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SYNOPSIS

On August 24, 1987, an NRC Order (EA 57-150) was issued affecting

Edward Hines, Jr., Veterany ‘uministration Medical Center (HMC)., The
order removed the authority of the Section Chief, Clinfcal Nuclesr Medicine
(SCCNM) to use or supervise the use of NRC licensed material at HMC as a
result of informetion developed by the Office of Investigations (01) during
an investigation into allegations of unreported misadministrations,

On October 21, 1987, the NRC staff held a meeting at the request of the SCCNM,
The attorney representing the SCCNM stated that the purpose of the meeting
was to determine 1f matters between the NRC and the SCCNM could be resoived
without an administrative hearing,

It has been determined by review of the meeting's transcript that durin? this
meeting, the SCCNM made statements to the NRC staff that contradicted his
previous sworn testimony to O1 on June 30, 1987, During the meeting, the
SCCNM also attempted to present new evidence to the NRC staff, when in fact,
the SCCNM was misrepresenting previously documented evidence. The SCCNM and
his attorney further attempted to convince the NRC staff that the SCCNM was
not responsible for the unreported misadministrations by misrepresenting HMC
policy and procedures, and by misrepresenting previous evidence. The SCCNM
also failed to co“rect inaccurate statements made by his attorney on his
behalf during this meeting.
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ACCOUNTABILITY

The following portions of this Supplemental Report of Investigation (Case
No, 3-87-0035) will not be included in the material placed fn the PDR, They
consist of pages 2 through 17,
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APPLICAELE REGULATIONS

Atomic Energy Act, Chapter 18, Section 223, Violation of Sections Generally
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DETAILS OF SUPPLEMENTAL INVESTIGATION

Purpose of Supplemental Investigation

This supplemental investigation was conducted to determine i{f the Section
Chief, Clinical Nuclear Medicine (SCCNM), Edward Hines, Jr., Veterans
Adminiztiration Medical Center (HMC) made statemerts to NRC staff that
contradicted his previous sworn testimony to the Office of Investigations

(01).

Background

On October 21, 1987, NRC staff held a meeting in Bethesda, Maryland, at

the request of Maynard L. FREEMAN, M,D,, SCCNM at HMC, through his attorney,
Samuel TENENBAUM, Present at this meeting were FREEMAN, TENENBAUM, and the
following NRC staff: James TAYLOR, Deputy Executive Director for Operations;
James LIEBERMAN, Director, C0ffice of Enforcement; Richard CUNNINGHAM, Director,
Division of Industrial and Medical Nuclear Safety; Jack R, GOLDBERG, Deputy
Ascistant Ceneral Counsel for Enforcement; Lawrence CHANDLER, Assistant General
Counsel for Enforcement; Susan CHIDAKEL, Office of General Counsel, Enforcement
Staff Counsel; and Geoffrey CANT, Office of Enforcement, Region 111 (RIII)
staff participating in the meeting were: Bruce BERSON, Regional Counsel;

John GROBE, Director, Enforcement and Investigation Coordination Staff; and
Bruce MALLETT, Chief, Nuclear Materials Safety and Safeguards Branch,

This meeting addressed an NRC Order (EA 87-150) 1ssued August 24, 1987, for
HMC and aifecting FREEMAN, The order removed FREEMAN's authority to use or
supervise the use of NRC 1icensed material at HMC as a result of information
developed by 01 durin? an investigation into allegations of unreported
misadministrations, TENENBAUM {ndicated that the purpose of the meeting was
to determine 1f matters between the NRC and FREEMAN could be resolved without
an administrative hearing (Exhibit 1, p. 3).

It has been determined by review of the meeting's transcript that during

this meeting, FREEMAN made statements to the NRC staff that contradicted his
previous sworn testimony to Ol on June 30, 1987, During the meeting, FREEMAN
also attempted to present new evidence to the NRC staff, when in fact, he was
misrepresenting previously documented evidence. FREEMAN and TENENBAUM further
attempted to convince the NRC staff that FREEMAN was not responsible for the
unreported misadministrations by misrepresenting HMC policy and procedures.
FREEMAN also fafled to correct inaccurate statements made gy his attorney on
his behalf during the meeting,

Chrono1ogz

uring. meeting, while FREEMAN was reiterating the circumstances of the

misadministration, FREEMA that he had reviewed the

elay films end had discussed whether the can was a bone scan or a

brain scan. FREEMAN stated that this discussion included Rachelle ARGU IO,
Arnold PHILLIPS, M.D., and several other unnamed HMC staff (Exhibit 1,

Pp. 27-28). However, on June 30, 1987, FREEMAN told Ol that while PHILLIPS

reviewed the films with him did not tell PHILLIPS that ARGUIJO had
indicated the possibility o receiving two doses (0l Case No, 3-87-003
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the NRC staff by FREEMAN and TENENBAUM was, in fact, a copy of the corrected
Consult that ARGUIJO had prepared when the misadministration was discovered

(01 Case No. 3-87-003 Exhibit 8, pp. 32-33).

