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Recent WRAMC Publications

Congratulations to the following WRAMC investigators on their recently published papers. This list was compiled from a recent MEDLINE search of the literature.  Listed articles have been cleared through DCI and the WRAMC Public Affairs Office.  If you have recently published, and we have not included your publication, please let us know so we may list your publication in the next issue of the newsletter.

MITCHELL, J.P. 2004. A 20-year-old-Army private presenting with chronic monarticular arthritis. Mil. Med. 169: 82-85.

TOFFERI, J.K., J.L. Jackson, and P.G. O’Malley. 2004. Treatment of fibromyalgia with cyclobenzaprine:  A meta-analysis. Arthritis Rheum. 51: 9-13.

ABBOTT, K.C. AND G.L. BAKRIS. 2004. What have we learned from the current trials? Med. Clin. North Am. 88: 189-207.

LOH, Y. R.J. Labutta, and E.S. Urban. 2004. Idiopathic Intracranial Hypertension and Postlumbar Puncture Headache. Headache. 44: 170-173.

STANY, M.P., W.E Winter 3rd, L. Dainty, E. Lockrow, and J.W. Carlson. 2004. Laparoscopic exposure in obese high-risk patients with mechanical displacement of the abdominal wall. Obstet. Gynecol. 103: 383-386.

LEHMAN, R.A. T.R. Kuklo, B.A. Freedman, J.R. Cowart, M.G. Mense, and K.D.Riew. 2004. The effect of alendronate sodium on spinal fusion: a rabbit model. Spine J. 4: 36-43.

SPENCER, S.E., I.E. Valentin-Bon, K. Whaley, and A.E. Jerse. 2004. Inhibition of Neisseria gonorrhoeae Genital Tract Infection by Leading-Candidate Topical Microbicides in a Mouse Model.  J. Infect. Dis. 189: 410-419. 

MARTIN, J.E., C.J. Neal, W.T. Monacci and D.J. Eisenman. 2004. Superior semicircular canal dehiscence: a new indication for middle fossa craniotomy. Case Report. J. Neurosurg. 100: 125-127.
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KENT, S.M., L.C. Coyle, F.J. Flaherty, T.T. Markwood, and A.J. Taylor. 2004. Marked low density lipoprotein cholesterol reduction below current national cholesterol education program targets provides the greatest reduction in carotid atherosclerosis. Clin. Cardiol. 27: 17-21.

CUMMINGS, J.F. M.E. Polhemus, C. Hawkes, M. Klote, G.V. Ludwig, and G. Wortmann. 2004. Lack of vaccinia viremia after smallpox vaccination. Clin. Infect. Dis. 38: 456-458. 

BRIETZKE, S.E. AND E.A. MAIR. 2004. Injection snoreplasty: investigation of alternative sclerotherapy agents. Otolaryngol. Head Neck Surg. 130: 47-57.

SHORR, A.F., G.M. Susla, and N.P. O’Grady. 2004. Pulmonary infiltrates in the non-HIV-infected immunocompromised patient: etiologies, diagnostic strategies and outcomes. Chest. 125: 260-271.
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List Of Approved Protocols For A Specified Time Period

Reported Time Period: 
From 12/25/03 To 04/01/04

Department of Allergy-Immunology

Service

Wuno
Title;        PI                                                      ; Approval Letter Date

04-33008
A Pilot Study:  Smallpox/Influenza Vaccination and Myopericardial Injury/Inflammation

Engler, Renata J.M., COL  MC
2/12/2004

04-33010
Pemphigus Specific Skin Antibodies in Response to Anthrax and Smallpox Vaccination

Engler, Renata J.M., COL  MC
3/31/2004

04-33011
Measuring of Thigh Adipose Tissue in Two Volunteers

Song, Ted Taiil, CPT  MC
1/9/2004

04-33013E
Field Performance of Soldiers with Positive Screening for Asthma

X

Klote, Mary M., MAJ  MC
12/30/2003

Service Total:
4

Service
No Service

Wuno
Title;        PI                                                      ; Approval Letter Date

04-33014E
Field Performance of Soldiers Returning from Operation K4 (Kosovo) with Positive Screening

X
for Asthma

Klote, Mary M., MAJ  MC
4/1/2004

04-33015E
Field Performance of Soldiers Returning from Operation Enduring Freedom with Positive 

X
Screening for Asthma

Klote, Mary M., MAJ  MC
4/1/2004

Service Total:
2

Department of Clinical Investigation

Service

Wuno
Title;        PI                                                      ; Approval Letter Date

04-92016
A Phase 2, Randomized, Open-Label, Dose-Ranging, Active Control, Multi-center Study of 

the Safety and Efficacy of PEG-Alfacon and Ribavirin in HCV-Infected Patients Who Have 

Sjogren, Maria H., COL  MC
2/4/2004

04-92017
Randomized, Double-Blind, Multicenter Study to Compare The Safety and Efficacy of 

