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Introduction

Within months after their return from Operation Desert Storm an alarming number of Gulf War veterans
began to report a variety of symptoms, including fatigue, musculoskeletal discomfort, skin rashes, and
cognitive dysfunction. During deployment, these troops were subjected to a number of potentially
hazardous conditions and multiple hypotheses as to the etiology of Gulf War lllness (GWI) have been
considered. The symptoms of (GWI) that are most consistently reported include those which are often
reported in Chronic Fatigue Syndrome (CFS). The objective of this study is to improve our
understanding of GWI pathogenesis in two ways; by integration across several of the body’s regulatory
systems of data and knowledge collected from disparate sources, and by mapping of the coordinated
interactions between these physiologic systems and the potential for altered “wiring” of these signaling
networks in GWI. Using comprehensive molecular profiling, network and control theory the overarching
objective of this proposal is to define the precise nature of these irregularities in immune and
neuroendocrine signaling as well as the altered activation states of the corresponding cells such that
treatment courses can be designed to redirect the system as a whole to normal pattern of coordinated
activity.

Body

As noted above, this project involves a clinical trial that serves as both a proof of concept study, using
nutraceuticals that target nfKB, identified in our modeling studies, performing before an after dynamic
modeling studies of the study volunteers, and refining our modeling work as a result. It should be noted
that we have a number of funded studies that aim to improve the modeling that would lead to clinical trials,
and all of the data collected in this study serves as data used by our computational modeling staff to test
both the utility of intervening at nfKb (in the case of this study) and to provide an increasingly rich and
complex data set to inform the other aspects of their studies.

In this study we have a SOW. It should be noted that the start time of the recruitment was delayed by a
prolonged HRPO process submitted on our notice of approval in Sept 2015 after a HRPO pre-review and
IRB approval; it was HRPO approved April 2016, thus recruitment began shortly afterwards. We have
reset our recruitment projections accordingly, still with the intent to complete this study in the 3 year
window without the need for carry over funding. We have doubled our recruitment efforts to achieve
numbers. To help with recruitment the CSP #585, “Gulf War Era Cohort and Biorepository (GWECB) group
has mailed our flyers to thousands of their previous Gulf War survey participants. We are also looking into
ways of possibly increasing payments for enrollment to see if this will help with retaining subjects.

NSU NSU | NSU

Statement of Work Timeline | MVAMC INIM phar | stats

1) Major Task 1: Perform a randomized phase

I/11 study comparing curcumin BCM-85, 400 mg

twice a day to liposomal glutathione 630 mg bid 3 Months
month intervention and assess safety, efficacy and
biomarker response to therapy

Sub-task 1: Prepare Regulatory Documents and Research Protocol for Study

Request pre-IND meeting to determine exemption 1
if necessary, submit Investigational New Drug NK  [completed
1TO4

Refine eligibility criteria, exclusion criteria, NK Completed
: 1TO2

screening protocol

Finalize consent form & human subjects protocol 2 TO 4 NK  |Completed

IRB protocol submission MVAMC 2TO3 NK  [Completed

IRB protocol submission NSU (with MVAMC 2TO5 NK  |completed

revisions if suggested)
Military 2nd level IRB review (ORP/HRPO) 4TO5 NK Completed




Submit amendments, adverse events and protocol

As deviations as needed Needed NK
Submit annual IRB report for continuing review  annual NK  |Completed
. . |
Milestone Achieved: Local IRB approval at NK Completed
MVAMC,
. . C leted
Milestone Achieved: HRPO approval for all NK omplete
protocols and local IRB approvals
Sub-task 2: preparation for initiation of clinical
trial (staff/space/platform)
Study Staff definition of duties, cross training Completed
Coordinate with study staff to customize web 1103 NK MF RD| cB
based assessment platform (REDCap) Completed
Coordinate with study staff and research
pharmacy a flow chart for all study steps, web data 3 to 5 NK MF RD| GB
collection and database requirements  Completed
Mock run of virtual subject through all time NK GB
Review platform for HIPAA, permissions, and NK GB
data retrieval issues Completed
Milestone Achieved: Research staff trained completed 1 to 5 NK GB
Milestone Achieved: 1st participant consented, 7 to 8M NK
screened and enrolled Completed
Milestone Achieved: Study begins Completed 710 8 NK




Sub-task 3: Initiation of randomized control
clinical trial
Recruitment of subjects, screening, informed 710 30 NK Underway
consent process
Completion of exercise challenge and specimen Underway
collection before and after 12 weeks of treatment 10 to 33 NK
condition
Monitor and report adverse events to IRB, Data Ongoing
monitoring board chair 71033 NK/GD Junderway
- - — - on target for
Milestone achieved: Clinical trial underway, 12 mths.
: . ) 12,24 NK .
meeting recruitment goals: |recruitment
Jgoal
Milestone achieved: last subject (subject 75) Yr3
- . 30 NK
initiates study condition
. . . Yr3
Milestone achieved last subject completes 33 NK
intervention and final assessment
. . . Achieved
Milestone Achieved: Study begins 7to8m NK
Sub-task 4: Biomarkers/lab studies
Review established protocols and establish ME
. . 1to3m
accession, barcoding and sample flow Completed
Coordinate with study coordinator and lab staff on
scheduling, courier to lab during assessments and 3 to 4 NK MF
exercise challenge Completed
Determine batch assays schedule, data entry plan,
work with lab information system for direct data |1t0 6 NK MF GB
entry to REDCap platform Completed
Maintain quality control for all assays review with
71034
MF weekly .
ngoing
Run assays as described in protocol, maintaining
quality and timely data entry. Stats core to run 71034 M G
monthly data status for all investigators Ongoing
Milestone achieved: lab information system 6 F B
platform link to REDCap Completed
Milestone achieved completion of all assays with e
. r
data entered into system MF GB
Projected enrollment
Enrollment
MVAMC Goal
27 enrolled, 17 completed, 9 terminations, 1 75
in progress, 5 scheduled for screening —




Major Task 2 (Specific Aim 2):

Perform dynamic modeling studies before and after 3 months of therapy
repeating the method used previously in order to compare the response to exercis
across groups and better quantify the degree of recovery in treated subject
using an exercise challenge and 9 point in time blood and saliva collections over
24 hours with genomic, cytokine, neuropeptide and cell

population studies.

