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STAFF COMMENTS ON DRAFT MEMORANDUM AND
ORDER TERMINATING CIVIL PENALTY PROCEEDING

On January 27, 1983, the Administrative Law Judge distributed a
draft "Memorandum and Order Terminating Civil Penalty Proceeding" for
the parties' comments. The memorandum and order would approve, subject
to an additional condition, the settlement agreement submitted jointly
by the Staff and Isotope Measurements Laboratories, Inc. (IML) on
November 29, 1982. The Staff's proposed revisions are attached to this
pleading. Although most of the rev.sions are self-explanatory, the Staff

wishes to note its reasons for the following two suggested revisions.

Page 6, change "transferee" to "transferor":

This change is made to conform this sentence to the other portions
of the condition. In the absence of this conforming change, the
condition would merely restate IML's existing obligation under 10 C.F.R.
30.41(c) to verify that the recipient of byproduct material is authorized
to receive it, rather than stating the new condition. See also 10 C.F.R.

30.41(d)(3).
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Page 7. substitute "Both parties agree that the practice in dispute did not
enganger heaTth under these particular circumstances" for deleted Tcnguage:

" The Staff would delete the reference to IML's averment that it carried

out the unlawful transfers for altruistic and not firancial reasons. The
staff does not have sufficient information to either agree or disagree with
IML's averment. while it is worth noting in general terms that the transfers
at issue here did not endanger public health and safety under these
particular circumstances, a reference to IML's averred motivation for

the transfers i unnecessary for proper disposition of this proceeding.

The settlement agreement, and the Administrative Law Judge's
proposed additional condition, should provide strong assurance that
IML will not lightly disregard the terms of its license and the
rommission's regulations in the future, and the Staff urges that the
Administrative Law Judge adopt the draft memorandum and order as revised
by the Staff.
Respectfuvlly submitted,

Stephen G. Burns
Counsel for NRC Staff

Attachment:
Marked draft

Dated at Bethesda, Maryland
this 14th day of February, 1983.
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MEMORANDUM AND CRDER TERMINATING CIVIL PENALTY PROCEEDING

-

Isotope Measurements L-horatories, inc. (ML), Northbrook, Illinois
is the holder of an NRC byproduct material license which authorizes it
to receive packaged radiopharnaccuticais from licensed suppiicrﬂ and
deliver them to licensed recipients.

Pursuant to Section 234 of the Atomic Energy Act of 1954, as
amended (42 U.S.C. 2282), and 10 CFR 2.205S, on May 28, 1981, the Direc-
tor of the Office of Inipcction and Enforécncnt served on the Licensee a
Notice of Violation and Proposed Imposition of Civil Penalty, which
alleged that the Liccnnc; was receiving and distributing radio-
pharmaceuticals without specific authogization. After considering the
Licensee's response, the Director issued an Order Imposing a Civil
Penalty on October 22, 1981 in the tét;l amount of $5700.00., 4& Fed.

Reg. 53548 (October 29, 1981). On November 2, 1981, the Licensee



requested a hearing which was authorized by the Commission's Notice of
Hearing dated January 5, 1982.

No hearing was conducted, however, because counsel for IML and the
NRC Staff submitted a joint motion to terminate the proceeding on
November 29, 1982. The motion is founded upon an agreement in which TML
admits certain facts, the parties agree to settle the matter in the
compromised amount of $4000, and IML agrees tc cease and desist from
receiving radicactive material from any supplier not authorized to
distribute it in accordance with i0 CFR 32.72. The agreement reciécl
that IML neither admits nor denies that its activities did not comply
vith NRC "requ;rement;". Pursuant to 10 CFR 2.203 the compromise of a
civil penalty is subject to the approval of the designated presiding
officer who, under the express ~rovision of that section, must accord
due weight to the position of the Staff.

