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INFORMED CONSENT FORM TO PARTICIPATE IN A CLINICAL INVESTIGATION 
AND AUTHORIZATION FOR THE USE AND DISCLOSURE OF MEDICAL 

INFORMATION 
 

(25 – 65 Years of Age) 
 
Title:  Clinical performance of cobas® HPV for use on the 

cobas® 6800/8800 Systems using cervical samples 
collected in PreservCyt® for identification of high-
grade cervical disease; and Clinical performance of 
CINtec® PLUS Cytology on the VENTANA 
BenchMark® ULTRA instrument for identification of 
high-grade cervical disease when used as a reflex 
test in high-risk HPV-positive women 

 
Study #:  cX8-HPV-435/D032425 
 
Sponsor:  Roche Molecular Systems, Inc. 
 
Study Doctor Name:  Michael L Twede MD, FACOG 
 
Research Site Address(es):  
 
Physicians' Research Options LLC - Corner Canyon Clinic 
11724 So State St ste 201/200 
Draper UT 84020 
 
Daytime Telephone Number(s): 801-576-2050 
 
24-hour Contact Number(s):  801-576-2050 
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Information in this consent form may contain words you do not understand. Specific 
words have been hyperlinked and defined for your convenience. Please ask the study 
staff to explain any words or information that you do not clearly understand. 
 
Roche Molecular Systems, Inc. is the sponsor of this study. 
 
Roche Molecular Systems and its partners are referred in this document as Roche. 
 
Roche will pay the site’s/study center’s costs of conducting this research study. 
 
Invitation To Participate 
You are being asked to participate in a research study because you are undergoing 
routine cervical cancer screening. Before you decide to be a part of this research study, 
you must understand the risks and benefits so you can make an informed decision. This 
is known as informed consent. This form gives you information about the research study. 
If you decide to participate in the study, you will be asked to sign this consent form. You 
will receive a copy of your signed consent form after you sign it.  
 
Your participation in this study is voluntary. Refusal to participate will not result in any 
penalty or loss of benefits to which you are otherwise entitled.  You may discontinue 
your participation in this study at any time without penalty or loss of benefits to which 
you are entitled.  
 
The design of this study and all procedures that will be performed have been reviewed 
by an independent review board (IRB). The IRB is a committee established for the 
purpose of protecting the rights of volunteers in a research study.  
 
What Are Human Papillomaviruses?  
Human Papillomaviruses, also called HPV, are common sexually-transmitted viruses 
that cause infection in men and women. HPV infections often go away by themselves. If 
a cervical infection with HPV does not go away, over a long period of time it can turn 
into cervical cancer. Health care professionals use the HPV test results, along with 
clinical information such as Pap cytology test results, to make decisions about a 
woman’s risk of cervical cancer.   
 
What Is The Purpose Of This Study?  
The purpose of this study is to evaluate if a new investigational laboratory test can 
detect HPV (cobas® HPV Test) when used on samples from the cervix collected in 
PreservCyt™ (a common liquid solution used for Pap tests) during your routine annual 
exam. Although the cobas® HPV Test is already approved by the United States Food 
and Drug Administration (FDA) for HPV testing, it is not approved for use on a new high 
capacity testing system and the FDA requires a new study for each new testing system. 
This test is “investigational” because it is not approved by the FDA as it is being used in 
this study. 
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The second purpose of this study is to evaluate if a new investigational cytology test 
(CINtec® PLUS Cytology) can identify differences between normal and abnormal 
cervical cells from the same samples already collected during your routine annual exam. 
This test is “investigational” because it is not approved by the FDA for any purpose and 
is still being tested in research studies. This test is different from the traditional Pap test. 
The Pap test examines a cell’s shape to look for abnormal cervical cells. This new test 
relies on the detection of two proteins that can be produced in cervical cells. When 
these two proteins are found in the same cell at the same time, this means the cervical 
cell may not be growing normally. This study will evaluate the performance of the 
investigational CINtec® PLUS Cytology test, either alone or together with HPV testing, in 
helping doctors decide whether HPV positive women should undergo colposcopy 
(examination of cervix and vagina) in the future.   
 
Who Will Participate In The Study?  
About 35,000 women from 25 to 65 years of age going for routine cervical cancer 
screening will be participating in this study nationwide.   
 
