
VOL-ER AGREEMENT AFFIDAVIT - 
For use of this form, see AR 70-25 or AR 40-38; the proponent agency is OTSG 

PRIVACY ACT OF 1974 

Authority: 

P r i n c i p l e  Purpose: 

10 USC 3013, 44 USC 3101 and 10 USC 1071-1087 

To docunent voluntary p a r t i c i p a t i o n  i n  the C l i n i c a l  Inves t iga t ion  and Research 
Program. SSN and hane address w i l l  be used f o r  i d e n t i f i c a t i o n  and locat ing purpose. 

The SSN and home d r e s s  w i l l  be used f o r  i d e n t i f i c a t i o n  and locat ing purposes. 
Information derived from the study w i l l  be used to.,- docunent the study; 
inp lemmtat ion of  medical programs, teaching, a d j 4 i c a t i . d  o f  claims, and f o r  the 
mandatory repor t ing of medical condi t ion as required leu. Information may be 
furnished t o  Federal, State and loca l  agencies. 

Routine Uses: 

/ 

i 
Disclosure: The furn ish ing of SSN and home address i s  mand&ry and necessary t o  provide 

i d e n t i f i c a t i o n  and t o  contact you i f  fu tu re  information ind icates tha t  your heal th  
may be adversely affected. Fa i lu re  t o  p r o v i d e j h e  information may preclude your 
vo lu r ta ry  p a r t i c i p a t i o n  i n  t h i s  investigatiot$ study. 

/ 
/ 

\ \  PART A ( 1 ) -  VOLUNTEER A F F I D A V I T /  

Volunteer Subjects in Approved Department of d e Army Research Studies 
/ 

40-38 and AR 70-25 are 
authorized all necessafy medical car for injury or disease which 
is the proximate result of their 

having full capacity to consent dnd having attained my 
birthday, do hereby volunteeq to participate in GOG Protocol 127B 
mmEvaluation of Isotretinoin a,n AlDha Interferon In Advanced or 
Recurrent Scruamous Cell Car&noma of the Cervixmm under the 
direction of LTC Mark E. PotFer, M.D., U.S. Army Medical Corps, 
conducted at Ma cah,Center. 

The implicat oluntqy participation; the nature, 
duration and purpose o esearch,study; the methods and means 
by which it is to be c ted; and the, inconveniences and hazards 
that may reasonably pected haveween explained to me by 

I have been g portunity - \  to as questions concerning 
this investigatio Any such questions.. were answered to my 
full and complete on. Should any furwer questions arise 
concerning my ri y-related injury r\may contact the 
Center Judge Adv digan Army Medical Ceqer, (206) 968- 
3113. 

I understand at any time during the ;&se of this 
study revoke my ithdraw from the study withq.ut further 
penalty or loss kf benefits; however, I may be required (military 
volunteer) or requested (civilian volunteer) tu undergo certain 
examinations if, in the opinion of the attending physician, such 
examinations are necessary form my health and well-being. My 
refusal to participate will involve no penalty or loss of benefits 
to which I am otherwise entitled. 

O P  
Volunteers under the provisions 

icipation in such studies. 

I, SSN 

d c- 

Part B: Explanation of What Is To Be Performed 
IC- 



GENERAL INFORMATION: I have been asked to participate in a 
clinical research study. My participation is voluntary. Refusal 
to participate will involve no penalty or loss of benefits to which 
I am otherwise entitled. I may discontinue participation at any 
time without penalty or loss of benefits to which I am entitled. 
However, if I decide to discontinue participation, I must inform 
Dr. Potter who will discuss alternative treatment. There is no 
additional cost to me for participation in this study. 
One-to-two patients a year will be entered in this study at 
Madigan. 

