
DEPARTMENT OF THE ARMY 
ARM1.950119.007~ - HEADQUARTERS MADIGAN ARMY MEDICAL CENTER 

TACOMA, WASHINGTON S W ) - Y ) ( a  

HSHJ-CI 30 April 1993 

SUBJECT: Minutes of the Human Use Committee, 2 Apr 93 

1. The meeting convened at 1300 hours, 2 Apr 93 

2 .  a. Members present: 

COL Dan C. Moore, MC 
LTC Michelle T. Renaud, AN 
MAJ Daniel M. Parker, CH 
CPT Curtis S. Hansen, KS 
Sandra Green, DAC 
Christopher D. Hober, DAC 
Reuben Walize 
Nancy Whitten, DAC 

b. Members absent: 

DCCS 
JAG Officer 
Representative, Dept Radiology 

Acting Chairman 
Representative, Dept Nursing 
Representative, Dept M&P Care 
Representative, Pharmacy Service 
Representative, Social Work Svc 
Chief, Public Affairs Office 
Alternate, Non-institute member 
Recorder, non-voting member 

c. Non-members present: 

None 

3. The minutes of the previous meeting were unavailable for review. 

4. Terminated Protocol: A Double-Blind, Placebo Controlled, 
Parallel Group, Multicenter Studv of the Use of Weeklv Azithromvcin 
as Prophvlaxis Aqainst the Development of Mycobacterium Avium 
Complex Disease in HIV-Infected People bv COL Ronald H. Cooper, MC 
(See Enclosure 1) 

5. Adverse Events Reports: 

a. Dolasetron Mesvlate Protocol MCPR 0031: A Double Blind, 
Randomized, Parallel Studv of the Antiemetic Effectiveness of IV 
Dolasetron Mesvlate vs IV Zofran in Patients Receivinq Cisplatin 
ChemotheraDv by COL Howard Davidson, MC (See Enclosure 2 )  

b. Evaluation of the Efficacy and Safetv of Glimepiride Versus 
Glvburide in Subiects with Noninsulin-Dependent Diabetes Mellitus 
bv COL David L. Bunner, MC (See Enclosure 3). The consent form 
was revised according to this report. 
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- 6. The following protocols, revised as stipulated by the HUC at 
previous meetings, were reviewed and given final approval: 

a. Swan Ganz Catheters' Sepsis: Prospective Randomized Study 
of Replacement of Swan Ganz Catheters by CPT Kurt WA Grathwohl, MC 

b. Children's Hospital EMLA Efficacy Research (CHEER) Trial by 
CPT Gertrude F. Neill, AN 

c. Single Dose Cefixime Therapy for the Treatment of 
uncomplicated Urinary Tract Infections in Female Children and 
Adolescents by LTC Christopher B. White, MC 

d. SWOG 9215: Quality of Life on Breast Cancer Adjuvant Trial 
(SWOG 8931) by MAJ Timothy P. Rearden, MC 

7. Expedited Review Committee: During the period 8 Mar - 2 Apr 1993, 
the following protocols were approved: 

a. Comparison of Family Practice In-Training Exam Scores (ITE) 
Between Residents Who Have Done a General Medical Officer Tour of 
Duty After a Family Practice Internship and Residents Who have Done 
A continuous Three Year Family Practice Residency by LTC David D. 
Ellis, MC 

b. The Effect of Internship on Empathy by CDR William R. 
Kiser, MC l_l 

c. The Prevalence of Sexual Concerns in a Population of Women 
Who Have Sought Routine Gynecological Care, and What Barriers Exist 
for the Discussion of Sexual Concerns With Physicians/Health Care 
Providers by M A J  Margaret R. Nusbaum, MC 

CPT Teresa M. Vanderlinde, MC 
d. The Management of Minimal Abdominal Trauma In Pregnancy by 

e. Incidence of Patent Ductus Arteriosus in Premature Infants 
Receiving Exogenous Surfactant Therapy by Susan Webb, B.S.N., DAC 

8. New Protocols: 

a. Serum Levels of Tum or Necrosis Factor in PostoDerative 
Patients bv CPT Robert A. Averv. MC 

