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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.

YAUGER, B.J., S.G. Dunlow, and E.G. Lockrow. 2005. Laparoscopic appendectomy: a series of cases utilizing laparosonic coagulating shears as compared to endo-GIA and endoshears. J. Reprod. Med. 50: 231-234.
MAXWELL, G.L., G.V. Chandramouli, L. Dainty, T.J. Litzi, A. Berchuck, J.C. Barrett, and J.I. Risinger. 2005. Microarray analysis of endometrial carcinomas and mixed mullerian tumors reveals distinct gene expression profiles associated with different histologic types of uterine cancer. Clin. Cancer Res. 11: 4056-4066.
SHORR, A.F., W.L. Jackson, K.M. Kelly, M. Fu, and M.H. Kollef. 2005. Transfusion practice and blood stream infections in critically ill patients. Chest 127: 1722-1728. 

KRISTO, D.A., C.J. Lettieri, T. Andrada, Y. Taylor, and A.H. Eliasson. 2005. Silent upper airway resistance syndrome:  prevalence in a mixed military population. Chest 127: 1654-1657. 

LETTIERI, C.J., G.R.Veerappan, D.L. Helman, C.R. Mulligan, and A.F. Shorr. 2005. Outcomes and safety of surgical lung biopsy for interstitial lung disease. Chest 127: 1600-1605.

YOU, W., L.A. Dainty, G.S. Rose, T. Krivak, M.T. McHale, C.H. Olsen, and J.C. Elkas. 2005. Gynecologic malignancies in women aged less than 25 years. Obstet. Gynecol. 105: 1405-1409.
McLEOD, I.K. AND P.C. MELDER. 2005. Da Vinci robot-assisted excision of a vallecular cyst: a case report. Ear Nose Throat J. 84: 170-170.
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FOX, C.J., D.L. Gillespie, S.D. O’Donnell, T.E. Rasmussen, J.M. Goff, C.A. Johnson, R.E. Galgon, T.P. Sarac, and N.M. Rich. 2005. Contemporary management of wartime vascular trauma. J. Vasc. Surg. 41: 638-644.
SHORR, A.F., D.L. Helman, D.B. Davies, and S.D. Nathan. 2005. Pulmonary hypertension in advanced sarcoidosis: epidemiology and clinical characteristics. Eur. Respir. J. 25: 783-788.
ALLARD, J.E., M. Rodriquez, M. Rocca, and M.F. Parker. 2005. Biopsy site selection during colposcopy and distribution of cervical intraepithelial neoplasia. J. Low. Genit. Tract. Dis. 9: 36-39.  
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List of Approved Protocols
From 3/25/05 To 6/3/05
Grand Total of
45
Date Approved
WUNO
PI
Title 

Department of Clinical Investigation
Total
1

Sub-Total:
1

4/13/2005
05-92013EX
Fracisco, Susan, LTC  MC
A Retrospective Survey of  Clinical Research at WRAMC

Department of Medicine
Total
7

Sub-Total:
2

4/29/2005
05-10025EX
Petinaux, Bruno, MAJ  MC
Financial Impact of Deployments on Reserve Physicians

4/29/2005
05-16017EX
Cap, Andrew, CPT  MC
A retrospective chart review of the use of recombinant human Factor VII 

(NovoSeven) at Walter Reed Army Medical Center

Hematology-Oncology Service
Sub-Total:
3

4/6/2005
05-15055
Reid, Thomas J., COL  MC
CALGB 90104: A Randomized Phase III Study Comparing Sequential 

Chemotherapy (AG-TP) to Cisplatin and Gemcitabine (GC) as Adjuvant Treatment 

After Cystectomy for Transitional Cell Carcinoma of the Bladder

4/13/2005
05-15057
Reid, Thomas J., COL  MC
CALGB 80303: A Randomized Phase III Trial of Gemcitabine Plus Bevacizumab 

(NSC # 704865, IND # 7921) Versus Gemcitabine Plus Placebo in Patients with 

Advanced Pancreatic Cancer

5/23/2005
05-16018EX
Holmes, Jarrod, LT  MC
A multicenter retrospective review of the effect of preparative regimens in autologous

 stem cell transplantation for relapsed lymphomas

Infectious Disease Service
Sub-Total:
2

3/29/2005
05-17046EX
Lazarus, Donald R., CPT  MC
Epidemiology, Risk Factors, and Outcomes of Candidemia at WRAMC

4/8/2005
05-19020
Zapor, Michael, LTC  MC
Clinical Specificity of the Joint Biological Agent Identification and Diagnostic 

System (JBAIDS)-Anthrax System

Department of Neurology
Total
3

Sub-Total:
3

4/1/2005
05-71012EX
Swanberg, Margaret, MAJ  MC
The Neuropsychiatric Inventory (NPI):  A better way of  assessing neurobehavioral 

changes following traumatic brain injury?

