
Inquiring Minds

News and notes from the Department of Clinical Investigations

Walter Reed Army Medical Center

Washington, D.C.







October 2005

[image: image1.wmf]
[image: image2.wmf]
[image: image3.wmf]
[image: image4.wmf]

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.

GENTLESK, P.J., T. Wiley, and A.J. Taylor. 2005. A prospective evaluation of the effect of simvastatin on heart rate variability in non-ischemic cardiomyopathy. Am. Heart J. 150: 478-483.
SHORR, A.F., K.Chung, W.L. Jackson, P.E. Waterman, and M.H. Kollef. 2005. Fluconazole propylaxis in critically ill surgical patients:  A meta-analysis. Crit. Care Med 33: 1928-1935. 

ABBOTT, K.C., V.J. Bernet, L.Y. Agodoa, and C.M. Yuan. 2005. Differing manifestations of hepatitis C and tacrolimus on hospitalized diabetes mellitus occurring after kidney transplantion. Ann. Epidemiol. 15: 558-563.
MOSES F.M. AND I. HWANG. 2005. Transient thoracic duct obstruction: evaluation by EUS. Gastrointest. Endosc. 62: 457-459.

ANDREWS, A.H., J.J. Napierkowski, I. Hwang, and M.T. Smith. 2005. A combat-related foreign body. Gastrointest. Endosc. 62: 438-439.

POTTER, B.K., T.R. Kuklo, and L.G. Lenke. 2005. Radiographic outcomes of anterior spinal fusion versus posterior spinal fusion with thoracic pedicle screws for treatment of Lenke Type I adolescent idiopathic scoliosis.  Spine 30: 1859-1866.
FRENIA, D., S.D. Nathan, S. Ahmad, M. Guerrero, D. Distefano, P. Massamiano, E. Lefrak, and N. Burton. 2005. Successful lung transplantation from a donor with a saddle pulmonary embolus. J. Heart Lung Transplant. 24: 1137-1139.
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COX, E.D., D. Kellicut, C. Adair, K. Marley, D.P. Otchy, and G.E. Peoples. 2005. Sentinel lymph node evaluation is technically feasible and may improve staging in colorectal cancer. Curr. Surg. 59: 301-306.
POTTER, B.K. M.K. Rosner, R.A. Lehman Jr., D.W. Polly Jr., T.M. Schroeder, and T.R. Kuklo. 2005. Reliability of end, neutral, and stable vertebrae identification in adolescent idiopathic scoliosis. Spine 30: 1658-1663. 
KLOTE, M.M., G.V. Ludwig, M.P. Ulrich, L.A. Black, D.C. Hack, R.J. Engler, and B.L. Martin. 2005. Absence of oropharyngeal vaccinia virus after vaccinia (smallpox) vaccination. Ann. Allergy Asthma Immunol. 94: 682-685.  
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List of Approved Protocols
From 06/04/05 To 09/30/05
Grand Total of
67
Date Approved
WUNO
PI
Title 

Aberdeen Proving Ground
Total
1

Sub-Total:
1

8/4/2005
04-86003
Combs, Elmer W., LTC  AN
Tobacco Initiation Cessation among New Soldiers

Department of Allergy-Immunology
Total
2

Sub-Total:
2

8/2/2005
05-33017
Yoon, In-Kyu, LTC  MC
A Comparison of New Skin Test Devices for Prick Testing

7/29/2005
05-33023EX
Lowe, Karla, CPT  MC
Impact of Directed Education on Physician Knowledge and Practices Regarding the 

Use of Epinephrine for Allergic Emergencies

Department of Clinical Investigation
Total
1

Sub-Total:
1

6/15/2005
05-92023
Zhou, Yaling, PhD  DAC
Serologic Tests to Determine Liver Fibrogenic Activity in Patients with Hepatitis C

 Virus (HCV)

Department of Medicine
Total
19

Gastroenterology Service
Sub-Total:
2

6/13/2005
05-14027EX
Koff, Jonathan M., MAJ  MC
The accuracy and documentation of prostate examination by the endoscopist 

immediately prior to colonoscopy

7/21/2005
05-14031
Frizzell, Eric, MAJ  MC
Prophylaxis of Post Endoscopic Retrograde Cholangiopancreatography (ERCP) 

Pancreatitis with N-Acetylcysteine.  A Prospective, Multi-center, Double Blinded, 