Sub-Task 1: Apply previously developed computational modeling to before/after
intervention comparisons

1to 36

Yr3

(o)

Adapt computational modeling platform for intervention before/after analyses

1to 12

completed

Perform dynamic modeling utilizing group A/B/C designation for interim
analyses

Break blind
Completion of final analyses

Final publications and translation plan

34-36

24

34
36

RP

Yr3

WO PO

Milestone achieved: Interim analyses data used in modeling data
Milestone Achieved: Report results computational modeling

34-36

no 0 O

Specific Aim 3: Assessment of antioxidant and methylation-related
metabolic status prior to, during and after acute exercise in GWI subjects
before and after antioxidant interventions

Timeline

Site 1
(Initiating
PI)

Site 2
(Partnering
PI)

Major Task 1: Measurement of antioxidant and methylation pathway
metabolites and vitamin B12 status

Months

Subtask 1: Thiol and thioether metabolite assays:

HPLC assay of redox and methylation pathway thiols and thioethers in plasma
(GSH, GSSG, cysteine, cysteine, methionine, homocysteine, homocystine,
cystathionine, S-adenosylmethionine, S-adenosylhomocysteine)

« HPLC assay of redox and methylation pathway thiols and thioethers in
HPLC assay of redox and methylation pathway thiols and thioethers in PBMC
mitochondria

1to 36m

Underway

RD

Subtask 2: Measurement of vitamin B12 status:

HPLC assay of vitamin B12 (cobalamin) species in PBMCs (cyanocobalamin,
glutathioneylcobalamin, hydroxocobalamin, methylcobalamin,
adenosylcobalamin

1to 36

Underway

RD

Major Task 2: Evaluation of DNA methylation status

Subtask 1: Global DNA methylation status:

Pyrosequencing-based assay of LINE-1 nuclear DNA methylation status
Subtask 2: Mitochondrial DNA methylation status:

Pyrosequencing-based assay of MT-ATP6 mitochondrial DNA methylation
status

1to 36

Underway
RD

1to 36

Underway

RD

Milestone #1: Co-author manuscript on redox and methylation status in GWI

24-36

NK

RD




Key Research Accomplishments

A 2nd NO cost extension was approved in the beginning of the October 2019. A total of twenty-seven GWI
subjects have been screened and consented and enrolled, nine have withdrawn. Seventeen participants have
completed the study and one other participant is currently on the study protocol and five are scheduled for
screening. Thus, the randomized clinical trial is underway.

Our recruitment was halted for 2 quarters due ReadiSorb, the company that manufactures L-Glutathione
shutdown production in order to replace their equipment. They reinitiated their production of L-Glutathione in
June of this year. We received the product on June 28, 2019 and since then we continued to double our
recruitment efforts and aim to have all recruitment completed by February 2020.

We intend to extend the number of subjects studied by offering an option to participate using an online
assessment platform. This will allow subjects who live in areas outside a reasonable catchment area to
participate in this study. We currently have a list of 1200 potential participants that have expressed interest in
future research studies and have informed consent for contact for future studies. We will use this resource to
recruit, perform comprehensive prescreening, and enroll study eligible patients. Labs will be drawn by a home
phlebotomy service and sent overnight to our laboratories for processing. This will allow the primary and
secondary outcome variables to be assessed and will allow the study to be completed in this extension year.
This amendment will be submitted to the IRB by the end of this month and will be reviewed and approved by
HRPO before this component of the study is initiated.

Dr. Richard Deth is the partnering Pl at NSU for the companion project addressing Specific Aim 3.
Specific aim 3 involves assessment of antioxidant and methylation-related metabolic status prior to,
during and after acute exercise in GWI subjects before and after antioxidant interventions. These
measurements will be carried out with batched plasma and PBMC samples, he has been provided the
samples of the subjects that have completed treatment. A research technician has been hired whose
effort is dedicated to this project. In support of these assays a new HPLC system was purchased by
Nova Southeastern University and methods for analysis of antioxidant and methylation pathway
metabolites as well as vitamin B12 (cobalamin species) have been developed for the new instrument.
Assays for measuring global and mitochondrial DNA methylation status have also been developed and
are ready for samples. He has also been provided with samples form a large cross- sectional
biorepository, and has been working with Dr. Shungu to run the samples from his NAC study in GWI...
He will be submitting a separate progress report.

The immunology and screening labs are also managed through the Deth partnered project with the
INIM Immunology labs, these samples are processed as they are received and the data sets of immune,
cell subtype and cell function have been performed on a rolling basis.

Reportable Outcomes

A total of 9 participants have been completed the study in Group A, 4 in Group B and 3 in Group C. Preliminary
data has been captured on Flow cytometry and NK cell function on each participant. Additional assays

( Multiplex Cytokine Analysis, Catecholamines, Hormones, Cortisol and Nanostring gene expression analysis)
will be run in equal groups of 4. Initial review of NK cell function suggests an increase in NK cell function at

TO after treatment in group A (Fig 1). A decrease in NK cell function is suggested at TO after treatment in
groups B and C. However, an increase in the number participants in each group are need for stronger analysis.



Conclusions
Preliminary testing on thiol and glutathione levels show changes after treatment (See attached). Final testing will
be performed when all subjects have completed the study.

NK Cell Function Before and After Treatment

35
30
25
20

N N R

Before After Before After Before After

o

Group A Group B Group C
Fig 1.
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Klimas NG Expert on Chronic Fatigue Syndrome for New York Times November 2009 —
present host of the NY Times CFS focus blog.

Klimas, NG “Could a Virus be the Cause of Chronic Fatigue Syndrome?” MS Magazine January
2010

Klimas, NG. “Wake-Up Call. Hopeful new research shows that chronic fatigue syndrome may
have a genetic basis”. Ms. Magazine, summer issue, 2006.

Invited Lectures (last 10 years)
Gender differences in Gulf War lliness: VA GWI Research advisory committee, Jan 5 2014

Research advances in ME/CFS Patient conference, NYU, NYC November 15, 2013
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Treating Chronic Fatigue Syndrome/ ME and Gulf War lliness, Pri-Med Conference 2012 Miami,
FL

Grand Rounds lecture, Endocrine issues in CFS/ME and GW|1 University of Miami Medical
School October 2011

“What's new? Pathogenesis and Treatment 2011” IACFS/ME 10th International Conference,
Ottawa, Canada September 19, 2011

Difficult Case Presentations Chair and panelist, IACFS/ME 10th International Conference,
Ottawa, Canada September 19, 2011

Death and Dying, Physician/Patient presentation FIU School of Medicine, March 2011, Miami
FL

Immune mechanisms of autoimmune diseases: pathogens, self, and chronic disease. FIU
College of Medicine, March 2011

“Gene Expression change in exercise challenge in CFS/ME and GWI”, Opening lecture
International Science Symposium On Myalgic Encephalomyelitis/ Chronic Fatigue Syndrome
(ME/CFS) BoOND UNIVERSITY Queensland, Australia December 3 and 4 2010.

8 lecture tour, New Zealand November 2010: Research advances and clinical management of
CFS/ME Nov 19 — 30, 2010, Dunedin College of Medicine, and 7 other sites.

