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JUN 27 2005

THE ADMINISTRATOR

The Honorable Scott J. Bloch
Special Counsel

U.S. Office of Special Counsel
1730 M Street, N.W., Suite 300
Washington, D.C. 20036-4505

Re:  OSCFile No. DL05-0430
Dear Mr. Bloch:

Please accept this letter and enclosure as the report of my findings pursuant to 5 UsS.C
§ 1213(d), in lieu of the letter and enclosure sent to you on June 20, 2005, by Ann R. Klee, my
General Counsel.

By letter dated April 19, 2005, you referred to me for investigation a whistleblower
disclosure by Dr. Ted Martonen, an employee of the Environmental Protection Agency (EPA or
Agency). Dr. Martonen alleges violations of law, rule, or regulation, an abuse of authority, and a
substantial and speciﬁc danger to public heath arising out of actions taken by an EPA researcher
and supervisory personnel at the EPA National Health and Environmental Effects Research
Laboratory, Research Triangle Park, North Carolina. Additionally, Dr. Martonen alleges that
EPA officials actively concealed the wrongdoing of the EPA researcher in the matter. Pursuant
to the requirements of 5 U.S.C. § 1213(d), this letter is the report of my findings of the '

investigation of the disclosure allegations.

By memorandum of April 26, 2005, 1 requested that the EPA Office of the Inspector
General investigate all matters raised in the disclosure by Dr. Martonen and in your letter and
report. By memorandum dated June 6, 2005, the Inspector General provided me with her report
of investigation regarding the matter. The Inspector General’s investigation addressed the
potential violations of conspiracy and protection of human testing subjects. The findings of the
investigation were based in Jarge part on the independent scientific review conducted by an
outside expert consultant, who reported his findings in September 2001 and March 2002, and the
statements provided by members of the Institutional Review Board and the Human Subject
Review Panel, and EPA scientists. The investigation did not include an additional review of the

research log books to validate the conclusions of the independent review.

Internet Address (URL) ¢ http:/Mww.epa.gov
Recycled/Recyclable «Printed with Vegetable Oil Based Inks on 100% Postconsumer, Process Chlorine Free Recycled Paper



2

In summary, the investigation found that although test subjects were exposed to sebacate
in amounts greater than that to which they consented, the over-exposure was not proved to be
intentional and was not at the levels alleged by Dr. Martonen. The investigation also found that:
the over-exposure was not discovered by Dr. Martonen; that sebacate is not a hazardous
substance and did not pose a health risk to the subjects; and that there was no evidence that the
over-exposure was the result of intentional or willful misconduct by Dr. Kim. Additionally, the
investigation concluded that EPA had timely addressed the issues raised by the over-exposure
and there was no evidence that EPA officials covered up the over-exposure. I have fully
reviewed the Report of Investigation, and I concur in its findings.

Because the issue of the over-exposure has been a matter which EPA has taken very
seriously, I have taken the additional step of enclosing with this report a copy of the narrative
prepared by the Special Investigations Unit of the Office of the Inspector General. This narrative
summarizes each element of the allegations and details the actions taken by EPA in investigating
the over-exposure and in correcting its procedures and protocols. It also identifies the
disciplinary actions taken by EPA.

Should you have any questions concerning this report, please feel free to contact me at
(202) 564-4700, or to have your staff contact Ray Spears, my Deputy Chief of Staff, at (202)
564-4715.

Sincerely,

tpphen L. n

Enclosure




OFFICE OF INSPECTOR GENERAL

OFFICE OF INVESTIGATIONS
OIFILE NO.: 05-0002 . DATE: JUN- 6 2005
REPORT OF: David L. Cotner OFFICE: Special Investigations Unit

SECTION A ~ NARRATIVE

Predication

By memorandum dated April 26, 2005, Stephen L. J ohnson, Administrator, transmitted a referral
for investigation from Scott J. Bloch, Special Counsel, U.S. Office of Special Counsel (0SC),
dated April 19, 2005, OSC File No. DI-05-0430 (Exhibit 1). Administrator J ohnson requested
an investigation into the whistleblower disclosure to OSC by Dr. Ted Martonen, Senior Research
Scientist, National Health and Environmental Effects Research Laboratory (NHEERL), Office of
Research and Development (ORD), EPA, Research Triangle Park, North Carolina. _
Dr. Martonen alleges violations of law, rule, or regulation, an abuse of authority, and a
substantial and specific danger to public health arising out of actions taken by an EPA researcher
and supervisory personnel at NHEERL. The allegations pertain to a study proposed in 1991 by
- Dr. Chong Kim, principle investigator, Clinical Research Branch (CRB), Human Studies
Division (HSD), NHEERL, ORD, EPA, at the University of North Carolina (UNC), Department
of Medicine, which was sponsored by EPA and UNC. The title of the study was “Determination
“of Deposition Dose of Inhaled Particles in Human Lungs.” Specifically, in his disclosure to
OSC, Dr. Martonen contends that he discovered: '

1. From 1997 through 2002, Dr. Kim led a research team that intentionally and
systematically exposed human subjects to doses of di-2-ethylhexyl sebacate
(sebacate), itself a potentially hazardous compound, at least one hundred times
greater than the doses to which the subjects consented. As a result of the over-
exposure, Dr. Kim's experiments created a substantial and specific danger to
health and violated federal regulations that embody the minimum requirements of

ethical scientific research.

2. Sebacate, itself a potentially hazardous compound, was used as a contro] in
Dr. Kim's experiments and, consequently, the human subjects involved must have
been exposed to other potentially more dangerous substances in similar doses,
creating a substantial and specific danger to health. :

3. EPA officials actively concealed the wrongdoing of Dr. Kim in this matter by
repeatedly mischaracterizing the wrongdoing as minor, unintentional violations of

EPA protocol.

This report is the property of the Office of Investigations and is loaned to your agency. It and its contents may not be reproduced
without written permission. The report if for OFFICIAL USE ONLY and its disclosure to unauthorized persons is prohibited.
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4. According to a witness of the proceeding of the independent review panel,
Dr. Linda Birnbaum, then Acting Director, HSD, NHEERL, ORD, EPA,
misdirected the panel’s deliberations in order to avoid any serious consideration
of the concerns raised during Dr. Kim’s experiments.

5. Any notice provided to the subjects of Dr. Kim’s experiments was necessarily
inadequate and misleading because EPA management mischaracterized the
wrongdoing as minor, unintentional violations of EPA protocol.

Potential violations include: 18 U.S.C. 371 (Conspiracy to commit offense or to defraud United
States) and 40 CFR 26.116-117 (Protection of Human Subjects).

Summarization

In summary, the investigation found that, although test subjects were exposed to sebacate in
amounts greater than that to which they consented, sebacate is not a hazardous substance, the
over-exposure was not discovered by Dr. Martonen, the over-exposure was not intentional, was
not at the levels alleged by Dr. Martonen, did not pose a health risk to the subjects, and was
addressed by EPA. No evidence was found that the over-exposure was the result of intentional
or willful misconduct by Dr. Kim. Additionally, no evidence was found that EPA officials
covered up the over-exposure or otherwise misdirected the Human Subject Review Panel’s
(HSRP) deliberations concerning this matter. The investigation consisted of numerous record
reviews and interviews of individuals who had knowledge of the facts pertaining to the alleged
events. These witnesses included numerous EPA officials; officials from the Institutiona]l
Review Board (IRB), which is a scientific review board at UNC; participants of the HSRP,
which is an independent, external panel comprised of scientific experts convened to review
EPA’s protocol and procedures; independent experts; EPA’s human ethics officials; EPA’s
Quality Assurance Officer; and supervisors, co-workers, and colleagnes of both Dr. Martonen
and Dr. Kim. Drs. Martonen and Kim were also interviewed. During the invesﬁgation, scientific
reports, official findings, correspondence, and memoranda concerning these events were
obtained and administrative and law enforcement records checks were conducted. Certain
aspects of this report were reviewed for technical sufficiency by Rick A. Linthurst, Ph.D., EPA
OIG’s Senior Science Advisor, who concurred with these findings. This report addresses each of

Dr. Martonen’s allegations, in order.

