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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.

KLOTE, M.M., L.Y. Agodoa, and K. Abbott. 2004. Mycobacterium tuberculosis infection incidence in hospitalized renal transplant patients in the United States, 1998-2000. Am. J. Transplant. 4: 1523-1528.

ARCIERO, C.A., G.E. Peoples, A. Stojadinovic, and C.D. Shriver. 2004. The utility of a rapid parathyroid assay for uniglandular, multiglandular, and recurrent parathyroid disease. Am. Surg. 70: 588-592.

HAMMOND, M.D., E.W. Niemi, T.P. Ward, and A.S. Eiseman. 2004. Adult orbital xanthogranuloma with associated adult-onset asthma. Ophthal. Plast. Reconstr. Surg. 20: 329-332. 

BERNSTEIN, G., J. Kehren, K. Kaplan, P. Kang, and D. McLeod. 2004. Acquired seminal vesicle cyst causing acute urinary retention and hydronephrosis. J. Urol. 172: 1010-1011.

MARTIN J.E., R. Mehta, B. Aarabi, J.E. Ecklund, A.H. Martin, and G.S. Ling. 2004. Intracranial insertion of a nasopharyngeal airway in a patient with craniofacial trauma. Mil. Med. 169: 496-497.

ABBOTT, K.C., S.J. Swanson, E.R. Richter, E.M. Bohen, L.Y. Agodoa, T.G. Peters, G. Barbour, R. Lipnick, and D.F. Cruess. 2004. Late urinary tract infection after renal transplantation in the United States. 2004. Am. J. Kidney Dis. 44: 353-362. 

MEYERLE, J.H. AND G.W. TURIANSKY. 2004. Perianal ulcer in a patient with AIDS. Arch. Dermatol. 140: 877-882. 

HUNT S.C., R.D. Richardson, C.C. Engel, D.C. Atkins, M. McFall. 2004. Gulf War Veterans’ Illness: A pilot study of the relationship of illness beliefs to symptom severity and functional health status. J. Occup. Envion. Med. 46: 818-827. 
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HARTZELL J.D. AND M.J. ROY. 2004. Fatigue, sore throat, and cough in a 24-year-old active man. Mil Med. 169:570-573.

LEHMAN, R.A., B.K. Potter, T.R. Kuklo, A.S. Chang, D.W. Polly, S.B. Shawen, and J.R. Orchowski. 2004. Probing for thoracic pedicle screw tract violation(s): Is it valid? J. Spinal. Disord. Tech. 17: 277-283.
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List of Approved Protocols
From 06/19/04 To 9/20/04
Grand Total of
63
Date Approved
WUNO
PI
Title 

Department of Allergy-Immunology
Total
4

Sub-Total:
4

6/30/2004
04-33013
McClenathan, Bruce, CPT  MC
Cell Mediated Immune Response to Hepatitis B Vaccination

8/24/2004
04-33016EX
Funkhouser, Todd, MAJ  MC
Allergen extract stability and potency after US Postal Service Delivery:  Effect of 

transport termpature on extract potency.

9/3/2004
04-33017EX
Engler, Renata J.M., COL  MC
Telemedicine Consultation Services (TCS) for Vaccine Safety Education and Vaccine 

Adverse Events Case Management: Surveys of User Satisfaction

9/10/2004
04-33018EX
Engler, Renata J.M., COL  MC
Knowledge, Attitudes, And Beliefs (KAB) Regarding the Vaccine Adverse Event 

Reporting System (VAERS) Among Department of Defense (DOD) Health Care 

Workers

Department of Clinical Investigation
Total
3

Sub-Total:
3

7/14/2004
04-92019
Sjogren, Maria H., COL  MC
Comparison of PEG-Intron® 1.5 ug/kg/wk Plus REBETOL® vs PEG-Intron® 

1ug/kg/wk Plus REBETOL® vs PEGASYS® 180 ug/wk Plus COPEGUS™ in 

Previously Untreated Adult Subjects with Chronic Hepatitis C Infected with 

Genotype 1 (IDEAL Trial)

6/28/2004
04-92021
Sjogren, Maria H., COL  MC
Randomized, Double-blind, Multicenter Study to Compare The Safety And Efficacy 

Of Viramidine to Ribavirin In Treatment-Naïve Patients With Chronic Hepatitis C - 

