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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.

BOWLES, S.V., J. Picano, T. Epperly and S. Myer. 2006. The LIFE progam:  a wellness approach to weight loss. Mil Med. 171: 1089-1094.
SOLOMON, N.P. 2006. What is orofacial fatigue and how does it affect function for swallowing.  Semin Speech Lang. 27: 268-282.  

WRIGHT, J., T.S Albright, A.P. Gehrich, S.G. Dunlow, C.F. Lettieri, and J.L. Buller. 2006. Sexually transmitted diseases in Operation Iraqi Freedom/Operation Enduring Freedom. Mil. Med. 171: 1024-1026.
LIU, X., C. Engel, H. Kang, and D.W. Armstrong. 2006. Veterans and functional status transitions in older Americans. Mil. Med. 171: 943-949.
WEICHEL, E.D., A. Martidis, M.S. Fineman, J.A. McNamara, C.H. Park, J.F. Vander, A.C. Ho, and G.C. Brown. 2006. Pars plan vitrectomy versus combined pars plana vitrectomy-scleral buckle for primary repair of pseudophakic retinal detachment. Ophthalmology. 113: 2033-2040.

TOMASZEWSKI, M.M., L.N. Marquart, G.W. Turiansky, and G.P. Lupton. 2006. Primary malignant mesothelioma presenting as an umbilical tumor. J. Am. Acad. Dermatol. 55: S101-S102.
HEMANN, B.A., M.R. Jezior, and J.E. Atwood. 2006. Exercise-induced atrioventricular block: a report of 2 cases and review of the literature. J. Cardiopulm. Rehabil. 26: 314-318.
[image: image6.wmf]
MAXWELL, G.L., C. Tian, J. Risinger, C.L. Brown, J.T. Fleming, H.H. Gallion, and W.R. Brewster. 2006. Racial disparity in survival among patients with advanced/recurrent endometrial adencarcinoma:  a gynecologic oncology group study. Cancer 107: 2197-2205.
HULTEN E., J.L. Jackson, K. Douglas, S. George, and T.C. Villines. 2006. The effect of early, intensive statin therapy on acute coronary syndrome: a meta-analysis of randomized controlled trials. Arch. Intern. Med. 166: 1814-1821. 
WARDEN D. 2006. Military TBI during the Iraq and Afghanistan wars. J. Head Trauma Rehabil. 21: 398-402.
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Why the Cooperative Research and Development Agreement? (CRADA)

Authority: The Federal Technology Act of 1968, 15 United States Code 3701 et seq., provided the opportunity to enter into cooperative research and development agreements with non-Federal parties. 

What is a CRADA? A CRADA is defined as a legal agreement between one or more federal laboratories and one or more non-federal parties. Under the agreement the government, through its laboratories, provides personnel services, facilities, equipment, intellectual property, and/or other resources with or without reimbursement (but not provide funds to non-federal parties). The non-federal parties provides personnel, services, facilities, equipment, intellectual property, and/or other resources toward the conduct of specific research or development efforts, which are consistent with the missions of the laboratories. 

Why is the CRADA important? The primary purpose of the CRADA is to encourage the transfer of commercially useful technologies from the Federal laboratories to the private sector. Federal laboratories are important partners with universities and industry to help enhance science and technology. CRADAs are one mechanism for establishing this essential collaborative relationship. 

Who Governs the CRADA?  The Clinical Investigative Regulatory Office (CIRO) is designated the Army Laboratory for entering into CRADAs for clinical research at the Walter Reed Army Medical Center (WRAMC) 

CRADAs have the greatest potential for long-term payoff of any technology transfer mechanism. The collaborative working relationship allows Federal scientist and engineers to better understand the technology needs of the commercial sector and facilitates a reverse flow of ideas into the Federal laboratory mission efforts. 

Increase in CRADA Requirement. 

