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MEMORANDUM FOR:

UNITED STATES

NUCLEAR REGULATORY COMMISSION
WASHINGTON D C 668

October 19, 1990

Chairman Carr

Do ¢\ Wiame
FROM: pavid €. Willians
Inspector General

SUBJECT! ALLEGED IMPROPER STAFF ASSISTANCE TO
PETITIONERS TO AMEND 10 C.F.R. PART 135

Enclosed is an Office of the Inspector General (
Investigation concerning an allegation that NRC
office of Nuclear Material Safety and Safeguards (

of Industrial & Medical
assisted in preparing a

01G) Report of
staff from the
NMSS), Division

Nuclear Safety improperly solicited and

petition for rulemaking to amend 10

¢.F.R., Part 35 (Part 35). The American College of Nuclear
Physicians and the society of Nuclear Medicine (ACNP/SNM)

amend Part 3% on June 5, 1989%. The
petition was developed by on behalf of the

submitted a petition to

ACNP/SNM,

The 0IG investigation determined that NMSS staff advicedp
to submit a petition after they concluded that the medica

community had legitimate concerns with Part 35. The OIG

mber provided

jgation further determined that a staff me
Mwith substantial assistance in drafting the petition and
revisions. This individu and another
staff member also reviewed the final petition torhbctoro
it was officially submitted to the Commission.

n reviewing subsequent

The investigation did not substantiate wh her the staff had

violated criminal statutes,

However, we concur with

in an opinion cbtained during the investigation,

FREEDOM OF INFORMATION/PRIVACY ACT EXEMPTION (b)g‘é(G)(7)(C)w 4

[;"7 At 2£ - ..’.

14;5377"

:§51140090 {20827
P FOIA
IN9Z -277 PDR

the Office of the General Counsel (0OGC)

- FOVA -G -o- r/;

B_,

that the staff

/7
.
!
= .

L
w

NRC regulations or internal policies.

——

i



the ptaff needs

e ll‘oi"';j
.Ayv‘ '

the

s




OFFICE OF THE INSPECTOR GENERAL

REFORT OF INVESTIGATION

ALLEGED IMPROPER STAFF ASSISTANCE TO PETITIONERS
TO AMEND 10 C.F.R. PART 35

CASE NO.,: 90~20A

INSPECTOR GENERAL. IT MAY NOT BE PLACED IN
THE PUBLIC DOCUMENT ROOM WITHOUT WRITTEN PERMISSION.

THIS REPORT IS THE PROFPERTY OF THE OFFICE OF THE
FREEDOM OF INFORMATION/PRIVACY ACT EXEMPTION (b) (&) (6) (7)(C)



SUBJECTS s s v v vn vy

STATUTES . v s v s s 5000

SYNOPSISIIOQCCIIUOIOO

BASISO.'OOI.'!I'I!O

DETAILE . s 0o e EE

A’Jll}r';j‘.“' | ION 10 O

FINDINGS . s s i vvsvsnn

LIST OF EXHIBITS...

)

13

14



BUBJECTS




.

BTATUTES

10 C.F.R. Part 0.735-4%a(f) - Other Proscribed Actions

18 USC 208 - Conflict of Interest



5
BYNOPEIB

This investigation was initiated based on information received
from & U.8, Nuclear Regulatory commission (NRC) employee. It was
alleged that NRC staff,6 from the office of Nuclear Material
safety and Safeguards (NMSS), pDivision of Industrial & Medical
Nuclear Safety luproperly solicited and assisted in preparing a
petition for rulemaking to amend 10 C.F.R. part 35 (Part 35).
part 3% regulates the pedical use of byproduct material.

The American College of Nuclear Physicians and the Socliety of
Nuclear Medicine (ACNP/SNM) submitted a petition for rulemaking
to amend Part 3% on June 5, 1989, The "petition to Correct

Regulatory Incompatibility and Permit the Traditional Practice o
Nucle Medicine and Nuclear Pharmacy" was developed by
ie on behalf of the ACNP/SNM.

From August 1988 to March 1989, NMSS staff andmhad several
discussions concerning problems the medical community was having
with Pa . As a result of these discussions, NMSS staff
advised to submit a petition after they concluded that the
medical community had legitmate concerns with Part 35, The
investigation determined that a staff menber provided substantial
sssistance in drafting the petition and in reviewing subsequent
revisions. This individual and another staff member also
reviewed the final petition before it was officially submitted to
the Commission.