Randomized Study

General Medicine Service
Sub-Total:
4

9/28/2005
05-10008
Jackson, Jeffrey L., LTC  MC
Ambulatory Assessment of Depression in Primary Care

7/29/2005
05-10026EX
Cap, Andrew, CPT  MC
A retrospective review of repeated ELISA testing in the diagnosis of heparin-

induced thrombocytopenia at a large commercial laboratory

8/17/2005
05-10027EX
Berbano, Elizabeth, LTC  MC
Assessment of the Optimal Approach to Teaching Evidence-Based Medicine to 

Internal Medicine Residents

8/19/2005
05-35005EX
Gibson, Brent, CPT  MC
Cardiovascular Screening for DoD Civilian Workers with Physically Demanding 

Hematology-Oncology Service
Sub-Total:
9

9/30/2005
Verma, Pramvir, CPT  MC
A retrospective study of the effect of race on outcomes in patients with multiple 

myeloma treated with autologous stem cell transplantation

7/26/2005
04-15046
Reid, Thomas J., COL  MC
CALGB 50203:  Phase II Trial of Doxorubicin, Vinblastine and Gemcitabine (AVG) 

Chemotherapy for Non-Bulky Stage I and II Hodgkin Lymphoma

7/21/2005
05-15058
Reid, Thomas J., COL  MC
CALGB 10101:  A Phase II study of Fludarabine + Rituximab Induction followed by

 Alemtuzumab (Campath-1h, NSC # 715969, IND # 10,864) Administered 

Subcutaneously as Consolidation in Untreated Patients with B-cell Chronic 

Lymphocytic Leukemia (CLL)

7/1/2005
05-15059
Reid, Thomas J., COL  MC
CALGB 20203:  Molecular Markers of Chronic Lymphocytic Leukemia (CLL)

6/30/2005
05-15060
Reid, Thomas J., COL  MC
CALGB 100104:  A Phase III Randomized, Double-Blind Study of Maintenance 

Therapy with CC-5013 (NSC # 703813, IND # 70116) or Placebo Following 

Autologous Stem Cell Transplantation for Multiple Myeloma

8/19/2005
05-15062
Reid, Thomas J., COL  MC
ECOG E2902:  A Phase III Randomized Study of Farnesyl Transferase Inhibitor 

R115777 (NSC 702818; IND 58,359) in Acute Myeloid Leukemia (AML) Patients 

in Second or Subsequent Remission or in Remission after Primary Induction Failure
Date Approved
WUNO
PI
Title 

9/7/2005
05-15063
Reid, Thomas J., COL  MC
CALGB 59905/E2496:  A Randomized Phase III Trial of ABVD Versus Stanford V ± 

Radiation Therapy in Locally Extensive and Advanced Stage Hodgkin's Disease

9/26/2005
05-15066
Reid, Thomas J., COL  MC
CALGB 30303:  Phase II Randomized Study of Dose-Dense Docetaxel and Cisplatin

 Every Two Weeks with Pegfilgrastim and Darbepoetin Alfa With and Without the 

Chemoprotector BNP7787 (IND 68937; NSC #716976) in Patients with Advanced 

Non-Small Cell Lung Cancer

6/13/2005
05-16022
Reid, Thomas J., COL  MC
A Phase II Multicenter Study of Docetaxel, Carboplatin and Celecoxib in First-Line 

Treatment of Unresectable Lung Cancer

Infectious Disease Service
Sub-Total:
2

8/8/2005
05-19026
Lesho, Emil P., LTC  MC
How Accurate are Healthcare Workers' Perceptions of Patient Suffering?

9/15/2005
05-19028
Spooner, Katherine, MD  DoD
Use of Clinical Discard Whole Blood for Comparative Flow Cytometry Evaluation

Pulmonary & Critical Care Medicine Service
Sub-Total:
2

6/14/2005
05-17047EX
Lange, Nicholas, CPT  MC
Does the use of CPAP/BiPAP machines decrease wound dehiscence rate after 

bariatric sugery?

