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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.

DHAINAUT, J.F., A.F. Shorr, W.L. Macias, M.J. Kollef, M. Levi, K. Reinhart, and D.R. Nelson. 2005. Dynamic evolution of coagulopathy in the first day of severe sepsis: Relationship with mortality and organ failure. Crit. Care Med. 33: 341-348.
TIS, J.E., F.O. Reiter, and M. Saleh. 2005. Treatment of a supracondylar femoral nonunion in a patient with osteoporosis by square osteotomy and acute shortening. Injury 36: 454-457.

KUKLO, T.R., B.K. Potter, D.W. Polly Jr., M.F. O’Brien, T.M. Schroeder, and L.G. Lenke. 2005. Reliablity analysis for manual adolescent idiopathic scoliosis measurements. Spine 30: 444-454.
SULLENBERGER A.L., L.S. Avedissian, and S.M. Kent. 2005. Importance of transesophageal echocardiography in the evaluation of Staphylococcus aureus bacteremia. J. Heart Valve Dis. 14: 23-28.
ABBOTT, K.C. J. Koff, E.M. Bohen, R.J. Oglesby, L.Y. Agodoa, K.L. Lentine, M.A. Schnitzler. 2005. Maintenace Immunosuppression use and the associated risk of avascular necrosis after kidney transplantation in the United States. Transplantation 79: 330-336.
HAMMOND, M.D., W.P.  Madigan Jr.,  K.S. Bower. 2005. Refractive surgery in the United States Army, 2000-2003. Ophthalmology. 112: 184-190. 
KLOTE M.M. AND L.J. SMITH. 2005. A case of anaphylaxis to naproxen. Allergy. 60: 260-261.

DANIELS, S.R., L.E. Moores, and M.P. Difazio. 2005. Visual disturbance associated with postoperative cerebellar mutism. Pediatr. Neurol. 32: 127-130. 
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POTLOG-NAHARI, C.,  W.H. Catherino, J.L. McKeeby, R. Wesley, and J.H. Segars. 2005. A suboptimal endometrial pattern is associated with a reduced likelihook of pregnancy after a day 5 embryo transfer. Fertil. Steril. 83: 235-237.
SHORR, A.F., J.H. Sherner, W.L. Jackson, M.H. Kollef. 2005. Invasive approaches to the diagnosis of ventilator-associated pneumonia: a meta-analysis. Crit. Care Med. 33: 46-53.
[image: image5.wmf][image: image6.wmf]
[image: image7.wmf][image: image8.wmf]

[image: image9.wmf][image: image10.png]




[image: image11.wmf][image: image12.jpg]




[image: image13.wmf]

[image: image14.wmf]

[image: image15.png]


.

[image: image16.png]




List of Approved Protocols
From 12/21/04 To 03/24/05
Grand Total of
78
Date Approved
WUNO
PI
Title 

Department of Allergy-Immunology
Total
3

Sub-Total:
3

1/10/2005
05-33020EX
Klote, Mary M., MAJ  MC
Army Physician Preparation and Perspectives on Deployment

3/2/2005
05-33021EX
Dewyea, Victor, MAJ  MC
Comprehensive Review of Allergen Immunotherapy Patients at Walter Reed Army 

Medical Center (WRAMC)

3/1/2005
05-33022EX
Klote, Mary M., MAJ  MC
A study to assess lymphocyte counts in infants: A retrospective review 2001-2004

Department of Medicine
Total
21

Cardiology Service
Sub-Total:
1

3/21/2005
05-12011EX
Malish, Richard, MAJ  MC
Cardiology Patients Evaluated and Treated at Landstuhl Regional Medical Center 

(LRMC) during the First Two Years of Operation Iraqi Freedom (OIF)

Endocrine Service
Sub-Total:
1

3/3/2005
05-13019
Vaishnav, Yashesh N., PhD  DAC
Investigations on the Relationships Among External Radiation Exposure, Iodide 

Transport and Expressions of Iodide Transporters (proteins and mRNA) in Cultured 

Thyroid (Normal and Cancerous) Cell Lines: An in vitro Model Study

Gastroenterology Service
Sub-Total:
1

1/12/2005
05-14030
Mulhall, Brian P., MAJ  MC
Combination of Interferon Alfacon-1 with Ribavirin as Treatment for Relapsers to 