5/26/2005
05-71013EX
Warden, Deborah L., MD  DAC
Defense and Veterans Brain Injury Center (DVBIC) Retrospective Combat TBI  

Protocol

4/14/2005
05-71028
Barner, Kristen, LTC  MC
Utility of Actigraphy to Quantify Motor Manifestations of Epileptic and Non-

Epileptic Seizures

Department of Nursing
Total
1

Sub-Total:
1

5/27/2005
Custer, Michael, COL  AN
Impact of Hand Hygiene on Nosocomial Infections and Costs

Department of Obstetrics and Gynecology
Total
14

Sub-Total:
14

4/19/2005
04-44013
Maxwell, G. Larry, LTC  MC
Microarray Expression Patterns Associated with Sporadic Uterine Leiomyomata

4/18/2005
05-04-
Feinberg, Eve, LCDR  MC
The use of microdose flare Lupron for average responders in ART

44018AEX

4/14/2005
05-04-
Feinberg, Eve, LCDR  MC
Impact of TSH levels on peak estradiol levels during stimulation for assisted 

44018BEX
reproduction
Date Approved
WUNO
PI
Title 

4/4/2005
05-43019
Rodriguez, Mildred, LCDR  MC
GOG #0204 - A Randomized Phase III Study of Paclitaxel plus Cisplatin versus 

Vinorelbine plus Cisplatin versus Gemcitabine plus Cisplatin versus Topotecan 

plus Cisplatin in Stage IVB, Recurrent or Persistent Carcinoma of the Cervix

4/14/2005
05-44022
Gehrich, Alan, MAJ  MC
Urethral Mobility Pre and Post Midurethral Sling (MUS) Placement: A Pilot Study 

Using Magnetic Resonance Imaging (MRI)

4/4/2005
05-44064EX
Miller, Caela, CPT  MC
The Ability of Endometrial Biopsies Classified as Glandular Hyperplasia or Atypia 

to Predict the Final Pathology Seen At Hysterectomy

4/8/2005
05-44065EX
Wittenberger, Michael, LCDR  MC
Follicle number at the time of oocyte retrieval as a predictor of preterm delivery in 

pregnancies resulting from A.R.T.

4/18/2005
05-44066EX
Albright, Todd, MAJ  MC
Urodynamics, Who Should Not Be Tested?

4/22/2005
05-44067EX
Boucher, Bryan Mathieu, CPT  MC
Provider Opinions Regarding Reflex HPV Testing

5/23/2005
05-44068EX
Elkas, John Christopher, CDR  MC
Understanding the role of cytoreduction in Gynecologic Oncology Surgery

5/25/2005
05-44069EX
Rodriguez, Mildred, LCDR  MC
The Ability of Neoplastic Cervical Biopsies to Predict the Presence of Lymph 

Vascular Space Invasion (LVSI) Found on Final Pathology of Hysterectomy

5/27/2005
05-44070EX
Wright, Johnnie, MAJ  MC
Botulinum Toxin Type A Injections With EMG Guidance For The Treatment Of 

Intractable Pelvic Floor Muscle Spasms:  A Single Institution Experience

4/29/2005
05-80008EX
Fausett, Merlin Bardett, MAJ  MC
Factors affecting a patient’s choice regarding optional tests of fetal well-being

5/13/2005
05-80009EX
Fausett, Merlin Bardett, MAJ  MC
The study of outcomes of cervical cerclage in the incompetent cervix: A case review

Department of Orthopaedics and Rehabilitation
Total
2

Orthopedic Surgery Service
Sub-Total:
2

6/1/2005
05-05-
Schaefer, Richard A., COL  MC
The frequency and distribution of amputations sustained during Operation Enduring

96013AEX
 Freedom (OEF) and Operation Iraqi Freedom (OIF)

4/1/2005
05-24040
Kuklo, Timothy R., LTC  MC
Prospective, Digital Fluoroscopic Video Study of Spinal Segment Motion before and

 after Operative and Nonoperative Treatments for Lumbar Spine Disease with 

Clinical Outcome Correlation

Department of Pathology and Area Laboratories
Total
1

Sub-Total:
1

4/13/2005
05-48005EX
Lemmon, Julie, CPT  MC
Gross and Histologic MammoMark™ Footprints

