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Welcome, introductions, and opening remarks
Mr. James H. Binns, Jr., Chairman

Chairman James Binns called the meeting of the Research Advisory Committee on Gulf War Veterans’
Illnesses (RAC-GWVI) to order at 8:30 a.m.

Chairman Binns announced that a date had been set for the public release of the Committee’s report. He
stated that there would be a press conference on Friday, November 12, 2004, at 3:00 p.m. at the
Department of Veterans Affairs (VA) Central Office, Room 230. He noted that the release had been
delayed twice due to scheduling conflicts, which would not allow all key players, notably Secretary
Principi, to be present. As the report had not been released yet, he asked Committee members to refrain
from discussing it either during or outside the meeting, and to refer any questions to Dr. Lea Steele, the
Committee’s Scientific Director.

Chairman Binns thanked Dr. Steele for organizing the meeting, and turned the proceedings over to her.
Dr. Steele introduced the Committee’s newest staff member, Dr. Christine Rasmussen. Dr. Rasmussen
has a PhD in Physiology, with a background in neurophysiology and reproductive immunology.

Overview of the Assessment of U.S. Forces Exposure to Oil Well Fire Emissions in the Persian Gulf
in 1991.

Dr. Jack Heller, PhD

Director, Health Risk Management Directorate

U.S. Army Center for Health Promotion and Preventive Medicine (USACHPPM)

Dr. Steele introduced Dr. Jack Heller.

Dr. Heller presented an overview of the assessment of U.S. forces exposure to oil well fire emissions in
the Persian Gulf in 1991. (See Appendix A — Presentation 1.) He stated that their research unit entered
the area in early May 1991, when 585 fires were burning. He noted that the maximum number of oil well
fires burning at any one time was 605. He stated that the research-sampling units continued collecting
samples until the fires were extinguished, with some sites having background data collected for an
additional month. He stated that a total of 10 sampling sites were established, which were maintained for
various durations of time.

Mr. Steve Robinson asked whether sampling had occurred within the smoke plume, outside the smoke
plume, or both. Dr. Heller stated that the research-sampling stations were established where the troops
were located. He stated that the objective was to characterize the plume only if it impacted U.S. forces.
He noted that the troops’ exposure varied because the smoke plume would change direction daily.

Mr. Robinson asked why the 11™ Armored Cavalry Regiment (ACR) had been chosen as the research
study group. Dr. Heller stated that the researchers were in Kuwait, waiting for an invitation to enter the
theater, and had heard that the 11™ ACR was the next group going into theater. He stated it was a random
decision, and from a scientific standpoint, it seemed fortuitous that they were stationed at Camp Doha,
which was one of the closest camps (about 15 km) from the oil well fires.

Mr. Joel Graves asked if any research had be conducted in the areas where the oil well smoke was the
most concentrated, e.g. thickest and darkest. Dr. Heller stated that the National Oceanic and Atmospheric
Administration (NOAA) and National Aeronautics and Space Administration (NASA) at Langley had
conducted a number of flights through the plume, determining the concentrations of various pollutants at
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various air levels. Mr. Jeff Kirkpatrick, speaking from the audience, said that they could provide the
concentration data from the “grab” samples, but didn’t recall whether a risk assessment had been
performed.

Mr. Graves stated that he had been stationed at Kuwait City, an area where the smoke was quite thick.
Mr. Graves stated, in early March 1991, it was so dark at 12 p.m. (noon) that a soldier was not able to
read a paperback book in front of his or her face. He stated the oil permeated everything, e.g. food,
clothes, etc. He stated it hadn’t been possible to wash it out of the clothes. He noted that there were
thousands of troops living in this “toxic fishbowl.”

Dr. Heller stated that, unfortunately, sampling had not been possible at that time, as they had to wait for
an invitation to enter the theater. He noted that they had modeled what the exposure might have been, but
there weren’t actual measured data.

Ms. Marguerite Knox asked if the research-sampling unit had been invited earlier into the current theater.
Dr. Heller stated that they had been prepositioned with trained staff to do the monitoring. He stated that
only nine oil well fires had been ignited in the current conflict.

Dr. Robert Haley asked if troops had been exposed to PCBs and dioxins from the oil well/transformer
fires. Dr. Heller stated that they had found extremely low levels of these pollutants in their samples.

Dr. William Meggs asked for clarification about the time delay between the start of the 1991 oil well fires
and the monitoring of these fires. Dr. Heller stated that the fires had been started at the end of February
1991. He stated that the research sampling units began monitoring on May 1, 1991. Dr. Meggs noted
that seasonal changes might have varied the activity of the oil well fire smoke plumes. Dr. Heller agreed
this was certainly possible.

Dr. Nicola Cherry noted that silica was a carcinogen, and was present in large quantities in this sandy
region. She noted that, with tremendous heat, potentially more toxic forms of silica could be produced.
Dr. Heller stated they had only looked at silica, which was generally found to be in particulate shapes that
were weathered, with no sharp edges. Dr. Cherry asked if the silica had been heated. Dr. Heller stated
that most of the fires were above the desert level, which limited the amount of silica/sand in the mix.

Chairman Binns asked if there were other exposures, from an industrial chemical point-of-view, which
Dr. Heller might consider relevant. Dr. Heller stated that the collected samples and resulting analyses
would have picked up all the components from industrial sources.

Chairman Binns asked about the progress of the Harvard study regarding the oil well fire effects on
Kuwaiti and Saudi citizens. Dr. Heller stated that their unit had provided the researchers with the data,
but were not involved in the project. He stated that he had not heard back from the researchers, so he
wasn’t sure of their progress.

Chairman Binns thanked Dr. Heller.
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Troop Location Information and Database
Mr. Warren Wortman
Research Environmental Geographer, Kadix Systems
Deployment Data Archiving & Policy Integration, USACHPPM

Dr. Steele introduced Mr. Wortman.

Mr. Wortman gave an overview of USACHPPM’s oil well fire registry database and website. (See
Appendix A — Presentation 2.) Using troop location information, he stated that they were able to provide
a veteran with information as to whether he or she had been exposed to oil well fires, and if so, a health
risk assessment chart. The website is located at: https://usachppm.apgea.army.mil/gwf/entry.asp

Mr. Wortman explained that they had worked with the Department of Defense’s Office of the Special
Assistant on Gulf War Illnesses (OSAGWI) to come up with the best approach for determining UICs
(Unit ID Codes) for each veteran. He stated that they had used the most conservative approaches, e.g.
assumed that an individual was located in the area identified with their UIC the entire time. Discussion
occurred as to which data sources were used and the limitations of this data.

Mr. Graves asked how many veterans were considered in the high cancer risk category. Mr. Wortman
stated that none were in the “high” group, because oil well fires, alone, would not cause a dramatic
increase in cancer risk. He noted that these determinations were based on both sampled and modeled data.

Ms. Knox asked if they had a better handle on where troops and individuals are located in the current
conflict. Mr. Wortman stated they did, noting that they were receiving electronic data now and beginning
to analyze it.

Dr. Steele asked about the promotion of the oil well fire registry website. Mr. Steve Smithson stated that
an article about it had been in the October edition of the American Legion’s magazine. He stated that
they had received some feedback from veterans about wanting to correct their information. Mr. Wortman
stated that was good because it helped improve the registry’s information.

Exposure to Smoke from the Kuwait Oil Well Fires
Mr. Jeffrey Kirkpatrick
Acting Program Manager, Global Threat Assessment Program, USACHPPM

Dr. Steele introduced Mr. Kirkpatrick.

Mr. Kirkpatrick gave an overview of USACHPPM’s dispersion modeling of U.S. troop exposure to oil
well fires in early 1991. (See Appendix A — Presentation 3.)

Mr. Graves noted that the winds were from the East in February-March 1991, and that the exposure to oil
was much worse during the rains. Mr. Kirkpatrick stated that precipitation had been a factor included in
the exposure model.

Dr. Cherry inquired as to how the components of the crude oil were determined. Discussion occurred.
Dr. Heller acknowledged that there might have been a few unknowns, but that they had looked for
everything that was known to be present in the crude oil. He noted that they had performed mass
spectrometry on the collected samples.
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Dr. Steele asked whether the researchers had taken into account acute, high exposures experienced by
certain troops. Mr. Kirkpatrick stated they would have to run a query through the database to identify
these troops. He did note that they had seen the highest levels of contaminants from samples taken at the
Ahamdi Hospital, which was 1 — 1 % km from the oil well fires.

Dr. Meggs commented that while studies of this sort have their place, they have no bearing on causation
of illness in given individuals who are sick.

Chairman Binns thanked Mr. Kirkpatrick.

The meeting adjourned at 10:15 a.m. for a break.

The meeting reconvened at 10:30 p.m.

Environmental Monitoring in Current Deployments

MAJ Christine Moser, MPH, RS, DAAS
Program Manager, Deployment Environmental Surveillance, USACHPPM

Dr. Steele introduced Major Christine Moser.

Major Moser gave an overview of the environmental monitoring conducted by the Deployment
Environmental Surveillance Program (DESP) for military deployments since 1996, including Iraq,
Afghanistan, the Balkans, and Somalia. (See Appendix A — Presentation 4.)

She stated that samples were sent to either USACHPPM main analytic facilities at Aberdeen Proving
Ground or USACHPPM Europe at Landstuhl, Germany. She stated that shortest turn-around time was 7
days, but was typically 14 days.

Dr. Cherry inquired about the technical guidelines issued for chemical exposures, and the amount of
information contained within it. Major Moser stated that the guidelines contained a multitude of
information, much more than a list of chemicals, and was consistently being revised when new data were
available. She stated that the last revision was in January 2004.

Dr. Pellier inquired about the awareness of these guidelines within the chain of command. Major Moser
stated that the environmental scientist within the unit was charged with knowing this information. The
Commanding Officer was typically not aware of these standards, relying on their environmental staff for
expertise in this arena. She noted that there were more environmental science officers/environmental
engineers due to the Army’s new structure for brigade combat teams. She stated that use of the
environmental staff, however, depends on the operation, and the command and branch structure. Ifitis a
smaller operation, the commanding officer may choose not to take environmental personnel out in the
advance party. There was discussion about the differences in environmental surveillance among the
various military branches.

Dr. Cherry asked how conservative the guidelines were. Dr. Heller stated that the guidelines were
developed from civilian toxicity values and guidelines, but modified for specific military exposures.

Dr. Steele inquired as to the different environmental contaminants identified in Operation Iraq
Freedom/Operation Enduring Freedom (OIF/OEF). Major Moser stated that there was high particulate
matter, i.e. respirable matter such as sand, sulphur, sodium dichromate, etc., which was requiring constant
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education about proper protection methods. She stated that they were able to measure 2.5 micron
particulates, but have been looking mostly at 10 micron and larger.

Dr. Heller noted that their goal was to get this information quickly and make it available to VA for
treatment of returning veterans. He noted that Department of Defense’s (DoD’s) operational risk
management differed from EPA risk management.

Dr. Golomb noted that there was a theory known as “Al-Eskan disease”, which centered on exposure to
sand. She stated it had been theorized that sand particulates were small enough to make it into the alveoli
of the lungs. She wondered if other environmental contaminants piggyback on the sand, and whether they
were looking at this issue. Major Moser stated that they were, analyzing the filters for several different
contaminants to make sure they weren’t missing something. Mr. Kirkpatrick stated that, in 1991, a
significant number of air and soil samples were sent for particle sizing/electron microscopy. He stated
that the historical sample data showed minimal 2.5-micron particles, with most being in the 3-8 micron
range. He stated that they were in the process of collecting additional samples, which would be sent to
another lab, for particle size analysis for the current operation. He noted that all air filters were weighed
before being sent to labs for analysis. It was also noted that bandanas would filter out the larger particles,
but that it was not known how much protection would be provided for smaller sized particles.

Chairman Binns mentioned last year’s DoD report on pesticides, which noted that 41,000 troops in the
first Gulf War were overexposed to pesticides. He stated that he had been told informally that
adjustments had been made in the amount of pesticide use during the current deployment. He asked if
they would comment on this. Major Moser discussed the emerging Leishmaniasis problem, having over
700 troops being afflicted so far. She commented that adjustments resulting in a decrease of pesticide
use would seem to hurt the troops because these troops weren’t being adequately protected. She
discussed the problems with making sure that the troops were protected from sand flies. Dr. Golomb
noted that permethrin has been shown to cause, in animal studies, widespread brain and
acetylcholinesterase inhibiting properties. Dr. Heller stated that they were tracking pesticide use in the
current deployment.

Chairman Binns thanked Major Moser.

Summary of Potential Fuel Exposures During the Persian Gulf War: U.S. Navy & U.S. Marine

Corps
CAPT R.E. Godwin, MSC, USN

Head, Occupational Safety and Health Branch, U.S. Navy Bureau of Medicine & Surgery

Dr. Steele introduced Captain Godwin.

Captain Godwin gave a summary of the U.S. Navy and Marine Corps potential fuel exposures during the
Desert Shield/Desert Storm. (See Appendix A — Presentation 5.)

Mr. Smithson noted that there were reports, following the 1991 Gulf War, that tanker trucks were used for
both fuel and water transport. He asked if they had investigated these reports, and if so, could Captain
Godwin confirm or deny this occurrence. Captain Godwin stated he, personally, was unaware of this
happening. He stated that while it was possible that it had occurred, the Navy and Marines were trained
not to do something this “stupid.” He stated that sampling, mainly for biological concerns, was
conducted on water tankers. Dr. Golomb stated that such occurrence had happened stateside, noting a
situation in which a tanker was used to carry fuel, followed by orange juice concentrate.
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Mr. Smithson and Dr. Steele stated that they had heard numerous reports of this cross-contamination
happening, but wanted to know if it had been confirmed. Major Moser did confirm that the Army had
aggressively investigated this in the first Gulf War, and had found some local contractors who did do this.
She stated that, once known, the contractors were no longer used. Mr. Ed Bryan, an audience member,
stated that he had witnessed a similar situation in a military tank near Savannah, GA.

Chairman Binns asked if there any questions for the morning’s speakers. Mr. Steve Robinson asked if the
Committee might be able to request USACHPPM to model the maximum exposure to oil well fire, over a
particular time period, e.g. eight-day period, to assess the potential risks of exposures reported by Gulf
War veterans in and around oil well fires. Chairman Binns asked how difficult/easy this type of modeling
would be. Mr. Kirkpatrick stated that they had a partial answer from sample data for the Ahmadi
hospital, but would need to do additional assessments.

Mr. Graves noted that none of the data presented that morning showed anything like what the troops were
exposed to while living in the plume for a week. Dr. Heller acknowledged that this was model data, and
noted that there had been plume transits/inversions. Mr. Graves suggested that a plume re-creation study
be conducted in an isolated area, with sampling equipment directly within the plume. Dr. Golomb
suggested taking a subset of veterans who experienced heavy oil well fire smoke and evaluate their health
outcomes.

Chairman Binns asked when the British and French environmental monitors were able to begin sampling
in the first Gulf War.  Mr. Kirkpatrick stated it was March 1991, and that this data was in the Arabian
Gulf Report.

Dr. Christine Rasmussen asked if they had estimated how many soldiers were heavily exposed to these oil
well fires. Mr. Graves stated that in the area he served, it would be the 1% Tiger Brigade, and 1* and 2™
Marine Divisions. This was estimated to be about 10,000-20,000 troops.

Chairman Binns thanked the morning speakers again. He stated that the Committee had often wondered
what was taking place, in the category of “lessons learned.” He stated it was impressive that there had
been changes, and was appreciative of those trying to make sure whatever had happened in the first Gulf
War didn’t happen again. He noted that there was a public comment period at the end of the afternoon
session, and asked attendees to sign up.

The meeting adjourned at 11:45 p.m. for lunch.

The meeting reconvened at 1:00 p.m.
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Health Outcomes in Relation to Petroleum Combustion Exposures During the Gulf War
Dr. Lea Steele, PhD, Scientific Director, RAC-GWVI
Dr. Christine Rasmussen, PhD, Research Health Scientist, RAC-GW VI

Dr. Steele and Dr. Rasmussen presented a summary of the general health effects of components of oil
well smoke and jet fuel, along with epidemiologic findings in Gulf War veterans relating to exposure to
oil well fires and tent heaters. (See Appendix A - Presentation 6.) Dr. Cherry noted that all UK troops
were exposed on some level to oil well fires, as they had to drive through the affected area when they left
theater. She noted, however, that her study had found no significant correlations of symptoms with these
shorter-term exposures in adjusted analyses.

Dr. Haley noted that it was hard to determine the magnitude of associations with exposures in the lowa
study, since they had only reported prevalence differences. Dr. Heller noted that Dr. Etzell had done a
study on oil well firefighters. He stated occupational health records had been kept on these firefighters.

Dr. Haley commented that some of the reported studies may have controlled for factors that shouldn’t
have been controlled for, which might have wiped out some significant findings. He stated that it was
important to put estimates of relative risk for different exposures of concern into context, to determine the
range of risks found to be associated with different types of exposures. Dr. Steele agreed and stated this
would be addressed in summary fashion, at a future meeting, to allow a more informed analysis of the
relative importance of different possible contributors to GWI.

Did Exposure to Oil Well Fire Smoke During the Gulf War Increase the Risk of Asthma among
Veterans? A Review of Three Studies

Dr. David N. Cowan, PhD, MPH

Division of Preventative Medicine, Walter Reed Army Institute of Research

EPICON Associates, L.L.C.

Dr. Steele introduced Dr. Cowan.

Dr Cowan presented a review and comparison of three epidemiological studies that examined the risk of
asthma among Gulf War veterans exposed to oil well fire smoke. (See Appendix A — Presentation 7.)

With respect to Table 3, Dr. Cowan made the following speculations as to why there did not appear to be
a significant association between oil fire smoke and asthma among veterans who were smokers:

a) Healthy smoker effect: The oil well fires didn’t affect those individuals who weren’t
affected by cigarette smoking either. Those individuals who were highly sensitive to
cigarette smoke became non-smokers and were then similar to never-smokers;

b) No additional response available: Current smokers simply had reached an overload, and
no further response was possible; and
c) Clinician diagnostic bias: If a smoker came in with a cough, the clinician makes the

diagnosis of “smoker’s cough” rather than asthma.

Dr. Cherry inquired if smokers had been categorized by the duration that they had smoked. Dr. Cowan
indicated this hadn’t been done.

Dr. Steele noted that the possibility of error might be less in Dr. Cowan’s study than in the other two he
described, and that his study had found a possible dose-response effect — higher modeled exposure was



RAC-GWVI Meeting Minutes
October 25-26, 2004
Page 16 of 135

associated with a higher rate of respiratory illness. She noted that Dr. Cowan’s study also had sources of
error that would have probably caused his estimates of increased risk to be “watered down.” She stated
that, if researchers were able to prepare a better model for exposure and acquire better diagnoses, the odds
ratio would likely have been even higher. Dr. Cowan agreed.

Dr. Haley and Dr. Cowan discussed the control issues surrounding the three studies. Dr. Haley stated that
Dr. Cowan’s study had the “right” controls, and agreed about the possible misclassification errors with
the other two studies.

Dr. Pellier complimented Dr. Cowan on his presentation. Dr. Pellier noted that there were studies that
showed an association between respiratory and some acute digestive symptoms. He asked if Dr. Cowan
had considered analyzing digestive symptoms, e.g. chronic diarrhea, in his own study. Dr. Cowan stated
that the original database was still in existence, so, while it would take some effort, it was possible to do.

In response to a question from Dr. Cherry, Dr. Cowan indicated that retrieval of DOD’s Comprehensive
Clinical Evaluation Program (CCEP) paper files would be necessary to address the issue as to whether
these were new onset asthma cases or exacerbation of a pre-existing condition. He indicated this would
be time and resource intensive. He noted that asthma was an exclusion determinate for the military, but
acknowledged that some may lie about their condition. He was not sure if asthma would preclude
deployment.

Dr. Steele commented that Dr. Cowan’s study may be the only study with a specific physician-diagnosed
condition shown to be significantly elevated in association with a specific Gulf War exposure. She stated
that this may have long-range implications in terms of disability benefits.

Dr. Cherry speculated that many veterans with asthma may not have participated in the CCEP. If those
who did come forward were more likely to be the subpopulation whose asthma got worse after going to
the Gulf, it would be difficult to determine from study data whether oil fire exposure was associated with
new cases of asthma or exacerbation of pre-existing conditions. Dr. Cherry noted that her group had done
a study, which wasn’t published yet, of young adolescent males who, at age 5-6 years old, had been
exposed in the Gulf War oil well fires. She stated that they had found no increase in new onset cases, but
had seen a worsened condition in those with pre-existing asthma.

Dr. Haley noted there was a second mortality analysis performed which looked, over a period of several
years, at the relative risk in deployed versus non-deployed mortality rates from different conditions. He
had reviewed this data, and had noted that there was a significant increase in respiratory fatalities one year
after the first Gulf War. He stated that, after this period of time, the respiratory fatalities decreased. He
stated that he had always wondered if this had been an acute exacerbation of asthma.

Dr. Cowen noted that asthma was the one of the leading causes of evacuation during the 1991 Gulf War.

Dr. Cherry noted it would be interesting to determine if the individual was experiencing allergic or irritant
asthma.

Mr. Robinson asked what weight had been given to the differences in asthma rates in theater vs. the
general stateside population. Dr. Cowan noted that the general air quality in the Gulf region was terrible,
e.g. sand, wood/manure fires, industrial fumes, etc.

Dr. Steele asked whether Dr. Cowan had looked at any other self-reported exposures in conjunction with
asthma. Dr. Cowan stated that they had looked at tent heaters. He stated there was a significant
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association, but didn’t remember the magnitude. When asked about controlling for the effects of oil well
fire smoke, Dr. Cowan stated that this was an observation made while doing steps in other analyses.

Chairman Binns asked whether the prevalence of asthma in deployed Gulf War veterans could be
determined. Dr. Steele stated that rough estimates, from epidemiologic studies, showed 4-5% of deployed
veterans had asthma compared with 1-2% non-deployed veterans. She stated that the asthma rate might
be twice as high (8-10%) among deployed veterans exposed to oil well fire smoke.

Chairman Binns thanked Dr. Cowan.

The meeting adjourned at 2:50 p.m. for a break.

The meeting reconvened at 3:12 p.m.

Research on Treatments for Gulf War Veterans’ Illnesses: Background and Context

Dr. Lea Steele, PhD
Scientific Director, RAC-GWVI

Dr. Steele gave an overview, including background and context, of research on treatments for Gulf War
veterans’ illnesses and the many challenges involved in this area of study. (See Appendix A —
Presentation 8.)

Dr. Pellier commented that the antibiotic trial study was difficult to interpret because SF36 findings are
composed of multiple elements, which are averaged. He noted that these findings, for an individual
patient, needed to be carefully interpreted.

