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DATE 

WILLIAM BEAUMONT ARMY MEDICAL CENTER 
El Paso, Texas 79920-5001 

Application for Clinical Investigation Project 

1. PROJECT TITLE: The Effect of Meal Consumption Before 
Radionuclide Ventriculography 

2. PRINCIPAL INVESTIGATOR: MAJ Elmer J. Pacheco,MD 
Fellow, Nuclear Medicine Service 
Department of Medicine 
ETS - Indefinite 

ASSOCIATE INVESTIGATOR(S): LTC Albert Moreno,MD 
C, Nuclear Medicine Service 
Department of Medicine 
ETS - Indefinite 
COL Gottlieb TurnbU1,MD 
Staff, Nuclear Medicine Service 
Department of Medicine 
ETS - Indefinite 
H A J  Alan Carpenter,DO 
Fellow, Nuclear Medicine Service 
Department of Medicine 
ETS - Indefinite 
Mary Brodbeck, CNMT 
General Physical Scientist 
Nuclear Medicine Service 
Department of Medicine 

SFC Dave Hokanson, CNMT 
NCOIC, Nuclear Medicine Service 
Department of Medicine 

3 .  LOCATION OF STUDY: Nuclear Medicine Service 
Department of Internal Medicine 
William Beaumont Army Medical Center 
El Paso, TX 

4 .  TIME REQUIRED TO COMPLETE: 6 Months (7/93 to 1/94) 

5. INTRODUCTION: 

a, Synopsis: A post-prandial increase in mesenteric 
artery blood flow and Cardiac Output (C0)has been demonstrated in 
animals. The determination of the Left Ventricular Ejection 
Fraction (LVEF) using Multigated Acquisition Scintigraphy (MUGA) 



has been used as a tool to assess ventricular function and CO 
augmentation of LVEF after a meal and was demonstrated in a 
limited patient population with moderate LV dysfunction. However, 
the post-prandial changes in LVEF in a normal adult patient 
population have not been studied. 
to validate or disprove this previous study using a statistically 
significant number of normal, healthy individuals. 

The purpose of this study is 

b. Military (or Medical) Relevancy: To establish the need 
f o r  fasting before performing a MUGA. To improve the accuracy in 
interpreting MUGA's in either soldiers and/or civilians who are 
being evaluated for myocarditis, as well as in soldiers being 
screened in over-40 physical exams. 

c. Objectives: To determine the effect of a standardized 
meal on the resting LVEF in patients with a normal LVEF. 

d. Study design: A retrospective and prospective study in 
which patients with a known normal LVEF derived through a MUGA 
performed at our institution and during a fasting state, will be 
asked to undergo a repeat study 45 min after the ingestion of a 
standardized meal totalling 700 cal, consisting of 50% 
carbohydrates, 30% fat, and 20% protein. This meal will consist 
of 4 oz orange juice, 8 02 2% milk, 2 pieces of toast, 2 boiled 
eggs, 2 slices of bacon, 1 cup of coffee with sugar and non-dairy 
cream, and 1 banana. 

Patients will be administered a standard dose of 2 mg 
of unlabeled Pyrophosphate intravenously (I.V.), and 20  min 
afterwards will be given a standard dose of 30 mCi (+ 10%) of 
99mTc-Pertechnetate I.V. Ten (10) minutes post-injection of 
wmTc04, gated cardiac images will be performed in a left anterior 
oblique (LAO) , anterior (ANT) , and left lateral (LLAT) 
projections with a Siemens LEM Mobile gamma camera equipped with 
a general purpose collimator, interfaced with a AMR-Accusync6L 
(AMR - Milford, CT) hooked to a Pegasys minicomputer (ADAC, 
Milpitas, CA). Twenty-five (25 )  frames per R-R interval will be 
obtained; 90% of the R-R interval will be imaged with an 
allowable change of 20% in the heart rate: 1 beat after a PVC 
will be rejected: total acquisition time will be 600 seconds on a 
64 x 16 matrix using a 1.25 zoom. 

Heart rate and supine brachial arterial blood pressure 
will be recorded. Stored data will be processed by an automated 
computer system software using varying regions of interest 
(ROI's) for LVEF determinations. Statistical analysis of variance 
with repeated measures will be performed. 

e. Type of subject population observed: Patients 16 years 
of age and older and of either sex will be included. 
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f. Status/Background: The effect of a standardized meal on 
LVEF was determined by equilibrium radionuclide angiography in 16 
patients with stable congestive heart failure but without 
pulmonary or valvular heart disease in a study performed by Brown 
et a1 (see below reference in section 4). Using that small 
patient population of individuals with heart disease, it was 
concluded that significant increases in LVEF may occur after 
meals in patients with moderate but not severe LV dysfunction. It 
was also concluded that equilibrium radionuclide angiography 
studies that are not standardized for patients' mealtimes may 
introduce an important unmeasured variable that will affect the 
validity of data in serial studies of LV dysfunction. 