Department of Pediatrics
Total
1

Sub-Total:
1

6/3/2005
05-65008
Naulty, Cheryl, MD  
Military Children at Risk - Enhancing Quality of Life (mCARE) Needs Assessment

Department of Pharmacy
Total
1

Sub-Total:
1

3/30/2005
05-36008EX
Murak, Elizabeth, CPT  MS
Sterility of Intrathecal Chemotherapy - Expiration Dating

Department of Psychiatry
Total
2

Sub-Total:
2

4/1/2005
05-72020EX
Schneider, Brett J., MAJ  MC
Retrospective Chart Review to Establish a Standard Protocol for Diagnosing and 

Documenting Post-Traumatic Stress Disorder for the US Army Medical Evaluation 

Board (MEB) Process

4/18/2005
05-72021EX
Warner, Christopher, CPT  MC
Survey of Professionalism and Ethics in Medical Education
Department of Radiology
Total
5
Date Approved
WUNO
PI
Title 

Sub-Total:
3

4/1/2005
05-47019EX
Nguyen, Binh, MD  DoD
Pulmonary Manifestations of Blast Injury: A Walter Reed Experience

4/13/2005
05-47021EX
Shapeero, Lorraine G., MD  DoD
Imaging Evaluation of Penetrating and Nonpenetrating Trauma to the Upper 

Extremity in Operation Enduring Freedom and Iraqi Freedom Troops with Clinical 

4/13/2005
05-47022EX
Shapeero, Lorraine G., MD  DoD
Imaging Evaluation of Penetrating and Nonpenetrating Trauma to the Lower 

Extremity in Operation Enduring Freedom and Iraqi Freedom Troops with Clinical 

Diagnostic Radiology Service
Sub-Total:
2

4/7/2005
05-47007
Porambo, Albert, LTC  MC
Computer Assisted Cancer Device---3D Imaging (CACD-3D)

4/13/2005
05-47020EX
Dinauer, Philip A., LTC  MC
The imaging appearance of nodular fasciitis

Department of Surgery
Total
6

General Surgery Service
Sub-Total:
2

5/24/2005
05-20021
Peoples, George, LTC  MC
Phase 1b Trial of Folate Binding Protein (FBP) Peptide (E39) Vaccine in Breast 

Cancer Patients

5/6/2005
05-20023
Dehqanzada, Zia, CPT  MC
Outcome Appraisal in Patients With Colon Cancer Undergoing Sentinel Lymph 

Node Mapping and Biopsy

Ophthalmology Service
Sub-Total:
2

4/6/2005
04-23007
Colyer, Marcus, CPT  MC
Pilot Study of Intravitreal Injections of Triamcinolone Acetonide Formulation for 

Retinal Vascular Disorders

5/6/2005
05-23012
Ward, Thomas P., COL  MC
Phase I Study of Intravitreal Injections Versus Anterior Sub-tenon Injections of 

Triamcinolone Acetonide Formulation for Macular Edema in Retinal Disorders

Organ Transplant Service
Sub-Total:
1

4/29/2005
05-26003EX
Swanson, John S. III, COL  MC
Determination of Presence of B-Lymphocyte Stimulator (BLyS) in Sensitized 

Potential Transplant Recipients

Urology Service
Sub-Total:
1

3/28/2005
05-28039
McLeod, David G., COL  MC
Quantitative GST-Pi Methylation Biopsy Tissue Testing to Improve the Accuracy of

 Cancer Detection in Men at High Risk for Prostate Cancer
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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 13 & 27 July, 10 & 24 August, and 07 & 21 September.  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





14-16 July:  Genetic and Reproductive Ethics.  A major national/international conference providing participants with the latest information on where technologies such as genetic intervention and assisted reproduction are headed.   Plan to attend not only to get the latest updates on key developments in biotechnology but also to receive very practical information on the ways the various technologies are changing the practice of health care and the lives of patients.  


Venue:  	The Center for Bioethics and Human Dignity


City:		Deerfield


State:		Illinois


Country:	USA


 � HYPERLINK "http://www.cbhd.org/conferences/chi-2005.htm" ��http://www.cbhd.org/conferences/chi-2005.htm�


   


4-5 August: Breaking the Barriers of Research:  Mentoring and Human Subjects’ Protection.  The conference will target all members of the research team, including but not limited to PIs, sub-investigators, post-docs, coordinators, data managers, research nurses, pharmacists, data entry personnel and IRB members, with least one year of research experience with human subjects.