Dr. Steele reported that Chairman Binns and she had attended a seminar on a detoxification therapy for
rescue workers at Ground Zero in Manhattan. This treatment had also been used for about 6 ill Gulf War
veterans, 3 of which had been reported on at an earlier conference by Dr. David Root. She indicated that
they had asked Dr. Root and the sponsors of the treatment clinic to provide systematically-collected data
on outcomes seen in their patients that could allow a clearer evaluation of the potential effectiveness of
the treatment. Mr. Robinson stated that he had learned about a similar program in the Odessa, TX, area.
He stated that several veterans were reporting benefits, but that long-term implications following
detoxification were unknown.

Dr. Golomb stated that, when asked several years ago, veterans were not reporting success with any of the
known treatments. While there are still many questions, she stated that this type of treatment should be
closely evaluated.

“In Return for Their Sacrifice” — Conceptional Basis & Clinical Qutcomes of the Specialized Care
Program at DoD Deployment Health Center

LTC Charles Engel, Jr., MD, MPH

Director, Deployment Health Clinical Center, Walter Reed Army Hospital

Dr. Engel gave an overview of the approaches used to treat veterans at DOD’s deployment health centers,
along with their findings relating to these treatments. (See Appendix A — Presentation 9.)
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Following the presentation, Dr. Meggs noted that as a clinician one sees people disabled by disease, while
other are not. He stated the question then arises as to when a condition becomes disabling. He asked Dr.
Engel about his thoughts on this. Dr. Engel stated that their efforts were focused on taking those
treatments that could have meaningful impact on the veteran’s capacity to function, and making sure the
patient was ready for a meaningful change.

Dr. Golomb asked about the deployment health center’s staff attitude about Gulf War illnesses. Dr. Engel
stated that there was a process of change with the model he had described. He stated some staff found the
new model refreshing, while others, while well meaning, didn’t agree with the approach. Dr. Golomb
stated that she believed the model was good to a certain extent, but thought some effort should be directed
toward finding treatments for the actual physical ailments. Dr. Engel thought this was an important
policy question, but as a clinician, his efforts are directed towards helping his patients focus on their
individual health situation.

Dr. Pellier asked as to the percentage of patients who were identified with anxiety disorders upon entry
into the program. Dr. Engel acknowledged there were high rates of co-existing mental illness, e.g.
depression. Dr. Pellier asked, as a result of this diagnosis, whether these patients received anti-depressant
treatment. Dr. Engel stated this was part of the program.

Dr. Steele noted that, while there may sometimes not be an impressive increase of mean scores in a
clinical trial, there may be a particular subset of individuals that shows an impressive increase in function.
She noted the data relating to differences in improvement based upon gender. Dr. Engel agreed, and
stated that further study was needed with larger sample sizes to identify these subsets. Dr. Steele asked
whether patients with concurrent psychiatric diagnosis benefited more from the program. Dr. Engel
stated that these individuals were in a relatively good prognosis group, but this was all on a relative
spectrum.

Mr. Robinson stated that, for most Gulf War veterans, the Walter Reed deployment health center was one
of the first places they’ve gone where they weren’t attacked for their concerns, and received an active
response to these concerns. He stated that this acknowledgement, along with learning the center’s coping
skills and three-month follow-up, was meaningful and helpful to these veterans. However, he noted that
the veterans still remained ill, waiting for science to catch up. He stated that he supported what Dr. Engel
was doing, and while it may not answer why the veterans were ill, it did provide them benefits. Dr. Steele
agreed, and stated she had heard positive testimonials from veterans treated in this program. She noted
the differences between VA’s WRIISC centers’ and DOD’s deployment health center’s approaches.

Ms. Marguerite Knox asked whether a patient suffering from Amyotrophic Lateral Sclerosis (ALS) had
gone through their program, and whether he would advocate they do so. Dr. Engel stated there were
limits to what this program could do. He noted that one service member did have a progressive
neurological disease, but this condition had not yet been identified when he went through the program.
Ms. Knox stated that there existed a problem in medicine today in acknowledging certain illnesses may be
undiagnosed. She stated that she embraced this program’s model because mind and body are connected.
Thus, the emotional state of an ALS patient should be addressed just as his or her physical state. She
noted that, while mental and physical illnesses are connected, these processes were also distinct.

Dr. Golomb stated there was a distinction between the idea of “mind” and the physiology of nervous
system function. She stated that the original problem wasn’t that Gulf War illness wasn’t embraced as an
illness, but that it was maligned and denounced. Dr. Engel noted that this reaction was not any different
than reactions to chronic fatigue syndrome, fibromyalgia or low back pain.
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Dr. Melling stated that he saw parallels with his own work from the late 1970s and early 1980s involving
vocal spasmodic dystonia. He stated that patient improvement was seen when their illness was
recognized. He noted that the value of Dr. Engel’s program’s acknowledgment of the veterans’ illnesses
might explain the modest improvements in patient health. Dr. Engel acknowledged that hope was
instilled through the program.

Mr. Smithson asked how many of the veterans seen were Gulf War veterans. Dr. Engel stated that, out of
the first 600 veterans, there had been approximately 400 Gulf War veterans. He stated that 1/3 of the
veterans being seen currently were Gulf War veterans.

Dr. Haley noted that there were many practitioners who made dramatic claims about cures/recoveries, and
many veterans were going to these alternative care providers making these claims. He asked for Dr.
Engel’s thoughts on this phenomenon. Dr. Engel stated that many individuals love to capitalize on
desperation. He noted that individuals might not be able to ask hard questions when in this situation,
making them vulnerable. He stated that it was the center’s obligation to evaluate therapies in controlled
clinical trials, even when they might not think they will work. He stated that the veterans needed to know
the answers about various treatments, whether it was positive or negative. Dr. Pellier commented that
there were several clinical trials being conducted on drugs for other conditions that were based on very
little, if any, pathophysiological rationale.

Chairman Binns thanked Dr. Engel.

Public Comment — Day 1

Chairman Binns opened the floor to public comment.

Mr. Edward Bryan spoke to the Committee. He also provided the Committee with a two-page written
comment. (See Appendix B - Public Submission 1.) He stated his belief that there were more oil well
fires, i.e. 850, than noted by the morning’s speakers. He stated that the Committee should consider the
“batch effect”, i.e., dispersion of smoke over the enemy ground, and the “chimney effect”, i.e. the
dispersion of smoke into the air. He stated that he hoped the Committee’s charter might be modified to
better help veterans for years to come. He mentioned his treatment at Walter Reed, and indicated that it
had helped to a certain extent. He noted that he still needed treatment, and that the Walter Reed program
needed a more in-depth neurological component to its program.

Ms. Alison Johnson spoke to the Committee. She commented that it was interesting that 25% of veterans
who left theater in March 1991 had GWI, while 31% of those who left in April-May 1991 were classified
with GWI. She suggested that pyridostigmine bromide (PB) pills and pesticides helped to induce
multiple chemical sensitivity (MCS) in ill veterans. She suggested that those ill veterans who were then
exposed to oil well fires were more sensitive. She also suggested that long-term antibiotic use might
increase veterans’ problems.

Ms. Denise Nichols spoke to the Committee. She thanked the Committee for its work. She asked that the
Committee bring in primary field sources, i.e. field experts, to come and speak at the meetings. She
stated her belief that their reports had been changed. She noted that few ill veterans were part of ongoing
treatment trials. She stated that more veterans needed more MRI exams. She stated that the veterans
wanted to see if there was a problem, and noted this acknowledgement could also be therapeutic. She
encouraged more research into immune system problems, mentioning Dr. Vojdani’s work in this area.
She stated that more work needed to be done to get “hard” diagnostics or markers, while waiting for
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treatments. She stated this would at least show progress being made directly on the lives of ill Gulf War
veterans. She concluded with a story about an ill veteran, confined to an electric wheelchair, who was
diagnosed as suffering from a psychosomatic disorder.

The meeting adjourned for the day at 5:33 p.m.
The meeting reconvened the following day, October 26, 2004, at 8:30 a.m.
Office of Research And Development — Gulf War Update

Dr. Stephen Fihn, MD, MPH

Acting Chief Research & Development Officer (CRADO)
U.S. Department of Veterans Affairs

Chairman Binns introduced Dr. Fihn.

Dr. Fihn presented an overview of research funding provided as a result of VA’s 2004 Gulf War illnesses
Request for Applications (RFA). (See Appendix A — Presentation 10)

Dr. Steele inquired if it would be possible to have more details about the individual funded studies. Dr.
Fihn stated that study abstracts could be provided.

Mr. Robinson asked how many treatment trial proposals had been submitted in response to the last RFA.
He noted that the one treatment study that had been funded was one that the Committee had heard about
at its June meeting, and that he was surprised it had been funded. Dr. Fihn stated that he would find out
the answer to this question.

Dr. Golomb noted the obstacle of requiring principal investigators (PIs) to be employed by the VA in a
“5/8"™0r greater position. She asked for Dr. Fihn’s thoughts about liberalizing this policy. Dr. Fihn
stated that the VA’s research was an intramural program, and very small compared to the National
Institutes of Health research program (385 million vs. 30 billion). He stated that the primary purpose of
VA’s research program was to conduct meritorious research, while retaining and supporting VA
physicians and researchers. He indicated that ORD was reluctant to change this policy, and was reluctant
to grant waivers to this requirement.

Mr. Roger Kaplan, Special Assistant to the CRADO, stated that the Office of Management and Budget
(OMB) had indicated, several years earlier, that relaxation of this policy would result in elimination of
VA research appropriations.

Dr. Golomb noted that GWI funding was almost exclusively within the VA now, and this limited having
all of the “best minds” working on these issues. Dr. Fihn disagreed, noting that there were thousands of
non-VA researchers collaborating as co-investigators in VA studies.  He noted that there was no
requirement that the research be performed at VA facilities.

Dr Melling asked whether it was possible to make it a condition that VA researchers use outside co-
investigators. He noted this would help broaden the VA’s scientific capabilities. Dr. Fihn stated that the
Merit Review Panels did look at the investigative team and evaluated it as a whole. He stated that joint
solicitations had been tried, but that bureaucratic problems between the organizations had arisen. He
stated a combined RFA with the Agency for Healthcare Research and Quality for the last two years had
not resulted in a single proposal. He did stress that the current process gives higher scores to highly
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qualified research teams. He stated that there was broad collaboration between VA and non-VA
researchers, noting that VA investigators, in collaboration with universities, had received over 700 million
dollars in NIH funding.

Dr. Meggs asked if there was a requirement that the PI spend more time on the project than the non-VA
co-investigator. Dr. Fihn stated that the PI needed to be legitimate, i.e., couldn’t be a shadow PI. He
stated that the PI needed to be active, but that the co-investigator could be equally active. Dr. Meggs
stated that, about three or four years earlier, several researchers wanted to get involved in GWI research.
He stated that NIH had directed them to the VA, but that VA had not provided help in directing these
investigators to an appropriate VA PI. He noted that this continued to be a hurdle to getting all the best
minds together on this problem. Dr. Fihn stated he understood this criticism, but noted that 50 merit
proposals had been submitted from within VA on the latest RFA. He stated this indicated interest within
VA to conduct this type of research.

Dr. Golomb noted that this was a unique opportunity to study a unique group (Gulf War veterans) with
implications well beyond this group. She commented that it was different phenomena than more-straight
forward conditions, without many opportunities for outside researchers to get involved. She stated it was
a pity to see administrative considerations superseding the veterans’ interests. She noted that even Dr.
Paul Greengard had found the process difficult, and if they had known how difficult it would be, they
might not have pursued their submission. Discussion followed concerning NIH funding vs. VA “Five-
eighth’s” requirement for funding Gulf War illness research.

Dr. Haley stated that, while the Committee understood the realities for VA, it was passionate about the
fact that GWI was a real problem, and needed to be addressed. He noted that this area of study had been
an emotional “rollercoaster ride” for the past ten years. He noted that the Committee had produced an
interim report two years ago, which received a firm commitment by VA to fund 20 million dollars in the
FY2004 budget for Gulf War veterans’ illnesses research. He expressed his disappointment at seeing 8
million dollars of FY2004 funding going to a combination of deployment and GWI research. He stated
that the funding announcement had been very firm and very clear, but it seemed that the stress theory was
still holding out in the VA bureaucracy. He stated this bureaucracy seemed to be derailing the money
towards other research concerns.

Dr. Fihn stated that he was disappointed to hear Dr. Haley say this. He stated that the Secretary had kept
to his commitments, and that VA was the only agency demonstrating commitment in this area of research.
He stated that the Secretary also had a strong commitment to the veterans returning from the current
deployment. He also noted that ORD could only fund what proposals are being submitted by its
scientists. He stated that ORD was passive, i.e., did not dictate, when it came to proposal content. He
stated that ORD defined areas of research, but didn’t dictate further than that. He stated that the
submitted proposals did have to pass scientific peer review, with an eye towards creating a good mix. He
acknowledged that one could argue that the peer review committees might not have done their job
appropriately. He stated this was always a problem with peer review. He stated that sometimes the
committees may be too specialized or narrow, and may miss new ideas and approaches, while other
committees may be too broad and lack the expertise to judge highly technical and focused projects. He
stated that he didn’t understand how VA bureaucracy had interfered with this process, noting that no
money had been held back, funding those studies received.

Dr. Melling commented that, from his experience, it was hard to get people to break out of established
patterns unless someone steps in and gives guidance. Dr. Fihn stated that was the plan with the new RFA.
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Dr. Fihn noted that the stress research would benefit veterans of the current deployment. Dr. Haley
acknowledged that this was true and that PTSD would be a problem for those returning now, but stated
that Gulf War I veterans have a unique problem that had never been adequately studied, and that this
problem was only going to be addressed by VA. Dr Fihn stated he was not able to answer all these
concerns fully because he couldn’t speak as to FY2005 plans at the time.

Dr. Cherry expressed concern that there had been only one treatment proposal. She asked Dr. Fihn if this
was because: (1) there was no hope for any treatment; or (2) “intellectual poverty” in this area existed
among those qualified to submit proposals at VA. Dr. Fihn responded that it was a difficult area of study,
because there were no great treatment candidates at this time and there were inherent difficulties, such as
identifying the affected population needing treatment.

Chairman Binns encouraged other Committee members to express their thoughts.

Mr. Robinson stated that veterans were frustrated, and were tired of seeing some of the research being
funded as GWI research, e.g. telemedicine. He stated his hope that the establishment of the merit review
panel, with outside experts, would help fix this problem. He stated that there had been a historical barrier
to the types of treatment trials or research being done. He noted that these individuals weren’t “bad”
people, but that there had been barriers that had thwarted good science. He stated that the Committee was
making recommendations about the positive way forward, and didn’t want to see backward steps in this
process. He expressed his hope that there would be the opportunity to have individuals, identified by the
Committee, on the merit review panel. Dr. Fihn stated that ORD would take the Committee’s
recommendations seriously, but the ultimate decision as to who sat on the panel would be made by ORD.

Chairman Binns offered his perspective on the history of the most recent (March 2004) RFA for GWI
research. He stated that the former acting CRADO, Dr. Mindy Aisen, had spent a tremendous amount of
time, in weekly ORD phone conversations to the VA research community, encouraging participation in
this area of study. He stated that, at the letter of intent stage, there was an intention to review the
proposals for relevancy to Gulf War illnesses and the RFA. He noted that there had been a suggestion
that the Committee could serve in this capacity in an advisory capacity. He stated that legal issues arose,
so no relevance review occurred at the time. He stated that the ultimate goal was to have a quality merit-
review board with outside and government experts. However, due to time and regulation considerations,
he stated that it was not possible to involve non-governmental employees in that particular review
process. He acknowledged that ORD had been responsive to the Committee’s suggestions regarding
reviewers, but that many of the Committee’s top picks were not able to serve on this particular review
panel. He expressed a hope that: (1) future RFAs could be more specific; (2) proposals would be subject
to a relevancy review process; and (3) the merit review panel would have more experts in the area of GWI
research. He stated his impression that Dr. Fihn had judged the submitted proposals “by-the-numbers”.
He expressed his hope that these procedures would be improved to get better research outcomes.

Dr. Golomb made the point that there needed to be an effort to enhance the number of relevant proposals.
She noted that the only GWI training for VA researchers had been several years earlier, and had focused
on stress being the cause. In light of this direction by top VA officials, she commented it wasn’t
surprising that the majority of proposals submitted and funded through the March 2004 RFA were based
upon the stress hypothesis. She stated that there was need to change the training of the merit review
panel, along with a push to reeducate the VA research community as to the avenues that needed to be
pursued in this research area. She also suggested that the Committee revisit the issue of encouraging
alternative bodies, e.g. NIH, to open up to investigations related these areas.
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Dr. Fihn stated that ORD had recently eliminated letters of intent (LOI) from the proposal process. He
stated that these were viewed as an obstacle and red tape to investigators, so only notification of intent
was being required. Mr. Kaplan stated that LOIs had been intended for notification, not as a form of
triage. Discussion followed about issues related to the March 2004 RFA process.

Dr. Cherry asked whether the 2005 review panel would include non-governmental experts. Dr. Fihn
stated that it would, using a standard of high-level scientific merit. Dr. Cherry asked if the Committee
would be able to make recommendations as to non-government panelists. Dr. Fihn stated that they were
interested in the Committee’s advice, but that ORD would remain the ultimate decision-maker as to who
is selected for the panel. He noted that scientific organizations needed to jealously guard the
independence of its scientific review process.

Mr. Robinson stated that the Committee’s recommendations should be part of the ORD process, and if
ORD ignored these recommendations, it would be an equal injustice. Dr. Fihn expressed his belief and
hopes to have a good working relationship with the Committee. Mr. Robinson asked that ORD not
“guard the Committee out of the research” being conducted in this areca. He acknowledged Dr. Fihn’s
need to protect the scientific process, but noted that the Committee was formed to make recommendations
that would ultimately translate into treatments and research.

Mr. Graves stated that the Committee had recommended several times that stress research, like that
proposed by the East Orange War-Related Injury and Illness Study Center (WRIISC), not be funded as
GWI research. He expressed his disappointment as to the funding of some of the proposals under the
March 2004 RFA. He stated that he was getting the feeling that ORD was not a real advocate of the
Committee’s concerns, and was trying to downplay the importance of its purpose and recommendations.
He stated that ORD seemed to be focused on deployment health of the returning veterans, while older
issues were relegated to a lower priority level. He stated his concern that ORD seemed ready to use
money dedicated to GWI for deployment health research for the current conflict.

Dr. Fihn stated that he was sorry if he had conveyed this impression. He stated that he was simply trying
to describe processes that he hadn’t authored. He stated that he didn’t think that the Committee
recommendations had been dismissed. He acknowledged that some of the funded proposals did not fit
with the scientific agenda set forward by the Committee, but noted that they were good and high-quality
studies.

Ms. Knox commented that the Committee was emotional and passionate about this issue, and was
disheartened because ORD wasn’t “putting its money where its mouth was.” She stated that the VA was
combining deployment health issues with GWI, and even then, was not looking at two major problems of
the current deployment, i.e. traumatic injury and leishmaniasis. Dr. Fihn stated that there were separate
RFAs for traumatic amputation research. Ms. Knox expressed her disappointment that this wasn’t the
same for GWI. She stated that, while projects may have been good scientifically, much GWI funding had
been wasted because it wasn’t looking at treatment for GWI. She likened it to “sending your husband for
a loaf of bread, and he brings back a gallon of milk.” She emphasized that it had been fourteen years, and
GW veterans still had not received needed treatments.

Dr. Fihn expressed his hope that, in the coming weeks, she would feel better about this conversation. He
stated he was unable to discuss ORD’s FY2005 plans at this time, but he believed the Committee would
see constructive movement in this area. He noted that ORD did have a fiduciary duty to the research and
legal processes. He acknowledged that there were areas of potential disagreement, e.g. the 5/8"
requirement for PIs, but hoped that ORD’s interactions with the Committee had been positive.
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Mr. Graves stated that his impression wasn’t based solely on the 5/8" requirement. He stated that his
impression was based upon ORD’s overall approach and attitude that GWI was not an important issue any
more. He expressed his disappointment that other concerns were derailing important research. Dr. Fihn
expressed his opposite view of the situation. He noted that this area of research was one of the largest
funded areas in the VA’s research portfolio, alongside cancer research. He acknowledged that VA was
treating many veterans who had served in various conflicts, some recently and others not so recently. He
expressed his commitment to the care and service of veterans, noting he had been a practicing VA
physician and researcher since 1982.

Dr. Golomb explained that the Committee’s impression of ORD’s indifference to GWI research was due
to ORD’s focus on: (1) other deployments; and (2) legal requirements.

Chairman Binns stated that he understood, from a legal point view, that Dr. Fihn couldn’t promise all
Committee recommendations would be heeded. He noted, however, that during the last RFA process,
ORD did seek out every qualified reviewer recommended by the Committee. He expressed concern about
eliminating LOIs, noting that there needed to be a process to help shape the research being sought. In
conclusion, he expressed his belief that Dr. Fihn had gone a long way in implementing some of the
Committee’s specific requests.

Chairman Binns thanked Dr. Fihn.
The meeting adjourned for a break at 10:05 a.m.
The meeting reconvened at 10:28 a.m.

Dr. Steele reported that the VA had been able to work out a new contract for the AChE-R research by Dr.
Concanto and Dr. Soreq. She stated that lab and statistical analyzes should be available by the time of the
Committee’s next meeting.

Successful Antibiotic Treatment of the Gulf War Svyndrome: A Pilot, Randomized, Placebo
Controlled, Blinded Trial - Successful Trial of Urine Microscopy for Control of Antibiotic
Treatment of Systemic Coccal Disease

Dr. Quentin B. Deming, MD, Professor Emeritus, Albert Einstein College of Medicine

Mr. William Weiss, retired Chief of the Office of Biometry and Field Studies, National Institute

of Neurological Disorders and Stroke, National Institutes of Health

Dr. Steele introduced Dr. Deming and Mr. Weiss. She noted that the third investigator on this study, Dr.
Edward S. Hyman, MD, FACP, had passed away in the spring of 2004. She stated that a collaborator on
the study, Dr. Lauren Krupp would not be presenting at the meeting, but had conveyed to her a favorable
impression of the results of this study.

Dr. Deming and Mr. Weiss gave an overview of their clinical trial of antibiotic treatment for ill Gulf War
veterans. (See Appendix A — Presentation 11.) Dr. Deming noted that this study was distinct from large
clinical trials, such as the one reported on by Dr. Sam Donta at the Committee’s February 2004 meeting.
He stated that this was a trial that tested a method, rather than a particular drug or dose. He provided
background to the investigators’ relationships, the evolution and methodology of this particular study, and
Dr. Hyman’s approach to treatment. He stated that the study was designed as a “black box™ study, in
which different individuals had received somewhat different administrations of the treatments used,
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according to results of their specific tests and their responses to therapy. Mr. Weiss explained the study’s
design and results. Discussion followed about the results of the study.