To participate in this study, you must meet all of the following eligibility criteria: 
 

1. Female who is 25 to 65 years of age and being seen for routine cervical 
cancer screening  

2. You have an intact cervix 
3. Are willing and able to undergo colposcopy, biopsy (removal of a small 

tissue sample from the cervix), and possible endocervical curettage (ECC 
- scraping of cells from the cervical canal) at your second study visit (if 
selected) and no more than 12 weeks from your first study visit 

4. Are willing and able to provide informed consent  
5. Are willing and able to participate in the 1-year follow up phase of the 

study (if required) 
6. Are not pregnant 
7. Are not currently participating in or planning to participate in another 

cervical screening study or cervical treatment or vaccine study for the 
duration of this study 

8. Have not received treatment for cervical cancer within the last year (such 
as Loop Electrosurgical Excision Procedure (LEEP - removal of abnormal 
tissue from the cervix) or cone biopsy) 

9. Have not had a hysterectomy 
 
Also, if your study doctor determines that you have a medical condition that would 
cause you to have increased bleeding, you may not be eligible. 
 
What Does It Mean To Participate? 
If you agree to be in this study, your participation may last up to approximately 1 year 
from Baseline Study Visit 1 and may include up to 4 visits total, as follows:  
 
 

Rev. 18Oct2017 Page 3 of 14 
Version 1.0 



Approved 18Oct2017 
Baseline Study Visit 1:  
During this first visit, you will undergo a brief interview, medical record review, and a 
routine pelvic exam. At this time, one cervical sample will be taken. This cervical sample 
will be sent out for routine Pap cytology testing, FDA-approved HPV testing, as well as 
investigational HPV testing by Roche. You give permission for your medical record to be 
reviewed by your doctor for information relevant to your medical history, general health 
habits, OB/GYN health and risk for developing cervical cancer. The results of the Pap 
test, the FDA-approved HPV test, and the investigational HPV test will be used to 
decide if you need to return for a second visit (about 7,500 women will qualify and be 
asked to return for the second study visit).  
 
You will be selected for the second study visit if you meet at least one of the following 
criteria:  
 

• Your Pap test result is not normal  
• Your HPV test result is positive 
• Your Pap test is normal and your HPV test result is negative, but you are 

randomly chosen (approximately less than 2% chance of being selected for the 
second study visit if you have a normal Pap test and no HPV infection) 

• Your Pap test is unsatisfactory and your HPV test result is negative (only up to 
60 women will be selected for the second study visit)   
 

If you are not in one of these groups, you will have completed your participation in this 
study and will receive your Pap test results upon completion of Baseline Study Visit 1. If 
you are selected for the second study visit, your Pap test results will be made available 
to you upon completion of Baseline Study Visit 2. The results of the investigational HPV 
tests performed in this study will not be used to treat you. Instead, the HPV test results, 
along with Pap test results, will be used to determine whether you will return for the 
second study visit, which is what would normally happen as routine follow-up for 
cervical cancer screening.    
 
Baseline Study Visit 2: 
If you are selected for a second visit, you agree to return within 12 weeks for a routine 
procedure called colposcopy. Colposcopy is the usual follow-up exam for women with 
abnormal cervical samples. Your doctor or colposcopy specialist will conduct an 
examination of the cervix and vagina. During colposcopy, you will have a cervical biopsy 
and/or ECC to see if any precancerous changes are present.  Cervical biopsies and 
ECC are normally done only when abnormal areas of the cervix are seen during the 
colposcopy procedure. For research purposes, a single cervical biopsy and/or ECC will 
be taken whether your cervix looks normal or not.  Your doctor may also take additional 
biopsy and/or ECC samples for your routine care.   
 
Before the colposcopy, a urine pregnancy test will be performed. If the pregnancy test is 
positive, you will not undergo colposcopy and your participation in this study will end. If 
the pregnancy test is negative, colposcopy will be performed and biopsies and/or ECC 
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of your cervix will be taken. A colposcopy usually takes about 15 minutes to perform, 
but the length of time for the entire study visit is approximately 30 minutes to 1 hour. 
 
Any tissue samples taken during your study visit will first be reviewed by pathologists at 
a certified commercial laboratory and these results will be available to you, your doctor 
and/or research coordinator within approximately 2 weeks. Your doctor will make 
treatment decisions based on the results of these routine laboratory tests. A second 
review of your tissue samples will be done by study pathologists for research purposes. 
These research results will be used to determine your eligibility for the Year 1 follow-up 
phase of this study. 
 
If you are selected to return for Baseline Study Visit 2, your cervical samples from 
Baseline Study Visit 1 will be tested using the investigational cytology test.  
 