Venue:  	Fred W. Smith Auditorium


City:  		Little Rock


State:  		Arkansas


Country:	USA


 � HYPERLINK "http://www.uams.edu/mentoringconference/" ��http://www.uams.edu/mentoringconference/�


   


7-12 August: 8th Annual Force Health Protection Conference.  The aim of this conference is to advance technology, to better sustain the soldier in garrison or during deployments that may involve Weapons of Mass Destruction, to provide information of benefit to first responders, and to bolster everyday response capabilities.  The primary focus is the soldier.


Venue:  	Galt House Hotel


City:  		Louisville


State:  		Kentucky


Country:	USA                        � HYPERLINK "http://usachppm.apgea.army.mil/" ��USACHPPM - Main�


  





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, & 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:  Analysis of Categorical Data for Medical Research





Level IV:  Linear and Logistic Regression Models 





The course will accommodate up to 24 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 July, August, & September:





CLINICAL INVESTIGATION COMMITTEE (CIC):





06 July (Wed)	19 July 	02 August 


16 August	06 September (Tue)


20 September		





HUMAN USE COMMITTEE (HUC)	  


12 July 	26 July 	09 August 


23 August	13 September 


27 September





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.








INSTITUTIONAL  BIOSAFETY COMMITTEE (IBC)	  





09 September








IBC meetings will begin at 1300.  Meetings will be held in the DCI conference room, Building 6 (Borden Pavillion), 4th floor.














�








	�











Protection of a Vulnerable Population





Researchers who conducted NIH-funded HIV/AIDS drug trials involving hundreds of HIV-positive foster children often did not appoint independent advocates for the children, despite policies requiring the assignments, according to review of the studies conducted by the Associated Press.  The studies tested AIDS-related medication in hundreds of HIV-positive foster children, allowing the children to receive treatment from the top researchers but also exposing them to the risks of research and potentially serious side effects of the trial drugs.  The research among foster children was most widespread in the 1990s and was conducted in at least seven states, including, Colorado, Illinois, Louisiana, Maryland, New York, North Carolina, and Texas.  More than 48 HIV/AIDS-related drug studies involved foster children, most of whom were poor or minorities and ranged in age from infants to late teens, according to government records and interviews.  In several of the studies, foster child participants reported side effects, including vomiting, rashes, and rapid decline in their CD4+ T cell count.  Some children died during the studies, although state or city agencies could not find evidence that any of the children’s deaths were caused by the experimental drugs.  Several newspapers recently have published editorials on the issue.  Some of these are summarized below:





Atlanta Journal-Constitution, (5/13/2005):  “When experimenting on children in foster care, enlisting and independent advocate for the child should always be the first order of business.”





Cleveland Plain Dealer, (5/10/2005):  “Researchers and foster care agencies should have worked harder to avoid the perception that the rights of children in foster care are more easily discounted than those with mothers and fathers to protect them.”





Detroit Free Press, (5/12/2005):  “The trials on the surface appear to have preyed on some of society’s most defenseless citizens-poor and minority children in foster care.”





South Florida Sun-Sentinel, (5/8/2005):  “Although children can benefit from the testing, they can also be harmed.  Advocates should be appointed to represent them, as required by law.”   





Reference: � HYPERLINK "http://www.kaisernetwork.org" ��www.kaisernetwork.org�.











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








			


Clinical Research Winner








MAJ Christopher Lettieri, MC (Fellow, Sleep Medicine)


Title: “Does Zolpidem Enhance the Yield of Polysomnography”