Dr. Golomb asked if any of the patients had suspected that they were being treated based upon adverse
effects at the time. Dr. Deming stated that none of the patients had made assumptions like this, but that
the evaluator had made the wrong assumption in two instances because the patient had diarrhea. He noted
that there was a blinded nurse who evaluated each patient for adverse effects. He stated that two effects
had been noted, but were not considered significant. The two effects were: (1) a significant increase in
the creatine phosphokinase (CPK) level of one patient, which was determined to be due to the patient’s
starting an intense exercise regimen once he started feeling better; and (2) 10 Jarisch-Herxheimer
reactions. These reactions are the body’s response to an overrapid destruction of pathogens, leading to a
faster release of immunologically active products than the body can handle. Dr. Deming stated that these
reactions were considered a therapeutic reaction, and that Dr. Hyman’s response to these symptoms was
to slow the antibiotic infusion rate in the patient, along with the infusion rate of a placebo patient. He
acknowledged that Dr. Hyman would immediately treat the patients for reported problems, e.g. candida,
gastrointestinal problems, and thus might have eliminated other adverse effects.

Dr. Deming stated that they had treated the placebo patients with active therapy following the initial
study, and thus the second part of the study constituted an open trial.

Dr. Golomb asked whether there had been follow-up work done with the patients. Dr. Deming stated that
an attempt had been made to contact patients in 2000, and that 22 out of the 38 patients (60%) had been
contacted. He stated that: (1) 8 patients felt perfectly well; (2) 4 patients were as bad as before the
treatment; and (3) the other 10 had various levels of relapse but still felt better than before the trial. He
stated that all of the urine samples at the end of IV treatment showed reduced bacterial counts.

Dr. Cherry asked for clarification about the circumstances or requirements for the discharge of a patient,
i.e., when the patient felt better or when their urine was “clear.” Dr. Deming stated that both were needed
in adjusting therapy. He stated that Dr. Hyman’s approach was guided by the urine results, but not
exclusively so. He noted that a placebo patient was released at the same time as a treatment patient. He
stated that neither patient (treated or placebo) was told the reason behind the discharge, just simply that
the treatment period was over. Dr. Cherry expressed concern about using the patient’s symptomatic
declarations as a basis of discharge. Dr. Deming acknowledged this, but stated that none of the patients
were discharged simply based upon personal declarations.

Dr. Golomb stated that she would agree that there could be a short-term response to the antibiotic
treatment. She stated, however, that she was also disposed to believe that this would be the case in the
general population. She stated she would be interested in the long-term effects after discontinuation of
the antibiotics. Dr. Deming stated that, from their observations, continual treatment is necessary in some
patients. He stated that the treatment formula was complicated, but that Dr. Hyman had been able to
simplify it and develop a starting treatment package by the end of the study. Discussion occurred about
the various antibiotics and dosages used in the study’s treatment package.

Dr. Meggs asked about the study’s published work. Dr. Deming stated that articles related to the
methodology used in the study had been published, but not the treatment trial itself. Dr. Meggs asked if
Dr. Deming could hypothesize how the cocci remnants were able to move from the blood to the urine. Dr.
Deming stated that he couldn’t say how it was transferred, but could give an example of a similar transfer.
He referred to the work of a German physician named Kraus who published his candida research in the
Lancet (1969). He stated that Dr. Kraus showed that, following ingestion of candida, it was found within
an hour in both the blood and urine. He noted that the diameter of candida was three times bigger than
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most bacteria. Dr. Meggs noted that it could have penetrated the tissues. Dr. Deming noted that tubercle
bacilli appear in the urine of tuberculosis patients when the patient doesn’t have tuberculosis in the
kidney.

Dr. Deming stated that this study shows: (1) bacteria do play a role in the pathogenesis of this disease;
and (2) it is possible to suppress these bacteria and effect a change in symptoms. He acknowledged that
they hadn’t: (1) shown where the infection was located or what the specific bacterium was; or (2) proven
that the bacteria seen were causing the disease. He stated that not all the sediment cocci looked the same.

Dr. Deming stated that this study provided evidence that an antibiotic-responsive bacterium was related at
some stage to the genesis of this disease. For corroboration, he noted: (1) Dr. Steele’s study, which he
stated showed a temporal and geographic focus of the high-incidence of this disease, characteristic of an
infectious disease epidemic; and (2) that it was common for family members to be affected. He stated
that it was hard to blame a toxic exposure when it appears to be transferred. He noted that the toxic
exposure may have made the individual more vulnerable to infection.

Dr. Haley asked which paper provided the definitive bacteriologic method needed to continue this
research. Dr. Deming stated that the method was in the Stain Tech paper and wasn’t difficult to perform.
He explained the technique.

Dr. Steele asked if the research could be done by following patient symptoms, rather than urine sampling.
Dr. Deming indicated that it could, but offered to provide sample-processing training/consultation to any
researcher who wished to pursue this research. Dr. Golomb noted that urine sampling would be easier to
blind and be more objective. Dr. Deming noted that another way to control the study would be to set a
finite length of time.

Dr. Pellier stated that he was intrigued by the presentation. He asked if the researchers had tried to
characterize the cocci.  Dr. Deming stated that Dr. Hyman would subdivide the urine sample. Dr.
Hyman would send half to the routine hospital lab and evaluate the other half in his own anaerobic
culture. Dr. Deming stated that the majority of the bacteria grown were streptococci, which were then
sent to the hospital bacteriology lab and that the bacteria were morphologically different. He noted that
this wasn’t the first time this result had been found. He gave background information about research by
Dr. Marcussen and Dr. Lowell Rantz of Stanford University.

Dr. Golomb noted that another hypothesis for this study’s finding could be that there was an underlying
factor that caused Gulf War veterans to be ill, and, in addition, they have a common bacterial colonization
that is an energetic drain. Thus, she noted it might not be part of the etiology of GWI, but clearing the
infection still helps the energy of the patient. Dr. Deming responded that the eight patients who remained
asymptomatic after five years didn’t fit this conclusion, but those who still required antibiotics might. Dr.
Deming stated that he agreed that the other factors did make the patients more vulnerable, but it was
unclear to what they were vulnerable.

Dr. Cherry asked why the study’s results hadn’t been published. Dr. Deming provided a background
about the history and politics of the study and its’ funding. He stated that they had submitted it to a
number of journals, and was amazed by the disbelief and hostility of some of the reviews. He
acknowledged that the study wasn’t consistent with the methods taught in medical school. He went on to
provide a Nobel Laureate’s quote about peer review: “I have always felt that in the matter of Galileo, the
Catholic Church got a bum rap. What Galileo suffered from was an excess of peer review.”
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Chairman Binns asked if Dr. Deming had used this technique in his hospital practice with chronic fatigue
syndrome patients. Dr. Deming stated that he had used it to treat his rheumatoid arthritis patients, and
acknowledged that the bacteria in the urine weren’t diagnostic of GWI. He stated that some of these
patients had gotten well, while others had not.

Chairman Binns thanked Dr. Deming.

The meeting adjourned for lunch at 12:32 p.m.
The meeting reconvened at 1:33 p.m.

Gulf War Research Update: October 2004

Dr. Beatrice Golomb, MD, PhD
Asst. Professor, University of California at San Diego School of Medicine

Dr. Golomb gave a brief review of recently-published Gulf War-related research in areas that included
epidemiology, health effects, mechanisms and other related conditions. (See Appendix A — Presentation
12)

General Committee Business

Chairman Binns noted that this was Dr. Cherry’s final meeting as a Committee member. He thanked Dr.
Cherry for her service on the Committee. He noted that she was serving, by request, a shortened term due
to other professional demands. He expressed his hope that she would have changed her mind, and stated
that he was sorry to see her go. He noted that her many contributions, which included demanding rigour
and scientific accuracy in everything the Committee did, were a great benefit to the Committee. Dr.
Cherry stated it had been a privilege to serve on the Committee, and hoped to help behind the scenes in
the future.

Chairman Binns announced again that the Committee’s 2004 report would be released on Friday,
November 12, 2004, at 3:00 p.m. He stated that the press conference would be held in the main VA
building, Room 230. Chairman Binns stated that he felt that Dr. Fihn had been at a disadvantage earlier
in the day, because he was not able to address some concerns that would be answered at this press
conference.

Dr. Pellier commented that he had been more disappointed with the news at the June 2004 Committee
meeting than this meeting. He stated that, while there might be questions about how to spend the
allocated research dollars specifically, he saw progress in the amount of funding. He also noted that the
proposals presented to the Committee earlier in the morning had been very brief. He stated that he
needed more information about the proposals before he could discount them. He noted that the
Committee might not be happy with the outcome of the recent RFA, but that it should be looking at what
it could do to make things better in the next funding cycle.

Chairman Binns acknowledged that there were some things that could have been done better. He noted
that a list of potential reviewers for ORD consideration hadn’t been pre-prepared. He stated, though, the
Committee could be prepared for the next funding cycle. He agreed that the Committee didn’t know the
details of the rejected proposals. He stated that some of the proposals that the Committee liked had some
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flaws, and there hadn’t been time to correct them. He stated that there was room for opportunity, and
greater success would be achieved with future research initiatives.

Dr. Steele raised the issue of having a relevancy panel review. She asked if Chairman Binns expected this
idea to be implemented. Chairman Binns stated that he learned that morning that ORD would no longer
be requiring LOIs be submitted. He noted that there needed to be a mechanism to shape the studies and
ensure relevancy. He stated that, without LOIs, the RFA must be very specific. Dr. Haley stated that the
specifications should be in the RFA. He stated that screening RFAs for relevancy might lead to
censorship. He compared the RFA to an open contract, with the specifications spelled out clearly ahead
of time so the product was responsive to the needs of the agency. Dr. Steele commented that this would
be the ideal. However, she pointed out that the last RFA was specific to GWI, highlighting three areas of
particular interest, and these weren’t the areas particularly funded. Dr. Golomb agreed. Dr. Haley stated
that the Committee might need to look at the entire RFA, not just specifications, including making sure
the scoring criteria included relevancy.

Mr. Smithson asked if it would be within the Committee’s purvue to go back and look at the March 2004
RFA, and comment on whether or not the proposals funded were in the direction favored by the
Committee. Chairman Binns stated that the Committee’s report might help in future RFAs, by providing
researchers guidance and, perhaps, allowing them to cite specific Committee concerns in their proposals.

Mr. Robinson stated that he thought the morning’s discussion was constructive. He stated that positive
steps forward were being made. However, he noted that the Committee needed to be vigilant and do
everything it could to make sure its recommendations were considered. He expressed his hope that Dr.
Fihn understood that the morning’s comments weren’t an attack on him personally. He stated that it was
simply an insistence that this Committee’s recommendations be considered, especially since it had been
over fourteen years with few answers for ill Gulf War veterans.

Dr. Golomb commented that Dr. Fihn didn’t seem to embrace the Committee’s concerns.

Dr Melling asked if it might be possible to include discriminators in the RFA, providing researchers
guidance in their proposals. Dr. Haley stated that these could be built into the scoring criteria.

Mr. Robinson commented that GWI and deployment health RFAs needed to be separate. Dr. Golomb
agreed, noting that it should be made clear that deployment research wasn’t always related to the specific
unique problems in Gulf War I veterans.

Chairman Binns stated that he had been trying to educate Dr. Fihn to some of this background history, but
felt Dr. Fihn needed to hear the Committee’s concerns. He asked that Committee members, in turn, give
Dr. Fihn the benefit of the doubt, and withhold their judgment until the November 12" press conference.
He expressed his belief that the “glass was half full”, and there was progress.

With respect to intramural GWI research, Chairman Binns noted that the Committee’s report did address
the need for GWI research outside the VA. He stated that, based on comments before Congressman’s
Shays’ committee in June 2004, Congress had provided a $5 million line item DOD appropriation for
“extramural GWI research on chronic physiological brain effects.” He stated that this money was in “the
hands of the folks” at Fort Detrick. He acknowledged that, two or three years ago, this might not have
been thought a great thing. However, he noted that these individuals were the ones who had found Drs.
Greengard, Soreq, Henderson and Sastre, and brought them into the research area. He expressed a hope
that a group of knowledgeable people, from each agency, could be assembled to plan a comprehensive
government effort in GWI research. He commented that there were over 50 recommendations in the
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Committee’s report, some of which were prioritized. It was noted that the Committee needed to continue
prioritizing its recommendations.

Mr. Robinson inquired about Chairman Binns’ meetings regarding research monies available through the
Department of Homeland Security. Chairman Binns stated they didn’t have monies for research, rather
for stockpiling supplies, etc. He noted that there was a White House Office of Science & Technology
Policy task force, which included individuals from VA, DOD and Homeland Security, which was
developing a strategy to address chemical threats.

RAC Committee Business
Dr. Lea Steele, PhD, Scientific Director, RAC-GWVI
Ms. Laura Palmer, Committee Manager, RAC-GWVI

Dr. Steele presented an outline for future Committee meetings and the issues to be addressed. (See
Appendix A — Presentation 13.)

Mr. Robinson suggested that MS or similar neurological diseases be included on the consideration list.
He stated that, while there might not be statistically significant number of veterans diagnosed with MS
within the VA, it could be that these veterans aren’t seeking treatment through the VA. Mr. Robinson
noted that there was a MS conference in Sacramento, CA, on November 7, 2004.

Dr. Pellier suggested that dementias should be investigated as well. He also suggested that, within certain
diagnosed conditions, e.g. ALS, with registries, the Committee investigate whether there was anything
particular about the symptomlogy that would connect it with GWI. He would like to see a holistic view
of neurodegenerative disorders in Gulf War veterans.

Dr. Cherry noted that GW veterans’ symptoms may not be typical of those suffered by non-veterans who
are affected by these neurodegenerative diseases.

Dr. Pellier noted that many of these neurodegenerative diseases had “pre” states, which, along with their
presentations, should be investigated in GW veterans.

Dr. Pellier questioned why higher accident rates were found in Gulf War veterans. He noted neuro-
cognitive disorders could increase one’s chance of an accident. He wondered if there was a way to look
into this. Discussion occurred.

Ms. Palmer provided an overview of the development and content of the Committee’s website, including
statistics about its usage by the public.

Chairman Binns thanked Dr. Steele and Ms. Palmer. He welcomed Dr. Rasmussen. He noted that, while

considering its size, the staff had been very efficient and effective in its production of the Committee’s
2004 report, along with organizing meetings and other work.

Public Comment — Day 2

Chairman Binns opened the floor to public comment.
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Ms. Denise Nichols spoke to the Committee. She thanked the Committee for the work on the website.
She suggested that there be a service to match outside researchers with VA researchers, allowing for more
collaboration on GWI research. She suggested that the Committee produce a video narrative regarding
GWI to show the merit review panel. She also suggested more attention to VA clinician/researcher
education on current thought regarding GWI. She asked that everyone keep his or her spirits up and
momentum going.

Ms. Alison Johnson spoke to the Committee. She expressed concern about Dr Hyman’s antibiotic
treatment. She read an excerpt from her book, “Gulf War Syndrome: Legacy of a Perfect War”, regarding
Mr. Bob Jones’ treatment by Dr. Hyman. She stated that she had spoken with another veteran who wasn’t
cured. Dr. Steele stated she had spoken with the same veteran, and that he had told her that he had
benefited from the treatment, but later relapsed. Ms. Johnson informed the Committee that she still
wanted to provide her book and video, which had been recently updated and tightened, to the VA research
community. She asked for the Committee’s help in getting the money to do this. She stated that she
would provide the materials at cost.

Ms. Venus-val Hammack spoke to the Committee. She also provided the Committee with a two-page
written comment. (See Appendix B - Public Submission 2.) She stated that she had been frustrated
following the February 2004 meeting, but felt better after this meeting. She hoped that the Committee
would invite industrial hygienists to future meetings. She stated that industrial hygienists could provide a
work place environment analysis of the Gulf War.

Mr. Harold Nelson spoke to the Committee. He thanked the Committee for inviting Dr. Deming and Mr.
Weiss to speak about their treatment study. He thanked Dr. Deming for the treatment he received during
the antibiotic treatment trial and indicated that the treatment had provided great benefit in his case. He
stated that he would be willing to provide more information, from a patient’s point-of-view, of Dr.
Hyman and Deming’s antibiotic treatment. Discussion about his symptoms and treatment followed.

Mr. Edward Bryan spoke to the Committee. He stated that the Committee needed to compare the batch
vs. chimney effects of the oil well fires. He suggested that the Committee speak with Jim Tuite about oil
well fires. He stated that the high incidence of accidents in Gulf War veterans should be investigated. He
noted that there were several industrial pollutants during the Gulf War. He stated that there was one
single-source sewer system, which might have created a bacterial problem. He stated that, by his own
calculations, he would estimate 35,000, not 10,000, Gulf War I veterans have died. He stated that more
needed to be done to calculate the death rate of Gulf War I veterans. He stated that more treatments
needed to be sought, and that a letter should be sent to Congressman Shays’ committee requesting more
funding for this area of research.

Chairman Binns thanked the Committee members, speakers, and audience members.

Chairman Binns adjourned the meeting at 3:50 p.m.
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Oi1l Well Fire Health Risk Assessment

+ Identify Contaminants Produced by Fires

+ What Concentrations of Contaminants are at
Troop Receptor Points?

» What are the Health Risks (Cancer and Non-
cancer) from Exposure to Various Contaminants?

* Conduct “Classic” USEPA Superfund HRA
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Health Risk Assessment Methodology

* Exposure Assessment
+ Toxicity Assessment

+ Risk Characterization

Exposure (Intake) Assessment

+ Inhalation
+ Dermal Contact
+ Incidental Ingestion

+ Reasonable Maximum Exposure
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Toxicity Assessment

+ Slope Factor - Carcinogenic Risk

» Reference Dose - Non-carcinogenic Risk
— Chronic and Sub-chronic

+ Weight of Evidence
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Risk Characterization

+ Carcinogenic Risk = Intake X Slope Factor
— USEPA Acceptable Range (1E-04 to 1E-06)

+ Non-Carcinogenic Risk = Intake / Reference Dose
(Hazard Quotient)
— USEPA Acceptable Level (1)

— Segregate Chemicals by Mechanism of Action / Target
Organ

+ Total Risk
— Additive for Chemicals and Pathways

Risk Values Composition

Risk Values

Sampled Modeled

- Inhalation Inhalation

— Ingestion

L1 Dermal
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Human Health Risks

* Predicted Outcomes (population based)
+ End Pomts

— Cancer
— Non-cancer
» Verification
— Biologic Surveillance Imtiative (BSI)
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Oil Fires Extinguishment Chronology
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Environmental Samples Collected

* Ambient Air: 4,019
* Surface Soil: 200
* Industrial Hygiene: 600
+ Radiological (air): 200

(gross alpha and beta-gamma)
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Ambient Air Samples Collected
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ANAILYTE NUMBER COLLECTED
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Sampled Data — Volatile Organics

Camp Contaminant Average (ungS}

Name Benzene Toluene Xviene
Khobar 4.25 12.50 11.10

Doha 3.35 22.80 2.2
AF Hosp 2.65 19.30 1.70

| ASMSACHRDER o
Sampled Data - Particulates
Average Maximum Maximum
CamE MName PM10 Conc (ug.‘mS) PM10 Conc (ug.‘mS] TSP Conc (ug!m
hohar 186 1354 1148
Doha 194 1208 [,
Majority — Sand based particulates
Silica and Calcium
Minimal — Carbon/Soot
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Sampled Data — PM,/Metals

Camp Average Conc (ug/m3) Average Conc {ug/mi3)
Name Vanadium L ead
Doha 00138 0.19
June Nov June Nov
0.023 0.0074 0.13 0.26
Khobar 0277 0.37
June Nov June Nov
0.072 0.005 042 0.29

| £2MSACHPER] 07
Personal Sampling
ANALYTE NUMBER COLLECTED
Poly Aromatic Hydrocarbons 229
Dust 28
Coal Tar Pitch Volatiles 208
Volatiles 196
Acids 27
80,/NO, 40
TOTAL 785
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Soil Sampling

» Sampling sites co-located with air sampling sites

Sample Collection

— Surface Composites
— Random

— Multiple Collections

» (Contaminants of Concern
— Polycyclic Aromatic Hydrocarbons
— Metals

| ANSACUEDM

Results / Summary

+ Incremental vs. Absolute (Total) Risk

— Incremental = Oil Fires
— Absolute = il Fires + Industrial + Vehicular + Natural
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Non-Cancer Comparison
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Radiological Sampling -1991

* Gross a, and  Measurements
» Assessment of Air Samples (217 filters)
* Gross o as a screen for DU

» Background Samples from KKMC and
Riyadh

» Assessment of Camp Doha Filters Post Fire

» [evels Lower than for Fuel Oil Combustion
in U.S. to Produce Electricity

| LSACHIREN]

Biological Surveillance Inttiative

* Pre, During, and
Post Deployment
Surveillance (11%
ACR)

— Questionnaires

— Blood and Urine
Metals

— Blood VOCs

— PAH-DNA Adducts
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| ANSACUEDM

External Peer Review
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Collaborative Efforts

+ Epidemiological studies with VA and other
researchers

» Gulf War veterans’ ALS (Lou Gehrig’s Disease)
Study

+ Harvard/Temple Univ. Study of Kuwaiti Citizens
+ Johns Hopkins Univ. Study of Saudi Citizens

+ Boston Environmental Hazards Center

"?!““

» Public Laws -
PL 102-190 (SEC. 724?#6015‘m hom*e\posuw to
o1l well fires in Operation Desert Storm) e B
PL 102-385 (SEC. 702; bul_gntlhg research using Lseep
Health Registry) b
» Troop Exposure Assessment Model (TEAM)
- Integrate GIS technology




Appendix A
Presentation 1 - Heller

RAC-GWVI Meeting Minutes
October 25-26, 2004
Page 47 of 135

* Questions?

» Dr. Jack M. Heller, Director, Health Risk
Management, 410.436.5244

Hazard Quotient Meaning

+ HQ>1.0
— Ifa population were exposed to the contaminant(s)

under the conditions assumed in the exposure
assessment, then some members may develop adverse
health effects (more likely in the most susceptible
members). As the frequency / magnitude of exposures
exceeding the RfD/RFC increase, the probability (and
severity) of adverse effects in the population increases.

+ Rusk Affected by Severity of Toxicity End Point

| GNSACURDM
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Excess Cancer Meaning

¢ Cancer Risk = 3E-05

— If one hundred thousand people were exposed to the
contaminant(s) under the conditions assumed in the
exposure assessment, then there may be as many as
three additional cases of cancer (in addition to the
number expected from the background/historical rate)

during the course of a lifetime.