Immunology and Biomarker Discovery in ME/CFS. INVEST in ME Science International
Science Symposium London, England June 8 2010

Advances in our Understanding of Chronic Fatigue Syndrome, Pri-Med conference Ft
Lauderdale Florida Feb 2010

Treatment based on pathogenesis — advances in our understanding of CFS, Fatigue Sciences
Conference Calgary Canada Sept 2009

Keynote address (opening) “lmmunology of Fatiguing Disorders” 3™ International Conference on
Fatigue Science, Okinawa, Japan September 3", 2008

Keynote Address “Research Advances in CFS and ME” Canadian Conference on Fatigue and
lliness, Calgary, Alberta Nov 12, 2008

“Biomarker Discovery in CFS” 8" annual TMJ Conference Rockville, MD, May 12, 2008

"Research Advances in CFS/ME" Invited lecture Western Pharmacologic Association Kona,
Hawaii Jan 29, 2008

Keynote address: Understanding the interactions of the Immune system and the brain in CFS;
International CFS/ME Clinical Conference, Oslo, Norway October 8, 2007
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Evidence Based Treatment Approaches in CFS/ME; International CFS/ME Clinical
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Advances in our understanding of the immunology of CFS; Keynote 2"International
Conference on ME/CFS Biomedical Research, May 25, 2007 Edinburgh, Scotland.

Diagnosis and Management of CFS, Feb 23, 2007 PRIMCARE conference Ft Lauderdale FL,
Research Updates, ME/CFS February, 2007, Madrid and Barcelona, Spain, Universad de
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Presidential Address, "New Directions in CFS/ME Research" IACFS/ME 8™ annual International
Research and Clinical meeting, Ft. Lauderdale, FL January 12, 2007.

The Diagnosis and Management of ME/CFS, a series of 10 talks to professionals and patients,
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The Immunology and Genomics of Gulf War lllness — August 14, 2006 GWI Research Advisory
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Chronic Fatigue Syndrome: From Genomics to Treatment: Keynote Address, Connecticut ME
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CFS In the Veteran Population: Best Practices in the Continuum of Care: Management of
Infectious Disease Little Rock AR.April 26, 2006

Clinical Management of CFS - PANDORA Conference, West Palm Beach, FL Oct 27, 2005

Research Advances in CFS — Keynote Address , OFFER Regional Conference, Salt Lake City
,Utah 4/16/05

Impact of Research Advances on Clinical Management of CFS — Keynote, OFFER Patient
Conference, Salt Lake City, Utah 4/16/05

Research Advances in CFS — Keynote Address , CFIDS Asso Regional Conference, Charlotte,
NC Nov 13, 2004

Gene Array Technology in CFS — the C3 Computational Challenge, Cold Spring Harbor, Oct
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Immunomodulatory therapies — a review, South Florida Allergy Journal Club, 11/04

CFS - advancing knowledge impact on management, Keynote, AACFS Intl Clinical
Conference, Madison Wisconsin 10/04

CFS Pathogenesis Keynote address, Specialization Course on Fibromyalgia and Chronic
Fatigue Syndrome International University of Catalonia Barcelona, Spain May 29, 2004.
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Honorary degree awarded.

Management of CFS Keynote Address, PANDORA Providers and Patient Conference, Ft
Lauderdale FI. May 11, 2004

The Diagnosis and Management of CFS NMA 2003 Annual Convention and Scientific
Assembly, Philadelphia, August 2003

Immune Methodologic Issues, invited speaker NIH CFS Methodology Workshop June 2003,
Bethesda, MD

CFS and Fibromyalgia — Diagnosis and Management NPACE, May 2003 Orlando FI

CFS: What we know, what we need to know, and how to get there. New Jersey Medical
Association, New Brunswick. May 2003

CFS: What we know, what we need to know, and how to get there., Regional Primary Care
Conference Salt Lake City May 2003

CFS — Somatic or Physical? A Debate, Intl Behavioral Medicine Asso, Helsinki, Finland August
2002

Instruments and Design of an Empiric Case Definition Study, CDC CFS Case Definition
Workshop, Calloway Gardens, May 2002

Diagnosis and Management of CFS, National American Medical Women’s Association
Conference, San Antonio, TX Jan 2002

Inclusion and Exclusion Criteria, CDC CFS Case Definition Workshop, Calloway Gardens, May
2001

Immunology of Chronic Fatigue Syndrome, State of the Science Meeting, NIH, October 2000

Current Understanding of CFS Pathogenesis, NIH/CFS Research Priorities Series —
Autonomic Dysfunction Conference, October 2000; Neuroendocrine Abnormalities, February
2001; Immunology Conference October 2001

Immune Restoration Post Antiretroviral Therapy, Guest lecturer, Hollywood Memorial Hospital,
Baptist Hospital, Mercy Hospital, Broward General Hospital; VAMC, Nashville Tennessee;
Mobile, Alabama; Key West Florida; Jan — April 2005

Global Impact of HIV on Women, National Organization for Women’s Global Women'’s Health
Conference, Washington DC June 2001

Housestaff/Medical Student lectures (given regularly throughout all academic years):
Anaphylaxis; Asthma; Immune Modulatory Therapies; Global Impact of HIV; Immune
restoration in HIV infection; Hepatitis C; Hepatitis C; HIV Co-infection; Death and Dying — the
Clinician’s role; Chronic Fatigue Syndrome; Gulf War Syndrome; Psychoneuroimmunology;
Stress and Disease.
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Graduate Studies Lectures: Multidisciplinary Clinical Research; Immunology 101;
Psychoneuroimmunology and disease; Pathogenesis of HIV/AIDS; Chronic Fatigue Syndrome

Undergraduate Lectures: Careers in clinical research, Death and Dying
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1. IOM (Institute of Medicine). 2015. Beyond myalgic encephalomyelitis/chronic fatigue
syndrome: Redefining an illness. Washington, DC: The National Academies Press.
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OKarma, T. Phase 1 trial of adoptive therapy with purified CD8 cells in HIV infection. vol 2,
pg. B161. Presented at the 8th Internatl. Conf. on AIDS, Amsterdam, 1992.
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71.

72.

73.

74.

75.

76.

7.

Fletcher, M.A., Klimas, N.G., Walling, J., Patarca, R., Alberricin, C., Mayer, V.,
Gacia-Morales, R., Gamber, C., Moody, D. and OKarma, T. Adoptive therapy with purified
CDS8 cells in HIV infection. vol 2, pg B161. Presented at the 8th Internatl Conf. on AIDS,
1992.

Garcia-Morales, R. Patarca, R., Albarricin, C, Klimas, N.G., Gamber, C., Berger, J. and
Fletcher, M.A. Soluble immune mediator profiles in cerebrospinal fluids from HIV-1 infected
individuals with different neuropathologies. vol 2, pg, 219. Presented at the 8th Internatl.
Conf. on AIDS, Amsterdam, 1992.