Viramidine to Ribavirin in Treatment-Naïve Patients with Chronic Hepatitis C

Sjogren, Maria H., COL  MC
2/25/2004

Service Total:
2
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Reported Time Period: 
From 12/25/03 To 04/01/04

Department of Medicine

Service

Wuno
Title;        PI                                                      ; Approval Letter Date

04-14022E
Prevalence of a family history of colon cancer or polyps in first degree relatives of Active Duty 

X
Service, Members undergoing over 40 physical examination

Frizzell, Eric, CPT  MC
12/30/2003

04-17033E
Linezolid for Treatment of S. aureus Bacteremia: A Meta-Analysis

X

Shorr, Andrew F., MAJ  MC
2/3/2004

04-17035E
Utilization of medical resources in patients with laryngoscopy diagnosed Vocal Cord 

X
Dyskinesia as compared to matched asthmatic controls

Mikita, Jeffrey, CPT  MC
2/20/2004

Service Total:
3

Service
Cardiology Service

Wuno
Title;        PI                                                      ; Approval Letter Date

04-12005E
Venous Thromboembolic Disease Among United States Army Personnel During Operation 

X
Iraqui Freedom (OIF)

Isenbarger, Daniel W., MAJ  MC
12/30/2003

04-12006E
Determination of Mixed Venous Oxygen Saturation Using SVC and IVC Saturations in 

X
Comparison with Pulmonary Artery Saturation:  Verification of the Flamm Equation

Remo, Julie MK, CPT  MC
3/18/2004

Service Total:
2

Service
Endocrine Service

Wuno
Title;        PI                                                      ; Approval Letter Date

03-13014
A One-Year, Open, Randomized, Parallel, Three-Arm Study, Comparing Exubera® (Insulin 

Dry Powder Pulmonary Inhaler) Vs. Avandia® (rosiglitazone Maleate) as Add-on Therapy vs. 

Vigersky, Robert A., COL  MC
1/7/2004

Service Total:
1

Service
Gastroenterology Service

Wuno
Title;        PI                                                      ; Approval Letter Date

04-14020
Tegaserod for Patients with Gastroparesis

Duncan, Marten, CPT  MC
1/22/2004

04-14020E
The correlation of acid reflux symptoms with ambulatory pH monitoring in patients with 

X
nocturnal gastroesophageal reflux disease: a retrospective analysis

Happe, Marc R., CPT  MC
12/30/2003
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Reported Time Period: 
From 12/25/03 To 04/01/04

04-14021
The Effect of Aspirin on Cell Proliferation, Cyclooxygenase 2, Prostaglandin E2, and 

Oxidative and Nitrosative Stress Biomarkers in Patients with Barrett's Esophagus

Happe, Marc R., CPT  MC
3/17/2004

04-14021E
Predictors of improved serum liver assoicated enzyme levels in diabetsi undergoing therapy

X

Mann, Kendell, MAJ  MC
1/6/2004

04-14022
The Effect of Mild Chronic Liver Disease on CYP2C19 Metabolic Activity using Omeprazole 

as the Drug Probe

Medlock, Matthew M., MAJ  MC
1/12/2004

Service Total:
5

Service
General Medicine Service

Wuno
Title;        PI                                                      ; Approval Letter Date

04-10019E
Resident Run Journal Club:  An Exciting New Approach to Resident Education

X

Hartzell, Joshua D., CPT  MC
1/14/2004

04-10020E
The Impact of the ACGME Work Hour Regulations on Internal Medicine Residents

X

Posley, Keith, MD  DAC
2/10/2004

04-10021E
Experience in Humanitarian Assistance on Recent Deployments in Army Interenists Compared

X
to Formal Eduation in Interntional Health:  A Survey of Recent Grduates of Internal Medicine 

Berbano, Elizabeth, MAJ  MC
3/4/2004

Service Total:
3

Service
Hematology-Oncology Service

Wuno
Title;        PI                                                      ; Approval Letter Date

03-15034
CALGB 40105: Evaluation of Novel Therapeutic Agents (Celecoxib: NSC #719627) Against 

Breast Cancer: An Innovative Randomized Phase II Trial Design

Drabick, Joseph J., COL  MC
1/8/2004

03-16017
An Open-Label, Multicenter, Randomized, Phase III Study Comparing Combination IV 

Topotecan/Docetaxel to Docetaxel Aline in Second-Line Advanced (IIIB/IV) Non-Small-Cell 

Waselenko, Jamie K., MAJ  MC
3/1/2004

04-15036
CALGB 70004/SWOG S9917:  L-Selenium-Based Chemoprevention of Prostate Cancer 

Among Men with High Grade Prostatic Intraepithelial Neoplasia

Drabick, Joseph J., COL  MC
1/29/2004

04-16018
Protocol 20020715: Chemotherapy Administered Every 2 Weeks With or Without a Single 

Injection of Pegfilgrastim as First-or Second-Line Treatment in Subjects with Locally 

Waselenko, Jamie K., MAJ  MC
1/21/2004

04-16019
The Relative Contributions of Platelets and Hematocrit to the Formation and Strength of 