Prior Interferon mono- or Combination Therapy in Chronic Hepatitis C Patients

Hematology-Oncology Service
Sub-Total:
6

1/6/2005
05-15047
Reid, Thomas J., COL  MC
SWOG S0221: Phase III Trial of Continuous Schedule AC + G Vs. Q 2 Week 

Schedule AC, Followed by Paclitaxel Given Either Every 2 Weeks or Weekly for 12 

Weeks as Post-Operative Adjuvant Therapy in Node-Positive or High-Risk Node-

Negative Breast Cancer

1/27/2005
05-15048
Reid, Thomas J., COL  MC
CALGB 10301: Phase II Study of Bortezomib (PS-341) and Pegylated Liposomal 

Doxorubicin as Initial Therapy for Adult Patients with Symptomatic Multiple 

2/24/2005
05-15050
Reid, Thomas J., COL  MC
IBCSG 25-02:  A Phase III Trial Evaluating the Role of Exemestane Plus GnRH 

Analogue as Adjuvant Therapy for Premenopausal Women with Endocrine 

Responsive Breast Cancer

1/11/2005
05-15051
Reid, Thomas J., COL  MC
SWOG S0226:  Phase III Randomized Trial of Anastrozole Versus Anastrozole and 

Fulverstrant as First Line Therapy for Post Menopausal Women with Metastatic 

Breast Cancer

1/13/2005
05-15053
Reid, Thomas J., COL  MC
CALGB 30304: A Phase II Study of Single Agent Depsipeptide (FK228) (NSC 

630176; IND 51,810) in Relapsed Small Cell Lung Cancer

2/14/2005
05-15054
Reid, Thomas J., COL  MC
CALGB 90206:  A Randomized Phase III Trial of Interferon Alfa-2b or Interferon 

Alfa-2b Plus Bevacizumab in Patients with Advanced Renal Carcinoma

Infectious Disease Service
Sub-Total:
3

2/1/2005
05-19014
Wortmann, Glenn, LTC  MC
Anti-Sand Fly Saliva Immune Responses in Cutaneous Leishmaniasis

3/8/2005
05-19024
Lesho, Emil P., LTC  MC
Identification of Biomarkers for Tuberculosis in Blood

3/9/2005
05-19025
Fishbain, Joel, LTC  MC
The epidemiology and clinical impact of Acinetobacter baumannii infections in 

soldiers returning from Operation Enduring Freedom and Operation Iraqi Freedom - 

Nephrology Service
Sub-Total:
4

3/18/2005
05-11009
Neff, Robert, CPT  MC
Correlation between calculated and measured renal function in amputees

1/10/2005
05-11019EX
Abbott, Kevin C., LTC  MC
Outcomes in End Stage Renal Disease: An Update
Date Approved
WUNO
PI
Title 

3/9/2005
05-11020EX
Abbott, Kevin C., LTC  MC
Use of beta-blockers and aspirin in Acute Coronary Syndromes by Patient Renal 

Function in the Military Healthcare System, National Capitol Area

3/10/2005
05-11021EX
Perkins, Robert, CPT  MC
The use of intravenous iron therapy in pre-end stage renal disease patients with 

anemia of chronic kidney disease

Optometry Service
Sub-Total:
1

1/31/2005
05-85001EX
Madsen, Ellis, LTC  MS
A Survey of Clinical Prescribing Philosophies for Hyperopia of German 

Ophthalmologists

Pulmonary & Critical Care Medicine Service
Sub-Total:
4

1/5/2005
05-17016
Moores, Lisa K., LTC  MC
The Sensitivity, Specificity, and Completeness of Medical Student Electronic 

Logbook Entry

1/4/2005
05-17043EX
Lettieri, Christopher, MAJ  MC
Silent Upper Airway Resistant Syndrome

1/7/2005
05-17044EX
Lettieri, Christopher, MAJ  MC
Respiratory Inductive Plethysmography for the Diagnosis of Upper Airway 

Resistance Syndrome

1/5/2005
05-17045EX
Lettieri, Christopher, MAJ  MC
Does Zolpidem improve the Yield of Polysomnography?