The WRAMC, Department of Clinical Investigation (DCI) continues to experience a steady increase in the submission of CRADAs for extramurally funded protocols. Many new protocols are now being supported by federal grants managed by an intermediary foundation (e.g. Henry M. Jackson, TRUE, and Geneva Foundations). CIRO, the oversight agency and federal laboratory for clinical research at the WRAMC and the Army; determined that Federal funding and resources that have been transferred to a non-federal intermediary in support of a clinical investigation program study require a CRADA. When federal funds and resources are received and managed by a non-federal intermediary organization, they become privatized. Consequently, a CRADA is required to allow those funds and/or resources (*) to be used in support of a federal research study.  
When federal funds are sent to a federal facility, these funds remain subject to federal rules. These funds are to be managed by the federal agency that receives them and this agency is the agency of record in the protocol documents. The federal agency of record may not forward some or all of said funds to an intermediary organization for management.  

(*) A CRADA is required to accept extramural resources which have market value. These resources include approved drugs, equipment, supplies and devices provided in support of the study.  A CRADA is also required for work done at non-federal facilities and contributed to the research.  Examples are assays performed at an outside laboratory and benefit the research or an agency that performs analysis on study data. 

Extramural resources that have no market value include investigational drugs (IND) or devices (IDE).  21 CFR 312 provides information.

CIRO serves as the Federal Laboratory for the CRADA agreement process at the WRAMC, DCI and is the approval authority for all CRADAs. Resources listed in a CRADA are only to be used for direct support of the research study. 

CRADA CONSIDERATIONS: Is a CRADA needed?  

No CRADA Needed

1. When resources (funding, gift or loaned equipment) are obtained directly from another federal source in support of a WRAMC protocol, a CRADA is not required. CIRO highly recommends a budget page for funding and a support letter or MOA for all other resources and support, so all parties know and agree to the terms. These types of protocols should be sent to CIRO for approval.

2. CIRO has determined that no CRADA is required for the following:

A. Tri-service Nursing Research Program under grants with USUHS.  

B. Center for Prostate Disease Research (CPDR) Program under grants with USUHS.

C. Military Amputee Intramural Research Program at WRAMC supported by the HMJF. 

A CRADA may not be required
1. A CRADA may not be required for gifts which include money, supplies, drugs, or equipment from a non-federal organization for less than $1,000, if the gift is considered as “unconditional.” A request for approval in acceptance of the gift must be completed and approved. (gift.doc)   

2.  A CRADA may not be required when it is determined that the collaborator is university based (non commercial) and there appears to be no intellectual property issues.  Also, no "goods" are provided.  There could be exceptions if there were a heavy commercial emphasis in the project.

An example is when a university allows its labs to perform assays or allows its staff to perform data analysis at no cost to WRAMC.
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The Perils of Sub-Group Analyses

A patient comes into your office and announces, “Now that I’m 50 years old , I would like every possible lab test and I’m glad to pay for them myself if necessary”.  You will diplomatically explain that this is not possible.  You have been trained to understand that the more tests completed on a single patient, the more likely that you will find an abnormal result due to chance (rather than due to some underlying disease).

In research studies, this problem of ‘too many clinical tests’ has a counterpart called ‘multiple comparisons’.  This occurs when the researcher examines 10, 20, or 30 different outcomes.  Or, the investigator will study six different doses of a drug, and compare A to B, A to C, A to D….over 20 possible pairwise comparisons between the different doses.

To avoid this problem of multiple comparisons, the researcher should specify one or two primary response variables.  Additional outcomes may be examined, but the results should not be presented as confirmatory, but rather as exploratory results which warrant further research.  If the researcher must examine many outcomes, the sample size can be increased appropriately, and the P value used to determine significance should be adjusted based on the number of outcomes studied.

A recent article in the Lancet provides numerous historical examples of clinically important subgroup comparisons in the literature which have been subsequently shown to be false.  The author provides guidelines for the planning, analysis and reporting of subgroup analyses. (Rothwell PM. Treating Individuals 2: Subgroup Analysis in Randomised Controlled Trials: Importance, Indications, and Interpretation, The Lancet; Jan 8-14 2005;365, 9454 pp 176-186).  Consider the following data from this article:

[image: image15.wmf]
Who would have guessed?  Based on this subgroup analysis, endarterectomy for severe carotid stenosis is very beneficial for patients born in May-June, but may be harmful for patients born in March – April.  