Blood Clots

Weiss, Brenda M., CPT  MC
2/5/2004

Service Total:
5
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Reported Time Period: 
From 12/25/03 To 04/01/04

Service
Infectious Disease Service

Wuno
Title;        PI                                                      ; Approval Letter Date

04-19013E
Feasibility of Treponema Pallidum PCR on Stored Serum Samples

X

Spooner, Katherine, MD  DoD
1/14/2004

Service Total:
1

Service
Nephrology Service

Wuno
Title;        PI                                                      ; Approval Letter Date

04-11007
Comparison of the Clinical Utility of Arterial Versus Venous Blood Gas Analysis in 

Determining Acid Base Status and Directing Short-Term Clinical Care in Adult Hospitalized 

Simon, James F., CPT  MC
1/22/2004

Service Total:
1

Service
Optometry Service

Wuno
Title;        PI                                                      ; Approval Letter Date

04-38001
Total Eye Examination Automated Module (TEAM)

McVeigh, Francis L., COL  MC
3/2/2004

Service Total:
1

Service
Pulmonary & Critical Care Medicine Service

Wuno
Title;        PI                                                      ; Approval Letter Date

04-17034E
Effect of administration of erythropoietin on healthcare resource utilization in critically ill 

X
patients

Shorr, Andrew F., MAJ  MC
2/6/2004

04-17036E
Transfusion as a risk factor for nosocomial bacteremia

X

Shorr, Andrew F., MAJ  MC
3/18/2004

Service Total:
2

Department of Neurology

Service

Wuno
Title;        PI                                                      ; Approval Letter Date

03-71021
Defense and Veterans Brain Injury Center (DVBIC) WRAMC Core Evaluation Protocol

Warden, Deborah L., MD  DAC
1/9/2004
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Reported Time Period: 
From 12/25/03 To 04/01/04

04-22003E
Reporting the Return to Duty Rate in Active Duty Soldiers after Surgery

X

Monacci, William T., LTC  MC
3/18/2004

04-71023
Efficacy and Tolerability of Donepezil and Galantamine on the Neuropsychiatric 

Manifestations of Alzheimer's Disease:  A Pilot Study

Swanberg, Margaret, MAJ  MC
3/1/2004

Service Total:
3

Department of Nursing

Service

Wuno
Title;        PI                                                      ; Approval Letter Date

04-75024
Personal Digital Assistant (PDA) Use for the 91w Trauma AIMS Course

Kenny, Deborah J., LTC  AN
2/5/2004

04-75025
Personal and Professional Issues Associated with Operation Iraqi Freedom/Operation 

Enduring Freedom of Nurses in Military Hospitals

Moore, Mary S., MAJ  AN
1/15/2004

04-75026
Evidence-Based Performance Improvement Project

Kenny, Deborah J., LTC  AN
1/15/2004

Service Total:
3

Department of Obstetrics and Gynecology

Service

Wuno
Title;        PI                                                      ; Approval Letter Date

03-43014
GOG 0201:  Treatment of Patients with Stage IB22 Carcinoma of The Cervix:  A Randomized 

Comparison of Radical Hysterectomy and Tailored Chemo-Radiation Versus Primary 

Elkas, John Christopher, LCDR  MC
2/17/2004

04-44030E
Predictive Value of a Noninvasive Pronuclear Scoring System

X

James, Aidita,   
2/3/2004

04-44031E
Developing a Resident Curriculum and Performance Assessment Tool for Transvaginal 

X
Ultrasound for Gynecologic Examination and Saline Sonohysterography

Parker, Jason D., MAJ  MC
3/9/2004

04-44032E
Use of the Endometrial Strip Measurmentin the Evaluation of Abnormal Uterine Bleeding:  A 

X
Provider Survey

Parker, Jason D., MAJ  MC
3/9/2004

04-44033E
Myomectomy and Its Effect on Ovarian Reserve

X

Larsen, Frederick, MAJ  MC
3/18/2004
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Reported Time Period: 
From 12/25/03 To 04/01/04

04-44034E
Effects of Methotrexate Treatment of Ectopic Pregnancy Following In Vitro 

X
Fertilization-Embryo Transfer Cycles:  As Retrospective Analysis

Larsen, Frederick, MAJ  MC
3/18/2004

04-44035E
Cost analysis model of Assisted Reproductive Technologies (ART) utilizing age and FSH to 

X
determine anticipated delivery rates

Neithardt
3/18/2004

04-44036E
Influence of Anthrax Vaccinaton on Semen Parameters, Fertilization, and Clinical Pregnancy

X

Catherino, William H., LCDR  MC
3/18/2004

Service Total:
8

Department of Orthopaedics and Rehabilitation

Service
Orthopedics Surgery Service

Wuno
Title;        PI                                                      ; Approval Letter Date

04-24031
Prospective, Observational Study of Total Knee Arthroplasty Comparing Patients With and 

Without a History of Cruciate Ligament Reconstruction

Potter, Benjamin K., CPT  MC
1/12/2004

04-24032E
Retrospective Review of ACL Reconstruction in pateints over 40 years of age