Antoni, M., Esterling, B., Schneiderman, N., Laperrier, A., Ironson, G., Klimas, N., and
Fletcher, M.A. Behavorial interventions modulate IgG antibody titers to ECA-VCA and
HHV-6 in HIV+ and HIV- gay men. vol 2, pg B223. Presented at the 8th Internatl. Conf. on
AIDS, Amsterdam, 1992.

Fletcher, M.A., Morgan, R. and Klimas, N.G. Substance Abuse, NK Cells and Immune
Function. Presented at the 2nd International Symposium on Drugs of Abuse, Immunity and
AIDS, Tampa, FL, 1992.

Patarca, R., Klimas, N.G., Lutgendorf, S., Albarracin, C., Garcia-Morales, R., van Reil, F.,
Antoni, M., and Fletcher, M.A. Changes in the expression patterns of soluble immune
mediator in association with CD8+ T cell activation in CFS. Presented at the International
Research Conf. on Chronic Fatigue and Immune Dysfunction Syndrome, Albany, N.Y.,
1992.

Keller, R., van Reil. F., Maislis, J., Lane, J., Reiter, W., Klimas, N.G. and Fletcher, M.A.
Correlation of DR4 and DQ1 with immunologic defects in CFS. Presented at the
International Research Conf. on Chronic Fatigue and Immune Dysfunction Syndrome,
Albany, N.Y., 1992.

Antoni, M., Brickman, A., Imia-Fins, A., Klimas, N., Lutgendorf, S., Ironson, G., Quillan, R.,
Migquez, M.J., van Relil, F., Morgan, R., Patarca, R. and Fletcher, M.A. Cognitive appraisals,
coping strategies predict CFS disturbances. Presented at the International Research Conf.
on Chronic Fatigue and Immune Dysfunction Syndrome, Albany, N.Y., 1992,

Klimas, N.G. Autologous Cytotoxic T cell Activation, Expansion and Reinfusion with IL2-r in
HIV Disease. Presented at Setiem Colloque Des "Cent Gardes": Retroviruses of Human
AIDS and Related Animal Diseases, Pasteur Merieux Serums and Vaccines Foundation
Marcel Meriuex, Marnes-la-Coquette, France, 1992.

Dickinson, G.M., Bisno, A.L., Morhart, R., Klimas, N.G., Laracuente, J., Human
Immunodeficiency virus (HIV) infection among patients of a dentist with AIDS. presented at
the Annual Meeting of the Association of American Physicians, American Society for Clinical
Investigation, and American Federation of Clinical Research. Baltimore, MD May 1-6, 1992.

Klimas, N.G., Fletcher, M.A. Walling, J., Pardo, V., Okarma, T., Kremer, J., Response of

Kaposi's Sarcoma (KS) to Autologous CD8 cells, Expanded and Activated Ex Vivo and
Reinfused with IL-2. IXth Intl. Conf. on AIDS, Berlin, Abstract Book 1. p58, 1993.
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86.

87.

88.

89.

Goodkin, K., Blaney, N., Feaster, D., Klimas, N., Fletcher, M.A., and Baum, M.
Psychosocial Variables Predict Long Term Changes in Psychological Distress and
Laboratory Progression Markers. IXth Intl. Conf. on AIDS, Berlin, Abstract Book 2. p897,
1993.

Klimas, N.G. Clinical Use of Ex Vivo Expanded CD8 T Cells in AIDS. Intern. BioTechnology
Expo. and Conf. (IBEX '93) San Francisco., 1993.

Fletcher, M.A., Klimas, N.G., and Antoni, M. Immunologic Impact of Hurricane Andrew on
Immune Markers in Individuals with HIV-1 Infection. Symposium on the
Psychoneuroimmunology of Hurricane Andrew, American Psychology Association. Toronto,
1993.

Lutgendorf, S., Klimas, N., Antoni, M., and Fletcher, M.A. Immunologic Impact of Hurricane
Andrew on Immune Markers in Individuals with Chronic Fatigue Syndrome. Symposium on
the Psychoneuroimmunology of Hurricane Andrew, American Psychology Association.
Toronto, 1993.

Ironson, G., Antoni, M., Greenwood, D., Klimas, N., Fletcher, M.A., Baum, A., and
Schneiderman, N. Evaluation of psychosocial, immune and endocrine impact of Hurricane
Andrew in a Community Sample. Symposium on the Psychoneuroimmunology of Hurricane
Andrew, American Psychology Association. Toronto, 1993.

Harrington, W., Cacral, L, Patarca, R. Lai, S., Venet, T., Klimas, N., Fletcher, M.A.. and
Byrnes, J. Baseline CD8 Counts as a Predictor of Survival in Patients with HIV-Associated
Lymphoma Undergoing Chemotherapy. Amer. Soc Hematology, St. Louis, MO 1993.

Fletcher, M.A., Patarca, R., and Klimas, N.G., Possibilities of Autologous CD8 Cell Therapy
In HIV Disease. Pediatric Inmunology Working Group. AIDS Clinical Trial Group Meeting,
Washington, DC, 1993.

Lutgendorf, S., Klimas, N.G., Antoni, M. and Fletcher, M.A. Cognitive Difficulties Correlate
with Immune Function in Chronic Fatigue Syndrome, Psychosomatic Medicine Society,
Atlanta, GA, 1993.

Lutgendorf, S. Antoni, M., Ironson, G., Starr, K., Klimas, N., Kumar. M., Cleven, K.,
Peneodo, F., Schneiderman, N. and Fletcher, M.A. Impact of avoidant thoughts on immune
functioning in symptomatic HIV positive men.Psychosomatic Medicine Society, Boston, Ma,
1994.

Lane, J.T., Uribe, M., Klimas, N.G., Fletcher, M.A., Keller, R., Tomaka, F., Giannetti, B.,
Gamatos, P. and Reiter, W. Lymphocyte transfusions to patients with AIDS. Presented to
American Association of Blood Banks. November, 1994.

Fletcher, M.A. and Klimas, N.G. Immunologic aspects of chronic fatigue syndrome.
Presented at the American Psychosomatic Society, Boston, MA, 1994.

Lutgendorf, S., Antoni, M., Ironson, G., Klimas, N., Kumar, M., Schneiderman, N. and
Fletcher, M.A. Neuroendocrine and immune effects of a psychosocial intervention in
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90.

91.

92.

93.

94.

95.

96.

97.

98.

99.

100.

101.

symptomatic HIV seropositive gay men. Presented at the PsychoNeurolmmunology
Research Society, Key Biscayne, FL, 1994,

Patarca, R., Pons, H., Garcia, M., Klimas, N. and Fletcher, M.A. Cytokine patterns in
chronic fatigue syndrome. Presented at the Chronic Fatigue Society, Research Meeting, Ft.
Lauderdale, FL, 1994

Patarca, R., Klimas, N.G., Walling, J., Yue, X.-S., Garcia, M., Pons, H. and Fletcher, M.A.
CD8 T cell-associated cytokine gene expression programs in AIDS. Intrn. Society of
Chemotherapy - Biologic Response Modifiers, Cancun, Mexico, Abstracted in J.
Immunotherapy, 1995.