Since the publication of that study, no one has 
subsequently validated these conclusions, specifically using a 
significant number of normal/healthy individuals. This study, 
using a statistically significant number of healthy individuals, 
will attempt to confirm or deny the results of the previous 
study. 

g. Bibliography: 

1. Brown JM, White CJ, et al. Increased Left 
Ventricular Ejection Fracture After a Meal: Potential Source of 
Error in Performance of Radionuclide Angiography. Am J Card, Vol 
51, Jun 8 3 ,  1709-1711 

6. PLAN: 

a. Number of subjects: One hundred 

b. Age Range: 16 years and older 

c. Sex: Male and female 

d. Inclusion criteria: Normal/healthy volunteers 

e. Diagnostic criteria for entry: Evaluation of LVEF 

f. Evaluations before entry: History and Physical Exam, 
and Chest X-Ray (if one not done within one year of entering the 
study). 

g. Exclusion criteria: Organic and Ischemic Heart 
Disease, or any systemic disease involving the heart. Pregnancy. 

h. Source of subjects: Referral base for WBAMC, and 
volunteer active duty soldiers. 

i. Subject identification: Name and SSN 
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j. Analysis of risks and benefits to subjects and risks to 
those conducting research: 

substances described above may cause some slight and transient 
discomfort due to skin puncture, but the substances are non- 
irritant. There is the chance for minimal bleeding from the 
puncture site and a small clot formation from it. Several adverse 
reactions due to the use of technetium Tc99m pyrophosphate have 
been reported. These have included flushing, low blood pressure, 
fever, chills, nausea, vomiting and dizziness, as well as 
allergic reactions such as itching and various skin rashes. The 
total body absorbed radiation dose incurred in the administration 
of each dose of Tc99m is approximately 0.45 rads (less than the 
radiation exposure of a chest-x-ray). The subject will not be 
exposed to any radiation from the camera since the imaging 
involves acquiring the radiation counts from the adminstered 
dose. 

Risks to subjects: The intravenous injection of the 

Benefits to the subjects: As a result of the study, the 
subject will know his/her Left Ventricular Ejection Fraction (the 
percentage of blood being pumped by the left chamber of the heart 
per heart beat). 

There are no risks to those conducting research other 
than exposure to radioactive isotopes and only in a minimal way. 
Benefits include increased expertise in the performance and 
interpretation of the procedures involved in performing a MUGA. 

k. Precautions to be taken to minimize or eliminate risks 
to subjects and those conducting the research: Guidelines 
established by the Nuclear Regulatory Commission (NRC) will be 
followed in order to minimize any undue radiation exposure to 
both study subjects and those conducting research. 

1. Corrective action necessary if adverse 
reaction/incident occurs: Guidelines established by the NRC will 
be adhered to in documenting adverse reactions/incidents. 

m. Special medical care or equipment needed for subjects 
admitted to the project: None 

7. EVALUATIONS MADE DURING AND FOLLOWING THE PROJECT: 

a. Specimens to be collected: None 

b. Clinical assessments: Physical examination and Chest 
X-Ray (if one not done within 1 yr of entering the study). 
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c. Vital signs: Heart rate and brachial arterial blood 
pressure. 

d. Follow up procedures: None 

e. Disposition of data: Data will be maintained by the 
principal investigator. 

f. Methods used for data collection: Computer acquired 
and stored scintigraphic data. 

8 .  DEPARTURE FROM PROTOCOL FOR INDIVIDUAL PATIENTS: 

a. When allowed: None 

b. Who will be notified: Chairman, IRB (C, DCI). 

9. INCIDENTS : 

a. Definition: 

(i) Dose misadministration: The administration of a 
radiopharmaceutical other than that intended; administration by a 
route other than that intended by the prescribing physician; a 
diagnostic dose differing from the intended dose such that the 
dosage is five fold different from the intended dosage; a 
diagnostic dose misadministered such that a patient is likely to 
receive an organ dose of 2 REM or higher, or a whole body dose of 
500 mR or greater. 

b. Immediate reporting - The Chief, Department of Clinical 
Investigation (or the DCCS) will be notified immediately by 
telephone, with follow-up notification in writing (within 2 4  
hours) of the circumstances surrounding the incident. Routine 
reporting - The Chief, Department of Clinical Investigation will 
be notified in writing within 24 hours of the circumstances 
surrounding the incident. 

10. MODIFICATION OF PROTOCOL: Request for modification of the 
protocol, to include termination or extension, will be made in 
writing to the Chief, Department of Clinical Investigation. 

11. USE OF INFORMATION AND PUBLICATIONS ARISING FROM THE STUDY: 
To publish in medical or scientifical journal. 

12. FUNDING IMPLICATIONS: 

(a) Food: $ 2.95 X 100 patients: $ 295.00 

(b) Radiopharmaceuticals: $15.00 X 100 patients: $1,500.00 
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(c) Travel expenses f o r  study presentation: $1,500.00 

(d) Total: $3,295.00 

13. HUMAN USE COMMITTEE: The WBAMC Human Use Committee will 
provide initial and continuing review. 

6 



14. DATE PREPARED: 20 May 9 3  

15. SIGNATURES: 

, 
Elmer J. Padhe 
Fellow, 'Nikleb 
Dept of Medgphe 
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Albert Moreno, MD; LTC, MC 
C, Nuclear Medicine 
Dept of Medicine 

Gottlieb Turnball, MIYf COL, MC 
Staff, Nuclear Medicine 
Dept of Medicine 

I I- 

Fellow, Nuclear' Medicine 
Dept of Medicine 

Nuck& Medicine 
Dept of Medicine 

'\ Date 

Date 

NCOIC, Nuclear Medicine 
Dept of Medicine 
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VOLUNTEER AGREEMENT AFFiDAWT 

TVaYU Llmer J. Pacheco, 31c 

PAAT & (2) - ASSENT VOLUNTEER AFFIDAVIT (MINOR CHllD) 



PARTICIPATION INFORMATION: You have been invited to participate in a clinical 
investigational/research study conducted at William Beaumont Army Medical Center. 
It is very important that you read and understand the following general principles that 
apply to all participants in our studies, whether normal or patient volunteers: (a) Your 
participation is entirely voluntary; (b) You may withdraw from participation in this study 
or any part of the study at any time; refusal to participate will involve no penalty or loss 
of benefits to which you are otherwise entitled; (c) After you read the explanation, 
please feel free to ask any questions that will allow you to clearly understand the 
nature of the study. 