X

Javernick, Matthew, CPT  MC
2/5/2004

04-24033E
Battle Causality Data - Extension of 03-24031EX

X

Potter, Benjamin K., CPT  MC
3/18/2004

Service Total:
3

Service
Physical Medicine & Rehabilitation Service

Wuno
Title;        PI                                                      ; Approval Letter Date

04-96011
Normative Values for the Unipedal Stance Test with Eyes Closed

Springer, Barbara A., LTC  SP
2/18/2004

Service Total:
1

Department of Pediatrics

Service

Wuno
Title;        PI                                                      ; Approval Letter Date

04-01-650
BRAF Mutation in Thyroid Cancers

01g

Penko, Karen, CPT  MC
3/1/2004
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Reported Time Period: 
From 12/25/03 To 04/01/04

04-65006E
Sedation Success Rates, Parental Sleep Deprivation, and Parential Satisfaction in the 

X
WRAMC Pediatric Sedation Unit Following Discontinuation of Sleep Deprivation 

Carter, Meredith, 1LT  MC
2/9/2004

Service Total:
2

Department of Pharmacy

Service

Wuno
Title;        PI                                                      ; Approval Letter Date

04-36007E
Emetogenecity of New Cancer Chemotherapy Agents

X

Terenzi, Lawrence,   
2/23/2004

Service Total:
1

Department of Preventive Medicine

Service

Wuno
Title;        PI                                                      ; Approval Letter Date

04-35002E
What do people do when they are sick?  A survey of pre-clinical behavior.

X

Pavlin, Julie, LTC  MC
3/2/2004

Service Total:
1

Department of Surgery

Service

Wuno
Title;        PI                                                      ; Approval Letter Date

04-50000E
Operation Iraqui Freedom:  Surgical Experience of the 212th MASH

X

Cho, John M., LTC  MC
2/19/2004

04-50001E
Using Kiosks for Patient Self-Service Check-in as a Technology Portal to HealtheForces 

X
Throughout a Heath Care Network

Cho, John M., LTC  MC
3/12/2004

Service Total:
2

Service
Army Audiology & Speech Center

Wuno
Title;        PI                                                      ; Approval Letter Date

03-25013
Comparison of Two Therapies for Upper Esophageal Sphincter (UES) Dysphagia

Newman, Lisa A., PhD  DAC
2/4/2004
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Reported Time Period: 
From 12/25/03 To 04/01/04

Service Total:
1

Service
Neurosurgery Service

Wuno
Title;        PI                                                      ; Approval Letter Date

03-22004
Cage Instrumentation in Cervical Spine Surgeries: A Critical Review of Over 100 Cases

Moquin, Ross R., CDR  MC
1/8/2004

04-22000E
Reporting the Return to Duty Rate in Active Duty Soldiers After Surgery

X

Ecklund, James, LTC  MC
12/30/2003

04-22002E
Spine and Spinal Cord Injuries Seen at Walter Reed Army Medical Center From Operation 

X
Iraqi Freedom Since the End of Major Offensive Campaigns

Moquin, Ross R., CDR  MC
3/10/2004

04-22004E
Blast Injuries: The Operation Iraqi Freedom (OIF) Experience at Walter Reed Army Medical 

X
Center

Neal, Christopher, 1LT  MC
3/18/2004

Service Total:
4

Service
Ophthalmology Service

Wuno
Title;        PI                                                      ; Approval Letter Date

03-23004
Effects of Brimonidine Tartrate Ophthalmic Solution 0.15% on Pupil Diameter in Normal Eyes

Thordsen, John E., MAJ  MC
2/4/2004

04-23006
Evaluation of Wavefront-guided PRK

Bower, Kraig, S., COL  MC
2/17/2004

Service Total:
2

Service
Otolaryngology-Head & Neck Surgery 

Wuno
Title;        PI                                                      ; Approval Letter Date

03-32017
Utility of Cytoscan Model E-II for Intraoperative Parathyroid Gland Identification:  A Pilot 

Study

Hoffmann, Michael A., LT  MC
3/18/2004

Service Total:
1

Service
Urology Service

Wuno
Title;        PI                                                      ; Approval Letter Date

04-28027
A Phase 2, Open-Label, Randomized Study to Evaluate the Efficacy of CP-675,206 in 

Combination with Neoadjuvant Androgren Ablation and Androgen Ablation Alone in 

McLeod, David G., COL  MC
1/14/2004

04-28028
An Open-Label Study of Serum Testosterone Recovery and PSA after Six Months of Hormonal 

Therapy with EligardTM 22.5 mg in Patients with Rising PSA After Treatment for Clinically 

McLeod, David G., COL  MC
2/20/2004
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Page 8 of 9

Reported Time Period: 
From 12/25/03 To 04/01/04

04-2857-9
Prostate Cancer in Men Age 40 and Under

8p

Moul, Judd W., COL  MC
3/1/2004

04-2871-9
Development of Human Cancer Cell Models for the Study of Prostate Cancer in African 

8i
American Men

Moul, Judd W., COL  MC
2/24/2004

Service Total:
4

Dewitt Army Community Hospital

Service

Wuno
Title;        PI                                                      ; Approval Letter Date

04-83001
Mothers on Active Military Service:  A Phenomenological Study of Their Lived Experience of 

Deployment and Separation from Their Children

Rowe, Barbara A., LTC  MS
1/9/2004

Service Total:
1

Total:
69
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Research Alert List Reminder








In order to provide better service to Walter Reed researchers, DCI has established a Researcher Alert List.  