Patarca, R. Klimas, N.G., Walling, J., Yue, X.-S., Garcia, M., Pons, H., Sandler, D.,
Friedlander, A. and Fletcher, M.A., CD8 T cell immunotherapy in AIDS: Lessons learned at
the cellular and molecular biology levels. presented FASEB meeting Atlanta, GA, 1995.

Maher K, Asthana D, Patarca R, Klimas NG, and Fletcher MA. CD69 on CD4 and CD8
Cells From HIV-1 Infected Donors Clinical Applications of Cytometry. Charleston, SC, 1995.

Maher K, Patarca R, Hutto C, Scott GB, Martin N, Klimas NG, and Fletcher MA.
Immunological Correlates Among Children With Perinatally-Acquired Human
Immunodeficiency Type-1 Virus Infection Association of Medical Laboratory Immunologists,
Vail, CO, 1995.

Maher K, Klimas N, Dickinson G, Triplett J, Maggio C, Cohen V, Valenzuela R, and Fletcher
MA. The effect of Highly Active AntiRetroviral Therapy on Viral Load and the Immune
System in Human Immunodeficiency Virus (HIV) Infection. NY State Wadsworth
Conference on HIV Laboratory Testing. Albany, NY, 1997.

Mabher, K, Klimas, N, Dickinson, G, Triplett, J, Maggio, C, Cohen, V, Valenzuela, R and
Eletcher, MA. T-lymphocyte subsets and highly active anti-retroviral therapy (HAART)
therapy of human immunodeficiency virus (HIV) infection, selected for oral presentation.
Clinical Applications of Cytometry. Charleston, SC, 1997.

Klimas, N. Update on anti-retroviral therapy in HIV. SCIM, Vail Colo., 1997.

Klimas, N. Highly active anti-retroviral therapy: implications for adherence and
immunomodulatory interventions. Academy for Behavioral Medicine Research, Cape Cod,
1998.

99. McPherson, S., Malow, R., Penedo, F.J., Jones, D., Maggio, C., Triplett, J., Klimas, N.,
Enhancing adherence to combination antiretroviral therapy in non-adherent HIV+ men.
Presented at the annual meeting of the American Psychological Association, Boston, MA,
1999.

Klimas, NG - Immunology of CFS, Regional Behavioral Medicine Conference, Auckland
New Zealand, Nov 2000

Klimas, NG, McPherson, S Adherence and Chronic Active Hepatitis C — what we have

30



102.

103.

104.

105.

106.

107.

108.

109.

110.

111.

112.

113.

114,

115.

learned from HIV, 25" Intl behavioral Medicine Society Conference, Brisbane, Australia Nov
2000

Klimas, NG, speaker. Immunology of CFS, State of the Science Meeting, NIH Workshop,
Washington DC October 2000

Klimas, NG, speaker: Current understanding of the Pathogenesis of CFS —NIH/CFIDS
Asso Workshop on Autonomic Dysfunction and CFS, February 2001, Washington DC

Klimas, NG , speaker: Methodologic Issues Seminar _ NIH/CFIDS Workshop on
Neuroendocrine Dysfunction and CFS, Nov 2001, Washington DC

Klimas, NG, speaker: Methodologic Issues in the Study of CFS — NIH/CFIDS Association
Workshop on Immune Dysfunction and CFS, Feb 2002

Klimas, NG, speaker: Adherence to Therapy Seminar, 26" International Behavioral
Medicine Society Conference, Helsinki, Finland, August 2002

Klimas, NG, debater participant: CFS — physical or somatic disorder? 26" International
Behavioral Medicine Society Conference, Helsinki, Finland, August 2002

Klimas, NG, speaker : Methodologic Issues — Immunology of CFS; NIH State of the
Science Meeting, Bethesda, MD, May 2003

Klimas NG and Turgeli, E Assessment Tools in CFS, AACFS Intl Conference Madison
Wisconsin, October 2004

.A AL | i awrence, Alex ONZale )
Martin, Neil Schneiderman, Barry Hurwitz Psychological Distress and HIV Disease
Progression: Roe of Natural_ Killer Cell Immunity; 2005 Annual Meeting of the American
Psychosomatic Society, March 2-5, in Vancouver, Canada

Elevations of HHV-6 serology are associated with low NK cell Function, Nancy Klimas,
Mary Ann Fletcher, Kevin Maher. International Conference on HHV6 Infection, Barcelona
Spain May1-3, 2006.

Klimas, NG and Fletcher MA Neuropeptide Y in CFS and GWI, IACFS International
Conference, Fort Lauderdale 2007

Vera, M, Klimas, N, Garcia L,, Fletcher MA Isoprinosine in CFS (presentation) IACFS/ME
Research Conference Reno Nevada, March 2009

Garcia, L, Klimas N, Fletcher MA Incidence of sleep disorders in CFS sample. IACFS/ME
Research Conference Reno Nevada March 2009.

Broderick G, Fletcher MA, Vernon SD, Klimas N, 2009, Isolating Characteristic Imnmune

Signals under Challenge in Gulf War lliness. Int Assoc CFS/ME, Reno, NV, March 12-15:
Oral session Abstracts/ Latest Research in Immunology, abstract #3.
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120.

121.

Fletcher MA., Ironson, G, Antoni, M, Hurwitz, Klimas N. Neuropeptide Y (NPY)
correlates with symptom severity in chronic fatigue syndrome. 9" International IACFS/ME
Research and Clinical Conference. Reno, NV. March 2009.

Fletcher MA, Klimas NG and Broderick G. Neuroimmune biomarkers in CFS. From infection
to Neurometabolism: a nexus for CFS, a NIH sponsored workshop. Banbury Center, Cold
Springs Harbor Laboratory, Long Island, NY. September, 2009 .

Klimas NG, Fletcher MA and Broderick G. Immunologic biomarkers for CFS/ME. 5th
Annual Invest in ME/CFS Conference in London, 24 May 2010.

Katz B, Fletcher MA, Smith FA, Taylor R, Vernon SD, Broderick G. 2010. Cytokine
Expression as a Potential Prognostic Indicator in Post-infectious Fatigue. Cytokines 2010;
52(1-2): SS11-7, 81.

Fletcher MA, Klimas NG and Broderick G Biomarkers for Chronic Fatigue Syndrome and
Gulf War lliness, International Science Symposium on Myalgic Encephalomyelitis/Chronic
Fatigue Syndrome Bond University, Queensland. Australia. 3-4 December 2010.

Fletcher MA, Klimas NG. Biomarkers in CFS/ME and GWI. IACFS/ME conference. Ottawa,
September 22 -25, 2011.