Department of Neurology
Total
2

Sub-Total:
2

12/29/2004
04-71025
Swanberg, Margaret, MAJ  MC
A Double-Blind Placebo-Controlled Study of Leuprolide Acetate Depot in the 

Treatment of Alzheimer's Disease in Men

2/15/2005
04-71027
Labutta, Robert, COL  MC
Web-based Behavioral Self-Management of Chronic Headache

Department of Obstetrics and Gynecology
Total
9

Sub-Total:
6

1/27/2005
04-44018
Larsen, Frederick, MAJ  MC
Use of Existing Clinical Electronic Records for Future Clinical Outcomes Studies

12/29/2004
05-44053EX
Elkas, John Christopher, CDR  MC
Impact of the Bethesda system 2001 on prevalence of human papilloma virus (HPV) 

among atypical cells of undetermined significance (ASC-US) Pap smears

1/14/2005
05-44057EX
Maxwell, G. Larry, LTC  MC
Genomic and Proteomic Analysis of Microdissected Stage I Endometrial Cancer

1/14/2005
05-44058EX
Maxwell, G. Larry, LTC  MC
Changes in Gene and Protein Expression Associated with Racial Disparity in 

Endometrial Cancer

1/14/2005
05-44059EX
Maxwell, G. Larry, LTC  MC
The Evaluation of Genomic Expression Similarities in Endometriosis, Endometrial 

Adenocarcinoma, and Endometrioid Epithelial Carcinoma of the Ovary Utilizing 

High Through-put Technology

2/11/2005
05-44063EX
Feinberg, Eve, LCDR  MC
In Vitro Fertilization Pregnancy Rates Among Non-Majority Women

Reproductive Endocrinology & Infertility Division
Sub-Total:
3

2/10/2005
05-44060EX
Gustofson, Robert, LCDR  MC
Aggressive management of ovarian hyperstimulation syndrome

2/10/2005
05-44061EX
Gustofson, Robert, LCDR  MC
Effect of male occupation on semen analysis and assisted reproductive technology 

outcomes

2/10/2005
05-44062EX
Gustofson, Robert, LCDR  MC
Demographic, epidemiologic, and cycle characteristics of assisted reproductive 

technology patients with a possible maternal effect gene abnormality

Department of Orthopaedics and Rehabilitation
Total
4

Orthopedic Surgery Service
Sub-Total:
2

2/3/2005
05-24039
Groth, Adam, CPT  MC
A Database for Epidemiological and Clinical Outcomes Studies for Orthopaedic 

Injuries Sustained by Casualties During Operation Enduring Freedom and 

Operation Iraqi Freedom

1/16/2005
05-24039EX
Ross, Amy, CPT  MC
Telemedicine Evaluation and Management of Multi-ligament Knee Reconstruction
Date Approved
WUNO
PI
Title 

Physical Medicine & Rehabilitation Service
Sub-Total:
2

3/17/2005
05-96013
Pasquina, Paul F., LTC  MC
An Electronic Database for Epidemiological and Clinical Outcomes Studies for 

Military Amputees

3/1/2005
05-96018EX
Scherer, Matthew R., CPT  SP
Incidence of Vestibular and Hearing Pathology Among Traumatic Amputees Post 

Blast Injury, A Pilot Study

Department of Pathology and Area Laboratories
Total
2

Sub-Total:
2

1/28/2005
05-48004EX
Crothers, Barbara, COL  MC
Clinical Significance of Normal Endometrial Cells on Liquid Based Pap Smears in 

Women aged 40 or older

3/23/2005
05-48008
Craft, David W., LTC  MS
Comparative Evaluation of FDA-Approved Commercial Kits for the Detection of 

Clostridium difficile toxins in Fecal Specimens

Department of Pediatrics
Total
5

Sub-Total:
5

1/3/2005
05-01-65001h
Francis, Gary L., COL  MC
DNA Methyl Transferase Expression in Thyroid Cancers

1/3/2005
05-01-65001i
Francis, Gary L., COL  MC
Molecular Studies on Invasion and Metastasis by Thyroid Cancers

2/4/2005
05-65010
Choate, Nicola, LTC  MC
Evaluation of epinephrine and DHEA-S levels in children on chronic 

glucocorticoid therapy as a marker of adrenal insufficiency

1/26/2005
05-65011EX
Penko, Karen, CPT  MC
Alterations in Thyroid Function Tests in Overweight Children and Adolescents 