The Researcher Alert List consists of important periodic updates on policy changes, procedures, regulations, etc. that directly impact Walter Reed medical researchers.





If you are a Principal Investigator, Associate Investigator, Research Nurse, or want to be kept informed of key research developments, it is important that you be included on this list.





To be added to the Research Alert List, e-mail 


Ms. Marty Green at � HYPERLINK "mailto:Marty.Green@na.amedd.army.mil" ��Marty.Green@na.amedd.army.mil�, and request to be added to the Research Alert List.

















�

















Attention DCI Employees! 


 Don’t Forget Your BMAR.





All DCI personnel must be up to date in their BMAR training.  BMAR on-line is available at: � HYPERLINK "http://www.cmecourses.com/dod" ��www.cmecourses.com/dod� 


Login is the first four(4) letters of last name and the password is the last five(5) numbers of your SSN.  The online BMAR takes approximately 2-3 hours to complete, with a test at the end to test your knowledge of the covered material.  DCI personnel are reminded to print off their evaluation sheets after they complete the training. These sheets certify that you have completed the course.  BMAR is still given didactically.  The next didactic versions of BMAR will be given on 07 & 21 April, 05 & 19 May, and 02 & 16 June.  All BMAR sessions are from 0730-1245 in Joel Auditorium, Bldg 2.  The following DCI personnel have birthdays in the months of April, May, and June:





Verna Parchment (01 April )


Brian Reinhardt (06 April)


Maged Abdel-Rahim (13 April)





Daniel Rosen (01 May)


SPC Lorrie Roberts (12 May)


Marcos Amorim (21 May)


Roscoe Brunson (25 May)


Marty Green (30 May)





Audrey Chang (04 June)


SGT Cathy Johnson (30 June)


Corine Maydonovitch (10 June)


Daisy Word (11 June)


�














Inquiring Minds is published quarterly by the Department of Clinical Investigation, WRAMC, as a service to DCI employees and the WRAMC research community.





Contact Information:


Walter Reed Army Medical Center


Department of Clinical Investigation			


6900 Georgia Avenue, NW


Borden Pavillion (Bldg 6)


Washington, DC 20307-5001





Tel: (202) 782-6389


Fax:  (202) 782-3881


E-mail:  � HYPERLINK "mailto:WRAMC.DCI@NA.AMEDD.ARMY.MIL" ��WRAMC.DCI@NA.AMEDD.ARMY.MIL�





Any submissions or questions about content should be directed to CPT Duke Poore at 


(202) 782-7823.











Clinical Research Meetings & Conferences





19-20 April:  National Human Subjects Protection Conference.  This program is a two-day opportunity for participants to delve further into issues surrounding the involvement of human subjects in research and explore unique situations in research.    


Venue:  	Washington University in St. Louis School of Medicine 


City:		Saint Louis


State:		Missouri


Country:	USA


 � HYPERLINK "http://ohrp.osophs.dhhs.gov/" ��http://ohrp.osophs.dhhs.gov/�


   


21-23 April: Fourth Annual Medical Research Summit.  The Summit is now recognized as one of the preeminent conferences in the country for professionals involved in medical research.  Highlights for the Summit include plenary sessions by leading experts as well as instructive and comprehensive workshops designed to provide the most up to date approaches to managing medical research initiatives with regard to the current and future legal, regulatory and ethical context.


Venue:  	Baltimore Waterfront Marriott


City:  		Baltimore


State:  		MD


Country:	USA


� HYPERLINK "http://www.researchsummit.com/" ��http://www.researchsummit.com/�





3-5 May:  Conflicts of Interest, Privacy/Confidentiality, and Tissue Repositories:  Protections, Policies, and Practical Strategies.   This conference will enable individuals and institutions to access the latest information on regulatory requirements, best practices, participant protections, responsive and responsible policies as well as pedagogical techniques.


Venue:  	Hyatt Harborside Hotel


City:  		Boston


State:  		MA


Country:	USA


�HYPERLINK "http://www.primr.org/conferences.html"��http://www.primr.org/conferences.html�




















Research Course Requirement for Proxy PIs





All Principal Investigators (PIs) are required to take the WRAMC Research Course or the on-line CITI course, which can be accessed on the DCI website.  





But sometimes the investigator serving in the PI capacity is not allowed (for administrative reasons) to be listed as the PI on the protocol application.  The Department of Clinical Investigation informally refers to this person as the “Proxy PI”.