1. Dr. Martonen alleged that he discovered that, from 1997 through 2002, Dr. Kim led a
research team that intentionally and systematically exposed human subjects to doses of di-2-
ethylhexyl sebacate, itself a potentially hazardous compound, at least one hundred times greater
than the doses to which the subjects consented. As a result of the over-exposure, Dr. Kim’s
experiments created a substantial and specific danger to health and violated federal regulations
that embody the minimum requirements of ethical scientific research. The investigation

addressed the four subsets to this allegation as follows:



a) Sebacate as a dangerous substance:

The investigation found that sebacate is not considered a dangerous compound as alleged
by Dr. Martonen. A September 11, 2001, report prepared by Dr. Frederick J. Miller, an
independent dosimetry modeler who calculated the potential risks of over-exposure to
sebacate, reported that based on numerous studies, “. . . one may infer that [sebacate] is
of minimal toxicity to healthy subjects even at high exposure levels” (Exhibit 2,
attachment 1). Additionally, Dr. Robert Devlin, Chief, CRB, HSD, NHEERL, ORD,
EPA, reported in an April 4, 2002, memorandum that the concentration of particles used
in Dr. Kim’s study were below concentrations used in published studies in which there
Wwere no reported adverse health effects (Exhibit 2, attachments 4 and 5). Additionally,
Dr. Philip Bromberg, Scientific Director, Center for Environmental Medicine, Asthma
and Lung Biology, UNC, and F aculty Professor of Medicine at UNC, was interviewed
and he stated that there was no danger to the subjects as the result of the over-exposure
(Exhibit 3). Dr. Devlin was interviewed and stated that sebacate was an inert, innocuous
substance (Exhibit 4). Dr. Martonen was interviewed and was equivocal as to whether
sebacate is a dangerous substance (Exhibit 16). Additionally, eight other scientists and
officials were interviewed and said sebacate was not a dangerous compound and there

were no health risks posed through either the €xposure or over-exposure to sebacate,

Sebacate was described as a harmless, innocuous, non-reactive, and inert substance.

b) Dr.

(See Exhibits 5, 6, 7, 8, 9,10, 11,and 12.)

Martonen alleged he discovered the over-exposure incident:

The investigation found that the over-exposure of the subjects was not discovered by

Dr. Martonen, as he alleged. Dr. Martonen stated that he told Dr. Linda Birnbaum, now
Division Director, Experimental Toxicology Division, NHEERL, ORD, EPA, of the ‘
over-exposure around 1997 or 1998, after he reviewed Dr. Kim’s lo g books (Exhibit 16).
In a later interview, Dr. Martonen said he was instructed by Dr. Birnbaum to obtain the
log books from Dr. Kim as part of a collaboration between the two (Exhibit 17).
However, witnesses refuted this statement. Dr. Birnbaum was interviewed a second time
and stated that she never told Dr. Martonen to obtain Dr. Kim’s log books nor told

Dr. Kim to provide his log books to Dr. Martonen (Exhibit 18). Dr. Kim said that no
one, including Dr. Martonen, had seen his log books. Dr. Kim stated that, although he

and Dr. Martonen collaborated on some articles, there was no way Dr. Martonen had seen
the log books. Moreover, Dr. Kim stated that Dr. Martonen did not have access to the
data necessary to calculate the dosage of sebacate given to subjects (Exhibit 12).
Additionally, Dr. Lawrence Reiter, Director, NHEERL, ORD, EPA, was interviewed and
said there was no proper way that Dr. Martonen should have had authorized access to the
log books from Dr. Kim’s study (Exhibit 19). According to an “Incident Time Line:

PM Protocol,” which was one of many documents provided by EPA to the HSRP, the
incident was reported to EPA management on August 16, 2001, and EPA took a series of
steps over the following thirteen months to address the matter. Specifically, on page 20,
paragraph 3, it is reported that the individual who discovered this problem was a “Post
Doc in the principal investigator’s laboratory” (Exhibit 13, attachment 1, enclosure a).
Dr. James Brown, Health Scientist, National Center for Environmental Assessment, EPA,




was a co-investigator in the study with Dr. Kim. He was interviewed and stated that he
was the post-doctoral fellow who, on August 14, 2001, discovered the over-exposure
while working with Dr. Kim. Dr. Brown reported this matter to Dr. Bromb erg on
August 16, 2001 (Exhibit 14). Dr. Bromberg stated that Dr. Brown reported the matter to
him, and his first notification was then to Dr. Devlin (Exhibit 3). Dr. Birnbaum was
interviewed and said Dr. Brown was the person who reported the over-exposure (Exhibit
15). Dr. Kim was interviewed and stated that it was Dr. Brown who identified “the
question of the accuracy of the dosage of sebacate™ in the study (Exhibit 12). No
evidence was found that Dr. Martonen reported this matter to EPA prior to Dr. Brown’s
discovery of the over-exposure in August of 2001. The investigation found that the
earliest documented complaint made by Dr. Martonen concerning the over-exposure of
sebacate was in a letter to the EPA Administrator, dated J anuary, 31, 2002, nearly five
months after the over-exposure had been identified and corrective action had been
Initiated by EPA (Exhibit 20, attachment 1, and Exhibit 16).

¢) Amount of over-exposure:

~ While EPA officials acknowledged, and documents support, that over-exposure occurred,
no evidence or scientific findings indicate that test subjects were exposed to sebacate in
doses at least one hundred times greater than that to which they consented. Dr. Binbaum
was interviewed and said Dr. Martonen “exaggerates” on this point (Exhibit 15).

_Dr. Reiter was interviewed and said the allegation that subjects were exposed to sebacate -
at levels one hundred times more than they consented to was “not based on data”
(Exhibit 19). Dr. Miller stated that, even in the worst case scenario, subjects were
exposed to only 50-60 times the amount of sebacate than they consented to receive
(Exhibit 7). Further, Dr. Miller co-authored a March 15, 2002, report for EPA that
documented the worst case scenario as 50-60 times more than the subjects consented to
receive (Exhibit 2, attachment 2). Dr. Kim was interviewed and said the amount was
only 40-50 times the amount of sebacate they consented to receive (Exhibit 12).
However, when Dr. Martonen was interviewed he said that he could not recall the actual
amount of the over-exposure he saw in Dr. Kim’s log books, and said it could have been
“67.1 or 113.4” (Exhibit 21). Additionally, five other scientists and officials were
interviewed and said the over exposure ranged from 30-60 times the amount of sebacate
than the test subjects consented to receive. (See Exhibits 4, 8, 9, 14, and 22).

d) Dr. Martonen alleged the over-exposure was intentional:

No witnesses nor documentary evidence was identified that supports the assertion that the
over-exposure was intentional or otherwise willful on the part of Dr. Kim. Dr. Dan
Nelson, Director, IRB, UNC, was interviewed and stated that he had no basis to conclude
that the error was intentional by Dr. Kim (Exhibit 9). Dr. Peter Preuss, Director, National
Center for Environmental Research and Quality Assurance, ORD, and Human Subject
Research and Review Official, was interviewed and stated that there was no intention by
Dr. Kim to cause the over-exposure and that it was a “straj ght forward mistake on his
part” (Exhibit 23). Dr. Brown was interviewed and stated that he did not believe there
was any intent by Kim (Exhibit 14). Michael Ray, Quality Assurance Officer,
NHEERL, ORD, EPA, reviewed the research documentation and found no evidence to




believe Dr. Kim intentionally over-exposed test subjects (Exhibit 5). Dr. James Samet,
former Acting Chief, CRB, HSD, NHEERL, ORD, EPA, was interviewed and opined
that the errors by Dr. Kim occurred because of sloppiness and inattention to detail on
Dr. Kim’s part (Exhibit 6). Several other witnesses opined that the over-exposure was
the result of “sloppy work” or used similar descriptive terms to describe Dr. Kim’s error
in the over-exposure of sebacate. Dr. Kim’s study was intended to measure the dispersal
of sebacate in the lungs. As Dr. Kim changed the protocol of his study to use larger
particles of sebacate, he failed to account for the exponential increase of particle mass. It
was this resulting increase in particle mass, not particle quantity that resulted in the over-
exposure. (See Exhibits 4, 7, 15, and 22.) Dr. Bromberg was interviewed and
characterized this type of error as “protocol creep” (Exhibit 3). Dr. Kim stated that he did
not intentionally over-expose subjects to sebacate and, furthermore, even included his

own son as part of the study (Exhibit 12).