During sleep studies, uncomfortable environment or continuous positive air pressure (CPAP) intolerance may cause poor sleep efficiency during polysomnography and result in a poor quality study.  Unsatisfactory polysomnograms often must be repeated with the consequent patient inconvenience and additional cost.  Dr. Lettieri hypothesized that premedication with zolpidem may improve polysomnogram quality and decreases the need for restudy.  MAJ Lettieri retrospectively reviewed 200 consecutive polysomnograms.  Zolpidem premedication was not standardized and was prescribed at the discretion of consulting sleep physicians who were unaware of this study.  Further, he compared the quality of polysomnograms between patients who received zolpidem 10 mg prior to polysomnography (n = 54 or 27%) and those who did not (146 or 73%).  A poor quality polysomnogram was defined as having insufficient sleep time to allow for diagnosis, incomplete CPAP titration with a resulting apnea-hypopnea index > 10 on the highest level of CPAP achieved, or complete CPAP intolerance.  Demographics did not differ between groups.  Premedication with zolpidem resulted in improved sleep latency (11.8±9.5 min vs. 26.0±19.9, p = 0.002) and sleep efficiency (89.5±5.6% vs. 78.8±12.3, p<0.0001).  Zolpidem premedication resulted in significantly less studies meeting criteria for poor quality (7.4% vs. 33.6%, p = 0.005).  Of the 49 studies meeting criteria for poor quality, 21 were repeated using zolpidem showing significant improvements in sleep latency (10.8±7.1 min vs. 42.8±30.5, p = 0.0004) and sleep efficiency (89.5±4.9 vs. 61.8±13.7, p<0.0001).  Based on MAJ Lettieri’s conclusions, pretreatment with zolpidem significantly improved polysomnographic quality and may decrease the need to repeat polysomnograms with the consequent savings in cost and time.  Although these results need to be validated with a prospectively designed study, Dr. Lettieri’s clinically important findings will most likely the way medicine is practiced in the WRAMC Sleep lab and will undoubtedly improve the practice in sleep laboratories across the United States. 





�
Laboratory Research Winner





MAJ Ronald Lehman, MC (Resident, Orthopaedics and Rehabilitation)


Title: “The Role of Biomechanics and Alendronate Sodium (Fosamax) to Achieve a Stable Spinal Arthrodesis:  A Biomechanical and Rabbit Model”


MAJ Lehman studied the effect of alendronate sodium after an intertransverse process spinal fusion.  The this study, fifty New Zealand white rabbits underwent a posterolateral L5-L6 intertransverse process arthrodesis with autogenous iliac crest bone graft.  The rabbits were then randomly divided into two groups.  Group I received 3 cc of saline placebo per oral gavage, and Group II received 0.05 mg/kg/day of alendronate sodium dissolved in 3 cc of saline per day for 8 weeks.  Upon completion, the rabbits were sacrificed and the lumbar spines harvested, radiographed and graded for motion across the fusion site with manual palpation.  Two independent pathologists then prepared and sectioned each left and right fusion mass.  Three randomx10 fields were examined and graded for both the cephalad and caudad ends of each section (516 fields).  Fusion quality was graded using an established histological scoring (score 0 to 7 based on fibrous and bone content of the fusion mass).  According to Dr. Lehman’s results, two rabbits died on the day of the operation, and 48 rabbits survived the operation.  Five additional rabbits died within the first 2 postoperative weeks.  Therefore, 43 rabbits (21 in Group I and 22 in Group II) completed the 8-week course of treatment.  Grading each side separately, 26 of the 42 fusion masses (62%) in Group I and 24 of 44 fusion masses (55%) in Group II had radiographic evidence of fusion (p=0.76).  With gross palpation, 11 of 21 motion segments (52%) in Group I versus 13 of 22 motion segments (59%) in Group II were determined to have a solid fusion (p=0.76).   Histologically, Group I had a higher median score (6.0; range 0 to 7) vs. 1.0; range, 0 to 7); p<.0001 and a higher fusion rate (76%% vs. 45%; p=.004) than Group II.  MAJ Lehman concluded alendronate sodium appears to inhibit or delay bone fusion in a rabbit model.  Presumably, this occurs as a result of uncoupling the balanced osteoclastic and osteoblastic activity inherent to bone healing. 


























�








Statistical Resources on the Web – Analyzing Data





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:





 Comparing Two Proportions


One of the most common statistical tests is Fisher’s Exact test, which is used to compare proportions between groups.  For example, 40 subjects have been randomized to receive a placebo and 4 of these subjects (10%) develop a headache.  In another group of 40 subjects randomized to the new drug Howamax, 16 subjects (40%) develop a headache.  How do I statistically compare these incidences (10% vs. 40%) of headaches between these two groups?  


� HYPERLINK "http://graphpad.com/quickcalcs/contingency1.cfm" ��http://graphpad.com/quickcalcs/contingency1.cfm�


This website allow you to enter the number of subjects with a headache and the number of subjects without a headache in each group and then calculate a two-sided P value using Fisher’s Exact test.  We would enter ‘4’, ‘36’, ‘16’ and ‘24’.  The resulting P value from this example, P=0.0038 means that  there is a 0.38% chance of observing a difference as large as we observed given that the placebo incidence and Howamax incidence are equal (i.e.the null hypothesis is true).