5c. Research (Past 5 years):

Funded:

NIH

April 2016-March 2018 $182,520

“Male-specific genomic mechanisms of transcriptional regulation of ME/CFS/SEID”
Lubov Nathanson, PI, Nova Southeastern University; Role Co-I

NIH

August 2015-July 2016 $766,133

“Microbial Discovery and Immunity in ME/CFS” Role: PI

DoD June 2015-June 2018 $560,000
“Testing the Model: A Phase I/l Randomized Double Blind Placebo Control Trial of
Therapeutics: Liposomal Glutathione and Curcumin.” Role: PI

NIH R15 April 2015-March 2018 $320,000
“Genomic Approach to Find Novel Biomarkers and Mechanisms of CFS/ME”
Lubov Nathanson, PI, Nova Southeastern University; Role: CO-I

DOD June 2015-June 2018 $805,000
“An integrated genomics and cell biology approach to correlate novel GWI indicators of
infections and neuro-inflammatory mechanisms with targeted drug therapy”

Paula Waziry, Pl, Nova Southeastern University; Role- CO-I

VA Merit July 2014-July 2018 $450,000/year
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“Gender Differences in GWI and Dynamic Modeling” Role: PI

NIH RO1 August 2014 — July 2018 $450,000/year
“Gender Differences in CFS/ME and Dynamic Modeling” Role: Co-PI

DOD September 2013-September 2017 $4,100,000
Gulf War lliness Consortium “Understanding GWI: An Integrative Modelling Approach”
Mariana Morris, PI, Nova Southeastern University; Role: Co-PlI, Clinical Core PI

DOD September 2014-September 2017 $190,000
Gulf War lllness Consortium “Brain Immune Interactions as the basis for GW!I”,
Kim Sullivan, PI, Boston University; Role CO-I

CDC Contract:

Developing a clinical data base for longitudinal studies in CFS
Role site PI, coinvestigator

$230,000/year Start date May 2012, 5 year contract

Recent:

NIAID RO1  October 2010 — September 2015
"Genetic pathway Analysis in ME/CFS" 450,000/year 4 years with one year extension South
Florida Veterans Foundation for Research and Education Role: PI

NIH RO1 2010 — 2015
“Virtual platforms for CBT in CFS/ME” Mike Antoni, PI, University of Miami; Role: Co-PI

NIAID R21 2011- 2015
“Microbial Translocation in ME/CFS” Mary Ann Fletcher, Pl, Nova Southeastern University;
Role-CO-PI

NIAID RO1 (2011-2012)
“The role of XMRV in CES” PI, lan Lipkin, Columbia University
Role: National Clinical Core Coordinator and Miami site Pl 2 year study local budget $125,000

DOD 6/2009 — 6/2011, no cost extension through June 2013

"The Use of Comprehensive Molecular Profiling with Network and Control Theory to Better
Understand GWI and Model Therapeutic Strategies" Award Number W81XWH-09-2-0071,
$500,000 (direct costs total over 3 years) Role: PI

RO1AI065723 - 01 12/1/06 — 11/30/11, no cost extension through 11/30/12
Immunologic Mechanisms, Biomarkers and Subsets in CFS

NIAID (PI MA Fletcher)

Goal of this project is to determine the immunologic basis for CFS pathogenesis
Role: Co-PI

CFI (Chronic Fatigue Initiative): A Clinical and Biosample Database to Enable Discovery of
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Pathogens and Pathogenic Mechanisms in ME/Chronic Fatigue Syndrome,
Role: Pl Funding approx $1,400,000 over 2 years. 2/2011- 2/2013

R21: 12/01/2008 — 12/31/2011 (continuation year)

Neuropeptide Y and dipeptidyl-peptidase IV (CD26) in chronic fatigue syndrome

NIAAA (Pl MA Fletcher)

Goal of this project to determine the relationship of neuropeptide Y and dipeptidyl-peptidase IV
to natural killer cell cytotoxicity in CFS.

Role: Co-PIl, R21AA016635-01

Merit Review 11/05-11/10

Longitudinal follow up of GWI and CFS patients

Veterans Administration

Study of immune function and clinical symptoms in patients with Gulf War lliness.
Role: PI

Merit Review 9/06 -8/10

Gene Array Analysis of Gulf War lliness and Chronic Fatigue

Veterans Administration

Gene Array Analysis of Gulf War Iliness and Chronic Fatigue Syndrome
Role: PI

Foundation Research grant  03/07 — 03/09
Mechanisms of Cytotoxic Cell Dysfunction in CFS
CFIDS (PI N Klimas)

Study of killer cells in CFS

Role: PI, 15% UM effort

RO1MHO066697  09/04/03-6/30/08

Psychobiological Processes and Health in HIV/AIDS

NIMH RO1 (PI G. Ironson)

This grant examines psychological and biological (CTL, NK, cortisol) predictors of disease
progression in HIV/AIDS.

Role: Co-Il. 5% UM effort

RO1 9/30/06-8/31/10

Virtual Cognitive Behavioral Therapy in Chronic Fatigue Syndrome
NIMH (PI M Antoni)

Evaluate CBT utilizing phone and web based interventions

Role: Co-Il, 5% UM effort

NIH sponsored Clinical Trial 2000 - 2009
Immune Restoration with IL-2 in HIV infection — the ESPRIT study
Role: Site PI

RO1 HL72712 09/30/02-08/31/07
HIV/HCV Co-Infection: HAART and CVD Pathophysiology
NIH/NHLBI (Pl Hurwitz)
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Role: Co-I

5d. Editorial ibilities:

Founding Editor: Journal of Chronic Fatigue Syndrome
Haworth Press (1992-2001)

Editorial Board, Journal of Chronic Fatigue Syndrome (2001 — current)

Ad hoc reviewer, NEJM

Ad hoc Reviewer, Journal of Clinical Immunology

Ad hoc Reviewer, JAMA

Ad hoc Reviewer, Annals of Internal Medicine

Ad hoc Reviewer, AIDS

Ad hoc Reviewer, JAIDS

Ad hoc Reviewer, Psychosomatic Medicine

Ad hoc reviewer, Brain Behavior and Immunity

Ad hoc reviewer, PLoS one

Ad hoc reviewer, Psychoneuroimmunology

5e. Professional and Honarary Organizations:

International Association for CFS/ME (previously AACFS), President 2003-2009
International Academy of Behavioral Medicine

Fellow, Academy for Behavioral Medicine Research
International Association of Psychoneuroimmunology
American Society for the Advancement of Science;
Association of Medical Laboratory Immunologists

Clinical Immunology Society

Association of Women in Science;

American Medical Woman’s Association

University of Miami Medical Women

Florida Medical Association’

Dade County Medical Association

Gauze Ceiling Coalition (Miami Dade County Medical Women)

5f. Honors:

2016- World Class Faculty Award recipient by the Greater Fort Lauderdale Alliance

2015 - NSU Fifth Annual Provost's Research and Scholarship Award

2013 — IACFS/ME Perpich award for contributions to the field

2011 - IACFS/ME Nelson Gantz Memorial Award for distinguished clinical service

2011 - NOW Foundation’s second annual Victoria J. Mastrobuono Women's Health Award
2011 - Distinguished Alumni Award, University of Miami Medical Alumni Association

2010 - May A Brunson Award for Achievement University of Miami Women’s Commission
2009 — Award named to honor research achievements “Nancy Klimas Research Excellence
Award” awarded annually at the IACFS/ME Research Conference

2004 — Honorary Degree, University of Catalonia, Barcelona Spain.