2. Dr. Martonen alleged that because sebacate, itself a potentially hazardous compound, was"
used as a control in Dr. Kim’s experiments, consequently the human subjects involved must have
been exposed to other potentially more dangerous substances in similar doses, creating a

substantial and specific danger to health.

The investigation found the protocols used from 1991-2002 by Dr. Kim show no other
dangerous substances were used in the study (Exhibit 13, attachment 1, enclosure b).
Additionally, the Standard Operating Procedures for Dr. Kim’s study also do not reflect
the use of other dangerous substances (Exhibit 13, attachment 1, enclosure 1). Several
scientists further reported that the only chemical substance used in the study was sebacate
itself. (See Exhibits 7, 12, 24, and 25.) Finally, during an interview with Dr. Martonen,
he admitted there were no other substances tested by Dr. Kim; therefore, he contradicted
his original allegation reported through OSC (Exhibit 21).

3. Dr. Martonen alleged that EPA officials actively concealed the wrongdoing of Dr. Kim in this
matter by repeatedly mischaracterizing the wrongdoing as minor, unintentional violations of

EPA protocol.

The investigation found no evidence that EPA officials concealed, in any way, any
wrongdoing by Dr. Kim. All witnesses interviewed reported that the over-exposure was
the result of unintentional violations of EPA protocol. None of the witnesses interviewed
believed that EPA management attempted to down-play or minimize Dr. Kim’s violations
of EPA protocol. To the contrary, several experts and HSRP members said EPA
provided full disclosure and was forthcoming in the review process. The investigation
found EPA took several actions in response to this incident, as identified on the “Incident
Time Line: PM Protocol” used by the HSRP during its review (Exhibit 13, attachment 1,
enclosure a). Dr. Elston Seal, former Medical Fthics Official, HSD, NHREEL, ORD,
EPA, was interviewed and said he prepared the timeline in which it was reported that the
IRB was notified on August 16, 2001, and Dr. Kim’s study was suspended by August 17,
2001 (Exhibit 8). Additionally, on September 6, 2001, Dr. Seal informed Dr. Steven
Bernard, Chair, IRB, of the protocol violations and actions taken by EPA to shut down
the study (Exhibit 13, attachment 1, enclosure g). According to the timeline, Dr. Miller
was contacted on August 23, 2001, and asked to conduct the risk estimate concerning the



over-exposure. He ultimately produced two reports on the matter, dated September 11,
2001, and March 15, 2002. (See Exhibit 2, attachments 1 and 2; Exhibit 7; and

EXhlblt 13, attachment 1, enclosure a). On September 24, 2001, Dr. Kim was indefinitely
banned from human subject testlng by EPA and, subsequently, on November 6, 2001, he
received a seven-day suspension from EPA effective January 2 through 8,2002

(Exhibit 2, attachment 7).

- According to Dr. Harold Zenick, Associate Director for Health, NHEERL, ORD, EPA,
there was a several month delay in notifying the subjects of the dosage error due to
various factors, including disciplinary action against Dr. Kim, as well as to attempts to
calculate the amount of over-exposure (Exhibit 25). The notification to the test subjects
was delayed until June 6, 2002, during which time EPA officials attempted to determine
the actual amount of over-exposure per subject, obtained the results of the Dr. Miller
reports, and notified EPA Headquarters. (See Exhibit 13, attachment 1, enclosure a; and
Exhibit 31, attachment 1). Dr. Preuss stated it was his decision, with the approval of Paul
Gilman, former Assistant Administrator, ORD, EPA, to utilize the HSRP as an external
panel to look at the over-exposure in Dr. Kim’s study, as well as procedures to ensure
~ EPA Human Subject Studies were in order. He said his goal in using HSRP was to
ensure they were independent of the laboratory and EPA (Exhibit 23). The HSRP was
formed by EPA after it was discovered that two research projects involving human
subjects within the HSD, NHREEL, ORD, EPA, had dosing errors. The two projects
were a “Bromdichloromethane Study,” and Dr. Kim’s study. The HSRP convened from
August 19-21, 2002, and produced their “Site Visit Report” dated August 21, 2002. In
summary, the HSRP did find there were delays in notification to EPA ORD Headquarters
concemmg the incident (though not to the IRB or NHEERL management) and an
excessive amount of time to notify the test subjects due to various factors. However,
their findings reported that officials took timely actions to suspend all human subject
testing and reported that EPA performed “timely, serious, and expeditious investigations
following their notification about the incidents.” The HSRP recommended a number of
actions concerning changes or improvements to protocol, and reported EPA’s
implementation of “revised General Policy Guidelines for Conduct of Human Research at
the NHEERL appears to be an excellent beginning and reflects the serious priority of
human subject protection.” (See Exhibit 31, attachment 1). On August 28, 2002,
Dr. Reiter submitted a “Human Studies Evaluation and Corrective Action Plan” to
Dr. Preuss outlining HSRP’s recommendation and corrective actions to be taken by EPA
(Exhibit 31, attachment 2). According to many witnesses, EPA has incorporated, and
continues to incorporate, these recommendations. (See Exhibits 7, 8, 10, 14, 15, 19, 25,
and 30.) On September 23, 2002, Dr. Preuss lifted an EPA-wide ban on further human
_ subject testing (Exhibit 25, attachment 4). Dr. Seal said the HSRP recommended
approximately 20 items for EPA to address in procedures with human testing and EPA
adopted virtually all of the recommendations (Exhibit 8).

Additionally, Dr. Zenick was interviewed and said there was no intent by EPA or

Dr. Kim to cover up the error of over-exposure (Exhibit 25). Dr. Birnbaum was
interviewed and said there was not a cover-up; NHEERL management went public within
a day of the problem; and both EPA and UNC personnel were involved in numerous
discussions about the matter (Exhibit 15). Dr. Nelson was interviewed and said there was




no cover-up, and EPA handled the matter very openly (Exhibit 9). Dr. Henry Gong, Jr., a
panel member of the HSRP, was interviewed and said he did not see any attempt by EPA
to cover up anything regarding Dr. Kim’s study. He further said the fact that EPA
brought in an outside group of experts showed that EPA was open with the facts and
review process (Exhibit 26). Dr. Kerm Henriksen, Human Factors Advisor for Patient
Safety, and a panel member of the HSRP, was interviewed and said he did not see any
cover-up, and such a cover-up would have been difficult with so many parties involved
(Exhibit 27). Dr. Michael L. Gargas, a panel member of the HSRP, was interviewed and
asked if there was an EPA cover-up concerning the over exposure of sebacate, to which
he responded “Nah, baloney.” He said the fact that EPA asked for an outside review was
not indicative of a cover-up (Exhibit 28). Additionally, Dr. Ernest Prentice, Associate
Vice Chancellor for Academic Affairs, University of Nebraska Medical Center, and
chairman of the HSRP, was interviewed and said that there was no cover-up with EPA
and that he would have recalled any interference with the HSRP review because he had
reviewed other programs (not EPA) that had “stone walled” their reviewers and had
attorneys present for every person talked to by the review panel. He emphasized that was
not the case with EPA (Exhibit 29). In addition, eleven other scientists and officials were
interviewed, all of whom stated there was no concealment or cover-up by EPA in this

matter. (See Exhibits 3, 4, 5, 6, 7,8, 10, 19, 22, 24, and 30.)