PURPOSE: To determine whether it is necessary to fast or not to determine the 
percentage of blood being pumped by your heart through a Nuclear Medicine study 
called Multigated Acquisition Radionuclide Ventriculography (from here on called 
MUGA). This study has not been performed beforehand and it has not been 
determined whether or not a fasting state is needed. 

~ ~ a = ~ s i  

REVERSE OF OA FORM 5303-~, MAY a9 



VOLUNTEER AGREEMENT AFFIDAVIT (DA 5303-R, P a r t  B, Continued) 
STUDY T1TLE:The Effect of Meal .Consumption Before Radionuclide 
Ventriculography 

DURATION OF STUDY: Start 7/93 Complete 1 /94 

EXPECTED DURATION OF SUBJECT'S PARTICIPATION: The subject will be required 
to visit the Nuclear Medicine Clinic on three occasions. During the first visit he/she will 
be assessed so that study eligibility criteria are met; physical exam and chest x-ray will 
be performed (chest x-ray will only be taken if not performed within one year within 
entry into the study). On the second visit the subject will undergo a MUGA after having 
eaten a standardized breakfast of approximately 700 calories consisting of the 
following: 4 oz orange juice, 8 oz 2%milk, 2 slices of toast, 2 slices of bacon, 2 boiled 
eggs, 1 banana, 1 cup of coffee with sugar and non-dairy creamer. On the third visit 
the patient will undergo a MUGA while in the fasting state. Altogether the time required 
per subject will be 1-2 hrs per visit. 

PROCEDURES TO BE FOLLOWED: During the first subject visit to the Nuclear 
Medicine clinic, he/she will be interviewed by one the investigators and a physical 
exam and chest x-ray will be done (chest x-ray will only be taken if one has not been 
done within one year into entry into the study). The subject should not have any heart 
disease or other medical illness which might foreseeably affect the heart. If the subject 
meets the entry criteria, he/she will be given an appointment to undergo a MUGA 45 
minutes after having eaten a stantardized breakfast as described above. The MUGA 
consist of injecting intravenously 2 milligrams of a non-radiactive substance called 
Pyrophosphate and 20 minutes afterwards injecting intravenously 30 milligrams of a 
radioactive substance called 99mTc-Pertechnetate. Both of these substances are non- 
experimental and are routinely used in this procedure. Twenty (20) minutes later, 
images of the heart, using different subject positions, will be obtained for 
approximately 30 minutes, concluding the second visit to the Clinic. A third 
appointment will be given to perform the same procedure (MUGA) but during a fasting 
state. 

REASONABLY FORESEEABLE RISKS OR DISCOMFORTS: There will not be any 
blood drawing during the study, only intravenous injection of the substances described 
above. This may cause some slight and transient discomfort due to skin puncture but 
the substances are non-irritant. There is the chance for minimal bleeding from the 

Volunteer/s Signature Date 

Witness/ Signature Date 
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VOLUNTEER AGREEMENT AFFIDAVIT (DA 5303-R, Part B, Continued) 
STUDY T1TLE:The Effect of Meal Consumption Before Radionuclide 
Ventriculography 

puncture site and a small clot formation from it. Several adverse reactions due to the 
use of technetium Tc99m pyrophosphate have been reported. These have included 
flushing, low blood pressure, fever, chills, nausea, vomiting and dizziness, as well as 
allergic reactions such as itching and various skin rashes. The total body absorbed 
radiation dose incurred in the administration of each dose of Tc99m is approximately 
0.45 rads (less than the radiation exposure of a chest-x-ray). The subject will not be 
exposed to any radiation from the camera since the imaging involves acquiring the 
radiation counts from the adminstered dose. 

BENEFITS TO THE SUBJECT OR TO OTHERS: Other than calculating the subject's 
Left Ventricular Ejection Fraction (the percentage of blood being pumped by the left 
chamber of the heart per heart beat) there will be no other benefit to the subject. As a 
result of the study, it will be possible to determine whether future patients will need to 
fast in order to have this procedure done. 

ALTERNATIVE PROCEDURES OR COURSES OF TREATMENT: Not applicable. 

APPROXIMATE NUMBER OF SUBJECTS INVOLVED IN THE STUDY: One hundred 

ASSURANCE OF CONFIDENTIALITY: During the course of your treatment as a 
patient at William Beaumont Army Medical Center, you have been provided a copy of 
the Privacy Act Statement (DD Form 2005) which has made you aware of the 
safeguards available because of the privacy Act of 1974. You have been given the 
opportunity to review the DD Form 2005, ask questions, and retain a personal copy. 
Information gained because of your participation in this study may be publicized in the 
medical literature, discussed as an educational model, and used generally in the 
furtherance of medical science. Information gained from this study may be used as 
part of a scientific publication in medical or professional journals, but you will in no 
way be personally identified. Complete confidentiality cannot be promised, particularly 
to subjects who are military personnel, because information bearing on your health 
may be required to be reported to appropriate medical or command authorities, If an 

Volunteer's Signature Date 

Witness' Signature Date 
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VOLUNTEER AGREEMENT AFFIDAVIT (DA 5303-R, Part B, Continued) 
STUDY T1TLE:The Effect of Meal Consumption Before Radionuclide 
Ventriculography 

investigational drug or medical device is involved, the records may be reviewed by 
personnel of Food and Drug Administration and other regulatory agencies. 