1998 - Fellow - Academy for Behavioral Medicine Research
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1992 - Iron Arrow (University of Miami Honor Association)
1985 - American Cancer Society Institutional Research Award
1984 - National Research Service Award

1983 - Southern Medical Association Research Award

1982 - Finalist Beecham Award, Southern Blood Club

1982 - Finalist Burroughs-Wellcome Young Investigator Award

5. Other Professional Activities:

Miami VAMC AIDS Clinical and Research Unit Developed and wrote the proposal for the Miami
VAMC AIDS Clinical and Research Unit, which was one of 3 selected for funding. The proposal
included 3 million dollars in construction funds as well as infrastructure support. This resulted in
one of the top VA HIV/AIDS clinical and research programs in the US, which is still in operation.

Dr Klimas is Director of AIDS Research and Co-director of the Clinical HIV/AIDS program at the

Miami VAMC. 1987 to present

South Florida CES and GWI Research Center : Initially funded with an NIH center grant (Klimas,
PI), and since supported with NIH , VA, DOD, and private foundation grants, the center is a
clinical , translational, and basic science center that integrates research across disciplines.
Current studies include genomics, immune, neuroendocrine studies , a natural history study,
and clinical trials. Dr. Klimas is Center Pl and coordinates the research efforts of four research
interdisciplinary groups.

Canadian Government advisor in the development of the Clinical Case Definition for Chronic
Fatigue Syndrome/Myalgic Encephalitis 2001, which is being revised in 2008.

6 month deployment CDC 2001 —, Molecular Epidemiology Program Viral Exanthems and
Herpesvirus Branch, Developed the international protocol currently underway to empirically

define CFS.

IACES/ME

Dr. Klimas served as President of the International Association for Chronic Fatigue Syndrome

(A national professional organization of investigators and clinicians) from 2005-2007 and was re-
elected for another 3-year term in January of 2007. She organized the IACFS conference in Fort
Lauderdale in January, 2007, and the conference in Reno Nevada in March 2009. Each of these
conferences were attended by 400 patients and 350 professionals, and provided a unique
opportunity for patients to meet and talk with leading international researchers and clinicians.

. Chronic Eafi : :

In 1996, Secretary for Health Donna Shalala chartered a special committee to advise the
Department of Health and Human Services (DHHS) on policy regarding chronic fatigue
syndrome (CFS), also known as chronic fatigue and immune dysfunction syndrome or CFIDS or
Myalgic Encepahalomyelopathy (ME). This committee, known as the DHHS Chronic Fatigue
Syndrome Coordinating Committee (CFSCC), brought together officials representing various
health agencies together with seven appointed members of the public to improve coordination of
federal CFS programs. A year 2000 review of federal activities on CFS conducted by the
General Accounting Office prompted several changes. Among them was the replacement of the
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CFSCC with a standing committee, the CFS Advisory Committee (CFSAC), whose structure
more closely matched other DHHS advisory bodies. Secretary Michael Leavitt most recently
renewed the charter on August 30, 2006. Nancy.Klimas served on this committee from 1997 to
2000. She was reappointed to another three-year term on the committee in 2007, which has
been extended to 2011. She chairs the quality of life and education subcommittees.

NSU COM Institute for Neuro-Immune Medicine: A newly conceived program using clinical care
templates to help diagnose and manage complex CFS/ME cases while collecting research data
and developing the patient base for clinical trials work. Working with a basics science
pathogenesis team, a computational biology team and a biomarkers discovery group, the

institute merges clinical care with scientific discovery to promote new knowledge that can be
applied to clinical care through rapidly employed translational clinical trials.

5h. Consultantships

1987 - 1990 - VA National AIDS Steering Committee

1987 - 1990 - VA National AIDS Research Subcommittee

1987 - 1991 - VA Train the Trainer National AIDS Education Program

1988 - Present - VA National AIDS Prevention and Counseling Training Program

1988 - Present - Special Review Committee, National VA AIDS Prevention and Education
1990 — 2000 - VA National HIV Therapeutics Advisory Committee

1991 - 2000 - Board of Directors, American Association for Chronic Fatigue Syndrome (An
international professional organization of investigators and clinicians).

2002 — 2006 - Board of Directors, International Association for Chronic Fatigue Syndrome/ME
(An international professional organization of investigators and clinicians).

1992 - Chairperson of the Program Committee for the First International Meeting: Chronic
Fatigue Syndrome, held in Albany NY, sponsored by the AACFS, NIH and CDC.

1994 - Local Coordinator and Program Committee member for the Second International
Meeting: Chronic Fatigue Syndrome research Conference, held in Ft Lauderdale, October 1994,
sponsored by AACFS, NIH, CDC, and Univ. of Miami.

1994 - Chairperson of the Program Committee for the CFS Clinical Conference, held in Ft.
Lauderdale, October 1994, sponsored by AACFS.

1991- 1997 Consultant to Center for Special Immunology, Inc., Ft. Lauderdale, FL.
1993 - 2000 - Board of Directors, American Association for Chronic Fatigue Syndrome.

1993- Present Medical Advisory Board, Chronic Fatigue and Immunodeficiency Syndrome
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Foundation.

1993- 1998 - Medical Advisory Board, Environmental Health Foundation.

2000 NIH State of the Science CFS Conference planning committee

2001 — present Name Change subcommittee, HHS CFS coordinating Committee
1999-present — CDC CFS Case Definition Revision Committee

2001 Canadian CFS Clinical Case definition expert panel

2001 CDC Expert Advisory Panel — long term outcomes study

2002 — present NIH reviewer and site visitor GCRC applications

2001- present Ad Hoc reviewer, Medical Research Council, United Kingdom.

2003 —present NIH reviewer CFS Special Emphasis Panel

2003 Brighton Collaboration on CFS Case Definition

2003 Elected to the Board of Directors, AACFS, 7 year term

2005 - 2009 President of the International Association for Chronic Fatigue Syndrome — this
international organization of investigators and clinicians sponsors international and regional
meetings, has developed a peer review journal, and works with government and regional groups
to develop curricula and provider education programs.