Without Overt Thyroid Disease

3/14/2005
05-65012EX
Sutter, Deena, MAJ  MC
Virulence factors in Staphylococcus Aureus isolated from pediatric patients and 

pathogenicity in two animal models

Department of Psychiatry
Total
7

Sub-Total:
7

3/18/2005
05-72005
Cozza, Stephen, COL  MC
Comparing Provider Recall, Therapeutic Alliance and Other Interpersonal Factors 

Between Video Teleconferencing and Face-To-Face Clinical Encounters

12/23/2004
05-72014EX
Grieger, Thomas, CPT  MC
Psychological Effects of Working with Battle Injured Patients

2/9/2005
05-72015EX
Pinholt, Ellen, LTC  MC
The Effect of Learning about Driving by Elders on Residents and Staff (E.L.D.E.R.S) 

study

3/1/2005
05-72016EX
Pavlovcic, Frank, CPT  MC
Psychiatry Resident and Staff Attitudes toward Use of Electronic Medical Records

3/1/2005
05-72017EX
Mitchell, Kristie, CPT  MC
The Effects of Brief Tutorial on Clinical Application of the Global Assessment of 

Functioning Scale.  Correlation between Social and Occupational Functioning Scale

 and Physical Evaluation Board Findings

3/7/2005
05-72018EX
Rundell, James, COL  MC
Somatoform-Spectrum Diagnoses among Operation Enduring Freedom and Operation

 Iraqi Freedom Personnel Medically Evacuated from the Theater of Operations

3/21/2005
05-72019EX
Leong, Eric, MAJ  MC
Child Adolescent Psychiatry Service patient population study based on WAMHIS 

utilization

Department of Radiology
Total
2

Diagnostic Radiology Service
Sub-Total:
1

1/11/2005
05-47018EX
Choi, Jong-Ho Richard,   DAC
Multicenter QI (PolypPoint) Reader Performance Study

Radiation Therapy
Sub-Total:
1

2/22/2005
05-46002
Wilson, Steven, LTC  MC
Open Label, Multicenter Trial of Amifostine (Ethyol®) in the Prevention of 

Radiation-Induced Esophagitis and Pneumonitis in Patients with Measurable, 

Unresectable Non-Small Cell Lung Cancer, Protocol #165-03D
Date Approved
WUNO
PI
Title 

Department of Surgery
Total
15

Anesthesia-Operative Service
Sub-Total:
2

1/25/2005
05-20007A
Larkin, Thomas, LTC  MC
Efficacy of Intradiscal Etanercept in the Treatment of Discogenic and Radicular Low 

Back Pain

1/6/2005
05-31007EX
Cohen, Steven P., LTC  MC
The IV Ketamine Test as a Predictive Response Tool for Oral Dextromethorphan 

Treatment in Fibromyalgia

Critical Care Medicine Service
Sub-Total:
1

1/31/2005
05-30006EX
Chung, Kevin, CPT  MC
Fluconazole prophylaxis in the critically ill:  A meta-analysis

General Surgery Service
Sub-Total:
3

3/22/2005
05-01-20006b
Peoples, George, LTC  MC
Serum Antibody and Cytokine Profiling Using Multiplex Technology for the 

Development of Screening Tests in Breast Cancer

3/22/2005
05-20014EX
Stojadinovic, Alexander, LTC  MC
Peripheral Nerve Blockade and Continuous Regional Anesthesia

2/22/2005
05-20022
Peoples, George, LTC  MC
Phase Ib Trial of a HER2/neu Hybrid Peptide (AE37) Vaccine in Breast Cancer 

Neurosurgery Service
Sub-Total:
2

12/22/2004
04-22005
Rosner, Michael, MAJ  MC
Lumbar Spine Study Group: Lumbar Fusion Prospective, Multi-center, Outcomes 

3/16/2005
05-22009EX
Neal, Christopher, LT  MC
MRI Evaluation of Adjacent Segments After Disc Arthroplasty

Ophthalmology Service
Sub-Total:
1

1/6/2005
05-23003EX
Bower, Kraig, S., COL  MC
Incidence, treatment, pathogenesis and outcomes of infectious keratitis following PRK

Otolaryngology-Head & Neck Surgery Service
Sub-Total:
2

1/6/2005
05-25011EX
Brigger, Matthew, LT  MC
Characterization of Dysphagia in Blast Injuries