Be wary of presenting too many outcomes or making too many comparisons which are not essential or planned in your research.  Just as you don’t want to provide a patient with a false positive test result, you should not send articles with false conclusions to your medical journals!

For further information please contact 202-782-7878.

Revisions to the PI Guide with respect to Reimbursement for TDY travel and Qualification of PIs

The WRAMC guide for Principal Investigators underwent its periodic updated in December 2006.  If you have not read the guide for some time, this may be a good time to review it.  The document (PI Guide.doc) can be downloaded from the net at   http://www.wramc.amedd.army.mil/departments/dci/templatesframe.htm .
Changes that were made as a result of this update were relatively minor and consisted mostly of editorial revisions intended to improve readability and clarity.  Two revisions address the procedure for getting re-imbursement from DCI for TDY travel in support of approved protocols and the qualifications for serving as a Principal Investigator (PI).   The change to the TDY reimbursement can be found on page 18.  These changes were required as a result of the implementation of the new Defense Travel System.  DCI will now rely on the investigator’s department to make travel arrangements and process vouchers with DCI reimbursing the PI’s department for pre-approved expenses.

With respect to the qualifications of PIs, please review page 4 of the guide.  A clarification in this update addresses whether non-government contractors can serve as PIs, an issue which recently came in to focus at the Clinical Investigation Research Office (CIRO) of the Army Medical Department.  As in previous editions, the DCI Guide states that a PI must be assigned or employed at Walter Reed.  This wording is derived from Army regulation (AR 40-38) which governs the operations of MEDCOM clinical investigation programs.  The updated guide provides the further clarification that non-governmental contractors can not serve as PIs, since non-governmental contractors are neither assigned nor employed by WRAMC.   The reasons for this distinction are several, and have to do with authority, accountability and inherently governmental functions.  In exceptional circumstances, commanders may decide to allow contractors to serve as PIs, but this decision must be reviewed on an individual basis in consultation with JAG and CIRO.

If after reading the PI Guide you still have questions, please feel free to give us a call.







COL Charles McQueen







Chief, Department of Clinical Investigation

List of Approved Protocols
From 09/09/06 To 12/29/06
Grand Total of
51
Date Approved
WUNO
PI
Title 

Department of Medicine
Total:
13

Cardiology Service
Sub-Total:
3

11/2/2006
06-12026
Taylor, Allen J., COL  MC
Non-Invasive Coronary Artery Disease Reversal (CADRe) Follow-up Study

11/3/2006
06-12029
Woods, Kevin, CPT  MC
Alterations in Limb Lead Placement and the Effects on Electrocardiographic Analysis

12/5/2006
07-12012EX
Taylor, Allen J., COL  MC
Validation of the ICHP Cardiovascular Risk Score

Gastroenterology Service
Sub-Total:
3

9/27/2006
06-14030EX
Boger, John A., CPT  MC
The Use of Colonoscopy Computer Simulation to Validate Current Colonoscopy 

Fellowship Training Guidelines

9/26/2006
06-14033
Bassett, John, LCDR  MC
Prevalence of Esophageal Dysmotility in a cohort of patients with biopsy proven 

Eosinophilic Esophagitis- A prospective study

11/3/2006
06-14034
Horwhat, John David, LTC  MC
Endoesophageal Cryotherapy: A New Technique for Ablating Barrett’s Esophagus and 

Early Stage Esophageal Cancer

General Medicine Service
Sub-Total:
1

9/11/2006
06-10013EX
Hulten, Edward, CPT  MC
Incidence of Renal Failure for Patients Treated with Polymyxin, Imipenem, or 

Amikacin: a Retrospective Cohort

Infectious Disease Service
Sub-Total:
3

9/18/2006
05-19027
Zapor, Michael, LTC  MC
Longitudinal Study of Infected Orthopedic War Wounds Treated at Walter Reed Army 