Issues discussed were: 

(1) Dr. Moore stated that he thought most people would not have 
heard of the tumor necrosis factor and that the name itself might 
make patients think that they have cancer or the investigators are 
looking for tumors. 
this is a hormone and its name does not mean that the patient has 
cancer. _I 

He requested that the subjects be told that 
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(2) the benefit statement. The members stated that even though 
-Y the subject will not receive any direct benefit, they felt that 

the patients would like to at least feel that there was some 
benefit associated with the study. A sentence should be added 
that states winformation collected from this study may help 
physicians learn why some patients have better outcomes after 
surgery than others." 

risk study since the only change from regular treatment is taking 
the blood samples. 

(3) the risk. The committee felt that this would be a minimal 

RISK STATUS: Minimal 

DECISION: APPROVE 7; DISAPPROVE: 0 

STIPULATIONS: (a) define Igtumor necrosis factor" as stated by Dr. Moore 
(b) add the suggested statement regarding benefit 
(c) add the total amount of blood drawn 

b. A R andomized. Double-Blind. Cross-Over, Placebo-Control1 ed 
Clinical Trial of D-alpha-Tocophervl Acetate (Vitamin E) a s Add- On 
Theraw f or ED ileDsv in Adults bv LTC William L. Clayton. M C 

Issues discussed were: - 
(1) Mr. Hober inquired how it would be determined if the patient 

has a malabsorption syndrome. Dr. Moore stated that this is usually 
known by a history of frequent stooling or diarrhea and is usually 
found in the medical history of the patient. 

(2) Ms Green inquired if the patient will be continued on the 
vitamin E if he/she shows improvement while on the vitamin E. 
CPT Hansen stated that at the present time it is not on the hospital 
formulary. However, it would be useful information since the patients 
would be able to buy the vitamin E in the commissary or at any drug 
store. 
then perhaps the vitamin E would be added to the formulary. 

He added that if the vitamin E does show significant results, 

(3) pregnancy. The consent form states that a patient may not 
be pregnant but the protocol does not list pregnancy as an exclusion. 
This should be listed as an exclusion with a bHCG added to determine 
pregnancy status. 

(4) CPT Hansen reported that he still had been unable to obtain 
the placebo so the study would have to be approved with the 
stipulation that it would be implemented if the placebo could be 
obtained at an affordable cost. 

RISK STATUS: Other than minimal 
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MEDICAL MONITOR: 

3 E  April 1993 
of the Human Use Committee, 2 Apr 93 

LTC Joseph P. McCarty, MC 

DECISION: APPROVE 6; DISAPPROVE: 0; ABSTAIN: (1) CPT Hansen (AI) 

STIPULATIONS: Add pregnancy as an exclusion and add a bHCG to 
evaluations before entry and the consent form. 

c. PostarthroscoDv Analsesia Followins Intra-articular 
Morphine and BuDivacaine bv CPT Steven M. Crenshaw, MC 

Issues discussed were: 

(1) the alternative treatment paragraph. Dr. Moore stated 
that he thought that the actual standard treatment should be stated 
since this may be confusing to the patient; i.e., add "which is 
bupivacaine alonev1. 

( 2 )  the benefit; Mr. Hober stated that "possiblyt1 should be 
added before "greater pain relief" since some of these people will 
be getting saline as a placebo. 

RISK STATUS: Other than minimal 

MEDICAL, MONITOR: COL Richard Camp, M.D., MC 

DECISION: APPROVE 7; DISAPPROVE: 0 

STIPULATIONS: revise consent form as stated by Dr. Moore and Mr. Hober 

d. Allo-Drimins of Mivacurium Neuromuscular Blockade With 
Steroidal Nondepolarizers bv MAJ William A. Hushes, MC 

Issues discussed were: 

(1) the benefits paragraph; the term heightened monitoring 
should be stated as a sentence such as "the monitor is more 
technologically advanced than the usual monitort1; add llalthough 
effective" after "usual monitor" in the benefit section. 