RNA003142-302

8/27/2004
04-92022
Zhou, Yaling, PhD  DAC
Role of dendritic cell subsets (DC1 and DC2) in HCV infection and antiviral therapy

Department of Medicine
Total
14

Cardiology Service
Sub-Total:
5

9/14/2004
04-12007EX
Jezior, Matthew, CPT  MC
Percutaneous Coronary Intervention in Active Duty Personnel 2002-2004

6/29/2004
04-12018
Cassimatis, Dimitri, CPT  MC
ARBITER IV:  Magnetic Resonance Images of the Aorta to Assess Treatment Effects 

of Lowering Cholesterol - A Pilot Study Utilizing Cardiac Magnetic Resonance 

(CMR) to Assess Aortic Plaque and Pulse Wave Velocity in ARBITER II Patients

7/20/2004
04-12021
Sullenberger, Lance, MAJ  MC
High Dose atorvastatin Versus Usual Care in Men with Erectile Dysfunction

9/9/2004
04-12022
Mathew, Salim Benjamin, CPT  MC
The Fish Trial:  Fish Oil in Selected Heart Patients

8/16/2004
04-12023NR
Dixon, William C. IV, MAJ  MC
Clinical Use of the JOSTENT® Coronary Stent Graft

Endocrine Service
Sub-Total:
1

9/10/2004
04-13015EX
Alfonso, Abel, CPT  MC
Incidence and Clinical Significance of Elevated Macroprolactin in Patients with 

Hyperprolactinemia

Gastroenterology Service
Sub-Total:
1

8/2/2004
04-14027
Mann, Kendall, LTC  MC
The Effect of Tegaserod on Patients with Gastroesophageal Reflux:  A Randomized 

Prospective Study

General Medicine Service
Sub-Total:
1

8/27/2004
04-10022EX
Peng, Suzette, CPT  MC
Tuberculin Skin Test Conversion in HIV-Infected Persons Enrolled in the U.S. 

Military HIV Natural History Story at Walter Reed Army Medical Center

Hematology-Oncology Service
Sub-Total:
4

7/1/2004
04-15004EX
Weiss, Brendan M., MAJ  MC
A survey of practice patterns among hematologists, medical oncologists and 

gynecologic oncologists in the management of central venous catheters in cancer 

patients
Date Approved
WUNO
PI
Title 

7/23/2004
04-15039
Reid, Thomas J. III, COL  MC
ECOG E4402:  Randomized Phase III Trial Comparing Two Different Rituximab 

Dosing Regimens for Patients with Low Tumor Burden Indolent Non-Hodgkin's 

Lymphoma

8/4/2004
04-15040
Reid, Thomas J. III, COL  MC
ECOG E6201:  A Phase III, Randomized Study of Gemcitabine [fixed-dose rate 

infusion] and Oxaliplatin (NSC 266046) versus Gemcitabine [fixed-dose rate 

infusion] versus Gemcitabine [30-minute infusion] in Pancreatic Carcinoma

8/26/2004
04-15041
Reid, Thomas J. III, COL  MC
CALGB 90202:  A Randomized Double-Blind, Placebo-Controlled Phase III Study 

of Early Versus Standard Zoledronic Acid to Prevent Skeletal Related Events in Men

 with Prostate Cancer Metastatic to Bone

Pulmonary & Critical Care Medicine Service
Sub-Total:
2

7/15/2004
04-17040EX
Shorr, Andrew F., MAJ  MC
The impact of Staphylococcus aureus on outcomes for patients with 

ventilator-associated pneumonia.

7/1/2004
04-17041EX
Shorr, Andrew F., MAJ  MC
Outcomes Among Elderly Patients Treated for Community-Acquired Pneumonia.