Medical Center during the Global War on Terror

10/19/2006
06-19031
Wortmann, Glenn, COL  MC
Valacyclovir Open-Label, Randomized Phase II Treatment Trial in Herpes Simplex 

Virus 2 Seropositive Persons with the Human Immunodeficiency Virus

12/20/2006
07-16020EX
Zapor, Michael, LTC  MC
Analysis of intravenous antibiotic use and cost, microbiology and antibiotic 

susceptibilities at Walter Reed Army Medical Center from 2000-2005

Nephrology Service
Sub-Total:
1

12/8/2006
07-11026EX
Das, Nealanjon, CPT  MC
Nephrotoxicity associated with colistin use in a military medical treatment facility

Pulmonary & Critical Care Medicine Service
Sub-Total:
2

10/26/2006
07-17051EX
Walter, Robert, LCDR  MC
To determine the appropriate time to follow up patients with obstructive sleep apnea 

on continuous positive airway pressure treatment, and to determine if follow up visits 

improve compliance

12/14/2006
07-17052EX
Holley, Aaron, CPT  MC
Clinical Variables and Lung Function Parameters Associated with Vocal Cord 

Dysfunction

Department of Neurology
Total:
3

Sub-Total:
3

9/25/2006
06-71038
Cannard, Kevin, COL  MC
Botulinum Toxin A for the Treatment of Chronic Lumbar Back Pain: A Prospective 

Randomized Double-blind Placebo-controlled Crossover Study

10/11/2006
06-71040
Riechers, Ronald G., MAJ  MC
Evaluation of the Analgesic Effects of Post-Operative Injections of Botulinum Toxin 

A in Post-Operative Pain and Axial Symptoms After Cervical Spine Surgery

10/3/2006
07-71015EX
Allred, William, CPT  MC
Incidence and treatment of Paroxysmal Autonomic Instability with Dystonia (PAID 

syndrome) in a military severe traumatic brain injury population

Department of Nursing
Total:
2

Sub-Total:
2

9/11/2006
06-75016EX
Ricciardi, Richard, COL  AN
General Purpose Intravenous (IV) Infusion System/Pump Equipment Evaluation
Date Approved
WUNO
PI
Title 

10/13/2006
07-75015EX
Pitcher, Brian, MAJ  
Patient Outcomes of Peripheral Nerve Blocks and General Anesthetics: A 

Retrospective Chart Review in a US Army Same Day Surgery Center

Department of Obstetrics and Gynecology
Total:
2

Sub-Total:
2

10/18/2006
06-44027
Maxwell, G. Larry, LTC  MC
Molecular Profiling of Endometrial Cancer Associated with Occult Node Metastasis

9/29/2006
06-44028
Lockrow, Ernest G., COL  MC
An Evaluation of Validated Laparoscopic Skills Simulators and the Impact on 

Operating Room Performance

Department of Orthopaedics and Rehabilitation
Total:
3

Orthopedic Surgery Service
Sub-Total:
1

12/15/2006
06-24048
Tis, John E., LTC  MC
The Effects of Amputation Level On Transfemoral Amputee Function - An 

Exploratory Study

Physical Medicine & Rehabilitation Service
Sub-Total:
2

10/30/2006
06-96020
McCann, Thane D., CPT  MC
Effect of Passive Ankle Dorsiflexion and Eversion on Tibial Nerve Distal Motor 

10/5/2006
06-96021
Babcock, Mary Sabado, CPT  MC
Botulinum Toxin Injection for Residual Limb and/or Phantom Pain vs. Placebo: A 

Clinical Trial

Department of Pathology and Area Laboratories
Total:
1

Sub-Total:
1

12/4/2006
07-48005EX
Franklin, Lisa, MAJ  MC
Panoramic Pathology in a Military Treatment Population:  A Retrospective 

Radiographic Study

Department of Pediatrics
Total:
4

Sub-Total:
4

9/22/2006
06-65015
Kuehn, Devon, CPT  MC
Prevalence of Iron Deficiency and Iron Deficiency Anemia in Healthy Toddlers