This study is being carried out in over 90 hospitals throughout the 
United States under the sponsorship of the Gynecologic Oncology 
Group (GOG), an organization dedicated to clinical research in the 
field of gynecologic cancer. The GOG is funded by the Federal 
Government through the National Cancer Institute (NCI). In 
general, the research carried out by these medical centers compares 
the effectiveness of different methods of treating cancer of the 
female genital organs. In this manner, the best treatments - 
whether old or new - can be established. I understand that I've 
been diagnosed as having advanced or recurrent Squamous Cell 
Carcinoma of the Cervix, which is no longer considered curable with 
local radiation, surgery or chemotherapy. Numerous drugs have been 
investigated in this setting with responses (a shrinkage of the 
tumor) of 0-30 percent of reported. The use of alpha interferon in 
conjunction with retinoids has been investigated in other squamous 
cell lesions. Responses of 50-70 percent have been reported in 
this setting with either retinoids or alpha interferon. One study 
using isotretinoin and alpha interferon noted 73 percent of 22 
patients with shrinkage of the tumor and 27 percent having complete 
disappearance of the tumor. More recently in squamous cell 
carcinoma of the cervix, a response rate of 47 percent using 
isotretinoin and alpha interferon was reported. The later study 
was in previously untreated patients and may not be applicable in 
this setting. Approximately one patient per year will be entered 
through Madigan Army Medical Center. 

AIM and METHOD OF STUDY: The purpose of this study is to determine 
if the combination of isotretinoin and alpha interferon 
demonstrates any significant activity in patients previously 
treated for advanced or recurrent cervical cancer. The 
isotretinoin will be taken by mouth daily and interferon will be 
given by shot underneath the skin daily. This will require that I 
or my family members learn to give shots underneath the skin.At a 
minimum, this treatment will continue for four weeks. Treatment 
will continue as long as there is a shrinkage of the tumor or at 
least three months if no change in the tumor size results. After 
the tumor size has stabilized a maintenance treatment with 
isotretinoin at a reduced dose will be given. Interferon 
injections at a reduced dose and less frequently (3 times per week) 
will begin. 

Every four weeks a physical examination will be preformed and the 
tumor measured. If the tumor is detected on a chest x-ray, it will 
be repeated every four weeks. If the tumor is only measured by 
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VOLUNTEER AGREEMENT AFFIDAVIT 

ultrasound or cat scan, it will be repeated every eight weeks. 

For safety purposes in monitoring potential toxicities, a weekly 
blood test will be obtained as long as I continue on treatment. 
The amount of blood obtained will be approximately 1-2 tablespoons. 
I will continue to receive therapy unless severe irreversible side 
effects and or tumor enlargement requires discontinuation of the 
drug. 

BENEFITS: The possible benefit to me might be longer control of my 
disease and relief from my symptoms. This drug/treatment is not 
guaranteed to work nor is it considered a cure. 

RISKS AND DISCOMFORTS: Although it may not be possible for me to 
be pregnant, I understand that I can not enroll in this study if I 
become pregnant. Pregnancy must be prevented with an effective 
means of birth control while receiving this treatment. An 
effective means of birth control includes: oral contraceptives, 
intrauterine devises or other hormonal treatment. 

.-- 

Isotretinoin may cause changes in my blood values, including 
elevation of cholesterol levels, which is reversible upon - _ -  ~ 

discontinuation of the isotretinoin, and a decrease in white and 
red blood cells as well as platelets leading to increase risk of 
bleeding, infection and fatigue. 

Commonly seen side effects include: joint soreness, chest pain, 
loss of hair, skin dryness and irritation, as well as irritation of - the mouth. Effects which are seen in less than one in twenty 
patients include: peeling of the skin from the palms and soles, 
headaches, and increased susceptibility to sunburn and tiredness. 
Effect which are extremely rare and seen less than one in one 
hundred patients include: bruising, susceptibility to colds and 
flu, weight loss, changes in skin color, heart palpitation, 
tachycardia, and herpes simplex outbreaks. 

Interferon may cause me to feel like I have the flu with fevers, 
chills, headaches, muscle aches, nausea, vomiting, or diarrhea. My 
blood counts also may be depressed, leading to the same problem 
with infection, bleeding or weakness. Rarely, the interferon may 
cause changes in my nervous system, resulting in extreme 
sleepiness, confusion or seizures. My liver may not work causing 
my liver enzymes to rise. This is usually reversible after 
stopping the medication. Long term treatment may cause weight 
loss, fatigue, loss of appetite, and muscle aches. Very rarely my 
kidneys might be affected or my heart may develop an abnormal 
rhythm causing a drop in blood pressure. As with any new treatment 
potentially unforeseen side effects may occur. 

Since weekly blood tests are necessary the potential for local 
bruising or infection at the site that blood was drawn from is a 
possiblilty. 

As with any new treatment method, there is always the possibility 
b 

DA Form 5303-R Title: GOG 127B Volunteer's initials 
Page 3 of 5 



VOLUNTEER AGREEMENT AFFIDAVIT - - 
that some previously unknown side effect may occur. 