( 2 )  the priming dose. Ms Whitten stated that as a lay person 
with very limited knowledge of the anesthesia process she thought a 
more detailed explanation of the priming dose should be given. 
Even though the consent form states "the initial priming muscle 
relaxant drug" this means nothing to a lay person who doesn't know 
that priming doses are given or why they are given. 

( 3 )  the benefits; there is a potential benefit since the 
it may make the mivacurium act quicker and therefore the patient 
would be under anesthesia less time. 
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RISK STATUS: Other than minimal 

MEDICAL MONITOR: LTC Michael J. Sborov, M.D., MC 

DECISION: APPROVE 7 ;  DISAPPROVE: 0 

STIPULATIONS: On the consent form: 

Change the benefit section as stated in paragraph (1) 
Add a sentence stating that there may be a benefit if 
the patient receives a combination that is more 
effective than the other combinations 
Explain priming dose and why it is given 
Explain randomization and define groups 
Move the second paragraph regarding the muscle relaxant 
monitor to the benefits paragraph 
Move the third paragraph regarding risks to the Risks 
paragraph 
add the investigator's name and phone number to the 
question paragraph 

e. A Randomized Trial of Low Dose AsDirin in Presnancies with 
Unemlained Elevations of Maternal Serum AlDha-Fetoprotein bv MAJ 
Glenn R. Markenson, MC 

Issues discussed were: 

(1) the blood samples. The protocol states five samples and 
the consent form states three. 

(2) alternative treatment; state the usual care rather than 
j u s t  saying they will receive the "usual care" 

RISK STATUS: Other than minimal 

MEDICAL MONITOR: COL John A .  Read, M . D . ,  MC 

DECISION: APPROVE 

STIPULATIONS : (a) 

(ii) 
(iii) 

7; DISAPPROVE: 0 

determine the correct number of blood samples 
and make corrections as necessary. 
on the consent form: 

state why blood samples are being taken, when 
taken, and amount of blood 
add purpose of study 
correct alternative paragraph as stated 
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S'U'GZECT: Enutes of the Human Use Cornittee, 2 Apr 93 - 

f .  ComDarison of A Hiah Resoluzion ComDuted TomocrraDhy 
Techniaue and FiberODtic Bronchoscow i n the Evaluation cf 
HemODtYSiS bv CPT Lisa L. Zacher. MC 

The issues discussed were: 

(1) the high resolution CT (HRCT) scan: Dr. Moore stated that 
these patients come in, usually having coughed up blood, and the 
usual work-up involves chest x-ray, a bronchoscopy, and a CT scan. 
The HRCT is a different fo,m of CT where the computer is enhanced 
and does more of the imaging so the sl-ices are thicker and fewer 
and the patient actually receives less radiation exposure. Also, 
what the investigators will be looking for will be in the upper or 
the lower lobes so the whole lung does not have to be exposed. In 
this manner they want to see if they can pick up lesions that they 
can not detect with the bronchoscopy. 

( 2 )  Dr. Moore stated that the standard CT scan might possibly be 
better at detecting abnormalities in some instances than the HRCT so 
the word frsomell should be added before ftabnormalitiesfl in the potential 
benefits section of the consent form. 

( 3 )  change the word llcompletelt to "comprehensive" in the 
potential benefits section since complete implies that if patients 
don't enter the study they will get an incomplete work-up. 

( 4 )  the side effects of the bronchoscopy such as not being 
able to eat or drink for one hour postprocedure. Dr. Moore 
stated that the patients will have to sign a separate consent for 
the bronchoscopy and this is listed as a side effect on that form. 

RISK STATUS : Other than minimal 

MEDICAL MONITOR: LTC W. Hal Cragun, M.D., MC 

DECISION: APPROVE 7; DISAPPROVE: 0 

STIPULATIONS: Revise the consent form as stated by Dr. Moore in 
( 2 )  and ( 3 ) .  

a. GOG 127B: Evaluation of Isotretinoin and Alpha Interferon 
in Advanced or Recurrent Sauamous Cell Carcinoma of the Cervix bv 
LTC Mark E. Potter, MC 