Department of Nursing
Total
1

Sub-Total:
1

8/24/2004
04-75030
Thurmond, Veronica, LTC  AN
Aeromedical Evacuation Needs of War Injured Service Members

Department of Obstetrics and Gynecology
Total
11

Sub-Total:
11

7/15/2004
04-43017
Rodriguez, Mildred, LCDR  MC
GOG #0199:  Prospective Study of Risk-Reducing Salpingo-Oophorectomy and 

Longitudal CA-125 Screening Among Women at Increased Genetic Risk of Ovarian 

Cancer

7/2/2004
04-44016
Rodriguez, Mildred, LCDR  MC
The Utility of Self-Screening for Cervical Dysplasia:  A Comparison Study of a 

Provider Collected Pap Smear to a Patient Collected HPV Sample

7/27/2004
04-44019
Booth, Christine, CPT  MC
Myometrial Invasion and Its Correlation with CD44 Isoform Immunohistochemical 

Expression in Endometroid Carcinoma Endometrial Biopsy Specimens

7/1/2004
04-44043EX
Buller, Jerome L., MAJ  MC
Pregnancy During Operation Iraqi Freedom/ Operation Enduring Freedom

7/1/2004
04-44044EX
Buller, Jerome L., MAJ  MC
Management of Cervical Cytology Screening in the Combat Theater:  Readiness 

Implications

7/1/2004
04-44045EX
Buller, Jerome L., MAJ  MC
Vaginal Discharge is a Prevalent Condition Amongst Soldiers Deployed to the 

7/1/2004
04-44046EX
Buller, Jerome L., MAJ  MC
Dysfunctional Uterine Bleeding is a Prevalent Condition Amongst Soliders 

Deployed to the Desert During Operation Enduring Freedom/ Operation Iraqi 

7/1/2004
04-44047EX
Buller, Jerome L., MAJ  MC
Pelvic Pain Presenting in a Combat Environment

7/1/2004
04-44048EX
Buller, Jerome L., MAJ  MC
Sexually Transmitted Diseases in Operation Iraqi Freedom/ Operation Enduring 

Freedom

7/1/2004
04-44049EX
Buller, Jerome L., MAJ  MC
Utility of US in the Combat Theater:  Experiences during Operation Iraqi Freedom/ 

Operation Enduring Freedom

8/9/2004
04-44050EX
Gustofson, Robert, LCDR  MC
Use of Antagon (ganirelix), a GnRH antagonist, to salvage artifical reproductive 

technology cycles in patients with ovarian hyperresponse

Department of Pediatrics
Total
4

Sub-Total:
2

8/4/2004
04-65008EX
Braun, LoRanne, MAJ  MC
Increasing Methicillin-Resistant Staphylococcus aureus Infections Observed in 57 

Northeast United States Military Treatment Facilities:  Is Clindamycin a Safe 

Alternative?

8/26/2004
04-65009EX
Braun, LoRanne, MAJ  MC
Bacteremia Found Commonly in Children Hospitalized For Rotavirus 

Endocrine Service
Sub-Total:
1
Date Approved
WUNO
PI
Title 

7/1/2004
04-65007EX
Poth, Merrily, MD  DoD
The Prevalence of Obesity In Children And Adolescents In A Military Medical 

Center Health Care System

Infectious Disease Service
Sub-Total:
1

9/16/2004
04-65010EX
Braun, LoRanne, MAJ  MC
Polymicrobial Sepsis: Risk Factors and Indicators For Empiric Therapy

Department of Radiology
Total
2

Diagnostic Radiology Service
Sub-Total:
1

9/16/2004
04-47016EX
Hoffman, Mathew, LCDR  MC
Cross Sectional Imaging of Modern Battle Trauma:  A Case Series

Nuclear Medicine Service
Sub-Total:
1

9/9/2004
04-47015EX
Davison, Jonathan M., CPT  MC
A Retrospective Analysis of the Utility of a Dual Time Point - Dedicated Neck 

Imaging Protocol with Fluro-18 Deoxy Glucose Positron Emission Tomography 

(FDG-PET) in Patients with Differentiated Thyroid Cancer

Department of Surgery
Total
17

Army Audiology & Speech Center
Sub-Total:
3

7/1/2004
04-25008EX
Newman, Lisa A., PhD  DAC
Factors which predict swallowing deficits in pentrating head injuries

7/30/2004
04-25016
Cord, Mary T., MA  DAC
Evaluation of an Asymmetric Microphone Fitting for Unsuccessful Users of 

Directional Microphone Hearing Aids

8/30/2004
04-25018
Grant, Kenneth W., PhD  DAC
Frequency band-importance functions for auditory and auditory-visual speech 

recognition in listeners with normal hearing and with hearing loss

Critical Care Medicine Service
Sub-Total:
1

8/19/2004
04-30006
Ling, Geoffrey, LTC  MC
A Non-Invasive Intravascular Volume Status Monitor for Combat Injury:  A Clinical 