7/29/2005
05-17048EX
Mikita, Jeffrey, MAJ  MC
Effects of dental oral appliance therapy on obstructive sleep apnea

Department of Neurology
Total
1

Sub-Total:
1

8/19/2005
05-71033
Tsao, Jack, LCDR  MC
Pilot study to examine whether limb amputation leads to differences in cognitive 

performance

Department of Nursing
Total
2

Sub-Total:
2

7/11/2005
05-75013EX
Murray-Fleming, Gloria Ann, MAJ  AN
Walk-in Appointments

7/28/2005
05-75033
Kenny, Deborah J., LTC  AN
A qualitative descriptive study that identifies essential competencies and leadership

 characteristics of Army Adult Medical-Surgical Critical Care Head Nurses

Department of Obstetrics and Gynecology
Total
6

Sub-Total:
5

9/22/2005
Rodriguez, Mildred, LCDR  MC
Prognostic implications of positive lymph node micrometastases in patients with 

early-stage cervical cancer

7/11/2005
05-44071EX
Maxwell, G. Larry, LTC  MC
Cost effectiveness of primary and triage strategies in cervix cancer screening in the 

United States Army

8/17/2005
05-44072EX
Fischer, John, LTC  MC
Surgery for Pelvic Organ Prolapse and Urinary Incontinence in U.S. Military 

8/19/2005
05-44073EX
Rose, G. Scott, LTC  MC
Atypical Papanicolaou Tests in Women Treated Conservatively for Cervical Cancer: 

A Clinical Dilemma

8/17/2005
05-44074EX
James, Aidita, PhD  DAC
The use of global® medium for embryo culture in ART

Reproductive Endocrinology & Infertility Division
Sub-Total:
1

9/30/2005
05-04-
Gustofson, Robert, LCDR  MC
Effect of ganirelix acetate use on oocytes, embryo quality, and pregnancy rates

44018CEX

Department of Orthopaedics and Rehabilitation
Total
6

Orthopedic Surgery Service
Sub-Total:
3
Date Approved
WUNO
PI
Title 

6/28/2005
05-24041
Kuklo, Timothy R., COL  MC
Clinical Access Arm of a Clinical Investigation of MAVERICK™ Total Disc 

Replacement in Patients with Degenerative Disc Disease, a follow-on to the 

approved FDA:IDE Study  03-24029 A Prospective, Randomized Controlled 

Clinical Investigation of MAVERICK™ Total Disc Replacement in Patients with 

Degenerative Disc Disease

9/2/2005
05-24042
Kuklo, Timothy R., COL  MC
Destabilizing Effect of the Proximal Level Facet Violation During Pedicle Screw 

Placement on Segmental Kinematics.  An In-Vitro Human Cadaveric Model.

8/22/2005
05-24043
Kuklo, Timothy R., COL  MC
Prospective Pediatric Kyphosis Study (PPKS)

Physical Medicine & Rehabilitation Service
Sub-Total:
2

7/6/2005
05-96020EX
Franklin, Allison,   DAC
The Incidence of Deep Venous Thrombosis (DVT) and Pulmonary Embolism (PE) in 

the Combat Amputee

9/26/2005
05-96021EX
Newton, William, CPT  MC
Patient Perspective of Needle Electromyography

Physical Therapy Service
Sub-Total:
1

9/26/2005
05-24040EX
Gill, Norman, MAJ  SP
Effectiveness of a three week lumbar stabilization class enhanced with dynamic 

ultrasound imaging technology in the reduction of pain and disability:  A 

retrospective review of a patient education and exercise class

Department of Pathology and Area Laboratories
Total
1

Sub-Total:
1

9/7/2005
03-48007
Craft, David W., LTC  MS
SARS Laboratory Testing Public Health Response

Department of Pediatrics
Total
3

Sub-Total:
3

6/6/2005
05-64010EX
Yu, Clifton E., LTC  MC
Structural Clinical Observation:  A Collaborative Study of Direct Clinical 

Observation of Residents

6/14/2005
05-65013EX
Owen, Jennifer, CPT  MC
Effect of intravenous hydration on length of stay following conscious sedation

8/24/2005
05-65014EX
Hurst, David, CPT  MC
Pediatric resident interpretation of electrocardiograms: Influence of computerized 

reading on accuracy

Department of Pharmacy
Total
1

Sub-Total:
1

6/24/2005
05-36004
Hager, Veronica, CPT  MS
Evaluation of Herbal Medication Effects on Radiopharmaceutical Procedures; A 

Pilot Study

Department of Physical Medicine and Rehabilitation
Total
1

Physical Medicine & Rehabilitation Service
Sub-Total:
1

7/11/2005
05-96019EX
Greenwell, Garth Troy,   DAC
Incidence of Heterotopic Ossification in the Combat Amputee