You give permission for Roche to store your cervical samples and tissue samples from 
colposcopy. You also give permission for Roche to use the stored samples for future 
research to develop tests for HPV and cervical cancer to improve women’s health. Your 
samples will be identified only by a unique identification number to protect your identity. 
Related medical information about you will be used only for research purposes and will 
not be sold. Your samples will not be used for research involving human cloning 
(growing human tissue from this material).  
 
Lab results from your Pap test will be made available to your doctor’s office after you 
have returned for the second study visit and have completed the colposcopy.  
 
Any key study results that may require immediate attention (such as possible cancer) 
will be subject to the safety escalation plan and the results will be immediately released 
by the research testing lab to your study doctor to be shared with you.  
 
If you had a colposcopy done and if you are eligible for the  follow-up phase of the study, 
you will be asked to return to your doctor’s office for an annual exam in one year.  
 
Treatment Visit (if applicable):  
If the colposcopy, biopsy, and/or ECC at any baseline visits or follow-up visits have 
results that show you have an increased likelihood to develop cervical cancer, you may 
be treated by your doctor (per routine standard of care) before you exit the study. Your 
doctor may recommend treatment, such as a LEEP, the costs of which will be covered 
by the study if you return to your doctor’s office for the procedure within 56 days of your 
colposcopy. If you return to your doctor’s office for the treatment procedure after 56 
days of your colposcopy, the costs of this procedure will be billed to you or your 
insurance provider and will not be covered by the study. Your doctor will tell you when 
you have completed all study visits. Information from any procedures performed by your 
doctor during the study, including the LEEP, will be collected and used by Roche as part 
of this study. Samples collected during the LEEP will be reviewed by pathologists at a 
certified commercial laboratory and these results will be available to you. You give 
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permission for Roche to store your tissue samples collected during the LEEP and use 
the stored samples for future research to improve women’s health.   
 
Follow-Up Phase: 
Year 1: You may be asked to return for an annual follow-up visit. At the Year 1 Visit 1 
follow-up visit, you will have one cervical sample taken (during a routine pelvic 
examination) to be used for a Pap test, and FDA-approved and investigational HPV 
testing. Cervical samples will be stored for future development of tests for women’s 
health. If your Pap test and/or HPV test results are not normal, you may be asked to 
return for a second visit to undergo colposcopy, cervical biopsy and/or ECC (within 12 
weeks of Year 1 Visit 1). A urine pregnancy test will be performed before colposcopy. If 
the pregnancy test is positive, you will not undergo colposcopy as part of the study and 
your participation in this study will end. If the pregnancy test is negative, you will 
undergo colposcopy, cervical biopsy and/or ECC as described for the Baseline Visit 2 
above. 
 
If you are referred to colposcopy during Year 1 follow-up, the investigational cytology 
testing will be performed on any remaining cervical samples for exploratory research 
purposes.  
 
Results from your routine Pap test, and any biopsy and ECC samples collected during 
Year 1 follow-up will be made available to you, your doctor and/or research coordinator.  
 
When you complete the Year 1 study visit(s) no further study procedures are required, 
unless your doctor recommends a treatment procedure, the costs of which will be 
covered by the study if performed within 56 days of Year 1 Visit 2, as described above 
in the Treatment Visit section. Information from any procedures performed by your 
doctor during the study will be collected and used by Roche as part of this study. 
Samples collected will be reviewed by pathologists at a certified commercial laboratory 
and these results will be available to you and your doctor. You give permission for 
Roche to store your tissue samples collected during the LEEP and use the stored 
samples for future research to improve women’s health.   
 
What Are The Restrictions?  
Your study doctor will advise you not have vaginal intercourse for 7 days after the 
colposcopy/biopsy/ECC procedure in order to minimize the risk of bleeding and infection.  
Also, you must not be in any other study where you receive treatment for your cervix or 
HPV for the duration of this study. 
 
What Are The Risks Of Participating In This Study? 
Collection of cervical samples may cause discomfort, mild pain or minor bleeding from 
the area of collection.  
 
The risks of having a colposcopy include discomfort, mild pain, spotting, discharge and 
very rarely infection.  
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The risks of having a cervical biopsy include mild pain, spotting, vaginal bleeding and 
discharge and infection. You may feel mild cramps and pinching when the tissue 
sample is removed. 
 
The risks of ECC include pain or discomfort, or minor bleeding from the area of 
collection.  
 
You should contact the study doctor right away if you experience heavy vaginal 
bleeding, lower abdominal pain, fever or a bad smelling vaginal odor. 
 