SIGNIFICANT NEW FINDINGS: Any significant new findings developed during the 
course of this study will be available to you upon request. 

DOMICILIARY STATEMENT: The extent of medical care provided, should it become 
necessary, is limited and will be within the scope authorized for DOD health care 
beneficiaries. Necessary medical care does not include domiciliary care. 

FOR FURTHER INFORMATION, please contact the principal physician, 
Dr. Elmer J. Pacheco, Dept of Medicine, Nuclear Medicine Service, WBAMC, (569- 
2656/2657). 

IF THERE IS ANY PORTION OF THIS EXPLANATION THAT YOU DO NOT 
UNDERSTAND, ASK THE PHYSICIAN BEFORE SIGNING. 

YOU WILL BE PROVIDED A COPY OF THIS VOLUNTEER AGREEMENT AFFIDAVIT. 

Volunteer's Signature Date 

Witness' Signature Date 
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VOLUNTEER AGREEMENT AFFIDAVIT (DA 5303-R, Part B, Continued) 
STUDY T1TLE:The Effect of Meal Consumption Before Radionuclide 
Ventriculography 

Informed Consent for Female Research Volunteers When Absence of Preqnancv 
is Reauired Durina the Course of a Clinical lnvestiaation Proiect 

I understand that during the course of this study, absence of pregnancy is 

required. I understand that the (medication/procedure) involved in this study may be 

a (minimal/moderate/significant) risk to me or the fetus if pregnant. 

I do not believe that I am pregnant, and 1 agree to prevent pregnancy during 

the course of this study. If there is a possibility of pregnancy (a late period and/or 

sexual activity without birth control), I agree to request testing and evaluation to 

diagnose pregnancy before participating in this study. I understand that this request, 

testing and evaluation will be handled with guarantees of privacy and confidentiality, 

and the results will be made available only to me and/or my doctor. If pregnant, I 

agree to withdraw from this study and seek medical attention. 

~ 

Volunteer’s Signature Date 

Witness’ Signature 
5 

Date 
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William Beaumont Army Medical Center, El Paso, TX 79920; (915)  569-2280 
^-m--*-I.rYkC.Y 

M M I  STUDY TITLE: The Effect of Meal Consumption Before Radionuclide Ventriculo- 
graphy; principal investigator MAJ Elmer Pacheco, M.D. 

PARTICIPATION INFORMATION: You have been invited to participate in a clinical 
investigational/research study conducted at William Beaumont Army Medical Center. 
It is very important that you read and understand the following general principles that 
apply to all participants in our studies, whether normal or patient volunteers: (a) Your 
participation is entirely voluntary; (b) You may withdraw from participation in this study 
or any part of the study at any time; refusal to participate will involve no penalty or loss 
of benefits to which you are otherwise entitled; (c) After you read the explanation, 
please feel free to ask any questions that will allow you to clearly understand the 
nature of the study. 

PURPOSE: To determine whether it is necessary to fast or not to determine the 
percentage of blood being pumped by your heart through a Nuclear Medicine study 
called Multigated Acquisition Radionuclide Ventriculography (from here on called 
MUGA). This study has not been performed beforehand and it has not been 
determined whether or not a fasting state is needed. 



VOLUNTEER AGREEMENT AFFIDAVIT (DA 5303-R, Part B, Continued) 
STUDY T1TLE:The Effect of Meal Consumption Before Radionuclide 
ventriculography 

DURATION OF STUDY: Start 7/93 Complete 1/94 

EXPECTED DURATION OF SUBJECT'S PARTICIPATION: The subject will be 
required to visit the Nuclear Medicine Clinic on three occasions. During the first visit 
he/she will be assessed so that study eligibility criteria are met; physical exam and 
chest x-ray will be performed (chest x-ray will only be taken if not performed within 
one year within entry into the study). On the second visit the subject will undergo a 
MUGA after having eaten a standardized breakfast of approximately 700 calories 
consisting of the following: 4 oz orange juice, 8 oz 2% milk, 2 slices of toast, 2 slices 
of bacon, 2 boiled eggs, 1 banana, and 1 cup of coffee or tea with sugar and non- 
dairy creamer. The standardized meal is used to ensure that all study subjects 
consume the same amount of calories and the same distribution of proteins, 
carbohydrates and fats. On the third visit the patient will undergo a MUGA while in 
the fasting state. Altogether the time required per subject will be 1-2 hrs per visit. 

PROCEDURES TO BE FOLLOWED: During the first subject visit to the Nuclear 
Medicine clinic, he/she will be interviewed by one of the investigators and a physical 
exam and chest x-ray will be done (chest x-ray will only be taken if one has not been 
done within one year into entry into the study). The subject should not have any heart 
disease or other medical illness which might foreseeably affect the heart. If the subject 
meets the entry criteria, he/she will be given an appointment to undergo a MUGA 45 
minutes after having eaten a stantardized breakfast as described above. The MUGA 
consist of injecting intravenously 2 milligrams of a non-radiactive substance called 
Pyrophosphate and 20 minutes afterwards injecting intravenously 30 milligrams of a 
radioactive substance called 99mTc-Pertechnetate. Both of these substances are non- 
experimental and are routinely used in this procedure. Twenty (20) minutes later, 
images of the heart, using different subject positions, will be obtained for 
approximately 30 minutes, concluding the second visit to the Clinic. A third 
appointment will be given to perform the same procedure (MUGA) but during a fasting 
state. 