10/11/2006
06-66005
Salzer, Wanda, LtCol  MC
Children’s Oncology Group  AALL03B1:  Classification of Acute Lymphoblastic 

Leukemia

10/5/2006
06-66007
Salzer, Wanda, LtCol  MC
CHILDREN’S ONCOLOGY GROUP AALL0232 High Risk B-precursor Acute 

Lymphoblastic Leukemia A Phase III Group-Wide Study

10/17/2006
06-66008
Salzer, Wanda, LtCol  MC
AHOD0031, A Phase III Group-wide Study of Dose-intensive Response-based 

Chemotherapy and Radiation Therapy for Children and Adolescents with Newly 

Diagnosed Intermediate Risk Hodgkin Disease

Department of Physical Medicine and Rehabilitation
Total:
1

Physical Medicine & Rehabilitation Service
Sub-Total:
1

9/11/2006
06-96030EX
Aguila, Eric, CPT  MC
Outcomes of Regional Anesthesia on Pain Control in the Combat Amputee

Department of Preventive Medicine
Total:
1

Sub-Total:
1

9/11/2006
06-35006EX
Benke, Maria, CPT  MS
Computer Keyboard Sampling as an Indicator of Hand Hygiene Policy Compliance in 

an  Outpatient Clinic

Department of Psychiatry
Total:
5

Sub-Total:
5

9/19/2006
06-72008
Schneider, Brett J., MAJ  MC
Telemedicine and Neuropsychological Assessment in a Military Population:  

Applications for Remote Populations
Date Approved
WUNO
PI
Title 

11/27/2006
06-72009
Lande, R. Gregory, DO  DAC
Is Biofeedback Effective Among Combat Veterans with Mood Disorders and/or PTSD 

Symptoms?

9/25/2006
06-72030EX
Alfonzo, Chris, LCDR  MC
Working with Battle-injured Soldiers

12/12/2006
07-72011
Ritchie, Linda, MA  
Group Telepsychotherapy For Reducing Depression: An Exploratory Study

10/11/2006
07-72031EX
Mason, Sarah, CPT  MC
Combat-related Post-traumatic Stress Exposure, Deployment and Effects on Cigarette 

Use

Department of Surgery
Total:
15

Anesthesia-Operative Service
Sub-Total:
1

9/14/2006
06-20011A
Penhollow, Tammy, LCDR  MC
Acupuncture for Post Amputation Pain: A Pilot Study

General Surgery Service
Sub-Total:
1

12/18/2006
07-20014EX
Vertrees, Amy, CPT  MC
Operative and Non-operative Management of Abdominal Injuries in Patients Returning

 From War

Ophthalmology Service
Sub-Total:
5

9/14/2006
06-23009EX
Subramanian, Prem S., MAJ  MC
Outcomes after Strabismus Surgery for Traumatic Ocular Misalignment

11/30/2006
06-23017
Bower, Kraig, S., COL  MC
Long-term visual prognosis for patients with ocular blast injuries: DoD-VA prospective 

combat ocular trauma tracking program

12/6/2006
06-23018
Garvey, Michael, CPT  MC
Baerveldt Glaucoma Implant Effects on Corneal Health

11/13/2006
06-23019
Cartwright, Jennifer, CPT  MC
The Effect of the Baerveldt Glaucoma Implant on Ocular Pulse Amplitude

10/31/2006
06-23020
Bower, Kraig, S., COL  MC
Evaluation of Epi-lasik in U.S. Army Personnel

Urology Service
Sub-Total:
8

10/20/2006
06-04-28030a
McLeod, David G., COL(ret)  MC
Characterization of Immortalized Primary Non-malignant and Malignant Tumor-

derived Human Prostate Epithelial Cell Lines

12/12/2006
06-28047
Stackhouse, George B., LTC  MC
Prospective, Randomized, Double-Blind Trial of Virtual Reality Ureteroscopy Training 

on Operative Performance

12/8/2006
06-28050
Richter, Eric, CPT  MC
Phase I/II Trial of HER2/neu Peptide (E75) Vaccine in Patients with Superficial 