Feasibility Study

General Surgery Service
Sub-Total:
1

7/6/2004
04-20017
Peoples, George, LTC  MC
Phase Ib Trial of HER2/neu Peptide (GP2) Vaccine in Breast Cancer Patients

Neurosurgery Service
Sub-Total:
2

8/5/2004
04-22007EX
Ecklund, James, LTC  MC
Tele-Neurosurgical Consultation to the Medical Treatment Facilities at Ireland Army

 Community Hospital, Fort Knox, KY, and WOMACK Army Medical Center, Fort 

Bragg, NC

9/10/2004
04-22008EX
Neal, Christopher, LT  MC
Neurosurgical Injuries From Iraq Seen at Walter Reed Army Medical Center and 

National Navy Medical Center

Ophthalmology Service
Sub-Total:
4

8/12/2004
04-23001EX
Bower, Kraig, S., COL  MC
Low-contrast visual acuity and small letter contrast sensitivity in adult patients 

with refractive error: a retrospective review

8/12/2004
04-23002EX
Bower, Kraig, S., COL  MC
Higher order optical aberrations in adult patients with refractive error: a 

retrospective review.

8/25/2004
04-23010
Brooks, Dain, CPT  MC
Visual Prognosis In Non-Penetrating Blast Injuries to the Cornea

8/2/2004
04-2335-99f
Bower, Kraig, S., COL  MC
A Prospective Evaluation of Contrast Sensitivity and Disability Glare in Refractive 

Surgery, a sub-study of:  Initial Evaluation of Excimer Laser Keratorefractive Surgery

 in U.S. Army Personnel WU# (2335-99)

Organ Transplant Service
Sub-Total:
1

7/22/2004
04-26001
Swanson, John S. III, LTC  MC
Exploring Patient-Provider Trust Among Individuals with End-Stage Renal Disease

Urology Service
Sub-Total:
5

8/19/2004
04-28010EX
Rosner, Inger Lerra, MAJ  MC
Retrospective analysis of Prostascint results in patients with prostate cancer.
Date Approved
WUNO
PI
Title 

8/4/2004
04-28031
McLeod, David G., COL  MC
Prospective, Observational Registry of the Management of Men With Prostate 

Cancer and A Rising PSA Following Definitive Surgical or Radiological Treatment 

of the Primary Tumor: PCA Registry COMPARE (Comprehensive, Observational, 

Multi-Center Prostate Adenocarcinoma Registry)

7/14/2004
04-28033
Schenkman, Noah S., COL  MC
Bone Metastases National Estimation of Clinical Assessment and Resource 

Evaluation Among Prostate Cancer Patients (BONE CARE)

7/8/2004
04-28034
Schenkman, Noah S., COL  MC
Prospective, Observational Registry and Patient Survey of the Management of Men 

With Symptomatic Benign Prostatic Hyperplasia (BPH):  BPH Registry and Patient 

Survey

8/4/2004
04-2857-98q
McLeod, David G., COL  MC
A Multi-Institutional Study of Post-Prostatectomy Radiation Therapy Using a 

Recurative Partitioning Analysis

Deployment Health Clinical Center
Total
2

Sub-Total:
1

7/1/2004
04-89010EX
Engel, Charles C., LTC  MC
Usability and Psychometric Properties of a Deployment Health Provider Behavior 

and Attitude Questionnaire

Sub-Total:
1

8/2/2004
04-89010
Engel, Charles C., LTC  MC
Psychometric and Clinical Properties of the Primary Care PTSD Screener (PPS), a 

PTSD Screener for Primary Care Use

Ireland Army Hospital
Total
1

Sub-Total:
1

8/19/2004
04-81002EX
Shuping, Eric, LTC  MC
Characterization of risk factors and causes of falls among active duty Army soldiers, 

1994 to 2002.