REASONABLY FORESEEABLE RISKS OR DISCOMFORTS: There will not be any 
blood drawing during the study, only intravenous injection of the substances described 

Volunteerls Signature Date 

Witness' Signature Date 
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VOLUNTEER AGREEMENT AFFIDAVIT (DA 5303-R, Part B, Continued) 
STUDY T1TLE:The Effect of Meal Consumption Before Radionuclide 
Ventriculography 

puncture site and a small clot formation from it. Several adverse reactions due to the 
use of technetium Tc99m pyrophosphate have been reported. These have included 
flushing, low blood pressure, fever, chills, nausea, vomiting and dizziness, as well as 
allergic reactions such as itching and various skin rashes. The total body absorbed 
radiation dose incurred in the administration of each dose of Tc99m is approximately 
0.45 rads (less than the radiation exposure of a chest-x-ray). The subject will not be 
exposed to any radiation from the camera since the imaging involves acquiring the 
radiation counts from the adminstered dose. 

BENEFITS TO THE SUBJECT OR TO OTHERS: Other than calculating the subject’s 
Left Ventricular Ejection Fraction (the percentage of blood being pumped by the left 
chamber of the heart per heart beat) there will be no other benefit to the subject. As a 
result of the study, it will be possible to determine whether future patients will need to 
fast in order to have this procedure done. 

ALTERNATIVE PROCEDURES OR COURSES OF TREATMENT: Not applicable. 

APPROXIMATE NUMBER OF SUBJECTS INVOLVED IN THE STUDY: One hundred 

ASSURANCE OF CONFIDENTIALITY: During the course of your treatment as a 
patient at William Beaumont Army Medical Center, you have been provided a copy of 
the Privacy Act Statement (DD Form 2005) which has made you aware of the 
safeguards available because of the privacy Act of 1974. You have been given the 
opportunity to review the DD Form 2005, ask questions, and retain a personal copy. 
Information gained because of your participation in this study may be publicized in the 
medical literature, discussed as an educational model, and used generally in the 
furtherance of medical science. Information gained from this study may be used as 
part of a scientific publication in medical or professional journals, but you will in no 
way be personally identified. Complete confidentiality cannot be promised, particularly 
to subjects who are military personnel, because information bearing on your health 
may be required to be reported to appropriate medical or command authorities. If an 

Volunteer‘s Signature Date 

Witness’ Signature Date 
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VOLUNTEER AGREEMENT AFFIDAVIT (DA 5303-R, Part B, Continued) 
STUDY T1TLE:The Effect of Meal Consumption Before Radionuclide 
Ventriculography 

investigational drug or medical device is involved, the records may be reviewed by 
personnel of Food and Drug Administration and other regulatory agencies. 

SIGNIFICANT NEW FINDINGS: Any significant new findings developed during the 
course of this study will be available to you upon request. 

DOMICILIARY STATEMENT: The extent of medical care provided, should it become 
necessary, is limited and will be within the scope authorized for DOD health care 
beneficiaries. Necessary medical care does not include domiciliary care (home or 
nursing home care). 

FOR FURTHER INFORMATION, please contact the principal physician, 
Dr. Elmer J. Pacheco, Dept of Medicine, Nuclear Medicine Service, WBAMC, (569- 
2656/2657). 

IF THERE IS ANY PORTION OF THIS EXPLANATION THAT YOU DO NOT 
UNDERSTAND, ASK THE PHYSICIAN BEFORE SIGNING. 

YOU WILL BE PROVIDED A COPY OF THIS VOLUNTEER AGREEMENT 
AFFIDAVIT. 

Volunteer's Signature Date 

Witness' Signature Date 
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VOLUNTEER AGREEMENT AFFIDAVIT (DA 5303-R, Part B, Continued) 
STUDY TITL,E:The Effect of Meal Consumption Before Radionuclide 
Ventriculography 

Informed Consent for Female Research Volunteers When Absence of Preanancy - 

is Rewired During the Course of a Clinical Investigation Proiect 

I understand that during the course of this study, absence of pregnancy is 

required. I understand that the (medication/procedure) involved in this study may be 

a (minimal/moderate/significant) risk to me or the fetus if pregnant. 

I do not believe that I am pregnant, and I agree to prevent pregnancy during 

the course of this study. If there is a possibility of pregnancy (a late period and/or 

sexual activity without birth control), I agree to request testing and evaluation to 

diagnose pregnancy before participating in this study. I understand that this request, 

testing and evaluation will be handled with guarantees of privacy and confidentiality, 

and the results will be made available only to me and/or my doctor. If pregnant, I 

agree to withdraw from this study and seek medical attention. 

Volunteer’s signature Date 

Witness’ Signature 
5 
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I E L  : 

HSHM-DCI (40-3 8s) 17 June 1993 

MEMORANDUM FOR MAJ Pacheco, Dept o f  Medicine 

SUBJECT: Notice of IRB Approval 

1. Your proposal for a clinical study, The Effect of Meal Consumption Before Radionuelide 
Ventriculography, was reviewed at a combined meeting of the Clinical Znvestigatioflumarr 
Use Committees (which serve as the WBAMC Institutional Review Board [IlU]). The 
meeting was held on 15 June 1993; your study was approved and the approval was confirmed 
by the Hospital Commander. 