A Proxy PI may be a medical student, nursing student, NIH employee, University employee, or other individual who will be responsible for the day-to-day conduct of the study, but does not qualify to be the WRAMC PI.





Since the Proxy PI oversees the study on a daily basis, it is important that this person understand the ethical and regulatory issues of medical research.  For this reason, the requirements for the Research Course or CITI participation also apply to the Proxy PI.





If you have any questions about the Research Course requirement for Proxy PIs, please contact Komakuri Pardhasarathy, PhD, IRB Administrator, at 782-7829, or via Outlook.








�





Statistical Analysis Using SPSS: Levels 1, 2, 3, & 4





The DCI, Research Review Service, will be offering a four-part series of workshops to help the clinical investigator learn SPSS statistical analysis software & concepts.





These courses are for military and civilian clinician researchers (and aspiring researchers) at WRAMC and designed to give ‘hands-on’ experience in utilizing statistical analysis software. The content of each session is as follows:





Level I:  An Overview of Data Coding and Data File Creation





Level II:  Statistical Methods for Comparing Differences between Two Groups





Level III:  Nonparametric Statistics in Health Care Research





Level IV:  Multiple Linear Regression and Multiple Logistic Regression





The course will be limited to 12 participants and is free of charge to WRAMC personnel.  Each participant will attend all three courses with Level I a prerequisite for Levels II, III and IV.  





The course will meet on 4 consecutive Thursday afternoons (8, 15, 22, and 29 July) from 1330-1530.  The courses are held in the DCI Computer Room (Bldg 6, Room 4075).





For further information and future course dates, see � HYPERLINK "http://www.wramc.amedd.army.mil/departments/dci/statclass.htm" ��www.wramc.amedd.army.mil/departments/dci/statclass.htm�. 





�





	IRB Calendar 





The following institutional Review Board (IRB) meeting will be held in the months of April, May, & June:





CLINICAL INVESTIGATION COMMITTEE (CIC):


06 April	04 May	15 June





HUMAN USE COMMITTEE (HUC)


15 April	27 April	  11 May


25 May	08 June	  22 June	  








All meetings will begin at 1300, except HUC meetings which start at 1200.  Meetings will be held in the DCI conference room, Building 6 (Borden Pavillion), 4th floor.














�





�


When Research can be Conducive to Criminal Activity 





Summary from:  ENSERINK, M. AND D. MALAKOFF. 2003.The Trials of 


   Thomas Butler. Science. 302: 2054-2063. 





Thomas Butler, an American microbiologist, painstakingly transcribed hospital records which detailed how 60 Tanzanian patients had responded to a new antibiotic treatment for bubonic plague.  The 2002 clinical study was considered a scientific coup, and Butler believed that the results, once published in a top-tier medical journal, would help solidify a nervous nation’s defenses against bio-terror.  In fact, the study would also send his 30-year career in an exciting new direction.   In 1969, as a young Navy scientist in Vietnam, Butler had become fascinated by plague- the “Black Death” which had once decimated European populations but was now largely confined to remote, impoverished parts of the world such as Tanzania.  After three visits to Tanzania, Butler was on the verge of becoming perhaps the United States’ hottest plague scientist.  Other scientists were increasingly interested in his efforts, and the U.S. Food and Drug Administration (FDA) was interested in him applying for a $700,000 research grant.





Butler reportedly smuggled a footlocker containing carefully packed specimens (from more than 60 Tanzanian bubonic plague victims) from Dar es Salaam, Tanzania to the United States.  Further, on 15 January 2003, 2 days after reporting that 30 vials of plague bacteria were missing from his laboratory, Butler was arrested in Lubbock, TX and charged with lying to federal agents about the fate of the vials and illegally importing the Tanzanian samples into the United States.  Seven months after his arrest, the government indicted Butler on 69 charges.  In addition to the allegations that he had mishandled the plague samples, prosecutors accused him of defrauding his university of clinical trial fees and false information on his taxes.  On 1 December 2003, a jury convicted Butler on 47 counts (See legal summary below).  He faces up to 240 years in jail and millions of dollars in fines.





Legal Summary: 





Guilty on:





Eighteen counts of theft, fraud and embezzlement related to 18 “shadow” payments Butler received between 1998 and 2001 for work on three clinical trials sponsored by Pharmacia-Upjohn and Chiron.  The funds should have been funneled through the Texas Tech University Health Sciences Center.





Thirteen counts of mail fraud, relating to 13 paper checks that Chiron and Pharmacia mailed to Butler.





Thirteen counts of wire fraud, relating to 13 electronic payments Chiron wired to Butler’s bank.  








 








Guilty on (Cont.):





Three counts of unauthorized export, making a false statement on a shipping bill, and illegal transportation of hazardous materials related to a single FedEx box of plague samples sent from Texas to Tanzania.





Not guilty on:





Four counts of theft, fraud, and embezzlement related to payments for the clinical trials sponsored by Pharmacia and Chiron.





Six counts of wire fraud, related to six electronic payments FDA wired to Butler’s bank.