+ Affected by Class of Carcinogen

| ANSACUEDM




Appendix A

Presentation 2 - Wortman

Presentation 2 — Warren Wortman

RAC-GWVI Meeting Minutes
October 25-26, 2004
Page 49 of 135

N\

Troop Location Information
and Database

Unit Movement Data
Persian Gulf War Registry
Oil Well Fires Web Page

A
\

\ Troop Location Database

latitude
longitude
day

TSP -

/ j UNIT
/ MOVEMENT
/ [Unit 0 Code (UIC) p—"27___VIC

cancer risk <[ USACHPPM date_out
Index (non-cancer) [*| estimates Idemographics...

PERSIAN GULF
REGISTRY

SSN

name

date_in

By US Armed Services
Center for Unit Records
Research

By the Defense
Manpower Data Cen

\\\\

UIC Caveats

o Service dependent
e Army & Navy: Company
e Marines: RUC
e AF: Location
o UICs w/ multiple locations on same
day
o Used one UIC per SSN
o OSAGWI best UIC
o Assumes SSN is with UIC

\\
\\ Troop Location Stats
// o Unit Movement o Persian Gulf
ya « 700,000 unit Registry
-/ locations « 696K SSNs (orig)

/ e 3,784 UICs

o UICs with SSNs:
3,327
e Aug 90 - Mar 92

o Aug 90 - Jul 91
e 750K SSNs (ext)
o Aug 89 - Aug 95
e SSNs w/locations:
567,000
« 10,726 UICs
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Total PGW Deployed Military Population and Potential Exposures
Troop Locations ‘ T :
By Services !
- -
Unit Movement Persian Gulf Registry :
(unit location records) (SSNs) . e
3
50,000 /34000 o500 850 z
18,000 | TAmy :
OArmy O Air Force ‘E
O Air Force O Marines z
// OMarines ONavy
\ O Navy O Coast Grd
\W“ 100,000 \ 360,000
o 100,000
0
s S S S NI A S
;\\V"“? & . & (Fg: &PPO ;t"“ 9@9 P ‘vq&(» & @» o g o o"ﬁ & 0&9 A
https://gulfwarfires.apgea.army.mil Gulf War Fires Options

saanre

ot Well Fire Smoke Risk Analysis Menu
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Location Map General Health Risk
S Gulf War Fites L ] -

eacurrs

Approximate Unit Locations

of 0475 MEDICAL HOSPITAL HASH fom 1/A/1991 413072991
oo
005024

(e s )

Cancer/Non-Cancer Risk Exposure Risk Details

surwarsves 1 = ewiWardes 0

Endiidus! Ofl Wall Fra Smoke Exporure Kk Individual ol welh Fire Smioke Expos:
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Requests Comments

Commerits
s iz frr o submit comemerts o the
us. e

Visitor Stats GulfLink

38z
s
S0
5240
IR0

DN
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S~ 7

Visitor Stats After Gulflink

Vet Letter

[ov—— T

T o W oS vt 51 s v 1 o et

o Two-page letter
has 4 attachments
e Map
o Health Risk Chart
o Methodology

¢ Data Submission
Instructions

porv

Contact Info

o Warren Wortman
e Kadix Systems
e USACHPPM

o Deployment Data Archiving and Policy

Integration

e Warren.wortman@us.army.mil

e 410-436-2475
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Presentation 3 — Jeffrey Kirkpatrick

A EEREXS

UNCLASSIFIED

£y

Exposure to Smoke from the
Kuwait Oil Waell Fires

Presentation to

Research Advisory Committee on Gulf war Veterans’ Ilinesses

Mr. Jeffrey Kirkpatrick
Acting Program Manager
Global Threat Assessment
25 October 2004

UNCLASSIFIED
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UNCLASSIFIED

Deployment Occupational and Environmental
Health Surveillance — Kuwait Qil Well Fires

To Comply with Public Law 102-
190 (TI’DD? Reqgistry from.
exposure to ol well fires in
Operation Desert Storm ), CHPPM
g rmerly AEHA) Used Geographic
nform ation System Technalogies
to Develop the TrDD[;r Exposure
Assessment Maodel (TEAM)
Collaborative Effort with National
Oceanic and Atmospheric
Administration {NOAAY, National
Center for atrnospheric Research
MCA&R), Arahian Gulf Program
fice (AGPO)
Briefing will Provide Owerview
Summary of Dispersion Maodeling
Effarts for the Kuwait Qil well
Fires

UNCLASSIFIED

i

—
UNCLASSIFIED

1991 Oil Fires Sampling Locations

&

—
UNCLASSIFIED

Modeled Exposure Data

1991 US Army
Environmental
Sampling Locations

+ Expands Oil Fires Azzessment of:
— Time (from May-Dec “91 to Feb-Nov “91)
— Location (from 10 Specific Sites to Entire EZTO)

— Population (from 3ubset of Exposed Population to
Entire Oil Fires Exposed Fopulation)

— Sources (Separates oil fire sources from ndustrial,
vehicular and natural sources)

SyoissairED
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m Modeled Oil Fires Data E %Oil Well Fires Emissions Modeling

+ NOAA/Air Resources Laboratory Modeling (Feb — Oct * Dispersion Mod_elir]g : NOAA ARL )

1991 s HYSPLIT (Hybrid Single Partide Lagrangian Integrated

) Trajectory ) Model
* NCAR Satellite Imagery (274 images) * Source Term Refinements
« NOAA / AGPO 0Oil Fires Extinguishment Chroncl o * 24 Hour Unit Emission Concentration - Breathing Zone
2 2y * Eutinguishment Chronology

* Pollutant Emission Factors / Oil Compositions » Smoke Lofting Feedback
+ Troop Exposure Factors * 15 Km Grid Spacing for Gulf War Theater (over

40,000 points)

*+ Toxicity Data * Meteorological Data:

+ Army Center for Unit Records Research (CURR) Troop s Mational Weather Service; Mediurn Range Forecast Model
Unit Location Data (~697,000 personnel, 9,000 units, . E;éiﬂpvii; Center for Madium Rangs Weather Forecasting
850,000 unit locations) * Air Concentrations validated - Ground and

+ Sample and aircraft transect flight data Aircraft Measurements of SO; and Soot

E Modeled Polluta nttm;of Concern ﬂ a s ﬂ

Qil Fires Super Plume Satellite Boundary

UnCLasSIEIED k=L 55 £ ED
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UNCLESSIFIED

m0i| Fires Super Plume Modeled Boundary ﬂ @‘ Oil Fires Super Plume Merged Boundary
Oil Well Fire "Super Plume" Boundary Oil Well Fire "Super Plume” Boundary
Modeled Data Iraq Merged Satellite and Modeled Data
May 20, 1891 May 20, 1391
Kuwalt
3 Saudl
5{\2 ,h A Legend:
Lot 8 bR e~ N | I I BN A | S Satalits Boundary
Modeled Boundery SN { Madeled Boundary
Pt ). S
[ 4 { [
4 L At :
MHLLIZIIEIED,

m Oil Fires Super Plume

CLUSSIFIED

"Merged Boundary / Troop
Unit Locations

UNCLESSIFIED

QOil Fires Risk Values Composition

Fil

Qil Well Fire "Super Plume” Boundary
Merged Modeland Saleliite Data

B Gl with Unit Locations

e May 20, 1991

D '!_ 3 To DMIDC. Persian Gull Aeg:

Risk values

INDn-carcinugenicII Carcinogenic I

p Incremental vs.
Absolute (Total) Risk

* [noremental = il Fires

s fbsolute = Qil Fires +
Industrial + Wehicular +

Matural

ISampIE snes| IMUdEIEd Gridl

Innalatiunl ||nnalati0n|

Dermal
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[TEC=HET ﬂ
Ic: W2

: | Sampled Data Benzene
Modeled Data Benzene frs Y Dgys Exposed: 48

- Soil Conc Mean (mgfan). 0
Days Evposed: 41 Soil Cone Max (mzfan): 0
Cone Mean (mgfm3): S57E-4 Soil Core UL (mgbam): 0
M Rick due to Bengeme : 3 5TE-11 Ak Cone Mem (mem3): 1.10
B Indese dhae to Benmene: 443E4 A Conc Max (mgim3) 143

; AF Conc UCL (medn3): 143

- ’ Max Rick due to Benmene: 1 S6E- [
=y o amaroe ' 10 ane
. 3 Ddaxt Inde e to Bengene : o

r.mmmm;gihﬁudmmnﬂs hiax Rid: dueto oll Sanpled Canpomds
y d A= CETEC
mmmh‘a%mdslﬁnmmﬂf Ttax Fndex duete il Moddel Comnpounds
3IEM
Totm TRIEA! A THED] e = ST ]

UHCLGSSIFIED

LNCLESSIFIED

Qil Fires Particulate Matter Modeling

Modeled Qil Well Fire
TSP Concentrations and
Study Subject Locations
February 25, 1991

LNCLESSIFIED

UNCLASSIRIED ﬁ |

Qil Fires Publications

UNELASSIFIED

Oil Fires Modeling Summary

+ Jeffrey S. Kirkpatrick, Brian W. Higgins, David B. Martin, "Ambient
Air Pollutant Trends in Kuwait and Saudi Arabia Observed from 5
May Through 15 September 1991", 85th Annual Meeting and
Exhibition of the Air and Waste Management &ssociation, 1992,

+ Drasxler, Roland R, Mcgueen, Jeffrey T., and Stunder, Barbara
J.B.; “An Evaluation of Air Pollutant Exposures Due to the 1991
Kuwait Oil Fires,’ Mational oceanic and Atmospheric
Administration, Air Resources Laboratory, August 1993,

* McQueen, 1.T. and R.R. Draxler, 1994, Evaluation of model back
trajectories of the Kuwait oil fires smoke plum e using digital
safellite data. Atmospheric Environment, 28, 2153-2174,

s David Cowan, Jeff Lange, Jack Heller, Jeff Kirkpatrick, Jackie
Howard, Chris Weir, and Warren \Waortman, “asthma and Qil Fires
Smoke Amonggpersian Gulf war Yeterans”, i i
Association, 1998,

* Roland R. Draxler, Dale A, Gillette, Jeffrey S. Kirkpafrick, and Jack
M. Heller, "Estimating PMya Air Concentrations from Dust Storms
in Irag, Kuwait, and Saudi Arabia®, Atmospheric Environment
35{2001y 4315-4330.

UHCLOSSIFIED

CHPPM TEAM Solution Meets Intent of Public
Laws for Exposure to the 1991 Kuwait Oil wWell
Fires

TEAM is Used to Support Numerous Qil Fires
Exposure Studies / Assessments with
Government and Mon-Government Agencies
Periodic Updates are Made on the System
Experience Gained from this Effort Has Been
Applied to Other / Current Deployment
Surveillance Efforts

LNCLESSIFIED
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| a UWCLASE]FIED g |

USACHPPM Contact Information

+ Questions?

« Mr. Jeffrey Kirkpatrick, Acting Program
Manager, Global Threat Assessment
Program, COMM 410.436.87 20,
jeffrey.kirkpatrick@us.army. mil
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Presentation 4 — Christine Moser

W =T T O nC

UNGLAEZF ED

it

Environmental Monitoring in
Current Deployments

Presentation to
Research Advisory Committee on Gulf War Veterans’ llinesses

MAJ Chris Moser, MPH, RS, DAAS
Program Manager

Deployment Environmental Surveillance
25 October 2004

UNCLAESF ED

UNZLOSSIFIED

Agenda

DESP Mission

Deployment Support

Current Operation Support
DOEHS Process

Deployment Phase I-IV Efforts

AMZLESSIFED

A

UNCLASSIFIED.

DESP Mission

[

&

UNCLASSIFIED

DESP Deployment Support

2

+ Develop a system capable of providing
commanders and other decision makers
pertinent information needed to detect,
assess, and counter environmental
threats as part of a Comprehensive
Military Medical Surveillance Program
required by the DOD Directive 6490.2.

* Deployment Occupational Environmental
Health Surveillance (DOEHS) assistance
* Planning support
» Technical consultation

* Equipment training and use of technical
guidance

* Unique equipment supply, media resupply
* Laboratory analysis interpretation

* Data analysis and interpretation

* Archival services

eI
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ORTLASSPEED

Phases of Suppo

UWCLASE]FIED

Current Operation Support

O B

+ GWOT, OIF, OEF,

» Exercises (New Horizons, Victory Strike,
Cobra Gold)

+ Peacekeeping, Humanitarian

e Drug Interdiction (SOUTHCOM)
» Partnership for Peace (EUCOM)
¢ SOCOM Activities

« Special Medical Augmentation and Response
Teams (SMART) - USACHPPM

¢ Phase I Pre-Deployment

¢ Phase II Mobilization

* Phase III Conflict

* Phase IV Post-Deployment

UWCLOSSIFIED

Phase | Assessment Efforts

UWCLASS]FED
Deployment Occupational and Environmental

Health Surveillance Process

i 2

FHASE! FRE.DEFLOYWENT|

PHASE ¥ MOSUIZATION
Wil OB pS D weeks

PHASE N COWFLICT

=30 s

PHASE 1Y POST- CEPLOYMENT

2 -0EHS Bqtpment =0 EHS Equipm entand MedE Resippiy “0EHS Equpme itRedeplyme it
S|y ~fuakteal Spport sCowolkEed Dag Repothg
T [-0EH s rE THrReat 0 EHS Ope @tional REK Assesame its sRearsers OEH Thrat
o] |asserement

= [hckde it Resporse DaE Aciulg

«Techykal Resorrchg
+ Data Ak g
Baneline Surwy

OEH NBlllgsn: e
Proparation of
% B theflald

Rouine OEHS
OEHE ExpoIurs summar';/

Haa 117 St &0 nmant

=Mk thly, 3sse sz and
Ecommend cotnl

measy ks br DOEH
ks

~Obhig DEHS
Intelligen oz

“OFLAN it

-Asgess and Sekot
bec-dows sz and
base campe
=Establk i OEH REK
Lewel
*OFLANDPORD
Prpagton

«Exsu e 1k control
meas ks Ak wokkg
~DOGAM e W& KOEN s T

vk ard chonk: keakh
feks

*Yalidae OEH REks

=Docimentall
deployment g Eted
expos Al s and keath
Tisks

=Archue 3id MEhEN
Tor fetare asseseme it

=Epidem ko kagy bage d

Fdendify, Assess, Conirol
Comminicate DOFHS Risks

¥

UNCLASSIFIED

* Pre-Deployment OEH Intelligence Preparation of
the Battlefield Assessments
+ Industrial Materials

Histarical Contamination

WMD Sites

Cil Fires

LIXGo

Radiation

Infectious Disease

Entom ological Risks

* US Combatant Commands and Component
Commands Requests for Bed-down Site
Assessments

* Provide Input and Review of Operations Plans

AMaiESIEED
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UNCLASSIFIED

DOEHS Equipment Support

+ CEHS Equipment/Trainin
Activities Provided o DOLg)

* Army Preventive Medicine
Units

s Army Division preventive
medicine
Air Expeditionary Group
Marine Expeditionary Force
* MNavy Environmental
Preventive Medicine Units
* Army Corps of Engineers
* Cperational Risk Management
Course
* GAFS / 6AFG
s PACOM
= AF Japan
= S0OCOM
+ Spedalized team training
¢ Ad-hoc individual OEHS
fraining
LS

s Water, Soil, Air
s Media Resupply

s Supplemental
s 53PS, camera, backpack

g

UNCLASSIFIED

DOEHS Equipment up

UNCLASSIFIED

DOEHS Equipment Support

¢ Air Sampling
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UNCLASSIFIED @ & UNCLASSIFIED ﬂ

Phase |l Efforts DOEHS Equipment Support

* OEHS Equipment
Shipments:
¢ USACHPPM Forward
¢ Incident Response

e

UNITED STATES
POSTAL SERVICE

UNCLASSIFIED UNCLASSIFIED

& UNCLASSIFIED @ @ UNCLASSIFIED @

Intelligence Data Phase Il Efforts

¢ Defining existing worldwide industrial ¢ CHPPM SMART PM assist organic units
hazards. ¢ Conduct OEHS Assessments at Base Camps

e Continuously revised based on new » Air, Soil and Water Samples Collection
intelligence. + Extensive On-site Risk Communication

¢ Validated by OEHS data. ¢ Health Information Products Provided

 Risk and consequence management. * Deploy for: Oil Fires, WWTP chemicals,
e Secure Web Site landfill fire,m severe contamination issues

e Development of Interactive Geographic Information ¢ Enhance Equip ment Sets / Resupply
System, Internet Map Server Web Page
e Posting of OEHS data/reports to site

UNCLASSIFIED UNCLASSIFIED
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m Phase Il Ass

UNCLASSIFIED

essment Efforts

i
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o

OIF Phase Il Efforts

UWC LASSIFIED ﬂ

Health Information Products Disseminated
In Support of OIF

HIQ P roducts Shipped 150 Cperstion Iragi Freedom

Soldier Guide to Staving Heafthy

Soldier Guide to staying Heafihyin Siia

USACHPP M T G273 - Disgrosis and Treatment ofDisesses of Tactical Importarce to USCEMTCOM
USACHPP M TG-276 - Utimate Prewvertive Medicing CD ROM Set

USACHPP M T G244 - Medical MBC Battle Book

QilFire Information Cards

Botulinum Diagnosis Inormtion C and

Redeploymert Antimalarial Medication Information Cards

Soldier and Family Guideto R edeploying from Cperation Iragi Freedom

Redeployment Medical Guide for Missions in Support of Operation Iragi Freedom

« OEHS Activities

* Command and control element to support PM

assets

* HG (QIF, other deployments).
» Baghdad, Afghanistan, Balkans, Honduras

* Sampling media supply and management.
CHPPM Laboratory Support Coordination.
* Data interpretation and ORM assessments for

PM personnel.

s Support to CONUS and OCONUS Air Force
and Navy PM personnel.

mOIF - Phase |\ Efforts L

UMC LaSSIFIED

OEHS Document Archival

+ OEHS IM/IT Data Archiving Policy

+ Under Secretary of Defense Memorandum
“Improved Occupational and Environmental
Health Surveillance Reporting and Archiving”
(29 May 03)

+ Joint Chiefs of Staff Memorandum “Updated
Procedures for Deployment Health Surveillance
and Readiness." (Revised 1 Feb 02)

UMCLOSSIFIED

Capture Grid Coordinates
Maintain a consistent lavel
of detail with locations,
PCCs, forms used,
SITREPs, summaries, etc.
Draw maps and take
pictures (w/permission)
Identify unit personnel and
chain of command

Use remark sections on
forms for field and
sampling notes

Include MPRs, official
correspondence and log
bocks

UMC LOsSIFIED
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UKNCLASSIFIED

]

OEHS Data Repository
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UWSLASSIFIED

Technical Guides

i

OEHS
Sample Data

Py s Vinhmcd Gurlu =80 -

Chemical Bxposure Guiddines for
Deployed Miitary Personnd

AL ESEIFIED

TG 230: Chemical
Exposure Guidelines For
Deployed Military
Personnel
s Reviewed by Mational
academy of Science
TG 251: Deployment
Envirenmental
Surveillance Sampling
Guide
& Transforming into
American Society of
Testing and Methods
(A5TM) Standard
TG 288: Entomological
Operational Risk
Management

Hé Deployment Occupat?gﬁgglwand Environmental ﬂ

Health Surveillance Process

UNCLASSIF ED

" Questions?

FHASE) PREDEPLOYMENT |PHASEN WOSLZATION | PHASE W CONRICT

iniial daysto weets = 30days
E -0EHS Equipment +0EHS Bquipment and hedia Resupply
B} | Traning wAnalyical Support
Bl |-0EH /IPB Threat “0EHS Operaioral Risk Assesaments
| | fesesament ;
SR Incident Response
echrical Resourdng || 1 iving

PHASE N POST- DEPLOWIENT

+DEHS Equiprment Fedeploymert
«Conzolidsted Data Reporting
-Reaszess OEH Threa

-Data Archiving

Endronmantl Baraling Eurwy

GEH nislligancs
Fraparadon of
1o Battisfleld

Routine QEHE

Hoal 1 81 Anneniment

EES Camp Clo1urs \
OEHS Eipoaurs summar;/

0 -

+ MAJ Moser, Program Manager,

| ey | EnaeEL | e Deployment Environmental Surveillance,
measures for DOEH base carrps exposures and heatth

el -Etahli;\pDEH Risk aﬂ'ﬁ’ﬁ.ﬁﬁfﬁfﬁiﬁ e ] o COMM 410.436.524 3:

i s I N v S [ o christine.moser@usapg.amedd. army. mil
S0P LAN Input Preparation +Epideminlogybaszed

Fdentify, Assess, Control, >
Commninicate IXOFHS Risks [umcessimen | unsLossInED
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=

Summary of Potential Fuel
Exposures During the

Persian Gulf War
U.S. Navy & U.S. Marine Corps

Presented by
CAPT R. E. Godwin, MSC, USN
Head, Occupational Safety and Health Branch (M3F42)
U.S. Havy Bureau of Medicine & Surgery
Prepared by CAPT W, R. Stover, MSC, USN

% Summary of U.S. Navy and Marine

Corps Potential Fuel Exposures
During the Persian Gulf War

+ Does NOT include oil fires and associated byproducts

+ Wwhat fuels were used?
— Jetfuelstkerosene (Jet A-1, JP4, JPE) (75%)
— Diesel Fuel (24%)
—  Gasoline {leaded) (1%

+  Approximately 1.8 billion gallons of fusl used

+ 1 AUg 1990 — 30 Mar 1991 Approximately 145,000
gallons of gasoline (leaded) consumed per day
—  Saudi Arabia provided jet fuel and leaded gasoline
— Mo source was identified for diesel fuel

Summary of U.S. Navy and Marine

Corps Potential Fuel Exposures
During the Persian Gulf War

+ How were fuels used?
— Wehicle, mobile amnament and equipment operation
= Diesel & gasoline mentioned; typical fueling, mator pool and
aviation scenarios
— Tent heaters, cooking stoves and portable
generators
= Individual service reports from DOD to Institute Of Medicine
(1OM) [1996) state MNavy used kerosene and diesel fuel for tent
heaters; Marine Corps reported using only diesel fuel
— Dust & sand supprassion
= Diesel & JP4 mentioned
— Salvents
= "petroleumn” solvents mentioned
— Accelerant for buming trash & wastes
= Diesel mentioned for daily burnout of waste cans o

Summary of U.S. Navy and Marine

Corps Potential Fuel Exposures
) During the Persian Gulf War

+ Likely Exposures
1884 Mational Institutes of Health, The Parsian Guif Experience and Heath,
Technolbogy Assessment Workshop staterment
— "The practices of spreading oil dust suppressants, burming
trash and human waste, and using gasoline and diesel fuels
for unvented heaters are documented. There were nao
reported measurements of ambient or indoar pollutants.”