Bladder Cancer

10/6/2006
06-28055
McLeod, David G., COL(ret)  MC
A Randomized, Double-Blind, Placebo-Controlled, Trial Assessing the Efficacy and 

Safety of Dutasteride in Reducing Clinical Progression of Low-Risk, Localized Prostate 

Cancer in Men who are Candidates for or Undergoing Expectant Management – 

AVO105948

11/20/2006
06-28056
McLeod, David G., COL(ret)  MC
A Randomized, Placebo-Controlled Trial of the Effect of a Novel Nutritional 

Supplement on PSA Kinetics in Men with Biochemical Recurrence after Definitive 

Therapy for Prostate Cancer

10/17/2006
07-03-
McLeod, David G., COL(ret)  MC
Health-Related Quality of Life (HRQoL) in Men Newly Diagnosed with Prostate 

28016aEX

10/11/2006
07-05-
McLeod, David G., COL(ret)  MC
Time to an Undetectable PSA Following Androgen Suppression Therapy for Post-

28038hEX
operative or Post-radiation PSA Recurrence and Prostate Cancer-Specific Mortality

11/9/2006
07-05-28038iEX
Mwamukonda, Kuwong B., CPT  MC
Lymphatic invasion in pathologic stage T3 radical prostatectomy specimens as a 

predictor of biochemical progression

Deployment Health Clinical Center
Total:
1

Sub-Total:
1

11/17/2006
07-89013EX
Freed, Michael C., PhD  
Preference-Weighed Health Status Associated with Posttraumatic Stress Disorder in 

Veterans





Publication Clearance Hypothetical


CPT James Snuffy wishes to give a PowerPoint presentation on 


1 March 2007 on a case report involving two subjects with regard to a particular observation made during routine clinical care. Does this requester need to submit an exempt protocol?


Answer:  Case studies or retrospective chart reviews without personal identifiers with an n=1 do not require an Exempt application or review.  Case reports with an n>1 require the submission of an exempt protocol; however, where n= 2 or 3, the Chief of DCI may grant an exception to the policy if the case reports are closely related with regard to symptoms and/or treatment methodologies. Please consult DCI for determination.  
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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.
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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 10 & 24 January, 07 & 21 February, and 07 & 21 March.  All ART sessions are from 0730-1245 in Joel Auditorium, Bldg 2.  
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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





26  January: Biomedical Challenges:  Evolving Issues & Contemporary Solution in Protecting Human Subjects.  


This forum will focus on the challenges encountered in biomedical research including therapeutic misconception, improving the research enterprise, the benefits of HRPP accreditation through association of the accreditation of Human Research Protection Programs, human subject protection pitfalls, and conflict of interest. 


Venue:  	Baylor University Medical Center


City:  		Dallas


State:  		Texas


Country:	USA


� HYPERLINK "http://www.baylorhealth.edu/Research/OHRPForum2007.htm" ��Baylor Research Institute: 2007 Office of Human Research Protections Research Community Forum�


26 February:  Challenges of Protecting Human Subjects in Research-7 years into the Millennium.  


A one day Research Community Forum will be co-sponsored by the Florida Hospital and the Office for Human Research Protections for all persons interested in biomedical and social/behavioral human subject research.  Emphasis will be placed on understanding the mission of the Secretary’s Advisory Committee on Human Research Protections, and understanding how the regulatory provisions of 45 CFR 46 can be implemented in biomedical and social/behavioral research. 


Venue:  	Ivanhoe Plaza Hotel


City:		Orlando


State:		Florida


Country:	USA


 � HYPERLINK "http://www.flhosp.org/irb/forum" ��Florida Hospital | OHRP Research Community Forum 2007�





21-25 March: Annual Clinical Genetics Meeting.


This meeting will discuss cutting edge science as well as practical clinical applications.  