1 approve the settlement but several aspects of the Notice of
Violation, the Licensee's answer, and the compromise agreement present
unusual issues relating to the integrity of the NRC enforcement process.
Therefore, the material aspects of the alleged viclation and the reasons
for approving the compromised settlement should be set cut om the public

record of this proceeding.

Technetr

The facts of the controversy are not in dispute. Swehandeden-9%n

(Tc99m) is a byproduct material with a six-hour half life used in a

diagnostic radiopharmaceutical. Because of the short half life some




hospitals, in this case Mason District aud Pana Community, are permitted
tecivrefium
to possess and to use a molybdenunm/seehnieium-99m (Mo/Tc99m) generator
wvhich will permit the eluting or "milking" of Tc99m as needed. NRC
regulations, 10 CFR 32.72, require a license to manufacture and distrib-
ute radiopharmaceuticals containing byproduct material for use by
persons such as physicians licensed for that purpose. Generally hos-
pitals such as Mason District and Pana Community do not poesess licenses
to manufacture and distribute radicactive material, i.e., they are not
licensed radiopharmaceutical suppliers. Mason District and Pana Commu-
nity did not, in fact, pcssess such licenses during the time relevant to
this proceeding. AsA;otod. IML's license, as pertinent, is limited to
receiving radiopharmaceuticals from licensed suppliers.

Prior to August 8, 1980 IML received radiopharmaceuticals from
hospitals not licensed under 10 CFR 3Z.72 and transferred them to other
hospitals. On August 8, 1980, Mr. Keppler, Director of NRC Region III
sent a letter to IML stating:

With regard to the matters discussed, we understand that

you have undertaken or will undertake the following

action by August 9, 1980: Discontinue all transfeors

and deliveries of byproduct material from facilities

that are not licensed by the Nuclear Regulatory Commission

for distribution under 1C CFR 32.72.

In a telephone conference with the parties cm January 24, 1983, 1
confirmed that Mr. Reppler's latter was a reference to the same practica

which has given rise to this civil penalty proceeding.



Nevertheless beginning on August 11, 1980, IML began a series of 21
pickups (on 19 penalty days) of radiopharmaceuticals containing Tc9%m
from Mason District and Pana Community Hospitals and delivered them to
other hospitals. This activity resulted in the imposition of the civil
penalty by the Director of IAE.

IML defended on several bases. First it srates: "Milking the
generator does not comstitute '‘manufacture’ ¢f the eluate. Therefore, a
hospital may ship eluate without first obtaining a 10 CFR 32.72 liccnsc.“l
This answer did not convince the Staff, nor does it convince me,
because it does not address the fact that 10 CFR 32.72 specifically

covers the distributiah as well as the manufacture of

radicpharmaceuticals.

IML also states that Mr., Keppler's letter referring to the dis-
tribution of byproduct materials under 10 CFR 32.72 could not mean what
it seems to say because that interpretation would prevent the transport
of standard sources for calibration purposes. The btetter reasoning,
according to IML, is that IML was ordered to "In)ot distribute radio-

pharmacsuticals which contain byproduct material unless the radio-

Ansvers to Order to Show Cause and to Notice of Imposition of Civil
Panalty, June 24, 1981.



pharmaceutical was manufactured by a person licensed under 10 CFR
32.72.%2

Apparently IML'? logic is that the license to manufacture the
Mo/Tc9%m generator carried with it the license to distribute the eluate
since eluting the generator is not a separate marufacturing step. But
the logic fails because IML reoceived the Tc9%m from an unlicensed
hospitil, ~ot from the licensed manufacturer/dis:cributor of the genera-
tor/eluate. In any event, by advancing this argument IML ignores the
central concern that it bad entered into an understanding with the
Region III office that accepting radiophcrmaceuticals from hospitals not
licensed under 10 CFﬂt32.72 wvas a violation of the terms of IML's
licere and that the practice would stop. There was no basis to read
Mr. Keppler's letter differently because it was that very practice which
was involved.

