witheut having any real practical
utilit{. Since the ovarvhalming majority of licensees have no
misadninistration in any given year, the regquirement to engage in
& lengthy review of their procedures to ensure that they are
doing everything possible to reduce nisadmiristration to zero,
appears to have littla if any value. Although it might make
sense for those facilities that experienced misadministrations to
review their proceduies, this reguirerment is imposed on a
significantly larger population with no apparent beanefit.

Conclusion

I ar conierned that the new reporting and recordkesping
reguirements have little, if any, practical utility. I de not
belisve, based on the supporting documents provided by the NRC,

'For instance, the ambiguity as to whether or not clinical
procedure manuals are required will probably result in physicians
taking the time to develop them whether or not the NRC intended
to reguire them. On the other hand, the guidelines require that
before any procedure tha licensee should verify the patient’s
identity by asking the patient their name and then confirmed by
crose-referencing information in the patient record including at
least one of the following: birth date, social security number,
address, signature, or identification card. This is an extremaly
specific requirement which would better be left to the licensea’s

discretion.
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that these reguirements will reduce the nuaber of
nisadninistrations or abnormal events. I am also concerned that
the NRC and the regulated community have wvidaly different
estinmates for the burden of nocting these requirements.
Nonetheless, these reguiremente will clearly impose a burden on
the regulated community, without any clear benefits. I encourage
the NRC to once again review the concerns we have outlined above
wvith mambers of the regulated community so that they nlg come to
some understanding of exactly what burdens are inmposed by this
program on the regulated community, and what purpose they will
serve. Since there is a significant discrepancy betwean what the
NRC believes is the burden imposed by this program, and the
burden which the regulated community feels they will be required
to shoulder, we feel that such a nmeeting would be useful. Once
both sides can agree on the reguirements of this program both the
NRC and OMB would be in a much better position to svaluate
whether or not the burden {mposed by thesa requiremants would be
Justified by its practical utility.

Sincerely,

o zdf',4¢353204<%z7<§

Janmes B. MacRae, Jr.
Acting Administrator

and Deputy Administrator
Office of Information

and Regulatory Affairs

cec: Hugh L. Thompson, Jr.