1886 nstitute of Medicine, Health Consequences of Service Duwring the Persian Guf
War Recormenciations for Research and informnation Systems:

— "Monitors of air and soil contaminants were not operating for
the full period of CDS/S, and other kinds of exposures were
not measured.”
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Corps Potential Fuel Exposures
During the Persian Gulf War

+ Likely Exposures

— Fueling operations and/orspills (Inhalation; D ermal)

= (asoline—lead, BTEX (henzene, toluene, ethylbenzene, and xzylene)
» Kerosene hasedfuels— kerosene, jetfuels, naphtha, PAH (Polyeyclic
Aromatic Hydrocarbons)
= GQuestion: Were fuel tanks cleaned?
— I so,tark entry makes high dermal exposures probable

% Summary of U.S. Navy and Marine

— Tent Heaters, generators, stoves (Inhalation)

* Combustion byproducts, i.e, GO, S0, MO, particulates, HS0,; Mo,
organic carban

= Lead{leaded diesel & gasaling)

= Consider poorventilation & slow smoke dissipation intents, unvented
heaters, and use of non-issued fuels

RAC-GWVI Meeting Minutes
October 25-26, 2004
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Summary of U.S. Navy and Marine
Corps Potential Fuel Exposures
During the Persian Gulf War

Likely Exposures
— Wehicle/Equipment Operation {Inhalation)
= Combustion products
= Lead
— Trash and Waste Burning
= Cormbustion byproducts
— Possible dickins, PAHS, acids
— Dust Suppression [Spraying operations on sand and roads]
{Inhalation; Demal; Ingestion)
= Mists & vapors (volatilization) from diesel & jet fuels
= Consider ingestion frorn contaminated hands, clothing, food &
water
= Consider dermal absorption during spray operations
— Depending on wind directionfspeed
— Proximity of spray to troops 6

{Inhalation)

- Summary of U.S. Navy and Marine
‘% . Corps Potential Fuel Exposures
During the Persian Gulf War

+ Likely Exposures
— Cleaning (dermal)
= Petroleurn products used as solvents
— Kerogene
- Jetfuel
- Unknowns?

w

o ;

“  Summary of U.S. Navy and Marine

Corps Potential Fuel Exposures
During the Persian Gulf War

Questions?
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Presentation 6 — Lea Steele & Christine Rasmussen

Health Outcomes in Relation to
Petroleum Combustion Exposures
During the Gulf War

Summary of Epidemiologic Findings

Lea Steele, Ph.D.
Christine Rasmussen, Ph.D.

* + | Iy

Epidemiologic Findings:
Combustion Products and Health Outcomes

e General information: health effects of components
of oil well smoke, jet fuel

e Epidemiclogic findings in Gulf veterans in relation
to:
» Exposure to oil well fires
» Exposure to tent heaters

*+ | T,
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Toxicants Found in Oil Fire Smoke Identified Health Effects of Oil Smoke Contaminants

« Ozone (0,

« Nitrogen Dioxide (NO,) Ozone acute lung irritant; chronic structural damage
+ Sulfur Diexide {SQ,) y . .

« Carbon Monoxide (CO) Nitregen dioxide deep lung irritant

+ Hydrogen Sulfide (H.S) Sulfur dioxide upper airway irritant

s VOCs: Volatile organic compounds rbenzene, folvens, sic)
+ PAHSs: Polycyclic aromatic hydrocarbons raritracene, pyrenepic)
+ Particulate matter em,, Fm,, wirsfine particles) Hydrogen sulfide acute and chronic neurclogical effects

Carbon monoxide neurological, neurocognitive effects

o Metals rcadmivm, chromivm, tead, nicksl, mercury, vanadiva)

+ Acidic gasesl/aerosols pydrochioric scid, mitric acid, sufuric 20id |

* o+ | AR *o+ | IR

Identified Health Effects of Oil Smoke Contaminants Identified Health Effects of JP-8 Jet Fuel Exposure
AFIERA, 2001 Significantly elevated symptoms: dizziness,
. . . b I Aingling, headache, blurred
VOCs respiratory, neurological, cardiac, bone vision, cognitive problems, chemical allergy, SOB
marrow effects, genotoxic, carcinogenic
: : Measured performance deficits:
PAHs carcinogenic i Eostural sway
. : : - Neurocognitive testing
Particulates respiratory, cardiac effects - EBCC (eye blink classical conditioning) tests
Metals respiratory, neurolegical, gastreintestinal,
hematelogical Other studies Impaired neurocognitive function, postural balance,
EBCC
Acidic acute respiratory effects

gasesfaerosols

* | IESNERERTR AR AC CW VI
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Exposure to Petroleum Combustion
Products in the Gulf War

Epidemiologic Findings

* o+ | AR

Petroleum Combustion Exposures in the Gulf War:
How Many Were Exposed?

Study Population Findings
Kansg, 2000 11441 US  65%reported exposure to smoke from ofl well fires
Gulf veterans 5ot reported exposure to diesel, kerosene, petro fumes
30% consumed food contaminated wi oil, smoke
Urwin, 1999 3,284 UK Gulf 72%reported oil well fire smoke exposure
veterarns  78%;reported exposure to exhaust from heaters
84% reported exposure to dieselipetrochem fumes
Chemry, 2001 7,971 UK Gulf 61%reported oil well fire exposure
veterans

*o+ | IR

Exposure to 0il Well Fire Smoke: Short-term symptoms

Study Bopulation Findings
Navy Prev. 2,700 Harines, Harines with extended exposure to oil fires had
Hed after Harch 1991 higher rates of respiratory and G1symptoms
action report Viheesing DRz 3.08 (192495
Cough OR= 1.54 (1.17-2.02)
Diarrhea OR =219 (1.70-283)
Nausivomiting OR=1.91 1.213.01)
Petrucelli, 1999 1599 Army Vimile in Kuwait, personnel had sign. elevated rates
troops of cough, respiratory imitation, bumning eyes, S0B,

higher rates associated with proximity to oil well
fires. Atter retum to Germany, only excess rate of
cough persisted

* | IESNERERTR

Exposure to Qil Well Fire Smoke: Chronic Symptoms

Study Qutcome Exposure Findings
S

Cherry, 2001 symptom  number of sign. comelated wi overall symptom severity
(7.971 UK vets) score days  no correlation with respiratory symptom score

exposed
Proctor, 199§ symptoms ST no correlation between exposure and cardiac,
220 New in groups) gical, or pul ¥ sympt
England vets)

AR AC CW VI
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Exposure to Qil Well Fire Smoke: Symptom Complexes
Study Exposure Outcome Findings
lowa Study, 1997 sirsmoke, cogn dyst symps  sign prev diff p<0.001)
{1,585 lovra vets) W"“:“’"“‘ FHS symps sign prev diff {p<0.001)
products depressionsymps  sign prev diff <0.001)
Misenbaum, 2000 sir mild-mod CHI OR=120 0921.231)
{1,163 Air Guand vets) severe GHI OR= 162 0.79-3.35)
Spencer, 2001 eye initation CHI 15 days: OR= 264 (1.34520)
{1,119 OR, WA vets) fm::; m-;nu 6+days: OR=4.47 (207963)

* o+ | AR

Exposure to Gil Well Fire Smoke: Symptom Complexes

Study Exposure Outcome Findings
Unwin, 1999 Sir CHI OR=135 (1.5-21)
(3284 UK vets)
Vifolfe, 2002 sir oil fire CHI OR=21 (1.4332)
1945 Amny vets ) smoke odor
Gray, 2002 modeled Bivariate: OR =1.54 {1.311.80)
{11,868 Seabees) [T Hultivar: DR = 0.44 (0.260.73)
selfreport Bivariate: OR = 2.22 (1.25-2.66) &in)
Hultivar: DR =1.23 (0.91-1.65) &I)
Kang, 2002 consumedfood — Meurosymp 739 cases vs. 21% controls
contaminated factor
with o, smoke

*o+ | IR

Gulf Veterans vs, Not Deployed: Diagnosed Conditions

Study E xposure Qutcome Findings

Urwiin, 1999 PGl s, sel-reported  Asthma OR =13 (1.424)
(3,284 UK vets) nondeployed medicaldx  Bronchitis OR=17 {1.2-23)
lowva Study, 1997 PGW vs. symptonms Asthma sign. prev difference
{1,296 lovm wets) nondeployed suggestingdx  Bronchitis  sign. prev difference
Steele, 2001 PGW s, sef-eported  Asthma OR =2.03 {1.02-4.26)
(20 Kansas vets) nondeployed e dical dx Bronchits OR =261 (153443
Gray, 2002 PG s, sel-reported  Asthma OR =132 (1.23-2.6%
(11,362 Seabees) nondeploved me dical dx

Goss-Gilroy, 1997 PGW rs. symptoms Asthma OR =264 {1.97-3.59)
(Canadian vets) nondeploved  suggestingdx  Bronchitis OR =281(222315%
Kelsall, 2004 PGW vs. sefreported Asthma  OR =12 (0.218
(1,456 Australian vets)  nondeployed e dical dx Bronchitis OR=1.1{0.9-1.5)

* | IESNERERTR

Exposure to 0il Well Fire Smoke: Diagnosed Conditions

Study Exposure Qutcome Findings
Gray, 2002 CHPPH selfreported  Asthma OR=182(1.232.6%
{11,368 Seabees) mod els medical Bronchitis OR =1.49 (1.13-1.37)
diagnoses
Lange, 2002 sir Asthma ORs = 177283 (sl
{1,560 lowea vete rans) symptoms of  Bronchitis  ORs = 214478 (sl
CHPPH asthma,
models bronc hitis Asthma, Bronchitis: ORs=077-126
Kelsall, 2004 sir gglnsur; sefreported  Asthma OR = 132 (1.232.6%
{1,456 Australian 1o “SHOIL medical Bronchitis  OR =1.40 (1.18-1.87)
vets) diagnoses

AR AC CW VI
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Exposure to Oil Well Fire Smoke: Diagnosed Conditions Exposure to Tent Heaters and Fuels:

Study Exposure Qutcome Findings Study Qutcome Exposure Findings
Proctor, 1995 symptoms smhlz from tent ﬁ;:in. c?mlmd with carﬁacﬂlﬂmlnjcal
ate
Smith, 002 modeled, Ouerall, greater exposure associated 220 Armny wets) groups) m and pulmonary symptoms (p "
{405,142 active duty i & xpo sure with hm_u;mlzes of hospitaization in P =
levels most categories, with the ¢ xception of Vifoife, 2002 CHI heaterintent OR=1.6 (1023
hospitalizations :l{un diseases (IiR-1 35 and injuries (M5 Armiy vets)
exposed vs. not Spencer, 2001 CHI diesel heater OR =178 (093-343
exposed Asthm: RR=0.90{074-1.0 (1,119 ORMA vets) hersene heater  OR =1.92 {0.93-400
Chr. hmnchrln FR=073 {0315 potbe By heater OR =23 (1.14-456
ﬁgﬁ:ﬂglﬂms &1‘ ?gms?fﬁ:? deaned heaters  OR =241 (128453
Other reon d i5 056245 contactvithfuel  OR =376 (1.99.7.13
bk et desse IR0 009 Urawin, 2002 THI  camusthombetes OR=10 (1623
Cawan, 2002 sirand (3,284 UK wets) dieselipetro fumes  OR =21 (1.725
@73 cases, Hbd CHPPH models  dxasthma  pext presentation)
controls from CCERy Gray, 2002 [ | jetfuel bumedin tent OR =212 {1 81-24% (unadj)
(11,868 Seabees) heaters OR =1.11 (0.55-1.39 (saturated)

* o+ | AR *o+ | IR

Summary of Epidemiologic Findings:

General Points

s Results differ by how exposure is assessed
» Self reported: yesino vs. graded exposures
» Self-reported exposure vs. modeled exposure
» Unadjusted vs. adjusted estimates (possible confounding)

s Results differ by health outcome of interest
» Respiratory symptoms, other defined symptoms types
» Multisymptom illness complexes (vary with definition)
» Diagnosed medical conditions

Summary of Epidemiologic Findings

« B580% of Gulf vets report some exposure to oil fire smoke
during deployment; duration and intensity vary

s~ B0% of Gulf vets report exposure to other petrochemical
fumes, exhaust from tent heaters

+ 30% report eating food contaminated with oil or smoke

* | IESNERERTR

AR AC CW VI




Appendix A RAC-GWVI Meeting Minutes

Presentation 6 — Steele and Rasmussen October 25-26, 2004
Page 72 of 135

Summary of Epidemiologic Findings Summary of Epidemiologic Findings

« Deployment to the Gulf War is associated with: » Among veterans who served in the Gulf War,

self-reported exposure to oil fire smoke associated with:

» excess rates of respiratory symptoms
» Short-term (but not chronic) respiratory symptoms
» excess self-reported diagnoses of asthma and bronchitis

(generally ~ twice the rate of nondeployed) » Symptoms ofiself-reported asthma (ORs~1.8 - 2.8), chronic
bronchits

» Chronic multisymptom conditions (ORs~1.5 - 4.5)
(pessible dose-response effect—proximity and duration)

* o+ | AR *o+ | IR
Summary of Epidemiologic Findings Summary of Epidemiologic Findings
+ Modeled exposure to oil fire smoke associated with: ¢ Exposure to tent heaters is associated with:

» Cardiac, neurological, and pulmonary symptoms

» Mixed findings » Chronic multisymptom illness {ORs ~ 2.0}

e Jet fuel: little information from Gulf veteran
epidemioclogic studies

* | IESNERERTR AR AC CW VI
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Did Exposure to Cil Well Fire Smoke
During the Gulf War Increase the Risk of
Asthma among Veterans? A Review of

Three Studies

David N. Cowan, PhD, MPH

Division of Preventive Medicine
Walter Reed Army Institute of Research
Siver Spring, MD

EPICON Associates, LLC
Sitver Spring, MD

Formerty with
DOD Deployment Health Chinical Center
Walter Reed Anmy Medical Center
Washington, DC
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Two 2002 Studies of Asthma and
Exposure to Qil Well Fire Smoke

¢ Smith TC, Heller JM, Hooper TI, Gackstetter GD,
Gray GC. Are Gulf War veterans experiencing
iliness due to exposure to smoke from Kuwait oil
well fires? Examination of Department of Defense
hospitalization data. Am 1 Epidemiol 2002 May
15:155(10):908-17

+ Lange JL, Schwartz DA, Doebbeling BN, Heller JM,
Thorme PS. Exposures to the Kuwait oil fires and
their association with asthma and bronchitis among
gulf war veterans. Environ Health Perspect 2002
Nov;110(11):1141-6

A case control study of asthma
among U.S. Army Gulf War
veterans and modeled exposure to
oil well fire smoke

David N. Cowan, Jeffrey L. Lange, Jack Heller,
Jeff Kirkpatrick, Samar DeBakey
Mil Med 2002 Sep:167(9):777-82

Methods 1

* Subjects:

— Active Duty Army

— Comprehensive Clinical Evaluation Program
Participants

— Demaographic, military, and questionnaire
(including self-reported Sx, Cx, Ex) data
available.

— Physician-assigned diagnoses (primary, up to
6 secondary) ICD-9 coding
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Methods 2

® Cases

- Diagnosis of asthma (493, 493.91) after CCEP
exam

- No diagnostic or laboratory data available
® Controls 3:1 ratio

— Random selection of CCEP participants with
no respiratory system diagnoses, SSID
diagnoses, or Sx or Cx

Methods 3

® Exposure
- Self-reported exposure captured (yes/no)

— Unit location at company level

— Unit location provided by CRUR to CHPPM

Methods 4

® Exposure

— NOAA Air Resource Laboratory developed
plume model

- Modeled plume is for 24 hr average
concentration of soot, updated daily

- Exposures are estimated for 15 km resolution,
2 m above ground

Methods 5

® Exposure

— Soot composed ~15-20% of total plume
particulates, varied considerably over time
and across wells

— Other components include salts {~30%),
sulfates (~8%), other organic compounds
{~30%)

— Most soot and other particulates 0.1-0.8 um
diameter
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Methods 6

* Exposure measures

— Sum of esfimated concentration for al days in-theater
(rng/frre-days), Continuous var able and categories:

= referent < 0.1 mgim-days

» jntermediate == 0.1ard < 1.0 mg/mé-cays

DATA FLOW AND INTEGRATION

s o . -
Linit

Tocation Dtnu;:e;m
. = £ . P E— ra .
* Hichest level »= 1.0 mafm-days Source ARLMNOAA CRUR CCEP

o Murrber of days exposed to levels of 65 pg/re o higher
Mational Arrbient Air Quality Standard for 24-hour particul ate

. . Integration mammm\a -")
matter of less than 25 wm diameter (EPA 1997)). Continuous
wariable and categories:

® referent 0 Days Output Asthma/Smoke
* intermediate 1105 days e Exposure Association
» highest 6 1030 days

Modeled Ol Well Fire

TSP Concentrations and Methods 7
Study Subject Locations

February 25, 1991
* Analysis
—0dds ratio measure of association

— Statistical significance based on 95%
. - > = confidence interval

— Logistic regression used for multivariate
analyses
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Table 1. Univariate associations between

Results asthma and demographic characteristics
Sex
Femde 133 264 4,00 [referent)
hide TH 2200 0670535 - 0.84)

e 873 cases with valid location data used in

Age group at time of evaduation

analyses 19-24 262 G662 1.00(referent)
*.29 23 646 0.40(0.73- 1.12)
034 202 BB 0.84(0.67 - 1.05)
GE® 161 s 0.78(0.62 -099)

® 2464 controls with valid location data used Chi Squarefor trend = 5.10, p=0.024

in analyses Raceiethnicity
White 439 1226 |1.00(referent)
Black 3 909 0.95(0.80 - 1.43)
Hispanic &0 127 4AD(0.T7 - 157)
Other T3 203 4.0070.74 - 1.35)

17 12

Table 1. (cont) Univariate associations
between asthma and demographic Comparison of exposures
characteristics

® Poor agreement between self-reported and

Number of | Mumber of
Variable and Lesel Cases | Cortrds | Odds Ralio (95% CI) modeled exposures (kappas of 0.13 and
Rank 0. 12)
Enlisteet 798 2169 |1.00 (referert)
Officer B U6 073054 -0.99)
Cigarette smaking ® High correlation between modeled
N 498 1327 [1.00 (referert -
P T e 1.0??0.8?_1.3)2) cumulative exposure and days exposed to
Current 188 676 |0.74 (061 -090) high (rs=0.84)
Self-reported oil well fire smoke exposure
No 111 43 1.0 (referent)
Yes 634 1626 |1.56(1.23-1.97)
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Table 2. Univariate Associations between
Asthma and Measures of Smoke

Exposure
Cmuiative exposure myim3- days
(aegories (ases Cortrols Dolds Rafio (85% CI)
<01 1 52 1.00 {referent)
=01-<10 9 529 1.2 097-1.41)
=10 m B0 14001.12-1.76)
Any vs. nane 1.30(1.06-1.59)

Chi oyuare tedt for trend = 8.04, =0.003

el

Table 2. (cont) Univariate Associations
between Asthma and Measures of Smoke
Exposure

Daysvith Exposure >= 63 ug3
Categories (Jases Cortrals— Ocls Ratio (35% C1)

0 yiki [k 1.0 (referent)

14 7 745 122(089-150)
£-30 pi 484 148(119-1.8)
Any vs. none 1.32(1.10-1.80)

Chi suuare tegt fortrend = 12 26, p=0.0003

22

Table 3. Odds Ratios (95% CI) for
Asthma by Smoking Status

Eesure and Lee
Cumdte e md-das
[

doons e omked  Fomer St Curent Sk
<[ IMiefeeng — 1Wefeeny  100(refeed
=01-<4 AX0%-17) 1TO%-28 0007216
1] T4106-154 A2 10(08-17)

Table 3. (cont) Odds Ratios (95% CI) for
Asthma by Smoking Status

Expoare and e

Days wth Epore >= 63 g

Cdogries Mo Smoked  FomerSmover Curet Smokg
0 0k A0 feben) 100 [elrer)
4 TU00-160  1H0%-25) 09208134
il 51018 2008-33  1B078-20)

24
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Table 4. Adjusted* Odds Ratios for
Associations with Measures of Smoke
Exposure

Cumulative exposure mg/m3-days
Categories Adjusted Odds Retia (95% CI)

<01 1.00 {referent)
»=01-<10 1.24(1.00 -1 58)
>= 10 140(1.11-1.75)

Continuous 1.08(1.01-1.15)

*Adusted for sex, age, racefethnicity, rank, smaking histary, and
sef-reported exposure.

Table 4. (conty Adjusted* Odds Ratios for
Associations with Measures of Smoke
Exposure

Days with Exposure >= 65 ugim3

Categories Adusted Odds Ratio (95% CI}
1 1,00 (referent)

1-5 1.22(099-141)

30 14 (1.12-1.77)
Continuous 1.0311.01-1.05)

*Adusted for sex, age, racefethnicity, rank, smoking history, and

self-reported exposure.
26

Discussion

e We found significant associations between
modeled smoke exposure and physician-
diagnosed asthma for both cumulative
exposure measures defined z prior7

e We found dose-responses for both when
considered as categorical measures and as
continuous measures

What did they find?

® Smith, et al. No association between
modeled smoke exposure (MSE) and
hospitalization for asthma (and other
diseases)

® lange, et al. No association between MSE
and self-reported asthma symptoms

28
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Compare and Contrast the
Studies

® What do they have in common?
e What is different?

® How could these affect the findings?

Study design
® Smith, et al. Historical cohort
® Lange, et al. Cross-sectional

e Cowan, et al. Case-control

30

Study population

® Smith, et al. ~405,000 active duty,
deployed, all branches

® Lange, et al. ~1,900 all components,
deployed, all branches

e Cowan, et al. ~3,300 active duty CCEP,
deployed, Army only

fal

Control of potential confounders?

® Smith, et al. Partial: job, prewar
hospitalization

® Lange, et al. Partial: smoking status, self-
reported exposure

e Cowan, et al, Partial: smoking status, self-
reported exposure

3z
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. . A priori hypothesis for outcome?
Diagnosis issues
o A priorf hypothesis ® Smith, et al. No. Looked at all dx
® Case definition
® Study setting ® Lange, et al. Yes. Examined only
® Number of cases in study respiratory illness (plus depression)
e Diagnostic accuracy
® Prevalence of disease in studied population e Cowan, et al. Yes. Examined only asthma
Case Definition Study setting
® Smith, et al. Hospital record, ICD-9 e Smith, et al. Electronic records of

hospitalized patients only

® Lange, et al. Self-report ATS
g P < ® lange, et al. Telephone interviews

® Cowan, et al. Physician diagnosis _ ..
! ¥ g e Cowan, et al. Patients seen outpatient in

CCEP. Data from g-aires, medical exam
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Number of cases in study

® Smith, et al., 880
® Lange, et al,, 129

e Cowan, et al., 865

Diagnostic specificity and sensitivity

® Smith, et al., used only hospitalized cases,
likely missed 90% of all cases (high PPV, not
sensitive)

® Lange, et al., used self-report, likely included
many non-cases (low PPV, not specific)

e Classification error for both

e Cowan, et al., used physician dx, sensitivity
and specificity unknown.