Calculating the 95% Confidence Interval for a Proportion


Many journals now advise or require that your manuscript include the 95% confidence intervals with any important estimates from your study.  The website:


� HYPERLINK "http://graphpad.com/quickcalcs/ConfInterval1.cfm" ��http://graphpad.com/quickcalcs/ConfInterval1.cfm�


provides a 95% confidence interval for a proportion using both the modified Wald method and  the exact method.    You simply enter the number of subjects who had the outcome of interest and the total number of subjects.  In the example above, we had 40 patients receive Howamax and 16 developed headaches (40%).  To calculate the 95% confidence interval for this incidence of 40%, we enter the numbers ‘16’ and ‘40’ and find that the 95% confidence interval is 26% to 56%.





The DCI Biometrics website is now updated with these and other useful links to assist you as you conduct your research.   You can also find complete contact information to get assistance from our biostatisticians.  














HAIL AND FAREWELL				�





  


Arriving DCI Members:  Jessica Saavedra





Departing DCI Members:  Mario Rivera and Vicky Miskovsky











�





	





     		                   �


MICROPLATE SCINTILLATION and LUMINESCENCE COUNTER





The Research Operations Service recently acquired a new instrument for counting radioactive or luminescent assays in a 96 well microplate format.  Conventional liquid scintillation counting (LSC) measures radioactivity by the conversion of the energy from the decay of a beta or gamma particle into light emissions.  Standard scintillation counters utilize dual-PMT (photomultiplier tube) coincidence counting.  This system can only count one vial at a time, the sample must be in a liquid, and the vials have to be transparent or translucent.  The TopCount® instrument employs single-PMT time-resolved scintillation counting.  Different chemical scintillators with longer decay periods are employed.  The reemission of the energy as photons takes place over a longer period of time, measured in microseconds rather than nanoseconds.  Events are considered as true decay events if more than one photon pulse is measured within a 200 nanosecond window.  If the events are further apart they are considered noise.  Only one PMT is needed for each sample and the ROS instrument has six PMTs counting six samples at a time.  The PMTs are located above the microplate, so non-transparent microplates or microplates with solid supports such as filters or membranes are supported.  Three examples of assay types are presented here to suggest experimental uses of the instrument.





1.  Cytotoxicity assays.  Cytotoxic T lymphocytes (CTL) and natural killer cells (NK) play an important role in the cell mediated immunological response.  Many HIV and cancer treatment protocols require a measurement of a cellular mediated immune response.  Target cells are labeled with 51Cr (radioactive chromium) and seeded in 96 well microplates.  Effector cells (CTL/NK) are added and lysis of the target cells is determined by measuring the release of 51Cr into the supernate.  Measurement in the TopCount® instrument simplifies the procedure since the supernatants are transferred to a second microplate in the same configuration as the assay plate.  Two types of plates are available, microplates with a solid scintillator already present or microplates with liquid scintillator cocktail.  Scintillation counting is more efficient than gamma counting and with the multilple PMTs, considerably faster.





2.  Radioimmuno assays (RIA) or ligand binding assays are available in a scintillation proximity assay (SPA) format.  The advantage is you do not have to separate the bound fraction from the unbound fraction.  Only the bound radioisotope comes into close proximity with the scintillator and thus only the bound isotope can excite the scintillator and be measured.  The radioactive labels have to have low energy emission such as 3H and 125I.  The instrument also has a built-in isothermal counting chamber to control for temperature dependent binding.  The binding occurs in equilibrium since the bound and unbound are not separated.





3.  Luminescent reporter gene assays provide information on gene regulation.  Expression control elements are identified or manipulated in vivo with transfected recombinant plasmids.  The reporter genes are coupled with luminescent substrates.  The TopCount® instrument measures luminescence from glow-type (Lumiphos) or enhanced flash-type luminescent chemistries (luciferase).  Software records the time delay between reads and provides automatic decay correction to the data.  There is a 106 range for response and detection limit.





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. 


  








DCI is Sharpp





Striving to





Help





All





Researchers from





Planning to





Publication








� EMBED MSPhotoEd.3  ���











The 


Bailey K. Ashford 


Clinical Research Award Symposium Results








Poster Presentation Winners  				Symposium Finalist Winners





MAJ Jonathan Koff (Clinical)			MAJ Christopher Lettieri  (Clinical)


CPT Anthony Fadell(Laboratory)			MAJ Ronald Lehman (Laboratory)
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