4. Dr. Martonen alleged that, according to a witness of the proceeding of the independent review
panel, Dr. Bimbaum misdirected the panel’s deliberations in order to avoid any serious
consideration of the concerns raised during Dr. Kim’s experiments. -

The investigation found no evidence that Dr. Bimbaum, or anyone else, misdirected or
interfered with the HSRP panel. Dr. Bimbaum stated that, regarding the HSRP, she was
“totally uninvolved,” had no role in selecting panel members, did not know who was on
the panel, and was not asked to speak to the panel (Exhibit 18). Dr. Reiter was
interviewed and stated that Dr. Birnbaum reacted as conscientiously and meticulously as
could be expected and aggressively managed the over-exposure incident, including
documentation and communications with the IRB and stated that there was no.way

Dr. Birnbaum could have influenced the external review panel (Exhibit 19). Mr. Gilman
was interviewed and said that Dr. Birmbaum did not downplay the significance of the
sebacate exposure; in fact, she took steps to contact the U.S. Department of Health and
Human Services to benchmark what to do; and she had little or no role with respect to the
outside review committee set up to study this situation (Exhibit 11). Drs. Bernard and
Bromberg also were interviewed and did not believe Dr. Bimbaum downplayed or
misdirected this matter (Exhibits 3 and 22). The witness Dr. Martonen identified in his
allegation above was found to be Dr. Rex Pegram, who was interviewed and refuted the
allegation (Exhibit 32). All HSRP panel members were interviewed and also refuted

Dr. Martonen’s allegations. (See Exhibits 26, 27, 28, and 29)

5. Dr. Martonen alleged that any notice provided to the subjects of Dr. Kim’s experiments was
necessarily inadequate and misleading because EPA management mischaracterized the
wrongdoing as minor, unintentional violations of EPA protocol.



The investigation found no evidence that any notice provided to the subjects of Dr. Kim’s
study was inadequate or misleading. Witnesses who reviewed or recalled the notice to
subjects, including members of the HSRP and the EPA Human Ethics Official, reported it
was accurate and provided full disclosure. Dr. Henricksen reviewed a copy of the
notification letter sent to the subjects and stated that it provided full disclosure, included
“familiar language,” and also provided a point of contact for questions and follow-up
(Exhibit 27). Dr. Gargas stated that he did not recall anything unusual about the
notification letter sent to the subjects. Furthermore, the HSRP had been provided the
notice and if there were anything out of the ordinary in the notification, they would have
noted it in their report (Exhibit 28). Dr. Martonen provided a sworn statement that the
cover-up “will continue until the federal government properly notifies the subjects and
their families of the facts surrounding their illegal experiments so that they can make
informed decisions about how to proceed.” Dr. Martoner stated that he believes that
because EPA “did not immediately inform the human subjects that their consent forms
were violated, the cover-up per se was in effect” (Exhibit 21, attachment 1, emphases in
original). Additionally, in another interview, Dr. Martonen stated he did not know letters
had been sent to the subjects informing them of the over-exposure (Exhibit 16). As found
in the investigation, the subjects were notified of the over exposure in June 2002.

Status

No evidence was found to indicate any criminal violations by Dr. Kim, Dr. Bimbaum, or .
any other officials in conjunction with this matter, nor any administrative violations that were not
previously known. The results of this investigation were not presented to the U.S. Attorney’s
office because no information was found to substantiate the allegations, nor was there evidence
of any violations of Federal law which would warrant presentation to, or prosecution by, the

Department of Justice.
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OFFICE OF INSPECTOR GENERAL
OFFICE OF INVESTIGATIONS

iR
OI FILE NO.: 05-0002 DATE: JUN _ 6 2005

REPORT OF: David L. Cotner OFFICE: Special Investigations Unit

SECTION A - NARRATIVE
Predication

By memorandum dated April 26, 2005, Stephen L. Johnson, Administrator, transmitted a referral
for investigation from Scott J. Bloch, Special Counsel, U.S. Office of Special Counsel (OSC),
dated April 19, 2005, OSC File No. DI-05-0430 (Exhibit 1). Administrator Johnson requested
an investigation into the whistleblower disclosure to OSC by Dr. Ted Martonen, Senior Research
Scientist, National Health and Environmental Effects Research Laboratory (NHEERL), Office of
Research and Development (ORD), EPA, Research Triangle Park, North Carolina.

Dr. Martonen alleges violations of law, rule, or regulation, an abuse of authority, and a

substantial and specific danger to public health arising out of actions taken by an EPA researcher

and supervisory personnel at NHEERL. The allegations pertain to a study proposed in 1991 by
Dr. Chong Kim, principle investigator, Clinical Research Branch (CRB), Human Studies
Division (HSD), NHEERL, ORD, EPA, at the University of North Carolina (UNC), Department
of Medicine, which was sponsored by EPA and UNC. The title of the study was “Determination
of Deposition Dose of Inhaled Particles in Human Lungs.” Specifically, in his disclosure to
OSC, Dr. Martonen contends that he discovered:

1. From 1997 through 2002, Dr. Kim led a research team that intentionally and
systematically exposed human subjects to doses of di-2-ethylhexyl sebacate
(sebacate), itself a potentially hazardous compound, at least one hundred times
greater than the doses to which the subjects consented. As a result of the over-
exposure, Dr. Kim's experiments created a substantial and specific danger to

- health and violated federal regulations that embody the minimum requirements of

ethical scientific research.

2. Sebacate, itself a potentially hazardous compound, was used as a control in
Dr. Kim's experiments and, consequently, the human subjects involved must have
been exposed to other potentially more dangerous substances in similar doses,
creating a substantial and specific danger to health.

3. EPA officials actively concealed the wrongdoing of Dr. Kim in this matter by
repeatedly mischaracterizing the wrongdoing as minor, unintentional violations of
EPA protocol.

This report is the property of the Office of Investigations and is loaned to your agency. It and its contents may not be reproduced
without written permission. The report if for OFFICIAL USE ONLY and its disclosure to unauthorized persons is prohibited.
Public availability to be determined under 5 U.S.C. 552.
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4. According to a witness of the proceeding of the independent review panel,
Dr. Linda Birnbaum, then Acting Director, HSD, NHEERL, ORD, EPA,
misdirected the panel’s deliberations in order to avoid any serious consideration
of the concerns raised during Dr. Kim’s experiments.

5. Any notice provided to the subjects of Dr. Kim’s experiments was necessarily
inadequate and misleading because EPA management mischaracterized the
wrongdoing as minor, unintentional violations of EPA protocol.

Potential violations include: 18 U.S.C. 371 (Conspiracy to commit offense or to defraud United
States) and 40 CFR 26.116-117 (Protection of Human Subjects).

Summarization

In summary, the investigation found that, although test subjects were exposed to sebacate in
amounts greater than that to which they consented, sebacate is not a hazardous substance, the
over-exposure was not discovered by Dr. Martonen, the over-exposure was not intentional, was
not at the levels alleged by Dr. Martonen, did not pose a health risk to the subjects, and was
addressed by EPA. No evidence was found that the over-exposure was the result of intentional
or willful misconduct by Dr. Kim. Additionally, no evidence was found that EPA officials
covered up the over-exposure or otherwise misdirected the Human Subject Review Panel’s
(HSRP) deliberations concerning this matter. The investigation consisted of numerous record
reviews and interviews of individuals who had knowledge of the facts pertaining to the alleged
events. These witnesses included numerous EPA officials; officials from the Institutional
Review Board (IRB), which is a scientific review board at UNC; participants of the HSRP,
which is an independent, external panel comprised of scientific experts convened to review
EPA’s protocol and procedures; independent experts; EPA’s human ethics officials; EPA’s
Quality Assurance Officer; and supervisors, co-workers, and colleagues of both Dr. Martonen
and Dr. Kim. Drs. Martonen and Kim were also interviewed. During the investigation, scientific
reports, official findings, correspondence, and memoranda concerning these events were
obtained and administrative and law enforcement records checks were conducted. Certain

—aspects of this report were reviewed for technical sufficiency by Rick A. Linthurst, Ph.D., EPA
OIG’s Senior Science Advisor, who concurred with these findings. This report addresses each of
Dr. Martonen’s allegations, in order.