Department of Preventive Medicine
Total
1

Sub-Total:
1

6/16/2005
05-35004EX
Nevin, Remington, CPT  MC
Device-Specific Rates of Needlestick Injury at Walter Reed Army Medical Center in 

2004

Department of Psychiatry
Total
2

Sub-Total:
2

6/6/2005
05-72022EX
Lande, R. Gregory,   DAC
A Survey of Alcohol Use
Date Approved
WUNO
PI
Title 

6/17/2005
05-72023EX
Bunin, Jessica, CPT  MC
Characteristics of Psychiatric Outpatients Diagnosed with Acute Stress Disorder 

and Post-traumatic Stress Disorder among Operation Enduring Freedom and 

Operation Iraqi Freedom Personnel Medically Evacuated from the Theater of 

Department of Radiology
Total
1

Diagnostic Radiology Service
Sub-Total:
1

6/17/2005
05-47008
Choi, Jong-Ho Richard,   DAC
Evaluation of Laxative-Free CT Virtual Colonoscopy (LFVC) for Detection of 

Colonic Polyps in a Screening Population

Department of Surgery
Total
16

Anesthesia-Operative Service
Sub-Total:
3

9/13/2005
05-20008A
Cohen, Steven P., LTC  MC
A randomized, placebo-controlled study assessing lateral branch radiofrequency 

(RF) denervation for sacroiliac joint pain

6/17/2005
05-31008EX
Cohen, Steven P., LTC  MC
A survey of pain clinic diagnoses in soldiers from Operation Iraqi Freedom

6/17/2005
05-31009EX
Cohen, Steven P., LTC  MC
Clinical Predictors of Success for Lumbar Facet Joint Denervation

Army Audiology & Speech Center
Sub-Total:
2

6/23/2005
05-25021
Solomon, Nancy P., PhD  DAC
Assessment of orofacial strength for speech and swallowing

8/22/2005
05-25022
Walden, Brian E., PhD  DAC
Feasibility of an Integrated Binaural Hearing Aid System for Automatic Directionality

General Surgery Service
Sub-Total:
3

6/13/2005
05-20024
Vertrees, Amy, CPT  MC
Creation of an Operation Enduring Freedom (OEF) and Operation Iraqi Freedom 

(OIF) WRAMC Patient Registry for General Surgery

9/1/2005
05-20024a
Vertrees, Amy, CPT  MC
Serial Abdominal Closure in Operation Iraqi Freedom (OIF) and Operation Enduring

 Freedom (OEF) Soldiers Using Gore-Tex® Mesh

8/16/2005
05-20025
Peoples, George E., LTC  MC
Phase Ib Trial of Folate Binding Protein (FBP) Peptide (E39) Vaccine in Ovarian 

and Endometrial Cancer Patients

Ophthalmology Service
Sub-Total:
1

9/13/2005
05-23013
Donnelly, Steven, CPT  MC
Incidence of Spontaneous Venous Pulsations: Revisited

Urology Service
Sub-Total:
7

9/30/2005
05-28038AEX
Sterbis, Joseph, CPT  MC
The Ability of Serum Testosterone to Predict Outcomes Following Radiation 

Therapy for Prostate Cancer

9/30/2005
05-28038BEX
Sterbis, Joseph, CPT  MC
Development of a Nomogram Predictive of Bone Metastasis after Radiation Therapy 

using the Center for Prostate Disease Research Database

9/30/2005
05-28038CEX
McLeod, David G., COL  MC
Pre-Biopsy PSA Velocity as a Predictor of Prostate Cancer Diagnosis, Gleason Sum,

 and Patient Survival

9/30/2005
05-28038DEX
McLeod, David G., COL  MC
Predictors of Active Intervention in Watchful Waiting Patients

7/22/2005
05-28040
Rosner, Inger Lerra, MAJ  MC
Change in Urine Protein Patterns as a Result of Hormone Therapy for Prostate 

8/8/2005
05-28043
Schenkman, Noah S., COL  MC
A Phase 2, Randomized, Multicenter, Placebo-Controlled, Double-Blind, Dose-

Ranging Clinical Trial to Study the Efficacy And Safety of 5, 15 or 25mg/day of 

CyPat™ (Cyproterone Acetate) For The Treatment Of Hot Flashes Following 

Surgical Or Medical Castration Of Prostate Cancer Patients

7/21/2005
05-28044
McLeod, David G., COL  MC
A Randomized, Double-Blind, Placebo-Controlled, Multicenter Efficacy and Safety 