Because of IML's apparent difficulty in interpreting and complying
with the terms of its license and complying with its understanding with
Region III and because of its continued unwillingness to acknowledge
that its activities were not in compliance with the regulations, the
cease-and-desist terms of the settlement agreement seemed insufficiently

specific to provide assurance that the practice would end.

Answer to Show Cause Ordey.



IML's coumitment was:

3. DML agrees that it will cease and desist from any
future receipt of radicactive material from persons who are
not authorized as radiopharmaceuzical suppliers to distribute
material in accordance with 10 CFR 32.72, and from making
further distribution of such material without a license under
10 CFR 32.72. 1In this regard, IML further acknowledges that
hospitals such as Mason District Hospital and Pana Community
Hospital are generally not authorized to distribute radicactive
material as licensed radiopharmaceutical suppliers in the
absence of an express license condition permitting such distri-
bution. -

Under IML's theory that the manufacturer of the Mo/Tc9%m generator
wvas the respective licensed distributor, the very practice now penalized
would be permissible under the cease-and-desist agreement. Therefore I
reqﬁestcd and received a further commitment from IML as a condition of
approving the compromised settlement. Added to paragraph 3 will be:

Upon receiving radiopharmaceuticals containing byproduct

material, IML shall make an affirmative inquiry and receive

a definite demonstration that the person supplying the

material is authorized to do so by a license issued under

10 CFR 32.72, or, in the case of a hospital, that the

hospital has the functional equivalent of a Section 32.72

license. The methods set out under 10 CFR 30.41 to verify

the authority of a recipient, when applied to a supplier,

would be an appropriate demonstration. Provided however,

IML may continue to act upon emergency requests for the

transfer of radiopharmaceuticals under a temporary authority

granted by the NRC to a person authorized to receive radio- A
pharmaceuticals pursuant to 10 CFR 35.14., When IML relies

upon an oral certification from a_scanefesse,under emergency . {;fcf_
authority from the NRC, that oral certification must be e
conlirmed in writing within ten days.



Both pacties agree that the practice in dispute did ot endance r hea M

The amount of the penalty as compromised appears Uf&fo'nab :; cfhrcu -

Staff reports that its belief that IML's activities were in knowing
viclation of its understanding with Region III was considered in cal-
culating the penalty. The penalty is in accordance with the Staff
guidelines in effect during the time of the relevant activities, and
approximately the same result would be achieved under the Commission's

General Statement of Policy and Procedure for Enforcement Actions, 47

Fed. Reg. 9987, March 9, 1982. J4dseri-heve-scceptet=esr—true—Tifrie
statement—thet—the—prectice—did-not—endanger—heeitimani——charoohewchad—
lengad—trensfers—were—canriedout-for altzuistic .not-financigi=ressorn

Accordingly in é::ﬁsideration of the settlement agreement as modi-
fied I approve the imposition of the compromised civil penalty and

eTminate the proceeding.

Ivan W, Smith
ADMINISTRATIVE LAW JUDGE

Bethesda, Maryland

/ DATE /
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1 hereby certify that copies of STAFF COMMENTS ON DRAFT MEMORANDUM AND
ORDER TERMINATING CIVIL PENALTY PROCEEDING in the above-captioned
proceeding have been served on the following by deposit in the United
States mail, first class, or as indicated by an asterisk, through
deposit in the Commission's internal mail system this 14th day of

February, 1983.

Ivan W. Smith*

Administrative Law Judge

Atomic Safety and Licensing Board
U.S. Nuclear Regulatory Commission
Washington, D.C. 20555

Atomic Safety and Licensing Board
Panel*

J.S. Nuclear Regulatcry Commission

Washington, D.C. 20555

Atomic Safety and Licensing Appeal
Panel*

U.S. Nuclear Regulatory Commission

Washington, D.C. 20555

A. Sidney Johnston

135 South LaSalle Street
Suite 1216

Chicago, I11inois 60603

Theodore Fields, President

Isotope Measurements Laboratories, Inc.
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Stephen G. Burns
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