__ SAFEGUARDS: Every reasonable effort will be made to minimize the 
side effects or reactions to therapy. [(As previously mentioned- 
weekly blood tests will be obtained while I am receiving treatment. 
Additionally, if I am still menstruating, a pregnancy test will be 
obtained to be sure that I am not pregnant.)] If side effects are 
severe, my physician may discontinue my participation in this 
study, and alternative treatment will be offered. Various 
chemotherapeutic agents may be available, potentially local 
radiation may be available as well. It is also possible that I may 
not choose any treatment. 

By consenting to participate in this study, I am responsible for 
carrying out instructions and that I must relate to my doctors, 
nurses, or other study personnel any information that might be 
pertinent to the study, such as any side effects of a treatment or 
procedure. Any reluctance I might have to continue in the study 
must also be reported. Any new information that develops regarding 
the study and any treatment which might affect my willingness to 
participate will be made available to me. 

ALTERNATIVE TREATMENTS: Alternative treatments to this protocol 
may include additional chemotherapy or other experimental programs. 
I may also elect to have no further therapy and to receive 
supportive care only. These alternatives have been discussed with 
me by my doctor prior to enrollment in the study. 

CONFIDENTIALITY: The confidentiality of my medical records will be I- 

maintained in accordance with the Privacy Act. The Food and Drug 
Administration, the Department of Defense and the GOG may inspect 
the records in order to evaluate the overall quality of the 
treatment, but confidentiality will be maintained. 

MEDICAL CARE FOR INJURIES OR DISEASE: If I should require medical 
care for injuries or disease which result from participation in 
this study, the medical care to which I will be entitled is the 
same as that to which I am already entitled as a DoD health care 
beneficiary. This does not include domiciliary or nursing home 
care. 

OTHER INFORMATION: Significant findings that occur during this 
study that might affect my decision to participate in the study 
will be discussed with me. Any significant findings developed from 
this study will be available to me and may be obtained from Dr. 
Potter. My participation in this study may be terminated without 
my consent if conditions occur which make continued participation 
detrimental to my health. 

QUESTIONS? I know I am encouraged to ask questions now or at a 
later time that will help me to understand any aspects of this 
study and why it is being carried out. I may contact Dr. Potter at 
(206) 968-1730. 
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PRIVACY ACT OF 1974 

Authority: 10 UEC: 3013, U uft 3101 md 10 uft 1071-1087 

Principle Puqmee: To kul-----’ w l m t a r y  p r t i c i p t i o n  in the Cl inical  I m e s t i m t i o n  and R n u r c h  
Progrr .  SEY md h a  ddrns w i l l  be used for identification nd locating 
prp#cr- 

Routine Uses: 

D i ulosure: 

The SSU md h a e  d r e s s  w i l l  be usod for identification md Locating purposes. 
l n f o r n t i o n  & r i d  from the study w i l l  be used to docracnt the study; 
i l p l m t a t i m  of diu1 p r o g r r r ,  teaching, adjudication of c l a i r ,  wd for 
the -tory reporting of mdical  condition as r.quirod by law. I n f o m t i o n  m y  
be furnished to Federal, State md 1-1 agencies. 

The furnishing of your SSY md home ddress i s  m b t o r y  ond m e s o a r y  to 
provide identification md to contact you i f  future informtion indicates that 
your health r y  be adversely affected. Failure to provide the inforration m y  
preclude your volmtary pmrt icipt ion i n  this investigational study. 

PART A - VOLUNTEER AFFIDAVIT 
Volunteer Subjects in Approved Department of the Army Research Studies 
Volunteers under the provisions of AR 40-38 and AR 70-25 are authorized all 

necessary medical care for injury or disease which is the proximate result of 
their participation in such studies. 

I, SSN having full 
capacity to consent and having attained my birthday, do hereby 
volunteer to participate in the research p r o m  l27B: Evaluation of 
Isotrotinoin and Alpha Interferon in Advanced or Recurrent Squamous Cell 
Carcinoma of the Cervix, under the direction of LTC Mark E. Potter, M.D., 
conducted at Madigan Army Medical Center. 