Study of Toremifene Citrate for the Prevention of Bone Fractures in Men with 

Prostate Cancer on Androgen Deprivation Therapy

Deployment Health Clinical Center
Total
2

Sub-Total:
2
Date Approved
WUNO
PI
Title 

6/10/2005
04-89011
Engel, Charles C., LTC  MC
A Randomized Clinical Trial of Health-e VOICE - an Optimized Clinical Practice 

Guideline

8/8/2005
05-89014
Engel, Charles C., LTC  MC
Yoga as an Adjunctive Therapy for Post-Traumatic Stress Disorder: A Feasibility 

Nutrition Care Directorate
Total
1

Sub-Total:
1

8/12/2005
05-93003
Thurmond, Veronica, LTC  AN
Evaluating the Effects of Exercise-Induced Oxidative Stress in Overweight Soldiers 

Before and After Weight Loss
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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, call 782-7896 and request to be added to the Research Alert List.

















�














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 05 & 19 October, 02 & 16 November, and 07 & 14 December.  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





17-19 October:  Genomes, Medicine and the Environment.  Conference attendees will hear first about cutting-edge research, participate in in-depth discussions of future innovations in the field, and have the opportunity to network with other researchers and scientists at the forefront of genomic discovery. 


  


Venue:  	Hilton Head Marriott Beach and Golf Resort


City:		Hilton Head Island


State:		South Carolina


Country:	USA


 � HYPERLINK "http://www.biospace.com/calendar/detail.cfm?CID=665220" ��GSAC 2005: Genomes, Medicine, and the Environment�


   


1-2 November: Electronic Health Record (EHR) Summit VI:  Exploring the Return on Investment (ROI) in Functioal Benefits.  EHR  Summit VI will analyze EHR definitionsl for various domains (inpatient, outpatient, long-term care, home health) and explore the functionality of each domain.  Invited speakers offer 15-45 minute presentations designed for an audience of  clinicians, healthcare leaders, senior executives, senior members of government organizations, and IT professionals.


Venue:  	Holiday In Select (Airport)


City:  		Indianapolis


State:  		Indiana


Country:	USA


 � HYPERLINK "http://www.medrecinst.com/conferences/seminar/SummitVI/index.asp" ��EHR Summit VI�


   


3-6 December: 2005 Annual Human Research Protection Program Conference:  Ethics and Trust Across Boundaries.  This conference will build upon three decades of PRIMR learning and educational programs.  The focus of this first HRPP conference of PRIM&R fourth decade is expected to be on understanding and evaluating HRPP performance.


Venue:  	Sheraton Boston Hotel & Hynes Convention Center


City:  		Boston


State:  		Massachusetts


Country:	USA


� HYPERLINK "http://www.primr.org/education/2005_HRPP/overview_HRPP05.html" ��Overview - 2005 Annual HRPP Conference | PRIM&R�


  





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), Associate Investigators (AIs) and Medical Monitors via the web-based CITI course accessed at the DCI website.  Associate Investigators (AIs) may chose to take the NIH web course which is also available on 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. Further, Medical Monitors are also required to complete the CITI course.





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





�





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





The DCI, Clinical Studies Service, offers a three-part series of workshops 3 times a year (March, July, and October) 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:  Analysis of Categorical Data for Medical Research


 





The course will accommodate up to 22 participants and is free of charge to WRAMC personnel.  Each participant will attend all threee courses with Level I a prerequisite for Levels II, and III  





Classes will meet on 3 Thursday afternoons (6, 20, 27 October) from 1300-1500 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 October, November, & December:





CLINICAL INVESTIGATION COMMITTEE (CIC):





04 October 	18 October 	01 November 


15 November	06 December


	





HUMAN USE COMMITTEE (HUC)





12 October (Wednesday) 	25 October 


08 November 			22 November


13 December


	  





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.














�








	�











A Statement from the International Committee of Medical Journal Editors





ICMJE May 2005 Statement 


In September 2004, the members of the International Committee of Medical Journal Editors (ICMJE) published a joint editorial aimed at promoting registration of all clinical trials . This policy applies to trials that start recruiting on or after July 1, 2005. Because many ongoing trials were not registered at inception, the members of the committee will consider for publication ongoing trials that are registered before September 13, 2005. The objective is to foster a comprehensive, publicly available database of clinical trials. A complete registry of trials would be a fitting way to thank the thousands of participants who have placed themselves at risk by volunteering for clinical trials. They deserve to know that the information that accrues from their altruism is part of the public record, where it is available to guide decisions about patient care, and deserve to know that decisions about their care rest on all of the evidence, not just the trials that authors decided to report and that journal editors decided to publish.