Outside
Total
2

Sub-Total:
1

8/10/2004
04-80006EX
Goss, Donald, CPT  SP
Validation of a Running Shoe Clinic Concept

Sub-Total:
1

6/29/2004
04-75021EX
Custer, Michael, COL  AN
Patient Safety:  Reducing Risks for Surgical Populations

US Army Dental Activity
Total
2

Sub-Total:
2

7/30/2004
04-82001
Bowers, Jane Adele,   DAC
Population Health Trial for Smokeless Tobacco Cessation Among Military 

6/25/2004
04-82002
Cole, Renee E., MAJ  MS
Intuitive Eating Non-Dieting Approach to Weight Management:  Pilot Program for 

Fort Drum DoD Beneficiary Employees
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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 core 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 core course certification is valid for three years.  WRAMC principal investigators may renew their certificate by completing the CITI-CE course (where CE denotes continuing education). 





�





Research Alert List Reminder








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





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





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





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


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

















�














Attention DCI Employees! 


 Don’t Forget Your 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.  The following DCI personnel have birthdays in the months of October, November, and December:





Jewelle Ottley (02 October)


Eleanor Bicknell (07 October)


SFC Lance Thomas (30 October)





Angela Drago (11 November)


Wilfred Shelton (19 November)


Tamra Rich (21 November)


Audrey Franklin (23 November)


Komanduri Pardhasarathy (30 November)





Yvonne Lukes (31 December)





�











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 October:  NIH OBA Workshop on Effective Biosafety Commitees.  NIH OBA will be presenting at a workshop on “Effective Biosafety Committees:  Expectations and Examples”.  Among other topics, the workshop will address the fundamental responsibilities of Institutional Biosafety Committees (IBCs) under the NIH Guidelines for Research Involving Recombinant DNA Molecules.    


Venue:  	Crowne Plaza Riverwalk


City:		San Antonio


State:		Texas


Country:	USA


 � HYPERLINK "http://www4.od.nih.gov/oba" ��OBA Home Page�


   


12-13 November: “Partnerships in Human Subject Protections” A National Human Subjects Protection Conference.  The conference will address Federal Updates, Alternative Medicine Research, Balancing Security Concerns While Protecting Human Subjects: Post 9/11, Capacity to Consent-State Laws, Specimen and Data in Research-Do you know where your repositories are? 


Venue:  	University of Medicine and Dentistry of New Jersey


City:  		Newark


State:  		New Jersey


Country:	USA


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


   


2-3 December: 7th Collaborative Research with Human Participants in Latin America.  This conference is designed to provide an opportunity to share information and experiences on the practical and ethical aspects of conducting research with human participants in Latin America as well as to interact with other U.S. and Latin American colleagues. 


Venue:  	Bethesda Regency Hyatt, One Bethesda Metro Center


City:  		Bethesda


State:  		Maryland


Country:	USA


� HYPERLINK "http://www.hjf.org/events/index.html" ��http://www.hjf.org/events/index.html�














Research Course Requirement for Proxy PIs





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





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





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





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





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








�





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





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





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





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





Level II:  Statistical Methods for Comparing Differences between Two Groups





Level III:  Nonparametric Statistics in Health Care Research





Level IV:  Multiple Linear Regression and Multiple Logistic Regression





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





The course will meet on 4 consecutive Thursday afternoons (14, 21, 28 October and 4 November) from 1330-1530.  The courses are held in the DCI Computer Room (Bldg 6, Room 4075).





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





�





	IRB Calendar 





The following institutional Review Board (IRB) meeting will be held in the months of October, November, & December:





CLINICAL INVESTIGATION COMMITTEE (CIC):


05 October	19 October 	02 November 16 November	07 December	





HUMAN USE COMMITTEE (HUC)


12 October	26 October	09 November


23 November	14 December


	  








All meetings will begin at 1300, except HUC meetings which start at 1230.  Meetings will be held in the DCI conference room, Building 6 (Borden Pavillion), 4th floor.


























�
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Informed Consent of a Minor Child





Every patient has the constitutional right, based upon the rights of privacy and self-determination, to decide what medical treatment he or she will receive.  This is also true regarding minor children who have received a head injury.  The only difference is the mechanism by which their constitutional rights are exercised.  





We begin with the assumption that a child’s parents are his or her natural guardians with authority to consent to medical treatment.  Problems arise when the parents are divorced, and medical facilities are unaware of which parent has the legal authority to give permission regarding medical treatment.  The issue of joint custody complicates the issue for health care providers as well.  Typically, the parent legal, not physical, custody is empowered to give consent.