The implications of my voluntary participation; the nature, duration and 
purpose of the research study; the methods and means by which it is to be 
conducted; and the inconveniences and hazards that may reasonably be expected 
have been explained to me by 

I have been given an opportunity to aek questions concerning this 
investigational study. Any such questions were answered to my full and 
complete satisfaction. Should any further questions arise concerning my 
rights on study-related injury I may contact tho Conter Judge Advocato at 
Nadigm Axmy Nodical Canter, (206) 968-3113. 

my consent and withdraw from the study without further penalty or loss of 
benefits; however, I may be required (military volunteer) or requested 
(civilian volunteer) to undergo certain examinations if, in the opinion of the 
attending physician, such examinations are necessary for my health and 
well-being. My refusal to participate will involve no penalty or loss of 
benefits to which I am otherwise entitled. 

I understand that I may at any time during the course of this study revoke 

PART B - EXPLANATION OF WHAT IS TO BE DONE 

GENERAL IrJFORMATION: You have been asked to participate in a 
clinical research study. Your participation is voluntary. Refusal 
to participate will involve no penalty or loss of benefits to 
which you are otherwise entitled. You may discontinue 
participation at any time without penalty or loss of benefits to 
which you are entitled. However, if you decide to discontinue 
participation, you must inform Dr. Potter who will discuss 
alternative treatment. There is no additional cost to you for 
participation in this study. One-to-two patients a year will be 
entered in this study at Madigan . 

- This study is being carried out in over 90 hospitals throughout 
the United States under the sponsorship of the Gynecologic 
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VOLUNTEER AGREEMENT AFFIDAVIT 

Oncology &up (GOG) , an organization dedicated to clinical 
research in the field of gynecologic cancer. The GOG is funded by 
the Federal Government through the National Cancer Institute 

centers compares the effectiveness of different methods of 
treating cancer of the female genital organs. In this manner, the 
best treatments whether old or new - can be established. 

- 

(NCI). In general, the research carried out by these medical rl 

AIX and SETHOD OF STUDY: You have been diagnosed as having 
advanced or recurrent Squamous Cell Carcinoma of the Cervix, 
which is no longer considered curable with local radiation, 
surgery, or chemotherapy. Several studies have shown that the 
combination of isotretinoin and alpha interferon have 
demonstrated beneficial activity against squamous cell carcinoma 
of the head and neck as well as skin cancer. The purpose of this 
study is to determine if the combination of isotretinoin and 
alpha interferon demonstrates any significant activity in 
patients previously treated for advanced or recurrent cervical 
cancer. The isotretinoin will be taken by mouth daily and 
interferon will be given by a shot underneath the skin once 
daily. This will require that you or your family members learn to 
give shots underneath the skin. At a minimum, this treatment 
will continue for four weeks. Treatment will continue as long as 
there is a shrinkage of the tumor or at least three months if no 
change in the tumor size results. After the tumor size has 
stabilized a maintenance treatment with isotretinoin at a reduced 
dose will be given. Interferon injections at a reduced dose and 
less frequently (3 times per week) will begin. 

I Every four weeks a physical examination will be preformed and the 
tumor measured. If the tumor is detected on a chest x-ray, it 
will be repeated every four weeks. If the tumor is measured by 
ultrasound or CAT scan, it will be repeated every eight weeks. 

For safety purposes in monitoring potential toxicities, a weekly 
blood test will be obtained as long as you continue on treatment. 
The amount of blood obtained will be approximately 1-2 
tablespoons. You will continue to receive therapy unless severe 
irreversible side effects or tumor enlargement requires 
discontinuation of the drug. 

BENEFITS: The possible benefit to you might be longer control of 
your disease and relief from your symptoms. This treatment is not 
guaranteed to work nor is it considered a cure. 

PRECAUTXONS: You can not enroll in this study if are pregnant and 
you must not become pregnant while on this treatment. If you are 
capable of having children, a blood sample will be taken 
(1 teaspoon) to run a pregnancy test to make sure that you are 
not pregnant. Pregnancy must be prevented with an effective 
means of birth control while receiving this treatment. Effective 
means of birth control include oral contraceptives, intrauterine 
devises, or hormonal treatment. 