The Office of the “eneral Counsel (0GC) was requested to review
the extent of ass.stance that staff may provide to a prospective
petitioner in cornection with a petition for rulemakin?. oGC
advised that re)evant statutes do not address whether t is
appropriate for agency staff to assist petiticners and do not
define the nature of such assistance. OGC noted that 10 C.F.R.
Part 2.80. encourages petitioners to confer with the staff.
However, OGC advised that neither NRC regulations nor NRC
internal poliicies define the staff role or level of assistance
that may be provided to potential petitioners. OGC stated that
if the staff participates in drafting a petition, their role
should be brought to the Commission's attention. Moreover, NRC
chould acknovledge the staff role when the petition is published,

The investigation did not substantiate whether the staff had
violated criminal statutes, NRC regulations or internal policies.
However, we concur witii OGC that the conduct of the staff raises
significant policy issues and that the staff needs additional
guidance concerning assistance which may be provided to potential
rulemaking petitioners.  The investigation determined that while
the staff maintained that the assistance provided to petitioners
was in accordance with Part 2 rules, the extent of staff
assistance was never fully disclosed to the Conmission.
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This investigation was initiated based on information received
from an NRC employee. 1t was alleged that NRC staff from the
pivision of Industrial & Medical Nuclear Safety (NMSS/1IMNS) ,
{uproperly solicited and assisted in preparing a petition for
rulemaking to amend 10 c.F.R., Part 35 (Part 3%5). The enmployee
noted that the petition stated in part, that it resulted from an
NRC staff determination to change Part 15, Part 3% regulates the
nedical use of byproduct paterial. NMSS is charged with
revievwing proposed rule changes and for preparing, advising and
providing information to the Commission., The Office of Nuclear
Regulatory Research (RES) has lead responsibility in reviewing

petitions (Exhibit 1).

DETAILS

The American College of Nuclear Fhysiclians (ACNP) and the Soclety
of Nuclear Medicline (SNM), submitted a petition for rulemaking to
amend Part 35 on June 5, 1989, A letter to chairman ZECH, dated
May 19, 1989, advised him of the forthcoming petition., It stated
he pet an resulted after extensive discugs ig

# According to

‘ the petition was requested by NRC after the NRC staff
etermined that the best course of action was to change Part 35.
jstated that the petition was written, vith equal
participation, by the pest knowledgeable individual on the
subject at NRC, This {ndividual was assigned to help write the
document by the NRC official who initially requested the petition

(Exhibits 1, 2, and 3).

had several telephone conversations and meetings to

scuss problems that the njiifar edical community was having
with Part 35, According to (& after NRC made changes to

part 3% in 1987, nuclear physicians and pharmacists wvere
!alc

grom i[proximatoly August 1988 to March 1989, NRC staff and

effectively precluded from practicing nuclear medicine.
commented that NRC may not have understood the impact of the
changes and may not have intended the resultant effect (Exhibits

4, S5, 6, 7 and 8).

NRC staff mesbers indicated that the idea of a petition evolved
during the course of several meetings with the medical community.
They further indicated that the issues were complex and the staff
did not initially understand the pedical community's problems
concerning Part 35 regulations (Exhibits 9, 10 and 11).

ng an U 198

ted ference call with
nd told
there should be a pet

ﬁ'that NRC had decided
ion because the on way to address the










conversations vth - either discussed the petition
\ges during telephone Conversations, in corresponde or sent
“paqu of the draft acsimile transmission for
comments and advice. stated that the ACNM/SNM committee
revieved the petition after making revisions t e that
it was legally correct, forvarded the petition tow
the completed draft petition on April 18,
al revisions on June S, 1989. A letter dated
forvarded the completed draft petition to
stated in t laotter that was returning
ginal es 50 could see the ch s that had
ade and that might rest easier knowing had the notes.
advised the OIG that the letter had been written in Jest
was not intended t erjious, stated thath has
always acknowledged FSCHEN assistance and never considered
& the assistance n “Fe Viewved ag improper. According to
never implied that assistance was lmproper.