INVESTIGATOR'S NOTE: FREEMAN and TENENBAUM appeared to be presenting new
evidence that they contend was available during the RIIl inspection and the Ol
fnvestigation, when in fact, they were misrepresenting previously documented

evidence,

During the meeting, FREEMAN told the NRC staff that the NMS protoco)l did not
require a written order by the NMS resident or NMS attending physician when

8 change in the type of study (scan) had been made (Exhibit 1, pp. 18

and 31-32), However, the Nuclear Medicine Procedure Manual (NMPM), which
FREEMAN presented to the NRC staff as being in effect at the time of the
misadministrations, contradicts FREEMAN's contentions, The procedure clearly
states that, "before any radiopharmaceutical 1s injected, confirmation as to
the procedure requested must be completed by cross checking the schedule and
the requesting consultation sheet. Under no circumstances can any patient be
injected without a signed consult" (Exhibit 1, Attachment 3).

INVESTIGATOR'S NOTE: wreHm fnjected with technetium-99m (Tc-99m)
diethylenetriaminepentaacetic (DTPA), a brain scanning agent, neither the
Consult nor the schedule reflected that a change had been made from a bone
scan to & brafin scan,

FREEMAN further attempted to convince the NRC staff that he was not
responsible for the unreported misadministrations by misrepresenting HMC
policy and procedure, When questioned by the NRC staff, FREEMAN stated
that his responsibilities were 11mited to determining whether there were
any adverse reactions to the patient, compieting the patient's chart, and
notifying the refe . ring physician (Exhibit 1, p. 72), However, FREEMAN, as
SCCNM (Chief, Clinical Section), failed to fully indicate his responsibilities
in the event of 2 misadministration, as delineated in the NMPM, wherein it
indicates he must: (a) notify the Chief, NMS; (b) prepare and sign VA
Form 10-2633; (c) prepare a memo to the patient's attending phys?cian; and
d) submit a signed copy of VA Form 10-2633 to the Radiation Safety Officer
RSO) (Exhibit 1, Attachment 3),

FREEMAN explained that the RSO would be responsible for investigating a
possible misadministration (Exhibit 1, pp. 72-73), However, Ervin KAPLAN,
M.D., Chief NMS, provided testimony to O stating that FREEMAN would be
responsible for investigating misadministrations (0! Case No. 3-87-003
Exhibit 13, p. 7). FREEMAN also admitted that the Chiaf Technologist would
report to the Chief of the Clinfcal Section (Exhibit I, p. 83). FREEMAN
failed, however, to make the KRC staff aware of his position at HMC as the
Chief, Clinfcal Sectfon {or SCCNM), preferring instead to be referred to
2:;¥b:: ;he A:§1stunt Chief, Nuclear Medicine Service (0! Case No, 3-87-003
.po .

TENENBAUM, while speaking on behalf of FREEMAN, made several inaccurate
statements and misrepresented evidence to the NRC staff. TENENBAUM began the
meeting by stating that he felt the NRC overreacted by removing FREEMAN fr~m
NRC Ticensed activities when there was no harm to the patients, TENENBAUM
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also questioned the public safety basis for the Order removing FREEMAN
(Exhibit 1, pp. G-Bz. However, at the conclusion of the meeting, FREEMAN
contradicted ?EN(NB UM's contention that no public safety 1ssue was involved.
FREEMAN stated that 1f an ircorrect stud¥ (scan) was performed, 1t could
have jeopardized the patients' 1ives, "These patfents' 1ives were placed in
Jeopardy {f there was, in fact, indeed, a misadministration and, indeed, the
studies were done wrong, then these people could have died because a lot of
the therapy 1s based on our particular reporting" (Exhibit 1, pp. 103-104),

In an apparent attempt to diffuse the responsibility of the unreported
misadministrations, TENENBAUM pointed out to the NRC staff that both

Lawrence F, CASE, Jr,, RSO, and KAPLAN had independent responsibilities to
{nvestigate the misadministrations, and to single out FREEMAN was 1n08pro riate
(Exhibit 1, pp, 33-35), However, there was no testimony received by Ol that
fndicated that CASE had been provided with any information regarding the
misedministrations, CASE admitted that LEUNG had approached him at one time
about " a problem,” but that she had refused to provide any further specific
{nformation (0! Case No, 3-87-003 Exhibit 23, pp. 43-45), KAPLAN stated to 01l
that when ARGUIJO reported the misadministrations to him, "1 told her 1 would
discuss this with Dr, FREEMAN, who was the Clinical Chief, end ask him to
investigate this further, which 1s his job" (0] Case No., 3-87-003 Exhibit 13,

p' 7)-

TENENRAUM stated that while FREEMAN did not have & discussion with the
referring physician, the daily schedule indicat he referring physician
was notified by someone within the NMS that th can had been changed.
TENENBAUM indicated that some of the notations on the schedule were scratched
out and 11legible (Exhibit 1, pp. 55-56).