2/24/2005
05-32020
Recupero, William, CPT  MC
Development of a Cotton Rat (Sigmodon hispidus)  Model of chronic sinusitis

Peripheral Vascular Surgery Service
Sub-Total:
1

1/6/2005
05-21004EX
Fox, Charles, MAJ  MC
Delayed Evaluation of Penetrating Neck Trauma During Operation Iraqi Freedom

Urology Service
Sub-Total:
3

1/19/2005
04-01-28001b
Schenkman, Noah S., COL  MC
S0000B, Prevention of Cataract and Age-Related Macular Degeneration with 

Vitamin E and Selenium - SELECT Eye Endpoint (SEE), Phase III Ancillary to 

S0000 - SELECT

3/7/2005
05-28037
Rosner, Inger Lerra, MAJ  MC
Correlation of Clinically Irrelevant Prostate Cancer Less than 0.5cc with Pathologic 

Stage and PSA Recurrence When Compared to Tumor Volume Greater than 0.5cc, 

over an 11 Year Period

3/16/2005
05-28038
McLeod, David G., COL  MC
Uniformed Services University National Prostate Cancer Database for the Center for 

Prostate Disease Research (CPDR) with Patterns of Care, Outcomes, and Prognostic 

Analyses

Deployment Health Clinical Center
Total
3

Sub-Total:
3

3/9/2005
05-89012
Roesel, Thomas R., MD  DAC
Exploratory Study of Biological Markers in Blood as Assessed by Microarray in 

Operation Iraqi Freedom (OIF) Deployed Individuals With and Without Insomnia

1/6/2005
05-89012EX
Engel, Charles C., LTC  MC
Usability and Psychometric Properties of a Web-Based Deployment Health Provider

 Behavior and Attitude Questionnaire

3/18/2005
05-89013
Engel, Charles C., LTC  MC
Primary Care PTSD Screener (PPS): A Feasibility Study Comparing Measures of 

Post Traumatic Stress Disorder (PTSD)
Date Approved
WUNO
PI
Title 

Ireland Army Hospital
Total
1

Sub-Total:
1

2/3/2005
05-81003EX
Guldner, Gregory, MAJ  MC
The Scope of Care Provided at a Community Army Hospital Emergency Department

Landstuhl Regional Medical Center
Total
2

General Surgery Service
Sub-Total:
1

1/7/2005
05-20013EX
Bindingnavele, Vijay, MAJ  MC
General Surgical Injuries and Diseases Evaluated and Treated at Landstuhl Regional

 Medical Center (LRMC) during Operation Iraqi Freedom (OIF) and Operation 

Enduring Freedom (OEF)

Hematology-Oncology Service
Sub-Total:
1

2/28/2005
05-15005EX
Flynn, Joseph M., MAJ  MC
Neoplasms Evaluated and Treated at Landstuhl Regional Medical Center (LRMC) 

during Operation Enduring Freedom (OEF) and Operation Iraqi Freedom (OIF)

No Department
Total
1

Sub-Total:
1

1/5/2005
05-35003EX
Strohschein, Kevin,   DAC
Ergonomic Study concerning High number of injuries associated with patient 

handling/lifting

Outside
Total
1

Otolaryngology-Head & Neck Surgery Service
Sub-Total:
1

1/6/2005
05-25010EX
Conley, George, LCDR  MC
Facial Nerve Injury in Head and Neck Trauma: The Experience of the U.S. Military in 

Operation Iraqi Freedom and Operation Enduring Freedom
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Tips pertaining to the submission and approval of a protocol





Investigators can expedite the review and approval process for their protocols by doing the following:


use the current templates available at the DCI website for protocol documents


submit a copy of the protocol and impact statements with ORIGINAL (not xerox) signatures


if applicable, submit a copy of the sponsor protocol and sponsor consent form with the original submission


submit a copy of the data collection forms with the original submission


be sure there’s a citation in the References section of the Application for each article cited in the Background and Significance section and other sections


in the study design and methodology section of the Application, be sure there’s a step-by-step description of what you’re doing in the study – it should be possible for someone to read this section and understand everything you’ll be doing and will ask a patient to do as part of the study


ensure that the consent form is written in 8th grade language and includes in the Description of This Study section everything the patient will be asked to do as part of the study in a sequential, step-by-step manner.  The patient should be able to use it as a blueprint for what they’ll do and when they’ll do it.


make certain that the information in the Application, Consent Form, and HIPAA Form is consistent across all the documents.


when highlighting changes, use only yellow, light blue and light gray as other colors when xeroxed often make the text very difficult to read.