1. Dr. Martonen alleged that he discovered that, from 1997 through 2002, Dr. Kim led a
research team that intentionally and systematically exposed human subjects to doses of di-2-
ethylhexyl sebacate, itself a potentially hazardous compound, at least one hundred times greater
than the doses to which the subjects consented. As a result of the over-exposure, Dr. Kim's
experiments created a substantial and specific danger to health and violated federal regulations
that embody the minimum requirements of ethical scientific research. The investigation
addressed the four subsets to this allegation as follows:



a) Sebacate as a dangerous substance:

The investigation found that sebacate is not considered a dangerous compound as alleged

by Dr. Martonen. A September 11, 2001, report prepared by Dr. Frederick J. Miller, an

b) Dr.

independent dosimetry modeler who calculated the potential risks of over-exposure to
sebacate, reported that based on numerous studies, . . . one may infer that [sebacate] is
of minimal toxicity to healthy subjects even at high exposure levels” (Exhibit 2,
attachment 1). Additionally, Dr. Robert Devlin, Chief, CRB, HSD, NHEERI, ORD,
EPA, reported in an April 4, 2002, memorandum that the concentration of particles used
in Dr. Kim’s study were below concentrations used in published studies in which there
were no reported adverse health effects (Exhibit 2, attachments 4 and 5). Additionally,
Dr. Philip Bromberg, Scientific Director, Center for Environmental Medicine, Asthma
and Lung Biology, UNC, and Faculty Professor of Medicine at UNC, was interviewed
and he stated that there was no danger to the subjects as the result of the over-exposure
(Exhibit 3). Dr. Devlin was interviewed and stated that sebacate was an inert, innocuous
substance (Exhibit 4). Dr. Martonen was interviewed and was equivocal as to whether
sebacate is a dangerous substance (Exhibit 16). Additionally, eight other scientists and
officials were interviewed and said sebacate was not a dangerous compound and there
were no health risks posed through either the exposure or over-exposure to sebacate. -
Sebacate was described as a harmless, innocuous, non-reactive, and inert substance.
(See Exhibits 5, 6,7, 8,9, 10, 11, and 12.)

Martonen alleged he discovered the over-exposure incident:

The investigation found that the over-exposure of the subjects was not discovered by
Dr. Martonen, as he alleged. Dr. Martonen stated that he told Dr. Linda Birnbaum, now
Division Director, Experimental Toxicology Division, NHEERL, ORD, EPA, of the
over-exposure around 1997 or 1998, after he reviewed Dr. Kim’s log books (Exhibit 16).
In a later interview, Dr. Martonen said he was instructed by Dr. Birnbaum to obtain the
log books from Dr. Kim as part of a collaboration between the two (Exhibit 17).
However, witnesses refuted this statement. Dr. Birnbaum was interviewed a second time
and stated that she never told Dr. Martonen to obtain Dr. Kim’s lo g books nor told

Dr. Kim to provide his log books to Dr. Martonen (Exhibit 18). Dr. Kim said that no
one, including Dr. Martonen, had seen his log books. Dr. Kim stated that, although he
and Dr. Martonen collaborated on some articles, there was no way Dr. Martonen had seen
the log books. Moreover, Dr. Kim stated that Dr. Martonen did not have access to the
data necessary to calculate the dosage of sebacate given to subjects (Exhibit 12). .
Additionally, Dr. Lawrence Reiter, Director, NHEERL, ORD, EPA, was interviewed and
said there was no proper way that Dr. Martonen should have had authorized access to the
log books from Dr. Kim’s study (Exhibit 19). According to an “Incident Time Line:
PM Protocol,” which was one of many documents provided by EPA to the HSRP, the
incident was reported to EPA management on August 16, 2001, and EPA took a series of
steps over the following thirteen months to address the matter. Specifically, on page 20,
paragraph 3, it is reported that the individual who discovered this problem was a “Post
Doc in the principal investigator’s laboratory” (Exhibit 13, attachment 1, enclosure a).
Dr. James Brown, Health Scientist, National Center for Environmental Assessment, EPA,



was a co-investigator in the study with Dr. Kim. He was interviewed and stated that he
was the post-doctoral fellow who, on August 14, 2001, discovered the over-exposure
while working with Dr. Kim. Dr. Brown reported this matter to Dr. Bromberg on
August 16, 2001 (Exhibit 14). Dr. Bromberg stated that Dr. Brown reported the matter to
him, and his first notification was then to Dr. Devlin (Exhibit 3). Dr. Birnbaum was
interviewed and said Dr. Brown was the person who reported the over-exposure (Exhibit
15). Dr. Kim was interviewed and stated that it was Dr. Brown who identified “the
question of the accuracy of the dosage of sebacate” in the study (Exhibit 12). No
evidence was found that Dr. Martonen reported this matter to EPA prior to Dr. Brown’s
discovery of the over-exposure in August of 2001. The investigation found that the
earliest documented complaint made by Dr. Martonen concerning the over-exposure of
sebacate was in a letter to the EPA Administrator, dated J anuary, 31, 2002, nearly five
months after the over-exposure had been identified and corrective action had been
initiated by EPA (Exhibit 20, attachment 1, and Exhibit 16).

c) Amount of over-exposure:

d) Dr.

While EPA officials acknowledged, and documents support, that over-exposure occurred,
no evidence or scientific findings indicate that test subjects were exposed to sebacate in
doses at least one hundred times greater than that to which they consented. Dr. Birnbaum
was interviewed and said Dr. Martonen “exaggerates” on this point (Exhibit 15).

Dr. Reiter was interviewed and said the allegation that subjects were exposed to sebacate
at levels one hundred times more than they consented to was “not based on data”
(Exhibit 19). Dr. Miller stated that, even in the worst case scenario, subjects were
exposed to only 50-60 times the amount of sebacate than they consented to receive
(Exhibit 7). Further, Dr. Miller co-authored a March 15, 2002, report for EPA that
documented the worst case scenario as 50-60 times more than the subjects consented to -
receive (Exhibit 2, attachment 2). Dr. Kim was interviewed and said the amount was
only 40-50 times the amount of sebacate they consented to receive (Exhibit 12).
However, when Dr. Martonen was interviewed he said that he could not recall the actual
amount of the over-exposure he saw in Dr. Kim’s log books, and said it could have been
“67.1 or 113.4” (Exhibit 21). Additionally, five other scientists and officials were
interviewed and said the over exposure ranged from 30-60 times the amount of sebacate
than the test subjects consented to receive. (See Exhibits 4, 8, 9, 14, and 22).

Martonen alleged the over-exposure was intentional:

No witnesses nor documentary evidence was identified that supports the assertion that the
over-exposure was intentional or otherwise willful on the part of Dr. Kim. Dr. Dan
Nelson, Director, IRB, UNC, was interviewed and stated that he had no basis to conclude
that the error was intentional by Dr. Kim (Exhibit 9). Dr. Peter Preuss, Director, National
Center for Environmental Research and Quality Assurance, ORD, and Human Subject
Research and Review Official, was interviewed and stated that there was no intention by
Dr. Kim to cause the over-exposure and that it was a “straight forward mistake on his
part” (Exhibit 23). Dr. Brown was interviewed and stated that he did not believe there
was any intent by Kim (Exhibit 14). Michael Ray, Quality Assurance Officer,

- NHEERL, ORD, EPA, reviewed the research documentation and found no evidence to



believe Dr. Kim intentionally over-exposed test subjects (Exhibit 5). Dr. James Samet,

- former Acting Chief, CRB, HSD, NHEERL, ORD, EPA, was interviewed and opined
that the errors by Dr. Kim occurred because of sloppiness and inattention to detail on
Dr. Kim’s part (Exhibit 6). Several other witnesses opined that the over-exposure was
the result of “sloppy work” or used similar descriptive terms to describe Dr. Kim’s error
in the over-exposure of sebacate. Dr. Kim’s study was intended to measure the dispersal
of sebacate in the lungs. As Dr. Kim changed the protocol of his study to use larger
particles of sebacate, he failed to account for the exponential increase of particle mass. It
was this resulting increase in particle mass, not particle quantity that resulted in the over-
exposure. (See Exhibits 4, 7, 15, and 22.) Dr. Bromberg was interviewed and
characterized this type of error as “protocol creep” (Exhibit 3). Dr. Kim stated that he did
not intentionally over-expose subjects to sebacate and, furthermore, even included his
own son as part of the study (Exhibit 12).

2. Dr. Martonen alleged that because sebacate, itself a potentially hazardous compound, was
used as a control in Dr. Kim's experiments, consequently the human subjects involved must have
been exposed to other potentially more dangerous substances in similar doses, creating a
substantial and specific danger to health.