Venue:  	Nashville Convention Center


City:  		Nashville


State:  		Tennessee


Country:	USA


 � HYPERLINK "http://www.acmgmeeting.net" ��ACMG 2007 - Welcome�











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.  








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 will be held in March to help the clinical investigator learn SPSS statistical analysis software & concepts and applications.   Please note the date announcement on the DCI website.





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 three courses with Level I a prerequisite for Levels II, and III  





Classes will meet on 3 Thursday afternoons 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�. 
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	IRB Calendar 





The following institutional Review Board (IRB) meeting will be held in the months of January, February, and March:





CLINICAL INVESTIGATION COMMITTEE (CIC):





03 January (Wed.)	17 January (Wed.) 


06 February 		21 February (Wed.)


06 March		20 March		 


	





HUMAN USE COMMITTEE (HUC)





09 January 		23 January  


13 February 		27 February 


13 March		27 March	





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





INSTITUTIONAL BIOSAFETY COMMITTEE (IBC)	  





08 March
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Methylation Specific PCR





DNA Methylation is the process whereby a methyl group (CH3) is transferred to one of the bases which makes up DNA, in humans normal DNA methylation is limited to the Cytosine base (Figure 1) (3).The function of DNA methylation is not fully understood at this time. Proposed functions include the control of gene expression and the control of chromosomal integrity. Recently it has been theorized that DNA methylation evolved as a form of defensive mechanism which guards against invading or perhaps parasitic DNA sequences inside the genome such as a retroviral element Alus for example, the gene which is located throughout the genome (10% of the entire genome) and is believed to be responsible for genetic diversity (2).Examples of research being performed using DNA methylation include diseases such as thyroid cancer, diabetes, prostate cancer, breast cancer and  leukemia.


In the laboratory, the methylation status can be determined in a mixed cell population using a polymerase chain reaction (PCR) specific for methylated genes. This assay provides a sensitive detection of abnormal gene methylation from a small amount of DNA sample. Briefly, Methylation Specific PCR (MSPCR) is accomplished by using a bisulfite reaction to modify the DNA, followed by PCR amplification using specific primers to determine methylated from unmethylated DNA. Finally, the PCR products are run on a stained agarose gel for analysis (1). An example is seen in Figure 2 of an agarose gel with MSPCR primers tested on normal and cancer cell types. These results demonstrate methylated and unmethylated expression of the target gene P16 promoter in invasive tumors as well as squamous epithelial lesions however; the adenocarcinoma cells express only the unmethylated form of this gene. 


                                                                                


�                        





Figure � SEQ Figure \* ARABIC �1�. DNA methylation of Cytosine


 catalyzed by a DNA methyltransferase


 (Mtase) and uses S- Adenosyl Methionine 


(SAM) as a methyl donor.




















HAIL AND FAREWELL				�





Arriving DCI Members:  SFC Mary Gonzales





Departing DCI Members:    SSG Joseph Lee and Joseph Meli 
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Figure � SEQ Figure \* ARABIC �2�.  DNA methylation patterns of p16 in


 invasive tumor, SIL(squamous epithelial lesions)


 and adenocarcinomas.  REF. DNA Methyalation


 Systems, Chemicon International, 


Retrieved 15 November 2006.
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   	For further information regarding MSPCR and assistance with laboratory testing of this assay you may contact the Research Operations Service in the Department of Clinical Investigation at 202-356-1243.
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Doing Research at WRAMC: How to Prepare a DCI Protocol �


DCI continues to offer an on-site short course for WRAMC Departments and Services.





WHAT: It provides 1)an overview of the DCI resource and support system, 2)protocol application process from planning to publication, and 3)how to prepare a DCI protocol.





WHEN: The course is available throughout the year. It takes about one-hour and can be presented at your site, using your Journal Club time, Brown Bag lunch hour or any other convenient time.  





HOW: To schedule a presentation for your department or service, please e-mail DCISTATS@na.amedd.army.mil


1) the best and alternate time for your department/service, 


2) number of participants, and 


3) whether you have a computer and slide projector.    


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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