If you have any questions concerning the submission of a protocol , please call 782-7866.                                                                                                                 








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, call 782-7896 and request to be added to the Research Alert List.
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Attention DCI Employees! 


 Don’t Forget Your WRAMC Annual Review Training (ART) 


and Command Orientation.





All DCI personnel must be up to date in their ART training.  ART 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 ART 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.  ART is still given didactically.  The next didactic versions of ART will be given on 06 & 20 April, 04 & 18 May, and 08 & 22 June.  All ART sessions are from 0730-1245 in Joel Auditorium, Bldg 2.  





�











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





21-22 April: The Critical Path to New Products: The Challenges in Protecting Human Subjects.  This conference will give participants with practical information on conducting biomedical reseach, provide update on the regulations and present an overview of the challenges, issues and potential solutions facing government and the private sector in conducting human subject research.  


Venue:  	Hilton University of Houston Hotel & Conference Center


City:  		Houston


State:  		Texas


Country:	USA


 � HYPERLINK "http://www.hhs.gov/ohrp/education/conference.html" ��HHS - Office for Human Research Protections�


  


6 May:  The 2005 Clinical Research Educational Conference and Career Fair.  


This conference is designed for clinical research professionals and individuals interested in pursuing careers in clinical research. Conference topics include:  Stem cell therapy for autoimmune diseases, oncology drug studies, genetic variables in disease and drug response, medical writing and electronic submission, top trends in FDA warning letters, identifying and recruiting research subjects under HIPAA.    


Venue:  	Feinberg Conference Center & Grand Ballroom, 251 East Huron Street, Feinberg Pavilion, 3rd Floor


City:		Chicago


State:		Illinois


Country:	USA


� HYPERLINK "http://www.nccr.northwestern.edu/educational_events/ed_conference_2005.htm" ��http://www.nccr.northwestern.edu/educational_events/ed_conference_2005.htm�





9-10 June : Critical Issues in eHealth Research Conference.  This two-day meeting feature keynote presentations from leaders in the field.  Grant writing workshops will offer participants an opportunity for skill building. 


Venue:  	Hyatt Regency Bethesda, One Bethesda Metro Center


City:  		Bethesda


State:  		Maryland


Country:	USA


 � HYPERLINK "http://www.scgcorp.com/ehealthconf2005/index.asp" ��http://www.scgcorp.com/ehealthconf2005/index.asp�


  





Research Course Requirement for Proxy PIs





Federal and DoD regulations require that individuals involved in the conduct of human subject research receive periodic training in human subject research protections. At WRAMC, this training is required of all Principal Investigators (PIs) and Medical Monitors via the web-based CITI course accessed at the DCI website. 





Occasionally, the individual actually designing and carrying out the research does not meet the WRAMC criteria for serving as a PI and is designated as an Associate Investigator (AI) or a collaborator. The PI Guide on the DCI website details the eligibility requirement for PIs, AIs, and collaborators. 





It is the responsibility of all investigators who oversee and conduct research to understand and comply with all ethical and regulatory issues related to medical research. Therefore, when the AI or collaborator is responsible for the actual day-to-day conduct of the study, but is not eligible for PI status (sometimes referred to as the ‘proxy PI’), the requirements to complete the CITI research course apply. 





If you have any questions about the Research Course requirement for investigators, please contact call 782-7829.





�





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





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





These courses are for military and civilian clinician researchers (and aspiring researchers) at WRAMC and designed to give ‘hands-on’ experience in utilizing SPSS for data analysis. 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 accommodate up to24 participants and is free of charge to WRAMC personnel.  Each participant will attend all four courses with Level I a prerequisite for Levels II, III and IV.  





Classes will meet on 4 consecutive Thursday afternoons (7, 14, 21 and 28 July) from 1330-1530,  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):


19 April	03 May 	17 May 


07 June	21 June		





HUMAN USE COMMITTEE (HUC)


12 April	26 April	10 May


24 May	14 June	28 June


	  








CIC meetings will begin at 1300, and HUC meetings start at 1230.  Meetings will be held in the DCI conference room, Building 6 (Borden Pavillion), 4th floor.
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Disclosing Medical Records?