2. The Work Unit Number for your protocol is WBAMC #93/36, and rnust be on all 
correspondence pertaining to the study (upper right hand corner). 

3. Risk levels are noted pursuant to HSC Reg 40-23. Your study has been judged to have 
the following risk category: (X )MINIMAL RISK; ( )MORE THAN IMIMMAL RISK; 
( )NO RISK ASSIGNED due to autopsy material; periodic review will be conducted 
annually. 

4. Original copies of signed Volunteer Agreement Afidavit (DA 5303-R) consent forms are 
the responsibility of the principal investigator. The principal investigatcbr will maintain the 
originals until completiodtenination of the protocol when the original signed DA 5303-Rs 
will be turned into the DCI Protocol Coordinator for f i h g  with the original record copy of 
the pr,atocol, A copy of the signed informed consent Will be provided to each subject 
enrolled and a copy should be also be included in the health record. 

3. A 1987 review by the FDA brought to light a problem with volunteer agreements. M a n y  
manufacturer's volunteer agreements are not appropriate for active duty, retired or dependent 
beneficiaries, nor can they become part of the medical records by reguliition. The volunteer 
agreement to be used in this institution Will be entered on DA Form 531034 May 88, and 
must be signed by the research subject and the investigator or his designee. 

6. You should inform the Chief, Department of Clinical Investigation to bring tu the 

subject to review by the Chief, Department of Clinical Investi8ation or his designee at any 
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kXl4-DCI  (40-38a) 
SUBJECT: Notice of IRB Approval 

17 June 1993 

time. Should you have questions, contact the C. Dept Clinical Investigation (569-223~2213). 
Sign below and return one copy. Keep the second for your records. 

MANUE 
COL. MC 

Ends 
I .  Copy of IRB Minutes .. 

2. Copy o f  Protocol Chief. Department of Clinical Investigation 

By my signature 
protocol. 

accept full responsibility for this 

_1_L 

research 
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FY 94 SEbII-ANNUAL REVIEW 
APRIL 1991 

DEPARTMENT 0 F CLWICAL W I T S ~ A T I O N  

WAMC #88/38, Cornpan 'son ofP-es to Pro IomKd Exer& 
UP Army Field Tra ining in Sickle Ce1LTn.h and Ca ntrols @&& Vd) M . onitor: Mdq 
-, COL [delle M. Weisman, pMcipal investigator. 

Progress: A total of 16 patients have been enrolled. No new patients were enrolled during 
review period. 

WBAMC #89/68, In Vivo Sickliw in Sickle Ce- : ft&of&g& 
w a n d  Red Ce I! S a ~ $ ~ / F i x a t i o n  Time 0 4 0  nitor; L . J a m e  s Wa!bg&@, COL ldellc 
M. Weisman, principal investigator. 

I .  

Progress: No new patients were enrolled during this review period. 

. .  WBAMC #93/34, f vanctd h d i w r a  ituw on dm a e m w o w u  
, COL Idelle M. Wei:mm, pridpd -nitor: LTC T r ~ p  r, Dept of Ppd ratncd 

investigator. 
. .  

Progress: Amendment submitted to delete Ariel Linden and Dr. Ro~er Belbcl as asmiate 
investigators, to include females, and to change Certain aspects of exercise tests. 

torn& xercise Ab- In MD WBAMC #93/44, brly  C w l r n o n a  E 0 .  I 

okers @fed , COL Melle M. Weisman, i c a m n  itor; LTC Trcm-IatncQ . .  
principal investigator. 

Progress: No new patients were enrolled during this review period, 

1 
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WAhtC #93/57, Eff&.tXTJlQENJ3 'nE-wWerformaw~@~ums d 
Chronic Pulmonary Disease (M &J Monitqr. LTC T r w  r. Den t of Ped iatrics). COL Idelle 
M. Weisman, principal investigator 

Pro~$feSS: Seven patients were enrolled during this review period. There are no adverse evenis to 
report. 

Progress: 
conducted pilot studies thus far. 

No new enrollments. Investigators arc working on methodology and have 

WBAMC d9.1109, Land mark fnvestlPation of Fe I b m e  in ED~~COSV (yonit=: COI. pr ."tar 
1 ,  

Cwtez, m, MAJ Cornelius C. Maher, principal investigator. 

Progress: 
medicine with fewer seizures and/or side effects. These patients continue on the medication. 

e f k t s  (mild anorexia, paresthesia dong both forearms) and has gone back to her prior 
therapeutic regimen with resolution of the paresthesia. 

Four subjects have srrccesshUy completed the study and havc: benefited tiom the 

One patient withdrew from the protocol after several weeks because of uncomfortable side 1 

A sixth patient i s  just beginning the protocol. 

n-vo nseto Uan 
tomat 
W A M C  #93/16, Q.rdiQpuIm0~ 

' *  ic Valvula r A- S t e w  and Pat ienwwith Aortic ,-- V 

Q3L Weismarl), MAJ Timothy W. Martin, principal investi8ator. 

Progress: No response was received Fiom investigator 

ive F.fficg~z1/ of 5 -a 
rf fa-28 in P v  R 4- 

'a1 to -he Relat 1 .  \mAMc #92/57, F s a P . c 4 5 m  Tn . .  +or wi thoun t e r f c r a  
Colon w o n  itor LT-C So isw, W Michael E. Nash, principal investigator. 