The investigation found the protocols used from 1991-2002 by Dr. Kim show no other
dangerous substances were used in the study (Exhibit 13, attachment 1, enclosure b).
Additionally, the Standard Operating Procedures for Dr. Kim’s study also do not reflect
the use of other dangerous substances (Exhibit 13, attachment 1, enclosure i). Several
scientists further reported that the only chemical substance used in the study was sebacate
itself. (See Exhibits 7, 12, 24, and 25.) Finally, during an interview with Dr. Martonen,
he admitted there were no other substances tested by Dr. Kim; therefore, he contradicted
his original allegation reported through OSC (Exhibit 21).

3. Dr. Martonen alleged that EPA officials actively concealed the wrongdoing of Dr. Kim in this
matter by repeatedly mischaracterizing the wrongdoing as minor, unintentional violations of
EPA protocol.

The investigation found no evidence that EPA officials concealed, in any way, any
wrongdoing by Dr. Kim. All witnesses interviewed reported that the over-exposure was
the result of unintentional violations of EPA protocol. None of the witnesses interviewed
believed that EPA management attempted to down-play or minimize Dr. Kim’s violations
of EPA protocol. To the contrary, several experts and HSRP members said EPA
provided full disclosure and was forthcoming in the review process. The investigation
found EPA took several actions in response to this incident, as identified on the “Incident
Time Line: PM Protocol” used by the HSRP during its review (Exhibit 13, attachment 1,
enclosure a). Dr. Elston Seal, former Medical Ethics Official, HSD, NHREEL, ORD,
EPA, was interviewed and said he prepared the timeline in which it was reported that the
IRB was notified on August 16, 2001, and Dr. Kim’s study was suspended by August 17,
2001 (Exhibit 8). Additionally, on September 6, 2001, Dr. Seal informed Dr. Steven
Bernard, Chair, IRB, of the protocol violations and actions taken by EPA to shut down
the study (Exhibit 13, attachment 1, enclosure g). According to the timeline, Dr. Miller
was contacted on August 23, 2001, and asked to conduct the risk estimate concerning the



over-exposure. He ultimately produced two reports on the matter, dated September 11,
2001, and March 15, 2002. (See Exhibit 2, attachments 1 and 2; Exhibit 7; and

Exhibit 13, attachment 1, enclosure a). On September 24, 2001, Dr. Kim was indefinitely
banned from human subject testing by EPA and, subsequently, on November 6, 2001, he
received a seven-day suspension from EPA effective J anuary 2 through 8, 2002

(Exhibit 2, attachment 7).

According to Dr. Harold Zenick, Associate Director for Health, NHEERL, ORD, EPA,
there was a several month delay in notifying the subjects of the dosage error due to
various factors, including disciplinary action against Dr. Kim, as well as to attempts to
calculate the amount of over-exposure (Exhibit 25). The notification to the test subjects
was delayed until June 6, 2002, during which time EPA officials attempted to determine
the actual amount of over-exposure per subject, obtained the results of the Dr. Miller
reports, and notified EPA Headquarters. (See Exhibit 13, attachment 1, enclosure a; and
Exhibit 31, attachment 1). Dr. Preuss stated it was his decision, with the approval of Paul
Gilman, former Assistant Administrator, ORD, EPA, to utilize the HSRP as an external
panel to look at the over-exposure in Dr. Kim’s study, as well as procedures, to ensure
EPA Human Subject Studies were in order. He said his goal in using HSRP was to
ensure they were independent of the laboratory and EPA (Exhibit 23). The HSRP was
formed by EPA after it was discovered that two research projects involving human
subjects within the HSD, NHREEL, ORD, EPA, had dosing errors. The two projects
were a “Bromdichloromethane Study,” and Dr. Kim’s study. The HSRP convened from
August 19-21, 2002, and produced their “Site Visit Report” dated August 21,2002, In
summary, the HSRP did find there were delays in notification to EPA ORD Headquarters
concerning the incident (though not to the IRB or NHEERL management) and an
excessive amount of time to notify the test subjects due to various factors. However,
their findings reported that officials took timely actions to suspend all human subject
testing and reported that EPA performed “timely, serious, and expeditious investigations
following their notification about the incidents.” The HSRP recommended a number of
actions concerning changes or improvements to protocol, and reported EPA’s
implementation of “revised General Policy Guidelines for Conduct of Human Research at
the NHEERL appears to be an excellent beginning and reflects the serious priority of
human subject protection.” (See Exhibit 31, attachment 1). On August 28, 2002,

Dr. Reiter submitted a “Human Studies Evaluation and Corrective Action Plan” to

Dr. Preuss outlining HSRP’s recommendation and corrective actions to be taken by EPA
(Exhibit 31, attachment 2). According to many witnesses, EPA has incorporated, and
continues to incorporate, these recommendations. (See Exhibits 7, 8,10, 14,15, 19, 25,
and 30.) On September 23, 2002, Dr. Preuss lifted an EPA-wide ban on further human
subject testing (Exhibit 25, attachment 4). Dr. Seal said the HSRP recommended
approximately 20 items for EPA to address in procedures with human testing and EPA
adopted virtually all of the recommendations (Exhibit 8).

Additionally, Dr. Zenick was interviewed and said there was no intent by EPA or

Dr. Kim to cover up the error of over-exposure (Exhibit 25). Dr. Birnbaum was
interviewed and said there was not a cover-up; NHEERL management went public within
a day of the problem; and both EPA and UNC personnel were involved in numerous
discussions about the matter (Exhibit 15). Dr. Nelson was interviewed and said there was



no cover-up, and EPA handled the matter very openly (Exhibit 9). Dr. Henry Gong, Jr., a
panel member of the HSRP, was interviewed and said he did not see any attempt by EPA
to cover up anything regarding Dr. Kim’s study. He further said the fact that EPA
brought in an outside group of experts showed that EPA was open with the facts and
review process (Exhibit 26). Dr. Kerm Henriksen, Human Factors Advisor for Patient
Safety, and a panel member of the HSRP, was interviewed and said he did not see any
cover-up, and such a cover-up would have been difficult with so many parties involved
(Exhibit 27). Dr. Michael L. Gargas, a panel member of the HSRP, was interviewed and
asked if there was an EPA cover-up concerning the over exposure of sebacate, to which
he responded “Nah, baloney.” He said the fact that EPA asked for an outside review was
not indicative of a cover-up (Exhibit 28). Additionally, Dr. Ernest Prentice, Associate
Vice Chancellor for Academic Affairs, University of Nebraska Medical Center, and
chairman of the HSRP, was interviewed and said that there was no cover-up with EPA
and that he would have recalled any interference with the HSRP review because he had
reviewed other programs (not EPA) that had “stone walled” their reviewers and had
attorneys present for every person talked to by the review panel. He emphasized that was
not the case with EPA (Exhibit 29). In addition, eleven other scientists and officials were
interviewed, all of whom stated there was no concealment or cover-up by EPA in this
matter. (See Exhibits 3,4, 5, 6,7, 8, 10, 19, 22, 24, and 30.)

4. Dr. Martonen alleged that, kaccording to a witness of the proceeding of the independent review
panel, Dr. Bimbaum misdirected the panel’s deliberations in order to avoid any serious
consideration of the concerns raised during Dr. Kim’s experiments.

The investigation found no evidence that Dr. Birnbaum, or anyone else, misdirected or
interfered with the HSRP panel. Dr. Birnbaum stated that, regarding the HSRP, she was
“totally uninvolved,” had no role in selecting panel members, did not know who was on
the panel, and was not asked to speak to the panel (Exhibit 18). Dr. Reiter was
interviewed and stated that Dr. Birnbaum reacted as conscientiously and meticulously as
could be expected and aggressively managed the over-exposure incident, including
documentation and communications with the IRB and stated that there was no way

Dr. Birnbaum could have influenced the external review panel (Exhibit 19). Mr. Gilman
was interviewed and said that Dr. Birnbaum did not downplay the significance of the
sebacate exposure; in fact, she took steps to contact the U.S. Department of Health and
Human Services to benchmark what to do; and she had little or no role with respect to the
outside review committee set up to study this situation (Exhibit 11). Drs. Bernard and
Bromberg also were interviewed and did not believe Dr. Birnbaum downplayed or
misdirected this matter (Exhibits 3 and 22). The witness Dr. Martonen identified in his
allegation above was found to be Dr. Rex Pegram, who was interviewed and refuted the
allegation (Exhibit 32). All HSRP panel members were interviewed and also refuted
Dr. Martonen’s allegations. (See Exhibits 26, 27, 28, and 29.)