Three counts of illegally importing and smuggling plague bacteria, related to Butler’s carrying of plague sample into the United States from Tanzania in April 2002.





Two counts of transportation of hazardous materials relating to plague samples brought into the United States and taken to an Army laboratory in Maryland.





Three counts of transporting smuggled goods, related to Butler’s carrying of the imported plague samples to the Army lab and a CDC center in Colorado, and mailing vials back to Tanzania.





One count of making a false statement to Texas Tech biosafety officer Michael Jones about the status of Yersinia pestis in his lab.





Two counts of making false statements to the FBI regarding the missing 30 vials of plague and his understanding of U.S. pathogen-transport rules.





One count of filing a false tax return regarding $114,000 in business expenses in 2001.








�








If you have any questions concerning statistical analysis, please contact Robin Howard at 782-7878, or Francois Tuamokumo, Ph.D. at 782-7880.








Towards a Unified Approach on Protection of Genetic Information





Approaches that Emphasize Privacy





In the United States it is well established that medical information is confidential and laws in all states restrict access to medical records and new federal regulations enacted under the Health Insurance Portability and Accountability Act (HIPAA) of 1996 provide comprehensive protection to individually-indentifiable health information.  However, there is debate over whether genetic information should be protected as another component of health data or by special genetic privacy statutues.  While HIPAA does not focus on genetic information, it does provide some protection against genetic discrimination by requiring that genetic data may not be utilized to deny or limit health insurance coverage for members of a group plan.  Protections provided at the state level vary considerable from state to state.





Advantages and Disadvantages of the Privacy Approach





In many ways, it seems practical to address concerns about the potential abuse of genetic information by focusing on the privacy of such information.  If unauthorized entitites do not have access to individuals’ genetic data, they cannot use in an abusive fashion.  However, the privacy model does have its drawbacks.  On of the principal disadvantages of this approach is that it does not provide individuals with continuing control over the use of their information.  Further, placing emphasis on the privacy of genetic information may create obstacles to the use of genetic information for positive purposes, such as prevention and detection of disease. 





Approaches that Emphasize Property Rights





As an alternative approach of protecting an individual’s genetic information, some jurisdictions recognize a property interest in an individual’s own genetic information.  By receiving a property interest an individual my be afforded more rights and protections than through privacy legislation alone.  Furthermore, through property rights, an individual could have a series of rights regarding the control, possession, and transferability of genetic information that are unavailable through privacy legislation.  Florida and Colorado are two states which have chosen to recognize an individual’s property rights in his/her genetic information.  While genetic information possesses certain property-like characteristics, without legislation recognizing genetic material as property, the decision as to whether genetic information is afforded the same rights and protections as personal property under the common law (judge-made law) will be left to the courts.  





Advantages and Disadvantages of the Property Approach





Proponents of the property approach argue that such a model can be useful in empowering individuals to have initial and on-going control over the use of their own genetic information.  Accordingly, providing individuals with greater control over use of their genetic information might encourage otherwise reluctant individuals to participate in research projects.  To the contrary, opponents of the property approach see ti as a great impediment to scientific research.  They believe that scientists might be discouraged from conducting important research if they are required to trace the chain of title to each sample used or face potential liability.  Furthermore, others fear that the recognitions of personal property rights could lead to the exploitation of donors.








Reference: � HYPERLINK "http://articles.corporate.findlaw.com/" ��http://articles.corporate.findlaw.com/� 





Basic Errors In Data Analysis & Presentation





1.	Data Entry Errors





Almost every investigator will make at least one mistake when he enters the data into a computer program.  A quick way to find some errors is to look at the MINIMUM and MAXIMUM values for each column.  





2.	Do not present P values alone





DO NOT present P values WITHOUT presenting summary data to show what happened in your study:


WRONG:  There was a significant difference between males and females, P=0.0015.


CORRECT:  Recovery times for males (mean= 25.5 min, SD=5.2 min) were significantly higher compared to females (mean=18.6 min, SD=4.9 min), P=0.0015.





3.	Do not present means alone





When you summarize your data, you should present one statistic that represents the ‘Average Joe’ in each group and another statistic that tells the reader how much variability or spread there was in each group.  If you are presenting a mean, include either the standard deviation or standard error.  If you are presenting a median, include the range of the data:





Hemoglobin rose from a pretransfusion average of 7.2  0.2 g/dl (mean  standard error) to 9.4  0.2 g/dl at 24 hours.





Hemoglobin rose from a pretransfusion median of 7.1 g/dl (range: 4.2 to 10.0 g/dl) to 9.5 g/dl (7.5 to 11.0 g/dl) at 24 hours.





4.	Do not run an exceedingly large number of statistical tests (“The Problem of Multiple Comparisons”)





In clinical medicine, a patient comes to you and says, “I don’t feel well lately, so run every medical test on me that you can”.  You comply and the patient’s creatinine is outside the normal range.  But you are wary of this result because you know that there is an increased probability of a spurious abnormal result due to the fact that you ran so many tests on the patient.