Another problem health care facilities encounter is when a medical emergency, such as a rise in intracranial pressure, arises in a minor child with a head injury, and no parent can be found to consent to the treatment.  Without consent, a health care provider risks liability for treating without authorization, i.e. battery.  Based upon this scenario, the legal doctrine of “implied consent” controls the situation.   This doctrine states that an individual implicitly gives consent to emergency treatment that would save his or her life or limb.  In fact, some states even require that emergency treatment be given by a physician without consent, and provide legal protection for such emergency treatment rendered in good faith.  





Informed consent for minor children with head injuries becomes problematic when the minor child turns 18 years old while a patient at a treatment facility.  At that age, he or she is considered an adult and, for purposes of medical treatment, is presumed competent to give consent.  Nonetheless, in situations in which a young head-injured patient over 18 years of age is incapable by reason his or her mental disability to provide consent, a guardian should be appointed.  The parents of the head-injured child are not automatically the legally authorized representatives.  Under these circumstances, the parents must go to court where it will be determined 1) whether the young head-injured patient is incompetent and 2) whether the parents are appropriate as the guardians.  Only then will they be given specific legal authority to consent to the proposed medical treatment. 





Reference:  Kenneth I. Kolpan, Attorney-at-Law � HYPERLINK "http://articles.corporate.findlaw.com/" ��http://articles.corporate.findlaw.com/�   











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








Sensitivity and Specificity





Some measures frequently calculated for 2x2 tables are sensitivity and specificity. These measures are of particular interest when you are determining the efficacy of screening tests for various disease outcomes. Sensitivity is the true proportion of positive results that a test elicits when performed on subjects known to have the disease; specificity is the true proportion of negative results that a test elicits when performed on subjects known to be disease free.





Often, a standard screening method is used to determine whether disease is present and compared to a new test method. The table given below contains the results of a study investigating a new screening device for a skin disease. The distributions for positive and negative results for the test method are assumed to result from simple random samples from the corresponding populations of persons with the disease present and those with disease absent.





                       


Status�
Test+                     Test-�
Total�
�
Disease Present


Disease Absent  �
   a                           b


   c                           d     �
n� EMBED Equation.3  ���


n� EMBED Equation.3  ����
�
  Total                               m� EMBED Equation.3  ���                       m� EMBED Equation.3  ���      





Sensitivity = a/n� EMBED Equation.3  ���, specificity = d/n� EMBED Equation.3  ���, positive predictive value = a/m� EMBED Equation.3  ���, negative predictive value = d/m� EMBED Equation.3  ���. 





                                           Skin Disease Screening Test Results


 Status�
Test +                Test -�
Total�
�
Disease Present 


Disease Absent�
   52                        8 


   20                    100   �
  60


120�
�
                           Total                            72                     108  


         


For these data, sensitivity = 52/60 = 0.867 and specificity = 100/120 = 0.833.





False negative = 8 and false positive = 20.





Positive predictive value = 52/72 = 0.722 and negative predictive value = 100/108=0.926.





Quite often, one may know the underlying percentage (prevalence) of those with and without the disease in a population of interest, for example, AIDS/HIV. You may want to estimate the proportion of subjects with the disease among those who have a positive test and the proportion of subjects without the disease among those who have a negative test.


This portion of the article addresses how the test should perform in general population.    
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Green Fluorescent Protein





Green fluorescent protein (GFP) is a fluorescent molecule isolated from the jellyfish, Aequorea victoria.   In the jellyfish there is a second luminescent protein aequorin, which is activated by calcium (Ca2+) and transfers energy to GFP. The activated GFP releases that energy as light at 508 nm, which we see as green light.  The isolated GFP can be activated in vitro with a UV light source and the green glow is easily visualized.  The DNA molecule that codes for the GFP protein has been isolated and cloned into a variety of vectors for different research purposes. � HYPERLINK "http://faculty.washington.edu/cemills/Aequorea.html" ��http://faculty.washington.edu/cemills/Aequorea.html�


In the Molecular Biology Course offered here at WRAMC by the Research Operations Section of DCI, GFP is used in one of the laboratory units to demonstrate purification and characterization of proteins.  The GFP used for these experiments has been recombined with a plasmid that replicates in E. coli bacteria.  The expression of the GFP is under the control of AraC and the GFP protein is made only in the presence of arabinose added to the culture medium.  The purification of the protein can easily be followed with hand-held black lights (long wavelength UV) as the protein fluoresces with a bright green color.