CHM,/GNM officially submitted the petition to NRC on June 5,
(Exhibits 4, 4a, 4b, 20, 21, 22, and 23).

provided

1989, and addit

According to 10 C.F,R. Part 2.802(b), a petitioner is encouraged
to confer with the staff prior to filing a petition, Questions
regarding regulations, procedures and requests for meetings are
to be addressed to the Director, Division of Freedonm of
Iinformation and Publications Service (Exhibits 24).

poth (SR oo \ 4 that they did know the
extent of the assistince provided to However, a
staff memorandum, dated June 8, 1989, noted at the staff had

provided technical assistance to ACNP/SNM during the development
of the petition pursuant to 10 C.F.R. Part 2.802(b) (Exhibits §,

10 and 25).

M’sai that did not recall when or petition
was written. ¥ hstated however, that told him in
the spring/summer of 1989, that \had met with and they

had worked on the petition; that it "had been de eloped,"” and

hat it was "something we (NRC) could deal w " Accor

) may have indicated that met with/

While attending a conference aiifornia. stated
that he asked Wuhetherwwas assisting; in
ECcordanci with rulemakin

requlations. Actor to
he may have told g ' to "check with the lawyers,6"
|"is this ckay with the lawyers to do this"

was asliotlngF
mmunications
iil or

returned

or asked |
(Exhibit 9).

was aware that
and that

stated that
petitio

with )
some" of thé petjition, bu
meant by this.
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"alluded to something about vriting
" According to h

markd up sone ec f the petition.
told 0 careful about the amount of
interact onwnh that ,‘should not write the

from california,

petition for and that Fart 2 limited the amount of
assistance sta could provide to petitioners (Exhibits 7, B8).

m‘otatod that!did not recall reviewing changes to the

etiti fter it was_drafted in March 1989. According to

lil!jlll} provided |with technical drafting assistance,
in accordance with NR rai lacions. stated that never
received guidance concerning Part 2 and was neve told to
careful about the apount of agsistance given tom. ﬁ
further stated that aMnever toldh;t [ with NRC
attorneys and never eal e regulations lim ted the amount of
assistance staff could provide to petitioners (Exhibit 12a).

E? tated that after the petition was submjitted to NPC,II'}
Stsisted the staff in analil;nq and clarifying the petition

{geues. 1In January 1590, recused himself from actively
participating {n the _resolution of the petition. Although
stated that EREIGREIREEIM~ 28 gens ally invelved in petition

meet ng's,qdid not recal ) WS | inyoly in the
petition review process. o at reviewed
the staff's work on the petition. further stated that

directed several changes which the office of the
Teneral Counsel (0GC) disagreed with because they did not have
adeguate checks and balances (Exhibits 11, 12 and 12a).

on May 17, 1990, OIG requested legal advice from OGC concerning
the extent of assistance that gtaff may provide to a prospective
petitioner. OGC reviewed the iscue of whether the assistance,
provided by the staff, tainted the NRC rulemaking process
contrary to the sdministrative Procedures Act, NRC regulations
and internal policies. Also addressed was whether the staff
engaged in conduct that violated acceptable standards of conduct.

osC concluded that the rulemaking process was not tainted by the
staff participation in the petition., However, 0GC stated that
the "staff conduct raised significant policy issues and that
additional guidance needs to be provided to the NRC staff on what
constitutes appropriate assistance to potential rulemaking
petitioners." 0OGC also concluded that if the staff is permitted
to participate in drafting petitions, the participation should be
acknowledged and should be a matter of public record.

oac advised that the Administrative procedures Act, which
established the procedures geverning the rulemaking process, does
not address whether staff may assist potential rulemaking
petitioners. Additionally, according to 0GC, neither NRC's
regulations, 10 C.F.R. Part 2.802, nor agency policy define
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the staff's role or level of assistance that may be given to
prospective petitioners.

o0Ge concluded the lav did not require that the staff be
disqualifie. from further advising NRC on the Part 15 rulemaking
petition, 0CC advised that disqualification had to be
established on clear and convincing evidence that the staff
providing the assistance had an "unalterably closed mind" on the
{ssues raised in the petition. 0GC doubted that such a hlgh
threshold could be met. Moreover, 0GC noted that the staf
involved were not in a position of authority to commit the agency
and were not the agency's decision makers.

concerning whether the staff violated acceptable standards of
conduct, OGC stated that employees are generally to refrain from
conduct that adversely affects the efficiency of the agency.
Employees accordingly, may not engage in conduct that has an
effect on the credibility of the employee and/or the agency.