Issues discussed: neither of these drugs is investigational 

RISK STATUS: Other than minimal 

MEDICAL MONITOR: COL John A .  Read, M.D., MC 

STIPULATIONS: (1) change consent 'form to second person 
( 2 )  correct typos and format errors 
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h. GOG 138: A Phase I1 Trial of Cisplatin and CvcloDhosDhamide 
in the Treatment of Extraovarian Peritoneal Serous Papillary 
Carcinoma bv LTC Mark E. Potter, MC 

Issues discussed: 

(1) pregnancy as an exclusion. These patients will have had a 
total hysterectomy and bilateral salpingo-oophorectomy prior to 
beginning chemotherapy (page 2 ,  paragraph 3.12 and Appendix VI, 
paragraph 5 ) .  

(2) the second look operation. The consent form states that 
patients should not enter the protocol if they do not wish to have 
second look surgery. The second look operation will probably be 
done regardless of how the patient is treated. The investigators 
probably prefer that the patient does not enter the study if she 
knows to start with that she does not want to go to second look 
surgery because this is time and resources spent on a patient who 
will have to be dropped from the study if she does not have surgery. 

RISK STATUS: Other than minimal 

MEDICAL MONITOR: 

STIPULATIONS : (a) 
(b) 

COL John A. Read, M.D., MC 

change consent form to second person 
add to the consent form that the patients will be 
entered in the study after having as much of the 
tumor as possible removed by surgery 
change the word llunlikelyll to Ilmay notv1 
in the benefits section of the consent form 
under Aim and Method change Ilpatients will be 
analyzed and compared" to "the results of patients' 
treatments will be analyzed and comparedI1 
correct typos and format errors 

i. GOG 139: A Randomized Study of Doxorubicin Plus CisDlatin 
versus Circadian-Timed Doxorubicin Plus Cisplatin in Patients with 
Primary Stases I11 and IV, Recurrent Endometrial Adenocarcinoma by 
LTC Mark E. Potter, MC 

Issues discussed were: the purpose of the second sentence in the 
second paragraph under safeguards "any reluctance I might have to 
continue in the study must also be reported. If this is a way to 
let the patient know that she has the opportunity to withdraw 
at any time, it has already been stated in the first paragraph of 
part B. Ms Whitten is to check with Dr. Potter to determine why he 
put that sentence in. Suggest changing the word to 'lshould@l. 

RISK STATUS: Other than minimal 

MEDICAL MONITOR: COL John A .  Read, M.D., MC 
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DECISION: APPROVE 7; DISAPPROVE: 0 

STIPULATIONS: (1) change consent form to second person 
( 2 )  use "doxorubicin" throughout the consent f o m  

( 3 )  correct typos and formatting errors 
rather than adriamycin to avoid confusing the patient. 

i. SWOG 9122: Evaluation of 5-Fluorouracil bv Intermittent 
Infusion in Combination WiZh AlDha-Interferon for Patients with 
Advanced Renal Cell Carcinoma by MAJ Timothv P. Rearden, MC 

Issues discussed were: the weekly lab test. These would probably 
be done whether o r  not on the protocol. 

RISK STATUS: Other than minimal 

MEDICAL MONITOR: COL Robert E. Jones, M . D . ,  MC 

STIPULATIONS: (1) delete first sentence under risk in the consent form 
as it has been stated above 

( 2 )  correct typos and formatting errors 

k. SWOG 9148: A Phase I1 Studv of CisDlatin Preceded bv a 12-Hour 
Continuous Infusion of Concurrent Hvdroxvurea and Cytosine Arabinosidr 
(ARA-C) for Patients with Untreated, Extensive Staae Small Cell and 
Non-small Cell Luna Carcinoma bv MAJ Timothv P. Rearden, MC -I 

Issues discussed were: 

(1) the rationale for giving the drugs concomitantly; there 
have been some studies done that showed a maximal effect when the 
drugs were given in combination. A l s o ,  it is a logical conclusion 
that if they are given together there is less time for the tumor 
cells to develop resistance to the drugs. 

(2) the upper age limit for the patients since most of our 
patients are supposed to go to VA or on Medicaid at 65. Dr. Moore 
stated that even though this is supposed to be standard hospital 
policy, the physician still has the discretion of whether the 
patient is a teaching case or not so that will determine whether 
the patient is treated here. 