ICMJE is not alone in pursuing this goal. The World Health Organization (WHO), through meetings in New York, Mexico City, and Geneva, has brought us close to the goal of a single worldwide standard for the information that trial authors must disclose. Around the world, governments are beginning to legislate mandatory disclosure of all trials. For example, among the bodies considering new legislation is the U. S. Congress, where the proposed Fair Access to Clinical Trials (FACT) Act would expand the current mandate for registration of clinical trials. Many other journals have adopted our policy of requiring trial registration. These initiatives show that trial registration has become a public issue. But, as our deadline for registration approaches, trial authors and sponsors want to be sure that they understand our requirements, so that reports of their research will be eligible for editorial review. The purpose of this joint and simultaneously published editorial is to answer questions about the ICMJE initiative and to bring our position into harmony with that of others who are working toward the same end.





Official Position of the Department of Clinical Investigation





Please see reference above. Beginning 1 July 2005, the International Committee of Medical Journal Editors (ICMJE) will require that clinical trials be registered in order for an investigator to publish results in their journals. Many other journals are following suit. For WRAMC, the bulk of applicable biomedical protocols are registered by the sponsor or the lead investigator at another site. These do not need to be re-registered to comply with the ICMJE requirements.


 


For all WRAMC protocols that fit the criteria outlined by the ICMJE reference below, and are not already registered elsewhere, the WRAMC PI may register individually  at � HYPERLINK "http://www.clinicaltrials.gov" \o "http://www.clinicaltrials.gov/" �clinicaltrials.gov�. 


 


Registering is encouraged but not required by WRAMC DCI. WRAMC will not be signed up as a registering institution. Please refer questions to the undersigned at 202.782.7858 or � HYPERLINK "mailto:susan.fracisco@amedd.army.mil" \o "mailto:susan.fracisco@amedd.army.mil" �susan.fracisco@amedd.army.mil�.


 











If you have any questions concerning statistical analysis, please call 782-7878 or 782-7840.





Publication Clearance Hypothetical


MAJ John Snuffy wishes to give powerpoint presentation on 2 May 2005. This work is in support of a WRAMC approved protocol and does not contain sensitive information.  How should MAJ Snuffy proceed?  


Answer:  MAJ Snuffy should complete the appropriate publication clearance form signed by Service and/or Dept. Chief, attach a copy of the presentation, and forward to Public Affairs Office (PAO) nlt 18 March 2005.  Allow 4 weeks processing time (2 weeks PAO, 2 weeks DCI).     








�








Statistical Resources on the Web – Analyzing Data





The DCI Website will now direct you to several commonly used applications for planning your protocol and analyzing your data.   After years of emailing website information for these helpful tools to various investigators, we have now updated our website to provide direct links (and explanations) for these statistical aides.





To find these resources, go the DCI website: � HYPERLINK "http://www.wramc.amedd.army.mil/departments/dci/" \o "http://www.wramc.amedd.army.mil/departments/dci/" �http://www.wramc.amedd.army.mil/departments/dci/�





            Click on ‘Biometrics section’ and then look under ‘Links’ for websites related to Study Design, Data Analysis of General Statistics.   These resources include:


The CONSORT statement which contains guidelines for your manuscript (which can be applied to your protocol).  This statement has been endorsed by prominent medical journals such as The Lancet, Annals of Internal Medicine, and JAMA.  It is an excellent tool to use when designing a clinical trial.  There is also a short checklist which can be used to ensure that your protocol includes most of the elements that will be required by reviewers. 


The Uniform Requirements for Manuscripts Submitted to Biomedical Journals: Writing and Editing for Biomedical Publication:  This article gives guidelines for authorship and tips for preparing your manuscript. 


� HYPERLINK "http://www.randomization.com/" \o "http://www.randomization.com/" �www.randomization.com�, a website which provides randomization lists for various types of study designs. 


A website that will compute Fisher’s exact test, which can be used to compare proportions between two groups 


A website that will compute exact confidence intervals for proportions. 





If you require assistance in using these websites, feel free to contact the DCI statisticians (our contact information is also available on the website).

