0GC noted that while 10 C.F,R, Part 2.802 encouraged prospective
petitioners to confer with staff, it provided that requests to
meet with staff be channeled through the Director, Division of
Freedom of Information and publication Services (DFIPS).
Similarly, the NRC Regulations Handbook indicates that any office
receiving a request to meet with prospective petitioners should
coordinate with the DFIPS Director. The handbook also provides
that meetings are to be summarized by DF1PS and included in the
official file on the petition. OGC advised that the handbook is
not a mandatory directive, however, the staff is obliged to
comply with the regulations (Exhibit 26).

Interviews conducted and documents reviewed did not disclose any
evidence that the staff informed DFIPS of the ongoing meetings
petween staff and the medical community concerning problenms with
part 15; or that the staff channeled requests for meetings
through DFIPS. Hugh THOMPSON, Deputy Executive Director, Nuclear
safety Safeguards & Operations Support stated that program
oftfices typically vork with licensees, or in this instance, the
medical community, to resolve problems within their area of
responsibility. THOMPSON advised that he would not expect the
staff to be familiar with Part 2 rulemaking provisions.

According to THOMPSON, he would not have expected the staff to
advise the DFIPS of the staff's effort to assist the medical
community in developing a petition to amend Part 35 (Exhibit 27).

Several staff membe 4 that most rule changes have been :
initiated by NRC. sald that in the past, Hrevlcvod a
draft petition submitted by a pharmaceutical manufacturer and
pointed out items in the petition that had been omitted, left
unclear or were repetitive. The company subsequently submitted
the final petition and NKC revised the regulatory language that
the petitioners had objected to (Exhibits 9, 10 and 12).
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support, ex AC SNM...the better the chances have SNM submit"
(Exhibits 9, 12a and 12b).

pstatod that the staff recognized the need for a rule
‘cthange, but whether the staff could init it and justify doing
so, was another matter. According toLLJ the Commissioners
clearly wanted strong oversight of the me ical community. 1In
view, a staff initiated rule change would have lacked the
necessary consensus and would have been_ a long protracted effort.
puring the January 1989 workshcp, Nl 2dvised the medical
community that a petition submitted by then would have a better
chance of succeeding because it would be viewed as having a broad
consensus. Also, the Commission would have to respond to the

petition (Exhibit 10).

PINDINGS

rhe investigation determined that there was insufficient evidence
the staff had violated criminal statutes, NRC regulations or
internal policies, However, we concur with OGC that the staff
conduct raices significant policy issues, We also concur that
the staff needs additional guidance concerning assistance which
may be provided to potential rulemaking petitioners.

The investigation determined that while the staff maintained the
assistance to petitioners was in accordance with Part 2 rules,
the level of staff assistance provided was never fully disclosed
to the Commigsion, According to THOMPSON, the assistance
provided to would not have changed the outcome of the
staff's review of the petition. However, THOMPSON stated that if
the staff participated in developing the petition, their reole
should have been disclosed.

In addition, Wani RSN staterments that WG U vas

cautioned regarding e amount of assi ce being provided to
MR is not consistent with/| contention that there
are no prohibitions concerning what staff may do in assisting
petitioners (i.e., why caution someone if there are no

restrictions on their level of assistance).
NMES management was aware that Q‘uas working with the
medical community to develop a petition. # stated that

#P were given a fair descriptio of the
srovided. In March 1989, ‘aported
after return.ng from assisting in

California, ng to was not given "any signal
t was doing too much™ to assist
had the cpportunity to ask ques
participation in the petition but did not,. Also,

14 not have devoted that much time to a pro
3 and | knowledge. Therefore, it
appears that assumed, actions were in accordance with
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the wishes of NMSS mnanagenment, especially in view o!_

declarations that there are no prohibitions on stafft
participation,

The investigation revealed that the staff requested the medical
community to submit the petition to amend Part 3% and that the
ACHP/SNM may not have otherwise donus so. Staff membears advised
that the medical zommunity was most familiar with the relevant
{ssues they confronted on a day to day basis and knew what
changes they wanted in the rules. Accordingly, the medical
community was better able than the NRC to initiate the rula

change.