Progress: No patients are enrolled to date; protocol is ongoing, 

2 
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%.'BMfC d93/36, The E f k t  of Meal Consu wn BefQre Rad ionuclidc 
Ventricutocraphj C S l e d i c W f .  LT C Alaeo. Dept o f R a d i o l m ,  W Elmer J Pacheco, 
principal investigator. 

Progress: 
ANlual Meeting, 7-10 April 1994. 

fraction (LVEF) in noma! adult volunteers The purpose of the study is to validate previous 
results found in patients with stable congestive heart failure (CW) who had an incruse in the 
LVEF d e r  eathg a standardized d. Twelve patknts have so far completed out study, 
consisting of LVEF determinations during thc fasting mte, and 45 minutes after having consumed 
a 700 calorie standardid breakfast The mean fasting LVEF (FLVEF) was 62.5 * 5.3% , and 
the mean post-pranial LVEF (PPLVEF) was 67.1 * 5.3%. The mean imease in LVEF obscrvod 
in 9/12 subjects was 7.1 f 4.0%. 7his is statistically significant. Consumption of 1 meal pnot to 
performing Radionuclide Ventriculography will significantly increase the LVEF, in both normal 
volunteers and in patients with CHF 

Mer submission of this abstract, an addit iod I 3  patients were enrolled, results support 
conclusions detailed in the abstract. 

of the 25 patients tnrokd, 5 withdrew due to scheduling cofictt. 
Study has been completed 

Abstract presented to Society of Nuclear Medicine Southwest Chapter 39th 

We arc prospectively evaluating the effect of meal consumption on leA ventricular ejection 

WAMC ~ 9 3 1 5 3 ,  fhase n stu dY m c f f e  ron-Modu tat- * .  1 1  1 mf& b72, 3 
Ab) Sa 

i i 19, MAJ Elmer J 
'&g&~v h t i  C w  

f o  I r: . W C a d  iz, bet of 
Pacheco, principal investigator. 

Progress: The study has not yet begun. Investigators are awaiting notification concerning grant 
ftnding. 

ic Use of a d  ill- 
. .  WBAMC #89/67, Ptwhvlact 

M n -  PcrZ;Lttaneous Occumtj9naJ E- Hu man-&tic ien 
WonitQr: COL Cannady) , Mkl Wellington Sun, principal investigator. 

Progress: No new patients have been enrolled. Study is ongoing. 
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WMlC rf9 VOS, &live lmmunbtion of Earlv HlV .Infected Patients with Recomb im 
gp 160 f - f l t ' m t e i n  Phase 11 Studysf To xicitv ImmunotheraRv. in. vivo lmmunorerrulation - a d  
Ctinica! Eficacy fifonitoc, COI. Ca nnady), hiAJ Wellington Sun, principal investigator. 

Progress: 
to come in for protocol visits since they interfered with his work schedule. 

No new patients have been enrolled. One patient withdrew due to his reluctance 

.. I ) .  

WBAMC #93/01, - r n u n i i m  
GP I60 HIV Protdn:._Phasc Vn S-- 

lation @lomutor. ' .  MA I W m  MAI Welington Sur4 principal 
investigstor. 

Progress; 
the protocol. AI1 completed this Phase I study uith no adverse events reponed, 

Study has been completed. There were 5 patients fiom WBLWC who m U e d  in 

linded E v a l m  Dose 'I of Staw&(&J T 
Imrnu nwhoha ve F~ir are f m w  n-Patients wth HW I n f w  I 

WBAMC #93/10, A Ran&&&. El 

pf Altem -v e Antlrtltf.O_vllfaI_The r g y & k x ~ ~  i M A  I WilIiam Raszka), MA1 Wellington Sun, 
principal investigator. 

P r o p s :  
Patient developed intolerable peripheral neurbpathy and had to bc discanthued &ern tbe dwg. 
The FDA panel recently rmmmended approval of this drug; therefore, this protocol will likely be , 

terminated w o n  

One patient was enrolled by the previdus principal investigatgor (Dr. Slaqe). 

NT OF NURSFJG 
. .  WBAMC #94/1i, (ntranasal M i d a z w r  Reduct ion of P m '  lye A n x r w  

Chit- Stc vc RI& in NC) , LTC Charles B. Heuser, principal investigator. 

Progress: Six patients have been entered into the study. There are no adverse events to report. 
Estimated completion date is  September 1994. 

4 
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* U'BkbfC lt9Y5 I ,  ,4 prospect' 1 V C f W  co mpatiso-b and e x o e c u  n 
manaaernPn* 
Benson, principal investigator. 

fmt ure feta 1 lung studies (Medical monitor. I*TC SO issotQ, CPT Christopher 

Progress: 
taps," as well as some patients declining to mtcr the study. In addition, the machine that mns the 
FLM test has been broken periodically. We are continuing the study. 

Patients are being recruited slowly, secondary to a limited number of "mature 

il T h e r u t h e  Q f Hums W A M C  #92/45, Vaaina]5-Ftu-c 
m i l l o m n f e c  t i   as of the Cervix Ute ri (Monito r: MAJ Coam 'e Butr&eId), CPT Peter 
Napohno, principal investigator. 

Progress: Data cotlecrion U complete. Study is now in evaluation s t a p  

Progress: Study was tcnninated by the GOG. 

#9OJvaluation af Cisdatin. E- I ndBlaomva 'n 
Indud ion followed by VinctistineJjg&g mycin and. Cyclo~ hoshamidt WqC) CO n s o l i u a  
&b!%l!€ed QYxim Gem CelLTU mots MQRltOr. * .  h.ilBJ Mich act Nap h), LTlt Andrew SOiSWq 
principal investigator. 