� HYPERLINK "http://www.ascb.org/teachers/green.html" ��http://www.ascb.org/teachers/green.html�


Scientifically, GFP has been used as a reporter molecule in multiple applications.  The cloned sequence for the GFP can be linked to the sequence for other proteins and chimeric proteins produced.  GFP maintains its fluorescence in other cell types and it does not seem to be toxic when expressed in different species.  Control of expression in particular cell types can be monitored when GFP is linked to the regulatory control elements.  The movement of proteins within and among cells, called protein trafficking, is visualized by utilizing GFP tagged receptors (Kallal and Benovic, Trends Pharmacol. Sci. 2000 May; 21(5): 175-80).  The GFP has been introduced into the germ line of mice, creating transgenic mice expressing GFP in certain stages of T cells (Weninger, et al., Immunol Rev. 202 Aug; 186:221-33).  Research Operations recently obtained an Olympus( laser scanning confocal microscope system in which the light source that illuminates the field, and the emitted light from the field both are focused on a very small area.  Three-dimensional images are obtained by scanning the field in the x, y, and z direction.  This instrument allows studies on living cells in which fluorescent-tagged proteins move among cellular compartments.  (An article on the confocal scanning microscope is planned for a later issue of Inquiring Minds).


� HYPERLINK "http://www.yale.edu/rosenbaum/gfp_gateway.html" ��http://www.yale.edu/rosenbaum/gfp_gateway.html�


For information on the Molecular Biology Course contact Maged Abdel-Rahim (202-356-1243); for information on the confocal microscope system contact Dr. Yaling Zhou (202-356-1227) or Ms. Yvonne Lukes (202-356-1230); for information on GFP contact D. Nicholson (202-356-1228). All of us are available via Outlook.
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Consumable Supply Funding  





The Department of Clinical Investigation operates on Program 8 (one-year) funding, and these funds expire on 30 September each year. The Budget Office issues a WRAMC-wide requirement, usually in mid-summer, that outlines cut-off dates for making purchases, and de-activation of credit cards for the remainder of the fiscal year.   





DCI implements fiscal year constraints and cut off dates across the board for internal operations and for protocols funded by DCI. As we have stated over the years, 


protocols approved for intramural funding must utilize these funds during the year of approval or funds will be lost at 30 September.  





In the event of extenuating circumstances that prevented the PI from using approved funds, the PI may submit an addendum to Clinical Investigation Committee requesting reinstatement of funds for the new fiscal year. Funds approved for travel are honored and are carried over up to one year after the protocol is closed.  Addendum information is available on the DCI website at addendum.doc  





Federal Grants and CRDA Requirements. 


 


DCI continues to experience a steady increase in the submission of Cooperate Research and Development Agreements (CRaDAs) for extramurally funded protocols. Many of these protocols are now being supported by federal grants that are managed by an intermediary foundation (e.g. Jackson Foundation). The Clinical Investigation Regulatory Office (CIRO), the oversight agency for clinical research done in the Army, determined earlier this year that Federal funds that have been transferred to a non-federal intermediary to support a clinical investigation program study requires a CRaDA.  When federal funds are received and managed by a non-federal intermediary organization, they become privatized, and consequently, require a CRaDA to allow funding and/or resources to be brought into a federal facility.  Conversely, 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.  





CIRO serves as our Federal Laboratory for the CRaDA agreement process and is the approval authority for all CRaDAs. Resources listed in a CRaDA are to be used for the direct support of the research study. All CRaDAs are assessed a 5% DCI administrative fee.


For more information please contact Daisy Word (782-7859) or Roscoe Brunson (782-7810)








                                                                                                                   


                                                                                             


					





Publication Clearance pertaining to presentations and multiple submissions 


of the same document  





1.  Request for publication clearance of a presentation is not required.





2.  Request for publication clearance for a particular publication i.e. paper, abstract, case report must be cleared but only once.





For example, LTC Angela Snuffy submits a publication clearance for an abstract to be presented at a Conference in Philadelphia 25 December 2004.  Further, she intends to present the same abstract at another conference in Chicago on 26 December 2004.  Based on this scenario, LTC Snuffy should submit the abstract for publication clearance only once.








SRB denotes Social & Behavioral Research.
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