( 3 )  pregnancy as an exclusion; since IV hydroxyurea is 
investigational, pregnant patients may not be entered and 
a beta HCG will be required rather than a urine test. 

( 4 )  the GCSF; add that it is being given to stimulate the white 
blood cells so the patient will know why it is being given 

RISK STATUS: Other than minimal 
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"- MEDICAL MOIU'ITOR: COL Robert E. Jones, M.D., MC 

STIPULATIONS: On the consent form: 

(a) add that IV hydroxyurea is investigational 
(b) change pregnancy test to bHCG 
(c) state why GCSF is being given 
(d) define gout (i.e., joint pain due to uric acid in the 

(e) correct typos and format errors 
joint) 

k. SWOG 9216: P. Randomized Phase I11 Studv of CODE Plus Thoracic 
Irradiation Versus Alternatina and EP for Extensive Staae Small 
Cell Luna Cancer bv MAJ Timothv P. Rearden. MC 

Issues discussed were: the last sentence under benefits "this 
treatment may even be harmful." There was a discussion if this 
should not be under benefits. This statement was originally added 
at this point in the consent form because members of the IRB wanted 
to make certain that the patient did not think that a cure was 
being promised since some of these patients are desperate and could 
read the benefits section as promising a cure. Also, many of the 
patients do not read the consent form thoroughly and this statement 
up front that there is a considerable risk to entering the protocol. 
Therefore, the decision was to let the sentence stand. 

R I S K  STATUS: Other than minimal 
1 _ .  

MEDICAL MONITOR: COL Robert E. Jones, M.D., MC 

STIPULATIONS: On the consent form: 

(1) add a statement in the purpose section telling why 
this combination is being tried 

(2) correct typos and format-errors 

1. SWOG 9244 IMSKCC-92-106, NCI-T92-0130): A Randomized Studv 
of Cisplatin (CDDP) & Etoposide versus Carboplatin (CBDCA) + 
Etoposide in the Treatment of Good Risk Patients With Advanced Germ 
Cell Tumors bv MAJ Timothv P. Rearden, MC 

Issues discussed were: (1) the sentence in the purpose section that 
states that the combination of carboplatin plus etoposide is as 
effective as cisplatin plus etoposide. This is misleading and the 
purpose of the study is not accurately explained. The Purpose 
Section should be copied from the sample SWOG consent form so 
that the purpose is adequately explained; i.e., the four week 
regimen was as effective, but there was a higher risk of relapse 
and this was felt to be due to the four weeks between treatments, 
and this study is being done to compare the effectiveness and 
toxicity on a three week schedule. 
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( 2 )  the statement that "tumor markers will be drawn". This shoulcr- 
be changed to read tha: the blood samples will be drawn to monitor 
the patients' progress. 

RISK STATUS: Other than minimal 

MEDICAL MONITOR : 

STIPULATIONS : (a) 

COL Robert E. Jones , M.D. , MC 

In the title on the protocol cover sheet and the 
consent form insert the word '(and" between the 
words 84Cisplatin1t and "Etoposide" 
On the consent forx;: 
substitute the Purpose section from the SWOG consent 
for the one in the MAMC consent form 
add risks of carboplatin 
change first sentence to page 3 to read "during 
your treatment, you will have blood tests drawn 
weekly to monitor your response to treatmentt1 
correct typos and format errors 

m. SWOG 9245: Central LvmDhoma ReDositorv Tissue Procurement 
Protocol for Relapse or Recurrent Disease bv MAJ Mark E. Robson, MC 

RISK STATUS: Other than minimal 

MEDICAL MONITOR: COL Robert E. Jones, M.D., MC - 

STIPULATIONS: (1) In the consent form add the standard statement regardi 
waiving rights to tissue samples 

( 2 )  correct typos and format errors 

10. The meeting adjourned at 1440 hours. 

J 

b- c- 
DAN C. MOORE, M.D. 
Acting Chairman 

APPROVE /- 

LESLIE M. BUR&R, M.D. Date 
Brigadier General, MC 
Commanding 
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