Similarly in research, if you compare 10 outcome variables (blood pressure, FEV1, CD4 counts, etc) between two groups of patients, you may come up with a difference that is statistically significant only because you ran so many tests.





a.	For a good comparative study, select 1-3 outcomes that are important to you.  If you must compare everything but the kitchen sink, then you should be doing a pilot study.


b.	There are statistical techniques to protect against making incorrect conclusions due to multiple tests.  Speak with one of the DCI statisticians about using such techniques.  And remember…you will most likely need to increase your sample size if you want to make lots of comparisons.














HAIL AND FAREWELL				�





Arriving DCI Members:  Kendra Hill, Juelle Ottley, and Dr. Komaduri Pardhasarathy 





Departing DCI Members:  Hugh Dowd
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Ventana Discovery ®





	The Research Operations Service of DCI has a fully automated staining instrument for gene and protein expression analysis using immunohistochemistry (IHC), in-situ hybridization (ISH) and target hybridization or micro array testing.


 IHC is a clinical and research test that is used in the diagnosis of a disease type, a prognosis on the progression of a disease and the determination of treatment options. The IHC assay will allow researchers to study protein expression that are encoded by disease related genes. Antigens that are demonstrable include hormones, receptors, tissue components, cellular components, infectious agents, immunoglobulin components, complement components, enzymes, tumor markers and other proteins.  The assay is an immunoenzymatic reaction using antibodies to detect cell or tissue antigens. The protein molecules are then detected within cells or on the cell surface of paraffin embedded tissues, cultured cells or frozen cells.


 In-situ hybridization is a technique using short sequences of DNA or RNA called probes, which are complimentary to the DNA sequences of the chromosome of interest. FISH is an in-situ hybridization technique that labels the target molecules with fluorescence and then visualized, this method is useful in identifying chromosomal abnormalities such as deletions or translocations. ISH/FISH testing can be performed on this instrument using paraffin embedded tissue as well as cell preparations.


 Micro array testing can be performed on the Discovery instrument, which allows standardized hybridization of a labeled target to DNA microarrays that are printed on glass slides. A microarray is a tool for analyzing gene expression on a small membrane or a glass slide, which contains many samples of many genes arranged in a regular pattern. The Ventana instrument with use of the ChipMap™ kit hybridizes DNA or RNA targets directly labeled with CY3 or CY5 fluorescent dyes on DNA microarrays. Microarrays may be used to test gene expression within a single sample or to compare gene expression in two different cell types or tissue samples as in healthy and diseased tissue. For further information, contact Brian Reinhardt at 202-356-1231 or via outlook.

















						�





Adverse Event Reporting in Research Protocols 





An adverse event is defined as any occurrence of injury, dysfunction, disease or abnormality of any organ or tissue that occurs in a research subject enrolled in a clinical program, whether 


it is expected or unexpected.  Manifestations of an adverse event may include symptoms, physical exam  abnormalities, diagnostic study abnormalities, and/or death.  This event can be related or unrelated to the research protocol.





Serious adverse events are occurrences that are fatal, life-threatening, permanent disabling, require inpatient hospitalization, or result in congenital anomalies, cancer, or overdose.  





The principal investigator (PI) must report all serious adverse events occurring in subjects enrolled at WRAMC to the Human Use Committee (HUC) within one working day.  Serious adverse events from other study sites (if applicable) will need to be reported to the HUC ASAP.  Serious adverse events must be reported even if the PI believes that the adverse events are unrelated to the protocol.  For protocols involving investigational drugs or devices, the investigator must also report a serious adverse event to the sponsor of the IND or IDE immediately (within 24 hours).





Unexpected adverse events are occurrences that are not listed as potential risks in the approved WRAMC consent form.  Unexpected (but not serious) adverse events occurring in subjects enrolled at WRAMC, which, in the opinion of the PI, are possibly related to participation in the protocol, must be reported by the PI within ten working days to the HUC.  Non-serious Expected adverse events (those listed under “possible risks” in the consent form) are reported on the Annual Progress Report. 





The adverse event report should summarize the case and justify the investigator’s conclusion that the adverse event was either study related or not study related.   Copies of pertinent medical documents should also be submitted with the adverse event report to assist the HUC members with their review of the event.  All patient identifiers (to include name, address, and telephone number) should be eliminated from the copies of any medical records submitted to the HUC.





For all serious and unexpected adverse events, the PI must forward a copy of the report to the medical monitor for the protocol.





Failure of the PI to meet these requirements for reporting adverse events will be referred to the Chief, Research Review Service and then to the HUC for further action, which may include suspension of the study.





A separate memorandum template is provided which is to be used for the submission


of a report of an adverse event.  The adverse event template is available under the filename “adverse.doc” on the DCI web page.  Click on “Download Protocol Templates.”  





For further information on adverse events, please contact Ms. Eleanor Bicknell, R.N., DCI Research Associate, at (202) 782-7830 or via E-mail at eleanor.bicknell@na.amedd.army.mil.
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