38

Prevalence of Diagnosis in Population

® Smith, etal. 0.22%
® Lange, et al. 8.3%

e Cowan, etal. 2.2% (primary dx)

Exposure Issues

® Estimation issues
® Data source
* A priorihypothesis

® Exposure CQutpoints

Branch of service and unit location
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How exposure estimated Source of exposure estimates
® Smith, et al. Reported TSP, 2 m above ¢ All studies used same basic source of data:
ground Center for Health Promotion and Preventive

Medicine/National Oceanic and Atmospheric

Administration plume model
e Lange, et al. Solar absorbance of smoke,

distance above ground not specified

e Cowan, et al. Soot, 2 m above ground

Ll 42
A priori hypothesis for exposure? Exposure Cut points
® Smith, et al. Not clear ® Smith, et al.
— 7 levels
® Lange, etal. No. Cut points arbitrary *none

* 1-260 ug/m3 for 1-25, 25-50, or =50 days
* =260 ug/m3 for 1-25, 25-50, or =50 days
— Categories do not appear to be mutually
exclusive

e Cowan, etal. Yes. Setcut points prior to
analyses
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Exposure Cut points Exposure Cut points
® Lange, etal. e Cowan, et al., established cut points &
— Two levels “set without available precedent and priorf based on distribution and EPA
without intuition regarding a level that would standards
adequately balance sensitivity and specificity. Thus, &
prioii..” selected the 50t percentile and the 95t
percentile, compared most-exposed to rest of
population
— Used number of days exposure was above each
threshold.
a5 a5
Branches included Military Branches and Unit Location Data

® [Most military personnel in the vicinity of the oil well fires were
Arrry and Marine Corps

® Smith, et al. All branches

® Ay unitlocation data at the company level (approximately
100-200/Ca)

® Lange, et al. All branches

® Marine data at the battalion level (4 to & Co/Bn)

.
Cowan, etal. Army Only ® PNawy and Air Force data not usable due to mobility and size of

Lnits

® Only Arrmy personnel were used by Cowan, et al,
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What does it all mean: error in diagnosis

Impact of Branch of Service
and exposure

e Smith. et al. and Lange et al. used all ® [ferrorsin diagnosis and exposure are not dependent on one
4 y . ! i another (non-differential misclassification), then the observed
branches of service. Due to problems level of assodiation is almost certainly lower than the rue
with Marines, Air Force, and Navy data level of association

there is likely increased exposure emror
Y P ® Thereis litle doubt that errors exist in both diagnosis and

exposUre estimates

e Cowan, et al., used only Army units, likely
had lower level of exposure estimate error

Misclassification Discussion: Smith, et

Misclassification Discussion: Cowan, et al.
al. and Lange, et al.

* Potential for misclassification errors in Cowan, et al. ® Smith, et al., probably missed 90% of cases
—Outcome {many false negatives), but probably had very
# False positive cases high PPV
¢ | ess likely false negative controls
— Exposure ® |Lange, et al, probably over-diagnosed
Unit location errors likely substantially {(many false positive), had low PPV,
#Model errors likely but had few false negatives

* Degree of these unknown

a1 52
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Misclassification Discussion

® In each study diagnoses and exposure estimates
were were made independently of each other;
therefore it is probable that the errors are
largely non-differential

The effect of non-differential misclassification

® The effect of non-differential
misclassification is known:

—"...bias from independent non-differential
misclassification of a dichotomous exposure is
always in the direction of the null value...”
Rothman and Greenland, Modern
Epidemiology

54

More comments on non-differential
misclassification

- "...the attenuation {(of the odds ratio) can be
appreciable even with a high sensitivity and
specificity.” Armstrong, et al. Principles of
Exposure Measurement in Epidemiology

- "Random misclassification always results in an
underestimation of the true relative risk...”
Hennekins and Buring, Epidemiology in
Medicine

The Potential for Selection Bias

+ Difficult to assess, always a challenge, can give biased
answer

¢ In both Lange, et al., and Cowan, et al., there was a low
level of correlation between self-reported and modeled
exposure, so self-selection is not likely to account for
findings

* Must remain vigilant for bias

56




Appendix A RAC-GWVI Meeting Minutes
Presentation 7 — Cowan October 25-26, 2004
Page 88 of 135

Conclusions

® When the observed odds ratios from the Cowan, et al ., study
are congdered in the light of the substantial opportunity for
rmiscl assification, the findings are suggestive of an association
between objective estimates of exposure to oil well fire smoke
and risk of asthma diagnosis among CCEP participants

® Smith, et al., and Lange, et 4., are likely to have even higher
levels of misdassification, and that may account for the
findings of no association

® More studies needed. .
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Presentation 8 — Lea Steele

GWI Treatment Research

Research on Treatments for Gulf War
Veterans’ Illnesses:

¢ Challenges of studying GWI treatments

Background and Context

e Evaluating evidence re: treatment effects

* VA/DOD Clinical Practice Guidelines

Lea Steele, Ph.D. e Treatment studies of GWI
October 25, 2004 * ldentifying “new” treatments
* o+ | IR LRl R AC GWVI]
GWI Treatment Research GWI Treatment Research
« Treatment Information we've discussed Evaluating GWI treatments is extremely challenging

» GWI may include multiple phy gical processes
» ABT, EBT Clinical Trials = May require treating concurrent problems that differ in different people
= Which subgroups benefit fromwhich treatments?

» VAIDOD Clinical Practice Guidelines
» No objective clinical markers of illness
Clinical experience at NJ WRIISC

* P » Noaccepted GWI case definition
= Who has Gulf War illnessiwho does not?

» How best to measure health impn tiresy to treat ts?

* -+ | UG ARl R AC CWVL |




Appendix A RAC-GWVI Meeting Minutes
Presentation 8 — Steele October 25-26, 2004
Page 90 of 135

GWI Treatment Research:
GWI Treatment Research Measuring Outcomes

¢ Measuring Improvement: Outcome Measures + SF36

» Changefelimination of biological indicator of pathology * E‘:a:,l;;t;i:?;:g'g:gm:;ssﬁ“r:(:,"cssfwml domains of daily life

{e.g. infection) = Mental health function summary score {(MCS)
» Sustained symptom improvement » Mean score in the general population is 50 (scale of 0-100)

» Improvements in functional status on standardized tests . - A
#» Mean scores associated with diseases:

= SF-36, SIP, cognitive function, etc. = Diabetes = 42
. « COPD =36
» Exercise tolerance = GW participants in ABT frial = 30
LA G L *o+ | IR

Evaluating Evidence of Treatment Efficacy;
Effectiveness GWI Treatment Research: Little Evidence to Evaluate

Levels of Evidence {IOM, 2001)

« VAIDOD Clinical Practice Guidelines: Recommendations of

Level
1 Multiple well-designed RCTs; multiple well-designed outcomes studies Expert Panels

2 Single well-designed RCT; single well-designed outcomes study » Post Deployment Health Concerns

. _— . . . » Medically Unexplained Fatigue and Pain
3 Consistent findings from multiple observational studies

4 Single cohort or cas e/control obs ervational study . VAIDOD Clinical Trials

5 Unsystematic observation, expert opini judyg » EBT

» ABT

GulF War Veferans' Waesses: Treating Symafents and Syrdroares, 10K, 2001

* | IESNERERTR AR AC CW VI
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Clinical Practice Guidelines: Medicdly Unexplained Fatigue and Pain

PRy

ELIKLINE S MR

ey

il G ' ML S

Clinical Practice Guidelines: Medically Unexplained Fatigue and Pain

GWI Treatment Research: Clinical Trials
EBT: Exercise/Behavioral Therapy Trial

PHARMACOLOGIC AGENTS FOR CFSFM-

1,092 Gulf War veterans at20 study sites; 12 mo. therapy

SF-36 PCS SF-36 PCS

improved mean pts.

7 pts. or more improved
S Usual care 11.5 % £0.04
Exercise 1M.T % 097
= CBT 185 % 0.59
CBT + exercise 18.4% 1.03

MILRAC.CH YL * + | e
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GWI Treatiment Research: Clinical Trials . . A A
GWI Clinical Trials: No evidence of substantial

ABT: Antibiotic Treatment Trial improvement in veterans’ health
491 Gulf War veterans at 26 study sites; 12 mo. doxycycline « EBT:

» CBT produced 7% more veterans with 7 pt. SF-36 increase,

but less than 1 point mean increase
U improved mean SF-36scores % mycoplasma
7 pts. on SF-36 baseline, 12mos  neg. @ 18 mos

Doxycycline 18.0 % 30.2 9 320 90 %

» Exercise/fCBT produced some symptomatic improvement

1=

BT:
» Similar % of treatment and placebo group had 7 pt.
increase at 12 mos; mean SF-36 increase was ~ 2 points

Placebo 173% 30.19» 309 87 % *

» Mycoplasma infection and GWI?

* o+ | AR *o+ | IR

Identification of Treatments for GWI:

Approaches Used by YA GWI Treatment Research: What Next?
Levels of Evidence {IOM, 2001) + ldentifyingfevaluating additional GWI treatments
Lewel
1 Multiple well-designed RCTs; multiple well-designed outcomes studies » Identification of specific biological mechanisms underlying

2 Single well-designed RCT; single well-designed outcomes study « Use existing treatments that counter those processes

3 Consistent findings from multiple observational studies = |dentify new pharmacalogic interventions

4 Single cohort/obs ervational study » Systematic evaluation of treatments currently used;
investigate claims of treatment success

5 Unsystematic observation, expert opini judyg t = Gulf Warillnesses

= Similar multi symptom conditions

GulF War Veferans' Waesses: Treating Symafents and Syrdroares, 10K, 2001

* | IESNERERTR AR AC CW VI
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GWI Treatment Research
GWI Treatment Research

Identifyinglevaluating additional G\ treatments: o )
o Identifying/evaluating additional reatments « Identifying effective treatments for GWI

» Identify specific biological mechanisms of GWI » Highest priority for GWI research

» Complex challenges
» Investigate claims of treatment success

» Requires committed, comprehensive effort

+ Both processes can lead to identification of treatments
for evaluation in randomized clinical trials

* o+ | AR *o+ | IR
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Presentation 9 — Charles Engel

W
DHCC

DEPLOYMENT HEALTH CLINICAL CENTER

“In Return for Their Sacrifice”

Conceptual Basis & Clinical Outcomes of .
the Specialized Care Program ;. .. s

AR wﬁj
. SRS

DoD Centers for Deployment Health ( /P§
ASD(HA) Policy Letter — 30 Sep 1999 K-

T T — ) “
| \\\
* Deployment Health Clinical Center

at Walter Reed Army Medical Center

* Deployment Health Research Center
at Naval Health Research Center in San Diego

* Deployment Health Surveillance Center %
at Center for Health Promotion & Preventive Medicine ., Y
)N

ﬁw*ﬁ?

2
gfﬁ Tﬁi}\i\f
w AU
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Specialized Care Program
Mission Statement

DHCC Mission
Deliver a coordinated multidisciplinary
| Improve post-deployment health care for | treatment program for those with
Department of Defense health care persistent, disabling, or treatment
beneficiaries and Reserve Component refractory symptoms related to the Gulf.
£
oo Wy

Specialized Care Program Specialized Care Program
History of the Program Candidates for Care
« Initiated by LTG Blanck in January 1995 per Anyone with persistent, disabling Gulf

tasking from DoD/HA

i ) War-related symptoms that:
« Evidence-based model adapted from chronic

pain programs * remain undiagnosed after appropriate
- Validated for treating Gulf War veterans by a medical evaluation; and/or
multi-institutional expert panel + are unlikely to respond to specific
* Program started March 1995 biomedical treatments.

» over 600 veterans & 100 cycles
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Specialized Care Program

Many symptoms and services

Successful Intervention
Requires...

mean sd ‘embracing the veteran’ to build trust
SymptorTl pount 9.7 (3.6) carefully coordinated delivery
CCEP Visits 16.9 (82) many medical perspectives
Other Visits (6-mo) 12.5 (25.2) comprehensive intervention
CCEP Tests 62.0 (28.8) treatment of overall functional status
CCEP Diagnoses 5.9 (2.3) and quality of life rather than a narrow
Med Fills (6-mo) 13.1 (10.9) set of symptoms
Specialized Care Program )
Demographics e Disease-Centered Care
SCP CCEP All
Age (GW) 33.3(¢8.3) 26 26 The primary goal is to improve the medical
Females 27% (20 ) 12% 7% status o'f a disease. Digea§e s‘tatgs is typically
Caucasian 57% (42 ) 57% 70% determlne:-d through objective indices such as
Officers 10%(7 ) 1% 10% examination signs or laboratory tests.
Army 73% (54 ) 81% 50%
Active 74% (55 ) 83% 83%
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"Medicine as Usual” Person-Centered Care
History
N\ The primary goal is to facilitate change in
Exam heaith-related behavior. The provider and
N\ ) patient collaboratively negotiate the exact goals
Testing of care. Behavior such as verbal reports of
. . symptoms, quality of life, or functional capacity
D'agnos'i are used to monitor treatment success.
Treatment

From Symptom to Disability
Tllness as Behavior

Perception Belief

Response
- Perception: result of physiologic process
+ Belief: determined largely by experience
+ Response:

» behavior

> emotion

> physiology

physical conditioning

peliefs about disease

role models

‘ .
[iness | Impairment

[general healt] /

past functioning

psychosocial suppor
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Appendix A
Presentation 9 — Engel

Disabling Process

Predisposing Factors

Biology,”
e ?"‘\ Lifestyle

Quality
of

soctel & pysicel

Precipitating
S e
Event (e.g., fall, infection) Disability

foM. Disability in America.
NAS. 1991; p. 85

Unexplained Symptoms

The Patient's Initial Model

“...so | feel bad...”

_Symptoms

=i LOSs of
Function

“...and | can't {activity]”

&
lliness wmu

“[cause] made me sick...”

Unexplained Symptoms

Expanding The Model

Environment

doctor's opinions

relatives opinions
Health Beliefs loss of Intimacy/friends Deactivation
exercise worsens symptoms T loss of conditioning
rest improves symptoms cycling levels of activity

f Symptoms ’
IIlness@mmmL s | 0SS Of
Emotions «——— Function

depression/anxiety
frustration/anger
pessimism

Environment
doctor’s opinions
relatives opinions Deactivation

loss of intimacy/friends

loss of conditioning

/ cycling levels of activity

wfp- LOSS Of
— Function

Health Beliefs

exercise worsens symptoms

rest improves symptoms \
Symptoms

ks
lliness «m

Emotions
depression/anxiety
frustration/anger

pessimism
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A Reverberating System

The factors determining prognosis
among chronic ilinesses are often far
more complex than simply the cause of
the illness.

What Can We Manage?

Environment

doctor's opinions

relatives opinions . .
loss of intimacyffriends Deactivation

loss of conditioning
cycling levels of activity

Health Beliefs

exercise worsens symptoms

rest improves symptoms \

Symptoms

¥
&

N

lllness #m » Loss of
Emotions «——— Function

depression/anxiety
frustration/anger
pessimism

Specialized Care Program
Intensive Evaluation &
Treatment
CCEP & muiltidisciplinary reassessment

3-week intensive outpatient program

4 to 8 patients per cycle

Key Objectives:
» Form symptom management plan
» Coordinate primary care follow-up

Three Intervention Teams

/ ’
e Psychosocial Tea

psychologist
social worker
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0720
0800
0900

1115
1200
1230
1300

1500
1600

Specialized Care Program

A Typical Day

Warm-Up/Stretching
Medical System Review
Occupational Therapy
Physical Therapy
Individual Counseling
Team Rounds
Lunch/Nutritionist
Autonomic Response Training
Occupational Therapy
Physical Therapy
Individual Counseling
Participatory Seminar
End of Day

Specialized Care Program
Participatory Seminars

Orientation & overview
lliness series:
liness and Impairment
Acute and chronic iliness
lliness and emotions
Users’ Guide to:
‘Your doctor
Prescription meds
Disability compensation
Medical labs & tests
Learning about your body:
Activity and morale
The nervous system

« Learning about body (cont'd):
Impact of diet on symptoms
Review of common symptoms

» Strategies for coping with

ilness
Overcome illness flares
Pacing
Sleep hygiene
Goal-setting
Overcoming inactivity
Autonomic Training
Problem-solving
Communication skills

Age (GW)
Females
Caucasian
Officers
Army
Active

Specialized Care Program

Demographics e-7e
SCP  CCEP
33.3(x8.3) 26
27% (20 ) 12%
57% (42 ) 57%
10%(7 ) 1%
73% (54 ) 81%
74% (55 ) 83%

All
26
7%
70%
10%
50%
83%

Improved Functioning/Quality of Life
o Poor at entry, especially physical health functioning
o Improved mental health functioning after treatment

75

70

65  Entry

60 1Mo
55

SF-36 #3-Mo

50
45 7
40 -
35 7
30
25 +

Physical Health

population means are 50 with standard deviation of 10

Mental Health *

* p<.0001
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Physical Functioning Improves for
Women, But Not Men

65 £ Entry
60 1Mo |
SF-36 ‘;’g  3-Mo

Men Women

population means are 50 with standard deviation of 10

Mental Health Functioning Improves
More for Women Than Men

75
70

65 W Entry
60 i 1-Mo
.36 23 ®3-Mo
SF:36 o
45
40 -

Men Women

population means are 50 with standard deviation of 10

Decreased Physical Health Concern

2 58% report concern about serious undiagnosed illness at entry

75
® Entry!
65 #1-Mo
B 3-Mo
55
45 +—
35— —
25 +

Whitely % Concerned

Bothersome Physical Symptoms

Decrease Is Greater For Men

Men Women Total
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Improved Psychosocial Distress
° Results generally reflect somatic distress and bodily worries
° Significant improvement in distress affer treatment

50

40

Brief 30 -
Symptom
Inventory |

Specialized Care Program
Summary of Outcomes
At program entry -

» High users of health care
» High numbers of bothersome physical symptoms

» Poor physical and emotional functioning
Significantly improved after treatment --
» mental health-related quality of life
level of physical health concern
level of psychosocial distress

ol
G* s* O™ Is* D A" PA H* Pa Ps"
G=General Symptom Index A=Anxiely
izat P obic Anxiety
O=Obsessive-Compulsive  H=Hostility *+ 0-100, $00=max distress

I1S=interpersonal Sensitivity Pa=Paranoia * p<.05

Limitations

« Lack of a control group of comparable
veterans receiving usual medical care or
another active intervention

» Improvements are global but modest

Cogpnitive Behavioral Therapy and Aerobic
Exercise for Gulf War Veterans' llinesses
A Randomized Controlled Trial

Contaxt Gulf War veterans' ilinesses (GWVI). multisymptom illnesses charac
by persistent pain, fatigue, and cognitive symptoms, have been reported by ma
\War veterans. There are currently no effective therapies available to treat GW
Objective Tocompare the-effectiveness of cognitive behavioral therapy (CE
ercise, and the of both for improving physical and re
the symptoms of GWVI.

Design, Setting, and Patients Randomized controlled 232 factorial tri
diicted from April 1999 to September2001 amang 1092 Gull War veterans v
ported atleast 2 of 3 symptom types {faigue, pain, and cognitive) for more.
months and at the time of screening, Treatment assignment was unmasked :
for 4 miasked assessor of study.outcomes at each clinical site (18 Department ¢

erans Affairs [VA] and 2 Department of Defense [DOD] medical centers).

to care (n=271
sisting of any and all care received from inside or outside the VA or BOD heal
Systems; CBT plus usual care (n=286); exercise plus usual care (1=269); or C
exercise plus usual care (n=266). Exercise sessions were 60 minutes and CBT s.
were 60 to 90 minutes; both met weekly for 12 weeks.
Main Outcome Measures The primary end point was a 7-point or grez
credse the Physical Companent Summary scale of the Veterar,

Form 36-ltem Health Survey at 12 manths. Secondary ouitcomes were standi
measures of pain, fatigue, cognitive symptoms, distress, and mental health fux

ing. were-evaluated al baseline and at 3, 6. and 12 months.
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m MAPPED Tie HuMANGeHONE, t

vysTaReD ARTIFICHL WTeLHG-eNCe,

Post-War Prevention of
| D UNLACKRD THe SCCRETS of Tie LiIVERSE |

e —— Symptoms & Disability
) ; Neeps goMe WoRK Intensive

Rehabliltation
—_—
s V;(Q“E:
/ \ﬁg‘ ; Colfaborative
r‘" Primary Care

Routine
Primary Care

Post-War
Preclinical

sl
v Engel et al, 2004, Can We Prevent A Second Gulf War Syndrome? !
Advances in Psychosomatic Medicine |

Toward Collaborative
Post-Deployment Health Care
* practice guidelines and clinical
information systenis
* performance indicators and incentives
* science-based technical assistance

* stakeholder involvement in effort to
improve care

Von Korff et al, Ann Intern Med, 1997;127:1097-1102

Uniformed Services University
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Office of Research and
Development

 TEv-2004 RFA

© 69 LOIs submitted
® 49 proposals submitted
o Merit review conducted in SeRg
- Preparatory remarks from acting (% ]
® 14 studies approved for funding § |
- Funding line at 22 instead of the more ¢
recent 17-19 (essentially funding
contingency proposals)
o All proposals and critiques of “marginal§
applications reviewed by acting CRAD

e Total Funding: $8,441,9398
® Brain and Nervous System:
® Pyridostigmine Bromide: 1
e Symptoms and General Health: 2
® Diagnosis: 1

e Immune Function: 2

® Treatment: 1

FY 2004.RFA

Brain and Nervous System

e Blanchard, Melvin, M.D., St. Louis,
Evaluation of Stress Response Syste
War Veterans with CMI

e Yehuda, Rachel, Ph.D, Bronx, NY,
Glucocorticoid responsivity in Gulf War Vetée

e Beck, Kevin, Ph.D., East Orange, NJ,
Interoceptive stressor conditioning: A model Gig
War lliness

FY 2004 RFA

Brain and Nervous System (Cont

o Greenwood, Beverley, Ph.D., FACH
Oklahoma City, OK, Autonomic Sys
Changes Cause Intestinal Symptoms irk
War Veterans .

e Yarowsky, Paul, Ph.D., Baltimore, MD, MR
tracking of stem cells for replacement ther:
in ALS

e Weiner, Michael, MD, San Francisco, CA,
Effects of Gulf War lllness on Brain Structure,
Function and Metabolism

FY 2004 RFA

Brain and Nervous System (Cont

o White, Roberta, Ph.D., Boston, MANG
MRI and cognitive correlates in Gulf R e
veterans

o Symptoms and General Health

e Kang, Han, Ph.D., Washington, DC,
Estimates of Cancer prevalence in Gulf
Veterans Using State Registries

e Kang, Han, Ph.D., Washington, DC, Post Wal |
Mortality from Neurologic Diseases in Gulf
Veterans, 1991-2004

Page 104 of 135
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FY 2004 RFA mﬁm RFA

Treatment

o Ciccone, Donald, Ph.D., East Ongpge, NJ,
Telemedicine intervention for VetRaas wi
Gulf War liiness

Pyridostigmine Bromide ) _

o Weaver, Shelley, Ph.D., East Orange, N
Early life determinants of vulnerability to
pyridostigmine bromide

Diagnosis

o Murdoch, Maureen, MD, MPH, Minneapolis,
MN, Sexual Assault Prevalence Among Male
PTSD-Disabled Gulf War Veterans

Immune Function

® Enelow, Richard, M.D., West H3
CT, Aberrant T Cell Responses to
Multiple Immunizations

¢ Klimas, Nancy, M.D., Miami, FL, \
Patterns of Gene Expression in Guif
War lliness

GWVI Program Manager NI\RFAS

® VHA has authorized hiring act
proceed O

® Goal is to hire an MD or PhD with
substantial experience

e incumbent will also manage the.
Deployment Health portfolio

e Existing Deployment Health'REP dated
October 2002 will be replaced [&&s thi
fall with two separate RFPs for G
and for Deployment Health

® RFAs will be announced for special
topics as necessary ‘

Scientific MeritReview Board

® Six-eight members to be noMigated this
winter; will chair or serve on adg®
subcommittees .