WBAMC #91/67, 

Progress: No patients have k e n  enrolled to date. Protocol is still ongoing. 

WBAMC #9 1/68, CfiG #93. E v m i o n  of in?raptitm- ' ohosohate s u m * a g  
&craw fo 1 lowina.w'  IV e second-look lap arotoqy for Ea i helial Ovariaacar e i n o w  n i w  

, LTC Andrew Soisson, pr idpd investigator. 

Progress: No patients have been enrolled to date. Protocol is still oni:oing 

5 
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tt 99, A Phase 111 Ra rybrnized Siridy of Suraerv VS 
mediate Risk Endometrial Adenocarcipo_m_i! 

N'BAhfC r194 04, protocol GOG 
Suretry - -  p].us XdjunGrive Radiation Therapy in hte 
(hfooitor: h1.U Ic-tichael Nash), LTC Andrew Soisson, principal investigator. 

Progress. No patients have been enrolled to date. Protocol is still ongoing, 

WBAMC #92/30, QOG #127 who le A- I versus C i r e - T W  

(Morutcrr,MAJ Robert Sheme r], LTC Andrew S o b n ,  principal hvestigator. 
d i c i n - C i -  Chc- in Ad-- 

Progress: Ow patient has been enrolled. Protocol is stilt ongohg. 

* .  WBAMC #92/32, r i G  # 125. E d e d  Field Therapy with C o w m  itant 5-I;y 
m i o n  and C bdatin C h e m o u  r y in. U n t s  1 with --& 
-Oh N&S (P h a s  a (Mo nitot; M M  Roben Shefna  LTC Andrew Soisson, 
principal investigator. 

Progress: No patients have been enrokd to date. Protocol is stilt ongoing. 

Progress: No patients have been enrolled to date. Protocol is  still ongoing. 

n d o m i r e ~ a r i s o n  of 5-Fu tnfusion and . .  W A M C  #92/34, m #109, 
Cisplatin an M-i unct t o m  i ion Theram V f  e w s  Rad-= in Selected 

nitor: MAJ Nas h), LTC Andrew Soisson, principal investigator. Imd.NQh Diss-0 
nm Carc inom- Cerv *x Foltowina Rgdical H m o m y  r Pat icnt s 6 t h .  Stws IU. IB a 

Progress: No patients have been enrolled 10 date. Protocol is  still ongoirlg. 

6 



I L L .  

H'B&\fC d92135, WG #132. A p h m  n ized Study of Q, 1 4- 

# t  198!5) versus WQL(NSC b.125973) versus T a d  and Cisplatin in Pat ients with Sub optimal 
w e  H I  wd I V Egithelial Ova rim Ca rcinoma (Ma nitor. MAJ NasQ , LTC Andrew Soisson, 
principal investigator 

Progress: One patient has been enrolled with no complications. Protocol is still ongoing. 

# I  14. Eh;ase I I1 Rando- i m  
in and T d  vs Hq& nose IV C s w a x a  I '  -idt vs N. Q & t  . .  I 

WBAMC #92/51, GW 

m T C  4 .  Andrew Soisson, principal investigator. 

Progress. One patient has been enrolled with no complications. ProtoCOl is stit] ongoing. 

WBAMC #92/62, GOG#13&AP h a T n d o  CvcloDhosl> h w  
s a p  ill- inoma M o  nitor:. b#&$ heffler), LTC 
Andrew P. Soiwn, principal investigator. 

0 

Progress No patients have been enrotled to date Protocol is still ongcting. 

Progress- No patients have been enrolled to date. Protocol is still ongcdng. 

Progress No patients have been enrolled to date. Protocol is still ongoing. 
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WBAMC #93i45, JJQXIQnt h e n G  e 64tPIMet h o t r w  VS Up +front 4 t ernat ins 
Clhemotberapy for Acute L-vmphobt&c Leu keniia in C h i l d h d P O C i  . 9006 (Medual Manit 

AJ Robcn S heffler) , MAJ Kelly Faucette, principal investigator. 

Progress: One patient has been entered into the study. No adverse reaction:; have occund. 
Estimated completion date is July 1995. 

m d P m  !bdYau 
one in thcEfl;ectrutSedatron_of Ch i I w  -(Media 

W A M C  M3f49, A c o w  dsofl Study of Midazola 

AJ Rubin. Anesthesia Sva, CPT Michelle B. Krsvitz, p h i p a l  investigator. 

Progress: The study started late secondary to administrative details, but officially work began in 
January 1994. It is mostly geared for MIU, SO the Act that acceptable monitoring for IV sedation 
in MRI only arrived March 7, 1994 decreased the numbers of patients dramatically, Also, one 
patient whose mother had given consent for the study had his MRI postponed because of MRI 
malfunction (not the monitoring) 

All 10 patients enrolled have been successfully sedated and awakened without 
comp I ica t ions 

hedotally, one parent, after M n g  about the study, refused to participate because he 
wanted to make wc his won was not in the control group. He requested the versed pentobarbital 
ambination bccause his son had bec~mc very agitated with ptobarbitd done last year. His 
father stated that he did much better with the combination (ativan was given first)# Wlc he had 
some mild agitation, this was much less dramatic and more easily controlled. 

still shows no significant difference between groups, we would like to increased the versed do= 
to . I  rng/kg. If such i s  the cast, an amendment concerning dosage will be submitted. 

We would like to continue at present doses for 1-2 more months and if review of data then 
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