RISKS AND DISCOMFORTS: Isotretinoin may cause changes in your 
blood values, including elevation of cholesterol levels, which is 

.J 
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VOLUNTEER AGREEMENT AFFIDAVIT 

reversible upon discontinuation of the isotretinoin, and a 
decrease in white and red blood cells as well as platelets 
leading to an increase risk of bleeding, infection and fatigue. - Commonly seen side effects include: joint soreness, chest pain, 
loss of hair, skin dryness and irritation, as well as irritation 
of the mouth. Effects which are seen in less than one in twenty 
patients include: peeling of the skin from the palms and soles, 
headaches, and increased susceptibility to sunburn and tiredness. 
Effects which are extremely rare and seen less than one in one 
hundred patients include: bruising, susceptibility to colds and 
flu, weight loss, changes in skin color, heart palpitation, 
tachycardia (an increased heart rate), and herpes simplex 
outbreaks. 

Interferon may cause you to feel like you have the flu with 
fevers, chills, headaches, muscle aches, nausea, vomiting, or 
diarrhea. Your blood counts also may be depressed, leading to 
infection, bleeding or weakness. Rarely, the interferon may cause 
changes in your nervous system, resulting in extreme sleepiness, 
confusion or seizures. Your liver may not work causing your liver 
enzymes to rise. This is usually reversible after stopping the 
medication. Long term treatment may cause weight loss, fatigue, 
loss of appetite, and muscle aches. Very rarely, your kidneys 
might be affected or your heart might develop an abnormal rhythm 
causing a drop in blood pressure. As with any new treatment, 
potentially unforeseen side effects could occur. 

Since weekly blood tests are necessary the potential for local 
bruising or infection at the site where the blood was drawn is a 
possibility. - 
As with any new treatment method, there is always the possibility 
that some previously unknown side effect may occur. 

SAFEGUARDS: Every reasonable effort will be made to minimize the 
side effects or reactions to therapy. As previously mentioned, 
weekly blood tests will be obtained while you are receiving 
treatment. If side effects are severe, your physician may 
discontinue your participation in this study and offer you 
alternative treatment. 

By consenting to participate in this study, you are responsible 
for carrying out instructions and you must relate to your 
doctors, nurses, or other study personnel any information that 
might be pertinent to the study, such as any side effects of a 
treatment or procedure. Any reluctance you might have to continue 
in the study must also be reported. Any new information that 
develops regarding the study and any treatment which might affect 
your willingness to participate will be made available to you. 

ALTERNATIVE TREATMENTS: Alternative treatments to this protocol 
may include additional chemotherapy or other experimental 
treatment programs. You may also elect to have no further 
therapy and to receive supportive care only. These alternatives 
have been discussed with you by your doctor prior to enrollment 
in the study. 

- 
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VOLUNTEER AGREEMENT AFFIDAVIT 

COIUPIDEBITIAL~Y: Records from this study will be available for 
review by m e m b e r s  of the Institutional Review Board at Madigan 
and by representatives of the Food and Drug Administration. 
Otherwise, only the physicians conducting this study will have 
access to the records from this study. Information gained from 
this study may be used as part of a scientific publication, but 
you will in no way be personally identified. 

OTHELl IBIFOZUdATIO~: Significant findings that occur during this 
study that might affect your decision to participate in the study 
will be discussed with you. The results of the research 
made available to you if you so desire and may be obtained from 
your physician. Complete results may not be known for several 
years. 

Your participation in this study may be terminated without your 
consent if conditions occur which might make your continued 
participation dangerous or detrimental to your health; or if 
military contingency requires it; or if you become ineligible for 
military care as authorized by Army regulation. 

will be 

If you should require medical care for injuries or disease which 
result from participation in this study, the medical care to 
which you will be entitled is the same as that to which you are 
already entitled as a DoD health care beneficiary. This does not 
include domiciliary or nursing home care. 

You are encouraged to ask any questions, at any time, that will 
help you to understand how this study will be performed and how 
it will affect you. You may contact Dr. Potter at (206) 968-1730. 

You will be given a copy of this consent document for your 
records. 

IF THERE IS ANY PORTION OF THIS EXPLANATION THAT YOU DO NOT 
UNDERSTAND, ASK THE INVESTIGATOR BEFORE SIGNING THIS FORM. 
I do 0 do not 0 (check one 61 initial) consent to the 
inclusion of this form in my outpatient medical treatment record. 

SIGNATURE OF VOLUNTEER 

PERMANENT ADDRESS OF 
VOLUNTEER 
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DATE 

~~~ ~ 

TYPED NAME OF WITNESS 

SIGNATURE OF WITNESS DATE SIGNED 
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