® Will begin reviewing proposals <
beginning with the Spring 2005 merit
review round
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Presentation 11 — Quentin Deming & William Weiss

Successful Antibiotic Treatment
Of The Gulf War Syndrome
A Pilot, Randomized, Placebo
Controlled, Blinded Trial

Successful Trial Of Urine Microscopy
For Control Of Antibiotic Treatment
Of Systemic Coccal Disease

Edward S. Hyman M D, FACP
Wyilliam Wyeiss
and Quentin B. Deming M.D.

Edward S. Hyman M.D, FACP

Clusters G+ cocci urine

Encapsulated cocci and shells

.
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Flow Diagram of Protocol

Patient Inclusion Criteria

R itrnent & Infi dc t{Mew Ol
ecruitme nfarme ! onsent {New Orleans) 1. Deployed to the Gulf
Fre treatment Evaluation and conformity }0 admission criteria (SUNY Stany Broak) 2_ Symptoms did not pr&exist the deployment
Randamization (Kunitz I&Associates—m aryland) 3. Occurred by the end of 1993
Hospitalized ¥ Ry, 2-3 weeks (New Orleans) biinded 4. No other explanation for the symptoms
aral B 2 months (H!Dme of duty) Binded 5. Presence of Fatigue, and Impaired Cognitive
! Processing, plus Somatic Pain + one additional
IV Rx, & days (NE\InvOrIeans) Biinced study secondary condition
Oral Ry, 1 mo, (Home or duty) blincieef 6. Urine had abnormally increased excretion of
|

Final Evaluation (SUN;( Stony Brook) Biinded
|

FAI breaks code & sehds data to statistician

GRAM positive cocci, or degenerated coccal
forms

Elements of Study Design

+  The sample size of 36 was calculated (using a log
rank test of proportions to achieve a power (1-
Type 2 error) of 80% in this trial in order to detect
a change from 20% of the placebo patients
demonstrating improvement to 80% of the treated
patients demonstrating improvement, with a study
Type-1 error of 5%, after a 4 month period of
treatment.

Study Cohorts

Evaluable cohort (n=36)

Intent—to—Treat cohort (N=38)
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* Primary Endpoints
1. Modified Fatigue Impact Scale (Fisk)
2. Fatigue Assessment Inventory

Baseline Endpoints Variables

Baseline Variables

Variables

3. Meuropsych Impairment Index Demographic 4
* Secondary Endpoints Military Service 3

1. Sleep Quality Urine Assessment 5

2. Headache, % patients with

3. Median numberimonth Exposure to Hazards 13

4 Diarrhea, % = 1/day Endpoints 11

5. Severtyscore 2 3

6. Pain, Visual Analog Scale (McGill)

7. Dolorimeter

8. Quality of Life

Baseline Characteristics Baseline Urine Variables
VARIABLE PLACERBQ | TREATMENT | TOTALN Placeho Treatment | Probahility

Age (years) mean 411 3na 35
Race, % white i 712 b Protein, %< Jmgdl 529 333 0.32
Sex, Yo male 230 833 36 :
Fducation, % college 708 250 " Grram + cocod 294 78 1.00
Ifilitary Status, -

5 Medical leave 5.2 118 33 Abnormal cocci+ 64.7 444 031
Ililitary Background Exploded cocci 824 722 069

% active duty 82.3 3.8 33 zploded coccl
Time in Gulf Gram- Rods 118 1.1 1.0

Median (days) 182 197 20

Study population characteristics at baseline
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Exposure to Hazards at Baseline

% Exposure % Exposure Pmb H

Placeho T reatmend

Cherrdcal warfarererve gas 417 615 043 25
Cigamtte § moke 231 294 100 30
Dizet- Insect repellent 308 333 100 30
Diesel fiaeled tert heaters 429 528 07z 31
Irani POWs 143 s00 008 30
il Well Fir Smoke 643 824 041 31
Petrolenm C ontaminated H20 308 312 100 29
Inomlations (Pyridos Hzmine) 583 241 ons 29
Ethanol Excess on 0o 100 30
Recreational Dimig Tse an on 100 30
Flea Collars on 58 100 30
Pesticides, Uniform 454 k] 023 26
Other Expomres 200 284 052 32

0UT COME VARIABLE PLACEBO TREATMENT TOTALN
Fisk, mean score (ms) 151 142 36
Fatigne fAssessment Index ms) 59 59 36
Heuropsych impairmert index, 0 T 080 E
median scom
5leep Craality, median scom 35 37 28
Headache, %4 patierds with BE2 833 36
Median mmbermonth 13 B85 36
Diarthea, %= liday 375 250 28
Severityscore =3 558 333 36
Pain, MeGill, median score 83 &0 36
Diolerimeter, median score 0.5 15 34
Chaality of Life, median score 200 a5 36
*one outlier excluded

Efficacy Evaluation

Primary Variables
EATIGUE

Modified Fatigue [mpact Scale (Fisk)
Baseline
Final (4 maonths)
Final from Baseline

p=0.0047
p=0.0074

Eatigue Assessment [nvertory
Baseline

Final (4 months)
Final from Baseline

p=0.0005
p=0.0002

Combined Wilcoxon rank sum test p=0.0007

NEUROPSYCHOLOGICAL IMPAIRMENT INDE X

Easeline
Final (4 maonths)

Mo statistically significant diference

Mo statistically significant diference

Mo statistically significant diference
Mo statistically significant difference

Fatigue Assessment Inventory Scores

H

Final Scores
IS

WORSE

BETTER

2 H 4 L
B aseline Scores

©Placebo @ Treament

P=00005
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20

Fatigue Impact Scale - Fisk Scores

Final Scores

184
16 4
144
124
104
4

=T -
TR

SO0
WORSE )
L] [T
T o
- o
¢ w0 ¥
cen
-]
]
-
L] ..
[ ]
BETTER .«
-

0 2 4 6 8 10121416 18 20

Baseline Scores

0 Phcebo @ Treatment

P=0.0047

Humber of Patients

Pre-post Fatigue Scores

Combined Ranks

1-6

il

712 1318 19-24 25-30

Pafient Groups by Improvement in Fatigue Ranks

OPlaczbo M Treatment

P=0.0007

1

3136

Sleep Rating Scores

T

50

Find Scoms
w n
b b b

M
b

Bazdine Scoms

@ Fizcebo @ Treaimen)

50 o

P=0061

Headaches per Month
7/

38

Final Scores
o m o w
= @ & k8

o

=)

ware
oo om
o eerm -
e ©
° .
L] ¢
o
- o
T -—a o
10 20 a0 40

Basdine Scores

@ Placebo W Treatment

P=00007
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Pain: Visual Analog Scale
McGill Scores
a
T o
L - ¢ . % *
¢ Q
g . & A
a o
[+]
2z - -
-
! EETTER .. - "
’ ' : : B;selin:Scnr:s ! : ’ "
pomas

Quality of Life Scores

Final Scores

BT R
-
L]
L]
* w
e
- L
] a
o 8 (]
aonm *a
o
o
- woREE
a a

m ™ W o M @ W m = m
Baseline Scores

0 Forbo g Treaimen]

P=0.0016

Surmise of Treatment Assignment
By Patient and Evaluator

Patient Surmise Patient on
Placebo Treatment

Placebo 13 3

Treatrnent |3 15

Tatal 18 18
Evaluator Surmise Patient on
Placebo Treatment

Placebo 15 3

Treatrnent 3 15

Tatal 18 18

Combined Fatigue Assessment Scores
o
WORSE a
o a®
od
]
L ] . .:D e
ef O
L
BETTER
fal r!. 2
1 2 3 L I8 5 6 7
Basefine Scores
[ @Tromtmen O Tromed Placsteo
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ol

Combined Fatigue Scores - Fisk

Combined Headaches / Month

Pain - Combined Scores

Final Scores
e

Figurs 5. Puin: Vieusd Ansiog Scale McG i) Bcomes

Final Scores

8 & &5 8 8 3 8 8

E

Quality of Life

Combined Scores

o " BETTER

[ 1=

O Treated
Figurs 8 Guality OF Lifs Scorss

0 10 20 0 40 % & To 80 0 10

Placsbo
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Sleep - Combined (Midpoints) Conclusions
Average of Sleep Ratings
Treated Placebos + Arandomized, placebo-contralled, blinded, pilot study has
showin that an antibiotic regimen, controlled by monitoring
+ Rl excretion of Gram positive cocal, is effective in ameliorating a

. . syndrome which affects thousands of Gulf VWar veterans and
' for which no treatment has previously been proven effective.

+ Thevalidity and effectiveness of the urine microscopy method
for diagnosis and for control of treatment has been confirmed.

Number of Patients

+ The hypothesis that Gulf War Syndrome is bacterial in origin,
though not proven, is supported.

Average of Sleep Ratings Midpoints

O Basafine B Treatment

Statistical Methods

1. Continuous, nomally distributed variables were tested for
treatment group differences by two-tailed tH{ests  [Tthe
variables differed from a normal distribution, they were tested
by the Wilcoxon rank sum test [12] .

2. Categorical variables, such as race and sex, were tested by a
two-tailed, Fisher's exact test.

3. One ofthe primary outcome variables, Fatigue, is based on 2
tests; the Modified Fatigue Impact Scale (Fisk), and the
Fatigue Assessment Inventory. A combined statistical analysis
ofthese 2 tests was accomplished by a combined Wilcoxan
rank sum test[13].
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Presentation 12 — Beatrice Golomb

Gulf War Topics
Research Update: Epidemiology
October 2004

*Health Effects
*Mechanisms: AChEi
*Related Conditions

Beatrice Golomb, MD, PhD

Male UK GWV
Epidemiology Self-reported health

SUMMARY:

*24% “extra” of male GWV have health
problems, over nondeployed

« Symptoms fit the profiles we are by
now familiar with

Bimnmons, Maconochie, Doyle 2004, Self-reported ill health in male UK
GWV: retrospective cohert study. BMC Fublic Health 4:27
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Male UK GWV
Self-reported health

Goal: Assess subjective health state in UK GWVY vs
nondeployed. Seek to avert selection bias by asking all GWVDO NGWV

Intended Ss: Sent to all UK GWY + comparison cohort Dif
stratum-matched on sex, age (5-yrs), service, rank, serving

Male UK GWYV: self-reported health

- i 1] 1] 1]

status at time of Gulf (regular, reservist), fithessto be 21 new symptom since 1990 61% 37% 24%
deployed (Army/AirForce only).

Sent to about £1,600 of each. Among those GWV reporting symptoms:

Actual Ss: 42,818 responded = 48%. Median 2 among GWV vs 1 among NGWV

Maconochie birth outcomes cohort

Response rate not broken down by Gulf vs not.

Primary outcome: reporting 21 new medical problem or Simmans, Maconachie, Doyle 2004 Seli-reparted ill health in male UK Gy
change in general health since 1990. 36 ICD-10 categories retrospective cohort study. BMC Public Health 4:27

Sirnmons, Maconochie, Doyle 2004, Self-reported ill health in male UK

‘Male UK GWV: self-reported Male UK GWV, cont’d
ill health

Over 85% of s more common in GYWy\V vs not

Most common reported symptoms by GWY by NGWV Some of top risk ratios %GWY  %ctrl Adj OR*
Musculoskeletal 15% General fatigue 10.8 12 9683111y
“Other” symptoms 13% Memory/Concentration 7.9 04 19.5 (15.5-25)
General fatigue 11% Mood swing/aggressionfirritabil7.3 0.4  20.9 (16.2-27)™*
MemoryfConcentration 7.9% Muscle painfweakness 2.0 04 45(3567)"
Skin allergies 76 Night sweats 1.4 01 8965152y
Accidental injury® 2.6% General decline in fithess/health 1.2 0.3 4.4 (3.2-6.0)*
Respiratory problems NOS 3.8 12 332939y
*Cited as "among” the most common sx in NGWW Weight gainfloss 2.2 06 342741y
*Adjustment for age at survey, service & rank at time of Gulf,
Simmons, Maconochie, Doyle 2004 Selfreported ill health in serving status at time of survey, alcohaol, smoking
male UK GV retrospective cohort study. BMC Public Health Simmons, Maconochie, Doyle 2004, Seli-reported ill health in ale

AT [ SN RN =l A=Vl sV T =W atalatala s =t dl Ta (W =1 ¥, D SN 2 [Tl = P=t-1 | d = R T
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lliness Beliefs vs Symptoms

Conclusion: lliness beliefs significantly predict health
outcomes after controlling for demographic and mental
health variables.

“Gulf War veterans beliefs may impact clinical outcomes.
Discussing illness beliefs and providing accurate information
is an important component of medical care for Gulf War
veterans.

Problem: Shows beliefs are associated with health outcomes
States beliefs “impact” outcomes; infers causality

But health outcomes shouwid influence “beliefs” (views) about
health

“Beliefs” affected by health, e.g.: My symptoms are staying
the same; are getting worse; are disabling; often come back.

Hunt, Rizhardaon, Engel, Atiins, McFali Aug 2004, ) Qocuwp Environ Med, Guf War
veterns' linesses: A pifot study of the relationafip of iiness beliefs to symploms severily
and functional heakh status.

lliness Beliefs vs Symptoms

Ss: 583 GYWV: 296 VA Seattle s/p “‘comprehensive” registry
evaluation; or 296 Walter Reed current active or reserve
seeking care from Gulf War Health Center.

Date: Evaluations between 388 to 1101

Measures:

+ VIBS = Veterans lliness Belief Survey: 29 Qs about belief
about etiolog, clin. course & proper treatment of sx & illness
+ PTSD-LChecklist - Military version (PCL-M)

+ PHQ Somatic Symptom Checklist: 20sx using modified
version of somatoform symptom assessment module of PHQ
{Physician Health Questionnaire)

*Prime MD PHQ: Self-report version; assess for mental dfo’s
+ SF-36: Assesses functional status/ quality of life

Hunt, Richardson, Engel, Atkins, McFail Aug 2004, J Qccup Environ Med. Guif War
vaterns' lilneases: A pliot study of the relationship of iliness beliefs to symptoms aevernty

i ol

lliness Beliefs vs Symptoms

Outcomes:

+ 8F-36 MCS

+ 8F-36 PCS

+ Symptom checklist
Analysis:

Regression to determine impact of beliefs about illness on
outcomes

3 Models:

Demographic

Demographic + Mental disorder variables
‘Demographic + mental + Beliefs

Hunt, Richardson, Engel, Atkins, M cFall Aug 2004 J Oceup Environ Med. Gulf War
veterns' illnesses: A pilot study of the relationship of ilness beliefs to symptoms sev erity
and functional health status.

lliness Beliefs vs Symptoms

After adjusting for demographic variables and mental
disorders:

lliness beliefs explained outcomes

+ 23% of variance in physical symptom severity (SSC)score
+33% of variance in PCS score
+ 5% of variance in MCS score

Comment: Just because you put a variable on the RHS of an
equation, and it is significantly related to the variable you put
on the LHS, does not mean it is “causing” the factor you put
on the LHS of the equation!

"Try to publish same study in recognized conditions like ALS!

Hunt, Richardson, Engel, Atkins, McFall Aug 2004, J Ocoup Environ Med. GulfWar
veterns' ilinesses: A pilot study of the relationship of illness beliefs to symptoms severity
and functional health status.
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Nisenbaum: Factor Analysis

8s: 3454 UK GWV; 1979 Bosnia deployed; 2577 GW era; 1163
Us GWYV from 4 AirForce Units

Outcomes: Surveyed 1995 for health/fsymptoms

Design: Split halves Factor Analysis {(in each sample}:
Exploratory & confirmatory. Promax oblique rotation.

Result:

-4 correlated factors in each sample: Resp; mood-<og;
peripheral nervous; Gliurogenital

Gliurogenital factor in UK Gulf different from Gl factor in
Bosnia and Era.

UK sim to US GWfor GI, resp, mood-cog: despite differences
in sx inventories. Musculoskeletal factor only elicited from
Us PGW sample.

Misenbaum R 2004, Population Health Metrics 2:8

Nisenbaum: Factor Analysis

MNotes similar illnesses in those who did not participate in
Gulf War “(albeit at lower rates and with different specific
characteristics)”

“ s0 we believe that this pattem of symptoms is not unique to
Gulf War service nor does it represent a unique illness or
‘Gulf War syndrome™

- Cites similarities to other war syndromes e.g. Civil War and
Boer War

- Predicts similar from Afghanistan and Iraq

Nisenbaum R 2004. Population Health Metrics 28

Specific Health Effects

Infertility in Male UK GWV

Ss: Same as previous Maconochie sample.
42818 completed questionnaires = 53% GWV,
42% NGWV (total 48%)

Design: retrospective cohort (mailed survey)
Primary outcome: a. Failure to achieve

conception (type | infertility) or live birth {type Il
infertility) after the Gulf with trying at least a year
and consulting a doctor.

b. Time to conceive for pregnancies fathered by

men not reporting fertility problems
Maconochie, Doyle, Carson 1004, BMJ, doiz10.1136/0m).38163 6209724
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Infertility in Male UK GWV Infertility in Male UK GWV
%GEWV %NGWY OR _ 1.

Fertility prob 7 5 1.38(1.2-1.6) *Suggestion of 1. GWV NGWV OR
*Teratospermia % (N) % (N)

(consulted doctor)

« Type | 55 17 141(11-1.9) Type | 221 1(6) 2.02(79-514)

« Type I 34 53 150 (1.2-1.9) T5..!pe Il 3 (26). A(6) 2.55(1.03-6.3)

Prolonged time to conception if achieved: *Oligasthenoteratospermia

. Time >1year 91 7.8 118 (1.04-1.3) Type | 0.1(8) .03(2) 2.17(.43-10.9)

Time trying unsuccessfully for a child: No diff Type 01(9) 03(2) 247(51-12.0)

Time first tried till consulted doctor: No diff Adjusted for rank *D& serviice in GW; age of both participant & female

OMaconochie, Doyle, Carson 1004. BMJ, dai:10.1136/bm] 38163 620972 A parmer at 1st consuitfor infertlity; or In fertile, first pot-gulf conception
[Maconechie Deovle Carson 1004, B, doi: 6/ bmi,38163.620972 A

Infertility in Male UK GWV
Consistent with Australian study: GWV had 40% Health Effects -
Tin fertility problems Objective Markers

Conflict with Danish study: no evidence of effect
of Gulf War service on markers of male infertility

Adjusted for rank *0& serviice in GW, age of both participant & female
partner at 1st conhsult for infertility; or in fertile, first pot-gulf conception

Maconochie, Doyle, Carson 1004. BMJ, «doi:10.1136/bm].38163.620972.A




Appendix A RAC-GWVI Meeting Minutes
Presentation 12 — Golomb October 25-26, 2004
Page 119 of 135

Quantitative Balance Tests Quantitative Balance Tests
Summary: Ss:
Quantitative balance testing abnormalities are + 19 GWV with “medically unexplained illness”
more common in GWV than in CFS; and more .27 CFS

common in CFS than in in healthy controls. - 17 age-matched controls

Quigley, Maney, Natelson, Findley. Arch P hys Med Rehabil 2004, Sep Equitest SOT (sensory Organization Test):
|85(9):E34. Poster abstract. Quantitative balance and self-reported health .
status in medically unexplained illness. 6 conditions on movable platform:

Eyes closed/quiet. Sway visual. Sway
support. Sway support eyes closed. Sway
support&visual.

Quigley, Maney, Natelson, Findley. Arch Phys Med Rehabil 2004, Sep
|35(9):E34. Poster abstract. Quantitative balance and self-reported health

Quantitative Balance Tests Heart Rate Variability (HRV)

# scoring >2SD belownormal Summary: Big differences in autonomic function
« GWV 50% by HRV among GWV & FM vs controls —- more

pronounced for GWV

» Short-term HRV differences are apparent for
men and women

+ Intermediate- & long-term HRYV differences are
apparent only in women

+ Magnitude of difference nontrivial; e.g. like post-
MI patients for some indices, worse than post-Mi

for others.