INVESTIGATOR'S NOTE: The daily schedule that TENENBAUM submitted to the NRC
staff does not corroborate FREEMAN's contention that the scan was changed to a
brain scen. In fact, the daily schedul rates ARGUIJD's OI testimony
that the schedule clearly reflects tha ad origina1l{ been scheduled
for a gallfum scan, The notation on the schedule indicates that the gall{um
injection ("GM-INJ") was crossed out and changed to "bon-fid," a three phase
bone scan (0l Case No, 3-87-003 Exhibit 8, pp. 22-23; Exhibit 11). There were
no changes on the schedule to indicate that the scan was changed to a brain
scan, nor ‘hat the referring physician was notified of a chenge to a brain
scan,

Twice during the meetin?, while the NRC staff was attempting to determine
FREEMAN's responsibilities for reporting misadministrations, TENENBAUM stated
that FREEMAN was not involved in the reporting chain, TENENBAUM stated that
"...normally, Dr, FREEMAN {s not in that loop of events, The norme) loop
would be, be 1t Dr. PHILLIPS, Dr, ROMANE (sic), Dr. XYZ, whoever the attending
is, 1s in the loop of those events and Dr, FREEMAN really isn't {involved

fn that" (Exhibit 1, p, 103). Earlier during the meeting, TENENBAUM stated
that, "Dr, FREEMAN was not involved in tnat break down, Okay. In other
words, he was not the attending physician,,.” (Exhibit 1, p. 66). During this
particular discussion, FREEMAN made no attempt to correct TENENBAUM, nor aid
FREEMAN indicate that he was the attending physician., FREFMAN also indicated
during the meeting that the attending physician 1s the one in charge, but
failed to indicate that he, in fact, had been thc attending physician

(Exhibit 1, pp. B1-82),
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INVESTIGATOR'S NOTE: FREEMAN defined an "attending" or "attendﬂnY physician"
n

8s "...a physician who has completed his residency or fellowship nuclear
medicine, who has his boards in nuclear medicine, and then comes to our
department to both supervise the residents and to teach" (01 Case No, 3-87-003
Exhibit 9, ﬁ' 6), FREEMAN prior to this discussfon that he was the
attending physician the day was misadministered, but he did not clarif
that point to the NRC staff Qur ng the subsequent discussion (Exhibit 1, p. 31).
Cheryl KRESSY, clerk-typist in NMS, told Ol that FREEMAN was the attending
physi§1ln the week of Xugust 4-8, 1586 (01 Case No. 3-87-003 Exhibit 14,

p. 19),

TENENBAUM stated that in the HMC Board of Investigation (BI) report, *...Mr.
NUMERD (sic) advised that he gave the brain scan to cover ug the bone scan, in
that order, The bone was given first and then the brain" (Exhibit 1, ». 20).
TENENBAUM then offered a possible explanation for NIEMIRD injecting a bone
dose and then a brain dose (Exhibit 1, p, 21-22).

INVESTIGATOR'S NOTE: TENENBAUM misrepresented the facts to the NRC staff.
The HMC:Bl report does not indicate that NIEMIRO advised he gave two
injections (01 Case No. 3-87-003 Exhibit 1, po 5 e HMC:B! report
fndicates thet NIEMIRD told them that he gav a brain scan only

(01 No, 3-87-003 Exhibit 1, p. 29). The only time NIEMIRO admitted
thaﬁ had recefved two doses was during his Ol interview (01 Case
No, 3-87-003 Exhibit 7, pp. 6-7). The HMC:Bl report does state that

"Ms. ARGL1JO indicated in her testimony that Mark NIEMIRD, {in an effort

a misadministration of a bore scan agent, fnmediately injected
with a brain scan agent" (0l Case No. 3-87-003 Exhibit 1, p. 5).