5. Dr. Martonen alleged that any notice provided to the subjects of Dr. Kim’s experiments was
necessarily inadequate and misleading because EPA management mischaracterized the
wrongdoing as minor, unintentional violations of EPA protocol.



The investigation found no evidence that any notice provided to the subjects of Dr. Kim’s
study was inadequate or misleading. Witnesses who reviewed or recalled the notice to
subjects, including members of the HSRP and the EPA Human Ethics Official, reported it
was accurate and provided full disclosure. Dr. Henricksen reviewed a copy of the
notification letter sent to the subjects and stated that it provided full disclosure, included
“familiar language,” and also provided a point of contact for questions and follow-up
(Exhibit 27). Dr. Gargas stated that he did not recall anything unusual about the
notification letter sent to the subjects. F urthermore, the HSRP had been provided the
notice and if there were anything out of the ordinary in the notification, they would have
noted it in their report (Exhibit 28). Dr. Martonen provided a sworn statement that the
cover-up “will continue until the federal government properly notifies the subjects and
their families of the facts surrounding their illegal experiments so that they can make
informed decisions about how to proceed.” Dr. Martonen stated that he believes that
because EPA “did not immediately inform the human subjects that their consent forms
were violated, the cover-up per se was in effect” (Exhibit 21, attachment 1, emphases in
original). Additionally, in another interview, Dr. Martonen stated he did not know letters
had been sent to the subjects informing them of the over-exposure (Exhibit 16). As found
in the investigation, the subjects were notified of the over exposure in June 2002,

Status

No evidence was found to indicate any criminal violations by Dr. Kim, Dr. Birnbaum, or

any other officials in conjunction with this matter, nor any administrative violations that were not
previously known. The results of this investigation were not presented to the U.S. Attorney’s
office because no information was found to substantiate the allegations, nor was there evidence
of any violations of Federal law which would warrant presentation to, or prosecution by, the
Department of Justice. ‘
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SUBJECT* Request on Referral from the Special Counsel
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TO: ki L Timnsle
Inspector General

In « letter dated and recerved on Apnil 19, 2005, Scott J Bloch, Special Counscl, U'd
Office of Special Counsel, referred to me for mvestigation a whustleblower disclosme by v fed
Martonen. an cmployec of the Environmental Protection Agency (EPA or Agency)
Martonen alleges violations of law, rulg, or regulation, an abuse of authorty, and a substantial
and specific danger to public health ansing out of acuions taken by an EPA researcher and
supervisory personnel at the FPA National Health and Environmental Elfeuts Research
Laboratory, Research Triangle Park, North Carolina Additionally, Dt Martonen alleges that
EPA officials actively concealed the wrongdoing of the FPA 1esearche: 1 the matter [ have
included ds an atlachment to this memorandum a copy of the Special Counsel’s letter and 1cport
ol disclosures referred for investigation

By thus memorandum, [ am delegating to you the authonty and responsibility to
mvestigate all matters 1aised mn the disclosurc by Dr Martonen and in the letter and report of the
Special Counsel Further, T am delegating to you the authority and responsibility to piepart a
written report as required by SUS € § 1213 [am specifically reserving to myself, as Acuing
Admimstrator, the authority to review and sign the written report 1o the Special Counsel as
required by SUS C § 1213, mcluding a determination of any action necessary underSUSC
§ 1213(d)3S) :

1 am required to subnmt the written 1eport to the Special Counsel within 60 days of the
Agency s recept of the Special Counsel’s letter, that 1s, by June 20, 2005 To meet that deadline.
] request that you complete your mvestigation and submit your written report to me by lune |,
2005 If you determine that you dre undble to complete your investigdtion and submut your
written 1cport to me by that date, I request {hat you advise me al your edrliest Lonvemence so I
can request an cxtension of time from the Spectal Counscl
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The Special Counael

Mr Stephen L Johnson

Acting Admimsirator

Environmental Protection Agency

1200 Pennsylvema Ave, N W, MC 1101A

Washmgton, DC 20460
Re OSC File No, D1:05-0430
Dcar Mr Johnson

Pursuant to my responsibilities as Speoial Counsel, | am refemnng to you 3 wiusticblower
disclosure that cstabiishes @ substantial hkelihood of human subject expenmentanon conducted by
Environmental Protection Agency (EPA) researchers without the nformed consent of the subjects
It has long bren recognized within the sereatific research commurty that *“[r]espect for persons
requures that subjects, to the degree that they are capable, be given the opportunity ta choase what
shall or shall not happen to them,” and that “[t)hus opportumty 1s provided when adequate standards
for informed consent are sausficd  The Natiopal Commussion for the Protection of Human
Subjects of Biomedical and Rehavioral Research, Belmont Report Ethical Principles and
Guidehnes for the Proteciion of Human Subjects of Research (1979) The EPA has mcorporated -
this pnneiple inte its rules governing human subject expenmentaton. Se¢ 4O CFR §§26101,

26 116, and 26 117 Yet, Ted Martonen, who has consented 10 the rslease of bus name, alleges that
in violation of 0 CFR §§ 26 116 and 26 117, EPA rescarchers exposed subjects to at least one
potentiaily dangerous compound 1 doses a8 much as one hundred tumes greater than those 1o which
they consented Dr Martonen also alleges that EPA officials actively conceled the wrongdmng of
the EPA rescarches in this manier Accordingly, 1 am refemnng this information to you foram
mvesugauon of these alicgations and a report of your findings ‘

The U'S Office of Special Counsel (OSC) 1s authonzed by law to rective disclosures of
nformation from federal cmployees allegmp wivlations of law, nule, or regulaton, gross
musmanagement, 3 gross waste of fimds, an abuse of suthonty, or a substantial and specific danger
{o public health or safety SUS C §1213(a) and (b) As Special Counsel, 3] find, on the basis of
the informanon disclosed, that there 1s 2 substantial likelihood that one of these conditions exists, |
amn required to advise the apprapnalte agency head of my findings, and the apency head is requred
1o conduct 2n mvastigation of the allegations and prepaze @ repont SUSC.§1213(c) and (g)
OSC has receaved a disclosure alleging violahions of law, rule, or regulation, an abuse of suthonity,
and 2 substantal and specific danger 1o public heslth arising out of achons taken by an EPA
ressarcher and supervisory personnel at the Fnvironmenta) Protecuon Agency, National Heslth and
Environmental Bffects Research Laboratory (NHEERL), Reseasch Tnangle Park, North Carolina

Mare specifically, Dr Martonen, 2 Semor Research Scientist at NHEERL, has cusclosed that
over a penod of approximately five years, Chong Kim, an NHEERL rescarch scientist, led a
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research team that exposed human subjects 10 doses of di-2-ethylhexyl scbacate (scbacate) es much
as one hundred times greater than those to which the subjects consented  According to

Dr Martonen, sebacate, itself 2 potentially hazardous compound, was used a8 2 control n Dr Kam's
expenments, and, consequently, the human subjects snvolved must have been cxposed to other,
potentally more dangerous substances in amilar doses Dr Martonen farther allcges that EFA
officials have repeatedly mischaractenzed the wrongdoing he has 1dentfied as mercly techmeal
violations of EPA protocol Given these rmischaractenzatons, Dr Martenen contends that any
notice provided to the affected subjects regarding their overexposure must necessanly have been

mslesdmg.

| have concluded that therc1s 3 substantial bikehihood thai the mformation Dr Martonen
provided to OSC discloses violations of law, rule, or repulation, an sbuse of authomty, and 2
substantial and specific danger 10 pubhc health  As previously stated, ] am referring this-
formation 1o you for an investigahion of Dr. Martonen's allegations and & report of your findings
withmn 60 days of your recespt of ths letter By law, the report must be reviewed and signed by you
personally Should you delegate your authonty to review and sign the report to the Inspector
General, or any other official, the delcgation must be specifically stated and must include the
authonty to take the achons necessary wnder S US C §1213(3)(5) Wathout thus informauon, 1
would hasten 1o add that the report may be found deficient  The requirements of the report ave sct
forth st SUSC §1213(c) and (d) A summary of § 1213(d) 13 enclosed

In the event 1t 15 not possible to report on the marter within the 60-day ime limat under the
statule, you may request in wning an exiension of time not 10 exceed 60 days Please be advised
that an extension of ime 3§ normally oot granted sutomalcally, but only upon a showng of goud
cause Accordingly, 1o the wntien request for an extension of time, please state specifically the
rcasons the additional ume 1s needed  Any additional requests for an extension of time must be
approved by the Specasl Counsel .