Stein..., Clauw Oct 2004, Arthritis and Rheumatism 51(5):700-8. Sex
Effects on Heart Rate Varability in Fibromyalgia and Gulf War lliness

«CFS 35%
*« Normal 10% p < 0.001

“Quantitative balance testing is abnl in many
deployed veterans with medically unexplained
illness”. High correlation with self-reported
health “suggests that subtle balance
problems are important factors in perceived

health status” (No -- correlate with health!)
Quigley, Maney, Natelson, Findley. Arch P hys Med Rehabil 2004, Sep
|85i8):E34. Poster abstract. Quantitative balance and self-reported health
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Heart Rate Variability Heart Rate Variability (HRV)

Ss GWY FM Ctrl p

Ss: Male Female Total Longer term HRV

« GWV 5] ] 11 HR 76 74 70 .065

. FM ? 1 9 26 SD NN, longterm 117 125 140 05
Ln ULF 9.2 92 94 1

+ Controls 18 18 36 Intermediate term HRY

Measure: HRV from 24h Holter. Ave SD over 5min 53 63 68 .056

Daytime; Nighttime; and 24h HRV Ln VLF power 7275 76 084
Ln LF power 6.4 6.9 7.0 .050
Short term HRY

. » i Y%MNN>50msec dif prior 6.7 126 175 023

Stein..., Clauw Oct 2004, Arthritis and Rheumatism 51(5):7008. Sex )

Effects on Heart Rate Variability in Fibromyalgia and Gulf War lliness RMS difs NN 27 TS 038
Ln HF power 5.2 5.9 6.1 .044

Heart Rate Variability (HRV)

Gwi
Longterm HRY F
SD NN 97
Ln Ultra LF 88
Intermediate HRY
SD, 5min a1
Ln Very LF 6.7
LnLF 5.8
Shortterm HRY
%NN>50ms 38
RMS SD 22
Ln HF 4.9

M
138
9.6t

847
7.7
7.0

9.8t
33t
5.7t

ctr
F
138
9.4

69
7.7
7.0

19.5
45
6.2

M
142
9.6

67
7.6
7.0

15.5
1
5.9

*male signif different from female; +GW signif diff from ctr
5D = std dev; NN = heat-to-beat interval; Ln = log(e);

Heart Rate Variability (HRV)

Day-Night differences similar to controls

Long

SD NN, day
SD NN, night
Intermediate
S0, 5 min, day

SD, 5 min, night

LN LF, day
LN LF, night
Short term

GW
F

89
71

42
40
5.9
5.6

%NN=50ms, day 2.7
%NN=50ms, night 6.0

M
109
102

57
73
6.8
7.2

5.7
20

FM
F
133
93

69
67
7.0
6.9

17.2
24

117
106

63
74
6.4
7.2

12.3
23
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*Depression in GWV* Depression in GWV
No T lifetime depression: GWV Era

Summary, theirs: 30.3% 36.6% NS
There is no difference between depression in Among those with depression:
GWV vsin Era No T somatoform dfo 1.06 {(NS)
Summary, mine: No T hypochondriasis 1.1 (NS)
There is a difference between depression in GYW - T Cognitive dysfunction 2.3 (1.24.3)
vsin Era -1 Severe pain/distress 2.5 (1.04-6.1)

Black et al 2004, Ann Clin Psychiatry 16: 53-61. Depression in

veterans of the first Gulf War and comparable military controls. -1 Severe disability (not quite significant)

-t PTSD 4.0 (2.0-6.0)
-t Anxiety disorder 3.2 (1.6-6.3)
Black et al 2004: Ann Clin Psychiatry 16: 53-61. _Depression in
Depression in GWV Among Depressed:
Subjects: Current %GEWY %Era RR (95%CDH
Wave | (prior): 3695 (76% participation) lowa n=132 n=60
veterans (GWV or EraV), stratified by age, MDD 303 232 1.43(7-2.9)
gender, race, branch of military, enlisted vs Any mood d/o 508 367 1.78(95.33)
officer. ' ' DA
Anxiety d/o, 515 25 3.2(1.6-6.3
Wave Il (current): 602 Ss interviewed. p;};gy o.any o7 5.0 21 E2 104 )2)
Selected for having, during Wave | evaluation: _ . '
Dzs:e‘:si;: ;:';ignl:tr;:z d;‘;‘zn 2’; uation Specific phobia 114 0 71 (21-24.2)
widespread pain: any one, any two, all three, or Somatoform d/o 5.3 5.0 1.06 NS
. Black et al 2004 Ann Clin Psychiatry 16: 53-61. Depression in
Then stratified GWV vs Era veterans of the first Gulf War and comparable military controls,
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Oil Fires & Resp Health Oil Fires & Resp Health
Summary: Ss. 1456 of all 1871 Australian GWV + 1588
GWV more resp sx sfo asthma of sampled 2924 era controls frequency

matched by sex, service type, 3-yr age
bands, officer/non w/o Army; aircrew/non
w/in Air Force.

Oil fire exposure assoc decr FVC Date of study: Aug 2000-Apr 2002
Dust storm exposure assoc impr peak flow Assessment: PE: wheeze, pharyngitis, RR
*Hx asthma; bronchitis; emphysema

*Ventilatory dysfcn
Kelsall et al 2004 Thorax 59: 897-903.

- More asthma & bronchitis dx'd since war
- No worse lung fcn

Kelsall et al 2004 . Thorax 59: 897-903.

Oil Fires & Resp Health Oil Fires & Resp Health
Asthma: doctor dx; or being woken by an Respiratory $x GWV Era OR* 095%Cl
attack of SOB in past 12 mo; asthma med Wheeze only 45 19 14 1217

Wheeze w/o old 17 11 1.6 1.3-2.0

Bronchitis: doctor dx; or cough >3moxz2yr

& FEV1/FVC < 70% VWheeze+breathless 12 7 1.8 1.3-23
(v}

Nocturnal chest tight 14 10 1.4 1.1-1.9

Emphysema: sob hurrying on level; w/ Nocturnal cough 24 18 14 1117
slight hill; walking w/ others your age; stop AM cough 10 88 1.2 0815
for breath walking at your own pace; OR Spont dyspnea 8 5 16  1.1-22
FEV1/FVC < 70% Post-exertion sob 22 17 1.3 1.1-16

Nocturnal SOB 5.6 3.7 1.5 1.0-2.2

*adjusted for age, ht, wt, smoking, atopy, education,
marital,_service, rank

Ventilatory fcn: Normal; obstructive;
restrictive; mixed
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Oil Fires & Resp Health

Respiratory Sx GWV_Era  OR* 95%ClI
Wheeze on auscultation1.6% 06% 2.6 1.1-5.9

Other PE findings: most abnormalities slightly more
common for GWV (data not given); but significant only
for the above

Kelsall et al 2004 . Thorax 59: §97-903.

Oil Fires & Resp Health

Respiratory Dx GWV_Era OR* 95%ClI
Asthma, Dr. Dx 120 103 1.2" NS

Asthma, use ofmeds 4.3 3.2 1.4 NS
Asthma, ECRHS defn 102 75 1.4 1.1-1.9
Airflow Itn: FEV1/FVC<7064 84 0.8 NS
Emphysema, wkg defn 11.1 11.0 1.0 NS
Bronchitis, Dr dx p 199047 27 1.9 1.2-31
*adjusted for age, ht, wt, smoking, atopy, education,
marital, service, rank

**adj for age, education, marital, service, rank

kelsall et al 2004 Thorax 59: 897-903.

Oil Fires & Resp Health

Relation of oil fires and dust storms to ECRHS asthma

SMOIL, %asthma

none 9%

any 11% 1.2 NS
low 12% 1.3 NS
high 9% 09 NS
Dust storms

no 9%

yes 12% 1.3 NS
Deployment completed before air war

yes 7%

no 1195 17 1029

Oil Fires & Resp Health

Relation of oil fires and dust storms to other
FEV1 FVC

SmOIL* NS dose-resp**
Dust storm* NS NS
Deployed b4 war NS NS

*Tests: any, low, high, dose resp

*n < 0.05
kelsall et al 2004 Thorax 59: 897-903.
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Low Level Sarin in Rats

Mechanisms: AChEi Ss: Male albino SPF rats 180-200g, groups of 10

Exposure: Low Level Sarin x60 min inhaled:

+ Level 1: AChEi <20%; no clin signs “or sx™*

+ Level 2: AChEi 20-30%; no clin signs or sx
Level 2S: single exposure
Level 2R: repeat exposure: 3x (every other d)

+ Level 3: AChEi 40-50% & mild clin signs:
salivation & miosis (pupil constriction)

"Ohsenve animals for salivation; miosis; tonic-clonic immediately
after exposure

Kassa et al. Inhalational Toxicology 16:517-30

Sarin in Rats: Outcomes - -
Qutcomes @ 3 mo after exposure: sa"n' Chemlcal outcomes
« Stress markers: corticosteroids; tyrosine Outcomes @ 3 mo after exposure:

aminotransferase
» Biochemistry:lipid.pr.alb.glc,LFTsminerals?lytes

« Corticosteroids: T p level 3;
- Tyrosine aminotransferase: monotonic T:

* Cholinesterase levels —Significant after sarin @ level 25, 2R,3

* DNA & pr- metabolism in liver « Biochemistry: No change

» Sarin-induced neurotoxicity using FOB - Cholinesterase levels: No change

= Functional Observational Battery - Signif I DNA synth (labeled thymidine incorp):
= 39 msrs of sensory, motor, & autonomic fcn — Significant at level 1, 25, 3

+ NS excitability w/ convulsive dose of PTZ* —(but no change amount DNA or protein)
“Pentamethylenetetrazole Kassa et al. Inhalational Toxicology 16:517-30

vl £ ol lelolod L Tauioal AG-E47 20
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Sarin: Clinical outcomes Sarin: Clinical outcomes
+ Sarin-induced neurotoxicity using FOB Spatial discrimination:
Sarin Level: Ctrl | 28 2R 3 Little effect with level 2, single exposure
Gait d/o 1.0 1.0 1.0 2.0 20* Much bigger effect & more lasting with level 2,
Gait Score 1.0 15 03 0.8 2.0% repeated
Mobility 10 15 02 -2.0% -20* Mostly normalized by 5 weeks but possible
Activity 10 15 03 1.2 20 residual effect -- assess with larger sample
Stereotypy 10 05 20 6.0*™ 40*
NS excitability: Incr big & small sz after PTZ, level 2R
{p=.05) Kassa et al. Inhalational Toxicology 16:517-30
Kassa et al. Inhalational Toxicology 16:517-30

Mechanisms: ACE Mechanisms: ACE

Summary:

+ GWV with CFS are FAR LESS LIKELY to have
any | allele of the ACE gene than healthy GWV.

+ However nonveterans with CFS are NOT LESS
LIKELY to have any | allele of the ACE gene than
healthy nonveterans.
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Mechanisms: ACE

Ss:

- 49 GWV/ 61 nonveterans with CFS

- 30 GWV/ 45 nonveteran healthy controls
Assess Genotypes of ACE

Rationale: ACE gene associated with muscle
performance; and higher serum ACE activity
in CFS than controls

Note: ACEi: used to improve heart muscle fcn
Qutcome: Genomic DNA from blood

Vladutiu 2004. Muscle Nerve 30: 38-43

Mechanisms: ACE

No significant differences for alleles or
genotypes for some tested genes:

AMPD1
CPT2

Vladutiu 2004. Muscle Nerve 30: 3843

Mechanisms: ACE

GWV Nonvets
ICF/ICFS Healthy CFS Healthy
ACE allele n=72 n=46 n=158 n=88
| allele A5 .48 45 .50
D allele .85 52 S5 .50
p < 0.0001
ACE genotype.n=32 n=23 n=59 n=44
| .08 35 22 .27
ID A4 .26 A6 .46
DD .78 .39 32 27

p = 0.009

Mechanisms: ACE

Something different is contributing to CFS in ill GWV
relative to controls

GWV with CFS are far less likely to have the | allele,
an allele that is associated with endurance and
physical performance in elite athletes, army recruits,
and other settings; while civilians with CFS are not
less likely

Gulf war CFS really is different in a marker that
suggests a different vulnerability is involved; in
turn suggesting a difference in causative
exposures and pathogenesis.

Vladutiu 2004. Muscle Nerve 30: 3843
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Mechanisms: ACE

Something different is contributing to CFS in ill GWV
relative to controls.

Related Conditions

“We showed a relationship between stress and CFS-
like illness in GuIf war veterans. Such a relationship
may nhot exist in honveteran CFS patients.

Vladutiu 2004. Muscle Nerve 30: 38-43

Genetic profiles in MCS Genetic profiles in MCS
Result: MCS cases more likely to have certain Ss: 203 MCS patients; 162 controls from larger
variants in enzymes that metabolize toxins case-control study based on “reproducible &
+*CYP2D6 homozygous active"OR 3.36, p = 0.01 validated case definition”. U Toronto Hith Survey
+*NAT?2 rapid-acetylator” OR 4.14, p=0.01 Outcomes: Common polymorphisms in CYP2DE;

- PON1-55 heterozygous OR2.05. p=0.04 NAT1T. NAT2: PON1; PON2

+ PON1-192 heterozygous OR1.57 p=0.04
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Genetic profiles in MCS Genetic profiles in MCS
Result: MCS cases more likely to have: « CYP2D6 Distribution of genotypes p =0.02
+CYP2D6 homozygous active"OR 3.36, p = 0.01 + NAT2 distribution of genotypes p=0.03
+"NAT2 rapid-acetylator” OR 414, p=0.01 Theorize:

+ PON1-55 heterozygous OR2.05 p=0.04

+ CYP2D6 rapid acetylator: create toxic

+ PON1-192 heterozygous OR1.57, p=0.04 metabolites or affect endogenous chemicals that
protect/heighten risk

+ NAT2 rapid acetylator: bioactivates arylamines
to protein-binding metabolites

Mckeown-Eyssen et al Jul 2004 Intl J Epi 33: 971-78. Case-
control study of genotypes in multiple chemical sensitivity:
CYF208, MAT1, NATZ, PONT, PON2, MTHFR.
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RAC Committee Business

October 26, 2004

¥+ | I

RAC Committee Business

¢ Committee Report/ Media Contacts

¢ Future Meetings and Topics

o+ | IR

Release of Committee Report

¢ Process

¢ Current plans for press conference/publicity

+ Handling media contacts

* - | I

Future RAC Meetings

¢ 2006 meetings to be scheduled within the month

e General Content of RAC Meetings

*
>
»>
¥
»>

Specific meeting topics

Important breaking researchireports
Update on VA GWI| research activities
Update on published research

Discuss draft findingsirecommendations

[ R AC CWVL]
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B Future RAC Meetings: Exposure Topics
Future RAC Meetings

+ Complete partially-covered exposure topics
» Waccines
= DU
» Petroleum combustion products

e Upcoming Meeting Topics

» Additional research related to Gulf War exposures

+ Additional exposure topics
+ GWI treatments research » Individual topics {e.g. CARC paint, solvents, sand)
» Combinations of exposures

» Relevance of research on other multisymptom conditions + Overview/comparison of evidence re: all Gulf War-related
to GWI exposures

» Special topics

* o+ | AR *o+ | IR
Future RAC Meetings: GWI Treatments Future RAC Meetings: Multisymptom Ilinesses

+ Potential GWI pathogenic mechanisms amenable to treatment:

Where should we be looking? + Curmrent research re: etiology, pathophysioclogy of CFS, FMS,

MCS

+ Review of research studies on treatments for GWI and relevant

conditions + Objective markers associated with multisymptom illness

» Information from clinicians treating GWI, similar conditions + Treatments for CFS, FMS, MCS, IBS

+« Comparision of findings in GWI and “civilian” multisymptom
conditions

s Methods for evaluation of treatment information and
determining best next-step options

* | IESNERERTR AR AC CW VI
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Future RAC Meetings: Possible Special Topics

o Identifying “Biomarkers”: Potential GWI mechanisms amenable to
objective measure; potentially useful technologies

+ What do we know about diagnosed conditions in Gulf War veterans
(e.g, cancer, neuro diseases, hypothyroidism)?

+ Research on neurological/systemic effects of inhaled exposures
+» “Buming semen” and other GWI anomalous symptoms

« Methodological issues in GWI research: Standards of study design,
GWI case definition, etc.

o Overview of relevant ALS research

+» Development of Guif War veteran brain tissue bank

+ v | ST

Future RAC Meetings

» Questions?

« Committee suggestions

+ + | EEVEETTY

Other Committee Matters

+ RAC website: www.va.qovirac-qwvi
» Report will be posted
> New pages: Info for Researchers, GWI-related Links, Media
» RAC Research Article Updates now posted

* RAC email: RAC@med.va.qov
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Public Submission 1 — Edward J. Bryan

From: Mr. Edward J. Bryan
685 Broadway St. Apt. #74
Malden, MA. 02148
Tel. 781-321-3161 October 25, 2004

To: RAC-Gulf War Veterans Illness (T-GW)
U.S. Department of Veterans Affairs
2200 S.W. Gage Blvd.

Topeka, KS 66622

Re; up-dated on January 5, 2005
Meeting: October 25, 26, 2004
One of the biggest problems in the Washington Capitol is sending either

an email or letter, because there is no response to them for ( 3 ) three months or more before
anyone could reply. This leads to mismanagement.

Another major problem is the lack of specialty treatments and testing,

When is your committee going to issue treatments ?

Why did the DoD and VA only do partial investigations, when they should have done a full
investigation on exposures.

-See: Congressman Shays question to Mr. Binns on June 1, 2004. Mr. Binns, does your charter
have to be changed and re-worked to help veterans ?

.- See the GAO report on June 1, 2004. Hearing on the hill, Mrs. Janet Heinrich doesn’t know
what to do with Gulf War Illnesses, I told her to look for veterans input, see said, I am probably
right. We need to Reach out to the veterans that know about the illnesses and send them out to
help VA Officials reduce the work load. She said she will look into this.

- See up-dated 2005 Specialty Testing List.
- See NTL.org, Website on chemical weapons found and used in the middle east.

Dr. Heller, knowing the troops in Saudi Arabia should have had masks or respirators on
while they were being exposed to the Oil Well Fires and other chemicals. Why did you say,
you would not have ordered these masks and respirators ?

Dr. Heller, why are gulf war veterans having the same medical conditions as
U.S. firefighters, car accidents and heart attacks ?

This Committee must look further into the “ Batch effect ” Vs. “ Chimney effect ” on oil well
fire exposures and other chemicals, this is the poisoning no one is looking at. Saddam poisoned
his own troops this way in 1986. For reference look at Field Manual, FM-8-825 of February
1990 edition. And the N.F.P.A. 14™ edition, local fire chiefs have this information, and
homeland security officials. We are always told, never set up, down wind from the enemy.

October 25-26, 2004
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Dr. Engel, Dr. Donta and Dr. Blank: Why wasn’t the contaminated blood
( mycoplasma ) that was shipped to the Southwest Medical Center replaced with fresh blood
samples and retested ? »

Dr. Soxs: Why doesn’t modern medicine and military medicine recognize each other ?
The stale mate of denial to medicine from the Department of Defense is coming to a close, the
AMA is looking at this issue very closely.

Dr. Engel, your treatment center, like others should have an easier access to them.

Dr. Clymer: Why are you telling miss information to veterans that are in need of medical care ?
You did tell myself that the human body is 80% carbon, I found out different from an article in
the national geographic magazine on the carbon cycle. It states that the human body is 18%
carbon. This tells me that my evaluation was tainted and my medical condition is at high risk
from Doctors like you, who are making faulty judgments.

Mr. Warren Rudman: Why didn’t you believe anyone’s testimony on July 13, 1999,
On chemical exposures ? You did call Mr. Dan Fahey a liar and a hippy.

Dr. Brown of Massachusetts General Hospital: Why are you wrong on the 6 veterans that have
ALS ? There are as many as 400 or more that have this progressive disease. Many others have
M.S. and Parkinson Disease with complications. At least half of the Gulf War Veterans from the
1991 War have total disabilities. Why ?

There’s enough evidence to treat veterans, only if they are healthy enough to go through the
treatment process. The partial testing vs. the full testing must be looked at, this should be
highly recommended. The disability process with the VA is so much in the red, there should be
another recommendation to be considered and forwarded to the proper committees.

Dr. Shayetivz’s treatments like other environmental doctors, treat patients with respect to
exposures to chemicals. These doctors are in great need nation wide in DoD / VA sites.

The Bombing campaign is another forgotten investigation from DoD / VA studies.
A written reply should be answered within a reasonable time period from the committee.

Mr. Edward J. Bryan

Life Member DA\/

Life Member VFW

U.S. Army ( Retired ) 1974-2000

U.S. Firefighter ( Retired ) 1986-2000

Health Care Liaison ( VA-BU ) 1995-2001

Researcher for Gulf War Illnesses 1992-Present

Walter Reed Veteran Health Advisory Council-Deployment Health, 2000-2003

October 25-26, 2004

Page 134 of 135



Appendix B

RAC-GWVI Meeting Minutes

Public Submission 2 - Hammack

Public Submission 2 — Venus-val Hammack

Desert Storm

Dear RAC Panel Members

Ve thank the RAC for allowing us the opportunity to address our ideas and concerns of VA
medical research. Veterans turn to the Research Advisory Committee -GWI to
readdress failure of Military Industrial Hygiene Programs did not protect them
during deployments. (Kamisiyah ammunition and other demclitiocns)
HSE-OMWP Technical Guide No. 124, Mar 82, Section Il. Department of Amy Occupational Health
Program 1-6. Authority and regulations. Various laws and regulations have been promulgated to promote the health
and effective performance of Federal employees through establishment of occupational health programs.
a. The laws and Federal directives authorizing occupational health programs for Army civilian and military employees
include the following: (1) Public Law (PL) 79-658, Health Programs for Government Employees, as amended (5 USC
7901, 1946), provides for emergency treatment of on-the-job illnesses, pre-employment and other examinations,
referral of employees to private physicians, and preventive programs relative to health.

RAC has yet demand studies on workplace exposures during Desert Storm
such as -Types of industrial HYGIENE injuries/iliness which are to be identified
fall into four categories: chemical, biological, physical, and psychological. Organic and inorganic chemical
agents may be in the form of liquids, dusts, fumes, vapors, mists, or gases. Biological hazards include plant or animal
agents in such forms as bacteria, viruses, fungi, insect toxins, etc. Physical hazards include such agents as radiation,
heat, cold, vibration, noise, light and other physical factors such as requirements for lifting or working at high levels or
on ladders. Identification of these hazards should be specific, such as what type of solvent {stoddard or
tetrachloroethylene), fume (lead or cadmium) or radiation (x-ray, radioactive material, laser, microwave).

DoD and VA Research Has completed projects on these exposures/deployment

illness Psychological hazards or stresses will include job-related conditions (shift work, repetitive motion,
monotony, reductior-in-force ,frequent transfers, interpersonal relationships, career development pressures, efc.) or
personal factors that impair working capability etther~temporariy {(death in the family) or over a long period of time

(alcohol or other drug abuse). Today tell veterans that most of thelr illnesses are
scmatic. This position must be challenged and meurological health should
be examined by muclear medicine dilagnostics studles.

DOD has yet issues (publish) peer reviewed studies on Nultiple
Exposures/Stressors And did not consider the toxicity of a chemical may be increased or decreased by
simultaneous or consecutive exposure to another chemical or multiple chemicals, particularly those that affect the
same target organ or that alter the pharmacokinetics of one or more chemicals. These issues are not typically
addressed by existing federal standards and guidelines. It is noted that the Occupational Health and Safety
Administration (OSHA) (29 CGode of Federal Regulations (CFR) 1910.1000(d){2){i}.) does. Is 1t because
gervicemen are not the game gpecles as federal workers? Visual

observation and wriltten surveys will not discover gulf war veterans
illness/injuries.

When will RAC-GWI demand studies in this area? (Industrial Hygiene and Nuclkar Medicine)

Venus-val Hammack (jagmedic@pgev .org)
NGWRC, Board member

Persian Gulf Era Vet of MA, Board member P.Q. Box 662
Disabled Veterans of American, Life Member Mt Jackson VA 22842

WIMSA, Board member 20041026
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