Nothing is more intimidating than being greeted with a subpoena to appear at a deposition or turn over patient records.  The subpoena compels you in no uncertain terms to deliver your patient’s records to a lawyer’s office by a stated time and date.  The subpoena goes on to say that you may surrender records in lieu of appearing and giving testimony at the deposition.





CASE STUDY:  A 32-year-old, head-injured man tells his psychiatrist that he wants a copy of his records to give to his attorney.  The same afternoon a constable serves a subpoena demanding that the same patient’s records be turned over to Attorney Smith’s office in ten days at a deposition.  The subpoena includes a telephone number that can be used if there are any questions.  When he calls the office, the psychiatrist is told that he can comply with the subpoena by turning over the records, thereby avoiding the necessity of attending the deposition.  The psychiatrist sends a copy of the records to Attorney Smith.  The psychiatrist complies with the subpoena, which was sent according to the applicable Rules of Civil Procedure, but which was issued not by the patient’s attorney but by the opposing counsel.








The defense lawyer did nothing unscrupulous or illegal:  He followed the laws of his state in attempting to obtain copies of pertinent records for litigation.  The subpoena was signed, dated, notarized, and served properly.  What the psychiatrist failed to recognize was that the subpoena did not authorize him to release the records absent his patient’s specific authorization or a court order validating the subpoena.  The psychiatrist had neither.





The psychiatrist’s mistake was understandable, but costly.  The subpoena clearly demanded all records without fail; though the subpoena gave the name and address of the attorney who was to receive the records, it did not state that the attorney represented the patient; and the subpoena stated that submission of the records meant compliance with the subpoena.
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If you have any questions concerning statistical analysis, please call 782-7878, or 782-7880.
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The psychiatrist’s mistake could have been devastating.  Unauthorized disclosure of psychiatric records is a violation of the patient’s right to privacy for which the psychiatrist could be held liable.  If the records had contained untruths about the patient, the psychiatrist could have been sued for defamation of character, and could have been facing a serious medical malpractice claim.





Immediately after receiving the subpoena, the psychiatrist could have contacted his patient to obtain written permission to release to records.  This would have provided immunity for the psychiatrist on the right to privacy claim, though it would not necessarily have eliminated the defamation allegation.  If the patient will not give permission, the psychiatrist should not ignore the subpoena; failure to respond to the subpoena would result in a court order compelling the psychiatrist to appear at a hearing.  The better course to take would be to contact legal counsel before the subpoena deadline, and then the attorney could file a motion in court to void (quash) the subpoena.  After a hearing, the court would either do away with the subpoena or order that the records be turned over.  The psychiatrist could then follow the court’s order without impunity.





This case study reminds health care practitioners that treatment records belong to the patient, though the health care practitioners maintains custody.  It is the patient who, along with the court, authorizes release.  A health care practitioner who discloses under any other circumstances does so at his or her risk. 











Reference:  Kenneth I. Kolpan, Attorney-at-Law � HYPERLINK "http://articles.corporate.findlaw.com/" ��http://articles.corporate.findlaw.com/�
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Statistical Resources on the Web – Designing Your Study





Over the years we have recommended some helpful web sites which can aide investigators in their efforts to plan a research protocol or analyze data:





The CONSORT Statement


The CONSORT statement  has been endorsed by prominent medical journals such as The Lancet, Annals of Internal Medicine, and JAMA.  This is an excellent resource to use when designing any clinical trial.  The following website is a one page listing of a checklist of items you should include when reporting your research:


� HYPERLINK "http://www.consort-statement.org/statement/Checklist.doc" ��http://www.consort-statement.org/statement/Checklist.doc�


While some items on this list pertain to a randomized trial, many suggestions relate to any research protocol.  The checklist covers what should be included in your manuscripts’s Title & Abstract, Introduction, Methods, Results, and Discussion.  Why not anticipate what your reviewers will be looking for?  Get a jump on the journal editors and use this checklist when you are planning your protocol!!


  


Obtaining a Randomization List for your Study





The website � HYPERLINK "http://www.randomization.com" ��www.randomization.com� provides an easy way to generate a randomized list of treatments for your subjects.  You will need to enter the names of the treatments (i.e. Placebo, Howamax) and the total number of subjects in your study.  The program will then provide a numbered line for each patient (with a blank line so you can write in the patient’s name after they are entered) with the type of treatment that patient should receive.  The program also allows for blocking and crossover designs.   You can also get help from the DCI Statisticians to generate randomization lists for you or for the pharmacy.