HAIL AND FAREWELL				�





  


Arriving DCI Members:  Angela Wallace-Smith
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     		                   Research Operations Service





Besides WRAMC being a distinguished military hospital; it is also a world renowned teaching facility.  The teaching program offered to the fellows and medical students through the graduate medical education programs include training in Medicine, Surgery, Obstetrics and Gynecology, Pediatrics, Allergy and other.  In addition to excellent clinical training, residents and fellows are engaged in multiple scholarly activities including clinical and laboratory research. 





The Research Operations Service (ROS) is a part of the Department of Clinical Investigation (DCI).  The mission of the ROS is to support the teaching programs with research techniques, state-of-the-art laboratory equipments, personnel, method development and laboratory space.





One of the most valuable resources the ROS possesses lies within its staff and their expertise that they developed by relevant formal education and laboratory experience.  We have chemists, immunologist, molecular biologists, medical technologists and laboratory technicians.  In fact, they work as a team toward the mission of the ROS by supporting approved research protocols developed by residents or fellows and staff of WRAMC and approved by the Institutional Review Board (IRB). 


 


In the medical field today, new developments to assist the clinicians to make accurate diagnosis and develop effective courses of treatment is the norm.   Mostly, that is being done through research in the fields of genomics or proteomics where new biomarkers can be identified and characterized.  Here in the ROS laboratories, we possess both personnel expertise and state-of-the-art equipment which enables our fellows and staff to pursue their interest in the field of research and development.





To familiarize the WRAMC staff and fellows with the techniques and resources available at WRAMC and to improve their understanding of common molecular biology techniques, the ROS offers a short course once every year to provide such service to WRAMC fellows and staff.  The course may help the fellows and staff to better comprehend current medical literatures. The course will meet one afternoon of Wednesday for 4 consecutive sessions during the month of October 2005.  The format is a 1-hour didactic session followed by a 2 and ½ hours, hands on, bench-top in the DCI laboratories.  Participants will perform such techniques as RNA and 


DNA extraction, PCR, HPLC and mass spectroscopy.





During the course of our daily work, we have to implemented the safety and environmental measures by adapting the federal and WRAMC regulations.  We have an SOP which addresses accident prevention as well as protection against chemical and biohazardous materials associated with working in research laboratories. Further, ROS has a tracking program to track hazardous chemical from the time they ordered to the point of disposal.  This is done by implementing the Hazardous Substance Material System (HSMS) program within WRAMC.  Our laboratories are subject to inspection from various Federal Organizations or City regulators such as the EPA or the Government of the District of Colombia. The goal here is to be in good standing and comply with all federal and Army regulations. 








For further information, please call 356-1243.
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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 departments/services





� 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 or department contact DCI at (202) 782-7878 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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If you wish to conduct biomedical or social and behavioral research at WRAMC, you are required to complete the Collaborative IRB Training Initiative (CITI) course.  First-time WRAMC principal investigators who have never enrolled in the CITI course are required to complete the full length CITI basic course which may be completed on-line at � HYPERLINK "http://www.wramc.amedd.army.mil/" ��www.wramc.amedd.army.mil/�


departments/dci/webcourse.htm. 





The WRAMC CITI Basic Course certification is valid for three years.  WRAMC principal investigators may renew their certificate by completing the Refresher Course. 











 





NIH/VTC Live Course for Researchers


WRAMC/DCI has established a link with NIH to bring their research course this Fall to WRAMC researchers.  The course is sponsored by the National Institutes of Health Clinical Center via videoconference.





Date of the conference: October 17, 2005 to February 21, 2006 - Monday and Tuesdays


Time: 1700 hours to 1830 hours





The Videoconference site at WRAMC will be 1M45, Building 2 (This is the conference room located in the GYN Clinic across from the Subway Restaurant on the first floor).  If you are interested, you should register for the whole course and attend the sessions as you choose.  The deadline for registration is October 4.  The course announcement and the registration form are available on the WRAMC/DCI website:  �HYPERLINK http://www.wramc.amedd.army.mil/departments/dci/ippcr.htm ��http://www.wramc.amedd.army.mil/departments/dci/ippcr.htm�


The schedule is available on the NIH website:  �HYPERLINK http://www.cc.nih.gov/researchers/training/ippcr/schedule05.shtml ��http://www.cc.nih.gov/researchers/training/ippcr/schedule05.shtml�


For more information: (202-782-7823), or (202-782-7840).











1
Inquiring Minds
October 2005