2007 — 2012 CFSAC HHS Advisory committee to the Secretary of Health and Human Services
2008-2010 Chair HHS CFSAC subcommittee on Education

2010 — 5/2012 Chair, HHS CFSAC subcommittee on Quality of Life and Education

2010 International CFS/ME Case Definition working group,

2011 CFIDS Association of America Scientific Advisory Board

2011 Chronic Fatigue Initiative national coordinator, clinical sites.

2012- present Nova Southeastern University Research Advisory Committee

2011- present Nova Southeastern College of Osteopathic Medicine Research Committee

2013 — Research Advisory Committee for Gulf War lliness, VA Health care Systems

2013 - Institute of Medicine CFS Committee reviewing case definition and name
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2013 - NIH Advisory Committee P2P program to develop research priorities in CFS/ME related
research

5i. TEACHING
Teaching Award:

Woman Faculty Member of the Year, 1989, UM Medical Women.
May Brunson Award, Woman Faculty Member of the Year, University of Miami 2010 (University
of Miami Women’s Commission)

h ibilities:

Housestaff, Graduate Program, Medical School and Undergraduate lecturer (see lectures listed
above)

General topics:
Clinical Immunology, Medical Laboratory Immunology, HIV Infection, Health and Human Values:
Psychoneuroimmunology, Allergy and Immunology, CFS, Gulf War lliness, Stress and Disease.

Internal Medicine, Ward Attending, VA Medical Center (3 months/ year)

Allergy Clinic rotations for medical students, housestaff and Harrington Latin American
Scholars.

HIV and Immunology rotations for medical students, housestaff and Harrington Latin American
Scholars

Nationally/Internationally consulted in the development of CME course work for clinicians in the
diagnosis and treatment of CFS in collaboration with the CDC and CFIDS Association of
America

. . ising:

Masters and Doctoral Students in University of Miami Psychology program (9 PhD candidates/3
MS candidates over last 5 years)

6. SERVICE TO THE UNIVERSITY

6a. University of Miami and VAMC Committees:

1. Medical School Admissions Committee, 1984-1987.

2. VA Human Subjects IRB, 1987.

3. Faculty Sponsor, UM Medical Women, 1985 - 2011

4. UMHC Infection Control Committee, 1989 - 1992.

5. VAMC Research Space Committee, 1988 - 1989.

6. VA Research and Education Foundation Board of Directors — 1999- present

7. UM Search Committee - AIDS/HIV senior and junior research faculty 2004-2011
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8. Selection Committee — applicants for AAMC Women in Medicine Leadership Program

9. Executive Committee, GCRC 2002 — 2009

10. Executive Committee, Behavioral Medicine Research Center, 1999 - 2011

11. University of Miami Committee on Rank Salary and Conditions of employment 2003-2004
12. VA Research Committee, alternate 2004-present

13. UM Faculty Senate Professional Conduct Panel 2003 — 2011

14. University of Miami Miller School of Medicine Self Study LCME Women and Minority
subcommittee 2007- 2009

Nova Southeastern Committees (2012 forward):
1. Nova Southeastern University Research Advisory Committee

2. Nova Southeastern College of Osteopathic Medicine Research Committee

6b. Clinical ibil

1. Director, CFS and GWI Clinical and Research Center, NSU and Miami VAMC

2. Co-director of VA Medical Center AIDS Clinical Unit,

3. HIV/AIDS Primary Care Clinic (Silver Team) — attending Monday clinic, and backing up
Wednesday clinic. Daily oversight of 2 ARNP clinics.

4. General Medicine teaching attending, VAMC

5. Director, Miami VAMC Allergy Clinic, Tuesday MD clinic, and oversight of RN clinic and RN
and ARNP clinic

6. Medical Director NSU Neuro Immune Clinics, Davie, FL and Kendall FL —training staff and
overseeing quality of care in this clinic utilizing the CFS clinical care templates developed and
implemented in this demonstration project site.

Consistently ranked “Outstanding” in the annual VAMC and university proficiency reporting,
including clinical skills, teaching, productivity and administration.

7. COMMUNITY ACTIVITIES

Health Crisis Network, Co-Founder and Past Chair of the Medical Advisory Committee and
Board of Directors. (Currently Co-Cure Foundation, a Miami Dade HIV related community health
organization) 1984, 1985-89

Member, National Task Force on Women's Health Issues, NOW (1995-present)

People with AIDS Coalition (PWAC), Board of Directors 1993-95

PWA Housing Coalition, Board of Directors 1993-95

Women's Emergency Network, Board of Directors 1998/99

Bessie Garrett Foundation — Homeless children outreach, Board of Directors 1999 — 2009

National Organization for Women, Health Advisory Board, 1992-2002

40



PANDORA — advocacy for people with neuro-inflammatory disorders, board of directors 2007 —
present

CFIDS Association of America — Scientific Advisory Committee
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V.

Current Research Interests:

1. Role of redox and methylation status in neurodevelopmental disorders.
Receptor-dependent regulation of gene expression via epigenetic mechanisms.
Involvement of epigenetic mechanisms in drug addiction

Role of Ds-dopamine receptor-mediated phospholipid methylation in psychiatric illnesses.
Redox and methylation effects of casein/gluten-derived opiate peptides.
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V. Teaching Experience

VI

Course coordination and lectures in undergraduate and graduate-level pharmacology courses.
Lecture areas have included:

Undergraduate: Autonomic Pharmacology, Neuropharmacology, Cardiovascular
Pharmacology, G.l. Pharmacology, Autacoids, Diuretics, Anesthetic agents, Diabetes
management, G.I. pharmacology, Endocrine pharmacology, Anti-inflammatory drugs.
Graduate: Molecular modeling, cardiovascular pharmacology and physiology,
neuropharmacology, and receptor pharmacology

Graduate Student Advisees:

- Seventeen Ph.D. Thesis Students

- Five M.S. Thesis Students

- Service on numerous thesis committees

Current:

Autism Research Institute

Immunotec Inc.

Focus for

Health

Previous:

National Autism Association

VIL Grant_

Support

Current:

1. R001 PI: R. Deth 7/1/2015-6/30/2016 1.0 calendar A2 Milk Corporation $28,750

Effects of BCM7 on uptake and transport of essential micronutrients

2. R002 PI: R. Deth 9/30/2014 — 9/29/2018 3.0 calendar Department of Defense $513,526

Testing the Model: A Phase I/Il Randomized Double Blinded Placebo Control Trial of Targeted
Therapeutics: Liposomal Glutathione and Curcumin

3. R003 PiIs: K. Sullivan/M. Krengel; Co-PI R. Deth 9/1/2016-8/31/2019 0.5 calendar Department of
Defense $55,657.

Examination of neuroimaging, cognitive functioning and plasma markersin a longitudinal
cohort of

Gulf War deployed veterans: The Ft. Devens Cohort
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