The DCI Biometrics website is now updated with these and other useful links to assist you as you conduct your research.  In next month’s newsletter, we’ll provide two other helpful links which can be used to generate 95% confidence intervals for proportions or to conduct Fisher’s exact test.











HAIL AND FAREWELL				�





  


Arriving DCI Members:  SSG Joseph Lee





Departing DCI Members:  SFC Lance Thomas
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OLYMPUS FLUOVIEW™ 500 CONFOCAL LASER SCANNING MICROSCOPE











The Immunology Section of the Research Operations Service in the Department of Clinical Investigation recently acquired a FluoView 500 confocal microscope.  The Olympus FluoView 500 is a point-scanning, point-detection confocal laser scanning microscope designed for applications in research biology allowing the researcher to look inside cells and tissues by optical sectioning.   The power of a laser scanning confocal microscope compared to a fluorescence microscope is its ability to produce blur-free images that are essential for solving 3-D biological problems with thick and opaque specimens such as bone, cartilage or muscle (Fig 1).  The high resolution, multicolor images from fluorescently labeled samples are obtained by generating and digitally sampling images within a single focal plane while rejecting light coming from above and below the focal plane.





Users are able to image numerous fluorophores with laser excitation in the green (488nm), red (543 nm) and far- red (633 nm) spectrum. The microscope permits simultaneous collection of up to four fluorescence detection channels and one transmitted light detection channel.  Using the appropriate emission filters, the user can detect a wide variety of common fluorescent probes including GFP, FITC, Cy2, Rhodamine, Texas Red, Cy3, and Cy5, as well as DIC/Nomarski images and many newly developed dyes.





The confocal is configured on an Olympus AX70 motorized platform.  In addition to fluorescence, the AX70 microscope allows brightfield, phase contrast, or differential contrast (DIC) detection.  It is equipped with a wide range of high numerical apertures, air (10X-40X), oil –immersion (20X-60X), water (10X-60X), long-distance water-immersion (10X-60X), and phase-contrast (20X-40X).


 


The Windows NT-based software generates images in a number of scanning modes allowing the user to obtain images in multiple focal planes and project the images in 2 or 3 dimensions, in stereo, or as movies.  The software also provides advanced tools for time-lapse imaging, Fluorescent Redistribution after photo-bleaching (FRAP) and sampling from multiple regions of interest.  In addition, cross-talk among channels in multi-color images can be minimized using sequential scanning.





Applications using a confocal microscope have been in receptor localization, morphology of the structure of cells, fluorescently labeling proteins in tissues, cells, and neurons, digital image analysis to understand basic cellular processes, such as signal transduction, protein trafficking, gene expression, cell death, and membrane transport. 








The microscope is available for use to all investigators with approved WRAMC research protocols.





For further information, please call 356-1230.
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Doing Research at WRAMC: How to Prepare a DCI Protocol �


DCI is offering a portable on-site short course to WRAMC investigators





� INCLUDEPICTURE "http://www.wramc.amedd.army.mil/departments/dci/p_triag.gif" \* MERGEFORMATINET ���  Goal: To facilitate the protocol preparation process and help researchers better understand what studies need a DCI protocol and to know the availability of DCI resources and support. 


� INCLUDEPICTURE "http://www.wramc.amedd.army.mil/departments/dci/p_triag.gif" \* MERGEFORMATINET ���  About the course:  The course is one hour.  We can present it at your site, using your Journal Club time, Brown Bag lunch hour or any other convenient time.  A group of 3-4 DCI staff will present an overview and Q/A on why, when, where, and how to prepare and submit a research protocol to the DCI.  The course will be available throughout the year. 


� INCLUDEPICTURE "http://www.wramc.amedd.army.mil/departments/dci/p_triag.gif" \* MERGEFORMATINET ���  For further information or to request this seminar for your service contact DCI at (202) 782-7855 or email � HYPERLINK "mailto:DCISTATS@NA.AMEDD.ARMY.MIL" \o "mailto:DCISTATS@NA.AMEDD.ARMY.MIL" �DCISTATS@na.amedd.army.mil�.  A minimum of 6 attendees is required. 
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