Afer making the determinations required by S U S C § 1213(e)(2), copics of the report, along
with-any comments on the report from the person maling the disclosure and any cormments of

" recommendations by this office will be seat to the Prendent and the appropnate oversight

commitiees 1 the Senate and House of Representatives SUSC. § 1213(e)(3)

Unless classified or prohibited from release by law, 8 copy of the report and any comments
will be placed in a public file 1 accordance withSUSC §1219(a)

Pleasc refer 1o our file number in any correspondence on this matter If you need funher
snformanon, please contact Csthenne A. McMullen, Chicf, Drsclosure Unit, at (202) 254-3604 1
am also avaslable for any quostions you may have

cly,

Secott ] Bloch
Enclosuree
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1730 M Saee, N w Suber 28
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REPORT OF D_!SCLOSURES REFERRED FOR [NVESTIGATION
0sC FILENO. DI-05-0430 :

1. SUMMARY

Ted Martonen, 2 Seqor Research Scientist, alleges that other research scienbists 3t the
Environmental Protechon Agency (EPA), Nanonal Hralth and Environmental Effects Rescarch
Laboratory (NHEERL), Research Tnangle Park, Nosth Carohina, expenmented on human
subjects without their informed consent and that EPA officials covered up this wrongdoing once
1t was brought 1o their aftention In partcular, Dr Martonen sllcges that Chong Kam, a research
gcientst in the Human Studies Dwvinion (HSD) of NHBERL, led 8 research {cam that exposed
human subjects to doses of di-2-cthylhexyl sebacate (sebacate) and other potentially dangerous
compounds as much as one hundred times greates than the doses to which the subjccts consented
Dr Martonen further nlleges that EPA officials have repesiedly mischarsctenzed the wrongdong
he has 1denufied as merely techrucal violations of EPA protocol  Gaven these:
mischaractenzations, Dr Martonen contends that any notice provided to the affected subjects
regarding their overexposure must necessanly have been musicading

. THE INFORMATION DISCLOSED

Dr Martonen, who has consented to the release of hus name, 18 employed as 2 Semeor
Research Saientist with NHEERL aud holds an adjunct professorship in the Department of
Medicing at the Umversity of North Carolina, Chapel Hill. Dr Martonen contends that bhe first
discovered the wrongdoing that forms the basis of lus disclosure when he was asked by Linda
Bunbaum, s SUpETYISOr 1N the Expcnmcnm Toxicology Diviston at NHEERL, to
mathemangally model data collected 10 expsnments conducted by Dr ¥Xsm  According 10
D: Martonen, he later confirmed s understanding of the dats he had previously reviewed when
@ graduate spudent he supervised had an opportunity to study Dr. Kim's research 1n'conneclion
with her own dissertation research '

In parncular, Dr Martonen alleges that Dr Kam conducted expenments oa human subjects
n whuch he and his rescaxch team systematically exposed subjects to doses of scbacate at lenst

~ one hundred nmes greater than those {0 which they consented According to Dr Martonen,

Dr. Kam's expenments were conducted from 1997 tough 2002 Por al east part of that ume,
fr Brnbaum oversaw Dr Ksm s work a6 dwrector of HSD :

Dr Manonen slleges that Dr Kim's overexposure of s subjocts consutvics 8 violaton of
40 CFR §26 116, which prohibis all human subject experunentation without “legally effective

- \nformed consent,’ and 40 C F R § 26 117, which requares wnitten documentation of that

conseniy  1n addiuon, Dr Martonen alleges that Dr Kim’s expenmenis crested 3 substanhal and
gpecific danger 10 health Arcording to Dr Martonen, the scientific literature SUBEESTS that
sebacate may be hazanlous 10 health  Evenaf i€ 16 10, however, D1 Martonen main{aing that he

»ed
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was able to determine from the log books he teviewsd that sebavale was baing used 8 3 control

in Dr Kum's expenm
expenimentation must have been exposed © other compouruls morc

doses greater than those to which they consented

dangerous than sebacste in

Dr Martonen firther states that he has repeatedly brought fus copesns regarding
Dr Kum’s expenments 1o the attention of EPA management, but management personnel,
including Paul Gilman, 2 former Assistant Admunistrptor, have nsisted on characterizing the
overexposure that occurred as 3 munor, unmtentional violauon of approved protocol
Dr Martonen alleges, 1o the contrary, that Dr Kim's expenments violated federal regulations
that cmbody the muarnym requirements of cthical scicntific research Based on the log books he
reviewed, Dr Marnonen further alleges that Dr Kima’s data could only have been generated by
\he ratentional overexposure of hus subjects That 18, Dr Marionen contends that Dr Kum
deliberately and systemabicalty overeaposed hus subjectsin violation of federal regulations and
the basic pnnciples of ethical scientific research ’

According to Dr Martonen, Dr Gilman and Harold Zemek, Directot of the Office of
Heaith, informed lum that an EPA pvestigation found no 1ndication of intent on the past of
Dr Kim and that an independent review panel concluded that the overexposure occurnny in the
course of Dr Kim's expeniments posed no health nsk to the hurpan subjects involved
Dr Martonen alleges, however, that he has spoken with 3 witness 10 the proccudings of the
mmdependent review panel in guestion and determined that Dr Birgbaum misdirected the panel’s
dehberanons 1n order to avoid any senous consideration of the concerns he rased regarding

Dr Kim's expenmenta

Fanally, Dr Martonen alleges that any notice provided 1o the subjects of Dr Kim’s
experuments was necessanly Inadequate Dr Martoncn acknowledges Dr Gilman's assertion n
a July 27, 2004, letier that the EPA “mailed nouficaon letters to the subjects of the cxpenment
snformung them of the error” 11 the dosage of sebacate 1o which they were exposed Even so, he
contends that to the exient that EPA management 1nsists on charactenzing the pverexposure
question as 3 minor, unintentional wviolation of protocol, these notices must be misleading Thus,
Dr Martonen mamtams that the EPA has yet to adequstely address the wrongdoing that occurred
in the course of Dr Kam's rescarch ‘

(11 THE SPECIAL COUNSEL’S FINDINGS

Given Dy Martonen’s apparent experase repgarding the matters he has disclosed, the detail
he has provided, and hus first-hand knowledge of many of the incidents he has deseribed, I have
concluded that there is 8 substantial likelihood that the information Dr Martonen provided to the
Office of Special Counsel discloses violahons of law, rule, or regulanon, an abuse of anthonty,
and a substanual and specific danger to public health

S

ents Dt Martonen alleges, therefore, that the huroan subyects of Dz Kim's -




Enclosure

Requirements of S U S C §1213(d)

Any repont iequ:red under subsection (c) shall be reviewed and signed by the
head of the agency' and shall include

(1)  asommary of the wmformation with respect (0 wiuch the
mnvestigahon was imhated,

(2)  adescripton of the conduct of the wvestigauon,
(3)  asummary of any evidence obtamned from the mvesttgation,

(4)  ahsung of any violauon or apparent violation of law, rule or
regulation, and

(5) s description of any actlon taken or plagned as a result of the
investigation, such as

(A)  changes 1o agency rules, regnlations of
pracuces,

(B)  the restorauon of any aggrieved employee,
- (C)  dwsciphinary acuon aganst any employee, and

(D) - referval to the Attorney General of any evidence of cnmnal
violation

In adduion, we are interested 10 {earning of any dollar savings, or projected savings,
apd any management mIAUVES that may result from this review

' Snould you declde to delegate suthonity W0 another official o review and s5gn the repart, your
deleganon must be specifically suxed .
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