E!owever. & review of ARGUIJO's Voluntary Witness Statement to the HMC:Bl on

November 7, 1986, states, "Ms, ARGUIJO indicatgd to the Boar vestigation
that based on the remarks by Mark NIEMJRO tha was
mistakenly given & brain scan agent onfAugust 4, 198EF when a bone scan agent
had been ordered” (OI Case No, 3-87-003 Exhibit 1, p, 24), The HMC:Bl appears

to have made some inaccurate conclusfons from their {nvestigation,

INVESTIGATOR 'S NOTE: Ol did not use the HMC:BI report to substantiate their
findings.

TENENBAUM stated that there wag corroborating evidence that FREEMAN had
ordered a brain scan forH "Among those are Dr. PHILLIPS [who] signed
a protocol related to the patient, and 1t's in the materials, that indicates
that a brain scan was a test to be performed" (Exhibit 1, pp. 19-20).

INVESTIGATOR'S NOTE: FREEMAN made no attempt to correct TENENBAUM at

that point during the meeting. The referenced letter from PHILLIPS d
September 2, 1987, indicates that the studies (scans) administered t“
were correct and openly discussed (Exhibit 1, Attachment 1). PHILLIPS does
not indicate n his letter when the nuclear medicine studies administered to
this gatient were openly discussed, 1t 1s not corroborating evidence, as
TENENBAUM asserts, to have PHI resident in training, state that a
brain scan was appropriate fo#ﬂen FREEMAN explained 1t to PHILLIPS
after the brain scan injection had been given,
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It has also been established that FREEMAN misrepresented MC policy and

procedure to the NR n an attempt to convince the staff that he was not
responsible for thWisadmiMstntio g the meeting, FREEMAN
told the NRC staf? that (with respect to th {sadmint-tratton) NMS
protoco’ did not require & written order by the NM rzsident or NMS attending
physician when a charge in the tyﬁe of study  scan) had been made (Exhibit 1,
pp. 18 and 31-32), However, the NMPi ;resented to the NRC staff as being in
effect at the time of the misadministrations, contradicts FREEMAN's statemente,
The procedure clearly states that, "before any radiopharmaceutical 1s injected,
confirmation as to the procedure requested must be completed by cross checking
the schedule and the requesting consultetion sheet, Under no circumstances

can any patient be frjected without a signed consult* (Exhibit 1, Attachment 3),

FREEMAN further attempted to convince the NRC staff that he was not
responsible for reporting the misadministrations. When questioned by

the NRC staff, FREEMAN stated that his administrative responsibilities

for misadministrations were 1imited, FREEMAN, as Chief, Clinical Section,
fatled to indicate his responsibilities in the event of 2 misadministration
es delineated in the NMPM wherein he must: (a) notify the Chief, NMS;

(b) prepare and sfgn VA Form 10-2633; (c) prepare a memo to the patient's
attending physfcian; and (d) submit a signed copy of VA Form 10-2633 to the
RSO (Exhibit 1, Attachment 3),

When pressed by NRC staff members, FREEMAN admitted that the Chief Technologist
would report misadministrations to the Chief, Clinical Section (Exhibit 1,

p. B3); he failed, however, to identify himse!f to the NRC staff as the Chief,
Clinical Section (01 Case No, 3-87-003 Exhibit 9, p. 4).

FREEMAN also explained that the RSO would be responsible for 1nvestl?at1n9
misadministrations (Exhibit 1, pp. 72-73). However, KAPLAN (FREEMAN's
supervisor) provided testimony to Ol stating that FREEMAN would be responsible
for fnvestigating misadministrations (O Case No. 3-87-003 Exhibit 13, p. 7).

FREEMAN also made no attempt to correct TENENBAUM, who, while speaking on
behalf of FREEMAN, made certain fnaccurate statements to the NRC.

Agent's Conclusion

As a result of a review of transcripts and 01l investigative evidence, 1t has
been established that during the October 21, 1987, meeting with NRC staff,
that FREEMAN made material false statements to the NRC staff that contradicted
his previous OI sworn testimony on June 30, 1987, The evidence also revealed
that during the October 21, 1987, meeting, FREEMAN made a conscious attempt
to introduce a purported new piece of evidence which supgorted his previous
testimony., FREEMAN made material false statements when he presented this new
evidence, which in fact, was 2 misrepresentation of previously documented
evidence. FREEMZ . made additional material false statements when he further
attempted to convince NRC staff members that he was not responsible for the
misadrinistrations, He did this by m:srepresenting HMC policy and procedures
and by misrepresenting previous evidence to the NP staff, FREEMAN made
sdditional material false statements when he made no attempt to correct
TENENBAUM, who, while speaking on behalf of FREEMAN, made inaccurate
statements to the NRC staff,
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LIST OF EXHIBITS

1. Cogy of transcript of October 21, 1987, meeting between Maynard L. FREEMAN,
M.D., and NRC staff,
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