If your doctor recommends treatment with LEEP or other type of procedure while you 
are in the study, the risks and benefits of the procedure will be provided to you at that 
time. 
 
Pregnancy Risks 
A urine pregnancy test will be performed immediately prior to colposcopy. Those who 
are pregnant will not undergo procedures as part of this study. There is a low possibility 
that you might be in the early stages of pregnancy despite a negative pregnancy test 
result. In such a situation, the risks of the study procedures to an unborn child are 
unknown and may be hazardous.   
 
Unknown/Unforeseeable Risks and New Findings 
In addition to the risks listed above, there may be some unknown and unforeseeable 
risks related to the study procedures. You will be advised right away of any new 
significant findings that come up during the study that may affect your decision to 
continue in the study. You may be asked to sign a new consent form if this occurs.  
 
What Are The Benefits of Participating In This Study? 
There are no direct medical benefits to you from participating in this study.  Information 
obtained from this study will help develop new tests that identify cervical disease 
associated with cancer in women and improve women’s health care. 
 
Will I Receive Any Payment?  
You will be paid $50.00 for the one cervical sample at Baseline Study Visit 1. If you are 
selected to undergo colposcopy at Baseline Study Visit 2, you will be paid $50.00 for 
your participation after you have completed the colposcopy. If you are selected to return 
for follow-up in Year 1, you will be paid $75.00 for the first visit. If you are selected for 
colposcopy in Year 1, you will be paid $100.00 for your participation. You will be paid 
within 30 days of visit completion via a check via US Mail.   
 
What Are The Costs To Me?  
There will be no costs to you for your participation in this study for any study-related 
procedures. Neither you nor your insurance company nor any third party payer will be 
billed for the study related visit procedures. However, if medical care is determined to 
be necessary by your doctor as a result of findings at colposcopy, non-study related 
procedures will not be reimbursed by the Sponsor.  
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Your doctor may recommend treatment if the colposcopy, biopsy, and/or ECC at any 
baseline visits or Year 1 follow-up visits have results that show you have an increased 
likelihood to develop cervical cancer. If your doctor recommends treatment, such as a 
LEEP, the costs will be covered by the study if you return to your doctor’s office for the 
procedure within 56 days of your colposcopy. If you return to your doctor’s office for the 
treatment procedure after 56 days of your colposcopy, the costs of this procedure will 
be billed to you or your insurance provider and will not be covered by the study.  
 
What Other Choices Do I Have Besides This Study? 
You may choose not to participate in this study. If you choose not to participate, you 
may undergo the standard Pap testing and/or commercial HPV testing ordered by your 
doctor. Routine care for abnormal Pap test results may include: a repeat Pap test, 
testing of your cervical sample for HPV by a commercial test, and/or colposcopy.  The 
study doctor will discuss these and possibly other options with you. 
 
What Else Do I Need To Know About The Study? 
It is up to you to decide whether or not to participate in this study. If you decide not to 
participate, there will be no penalty or loss of benefits to which you are otherwise 
entitled. You will still have the same relationship with your doctor and will receive the 
same standard treatment. You are free to withdraw from the study at any time for any 
reason. If you no longer wish to participate in this study, contact your study doctor.  
 
To withdraw your samples from this study and from future research after your 
samples are sent to the lab, you will need to request this withdrawal in writing to 
the Principal Investigator listed on page 1 of this form. Once the Sponsor receives 
your withdrawal request for your samples from this study, the Sponsor will make sure no 
further data is collected from your samples and will arrange for your samples to be 
destroyed.  However, any data collected from your samples prior to your withdrawal 
may still be used by the Sponsor as covered in this consent.  If your samples have not 
yet been used for the study testing at the time of your withdrawal, the Sponsor shall 
destroy your samples and no data will be collected or used.  There may be situations 
where even if you submit a withdrawal of consent to your samples, it may not be 
feasible for the Sponsor to destroy your specific samples. If any of these situations 
should happen, your samples and the data collected from you prior to your withdrawal 
may continue to be used as covered by this consent, even though you have submitted 
written withdrawal of your consent.   
 
Withdrawal from the study will not affect the relationship you have with your doctor or 
the care you receive. Your doctor has the right to withdraw you from the study at any 
time without regard to your consent if he/she feels that it is in your best interest. The 
Sponsor or the FDA may end the study early. The Sponsor may withdraw a subject if 
the subject does not meet all of the criteria for the study.   
 
Will I Receive Any Treatment For Medical Problems Or Injuries? 
If you have an injury or illness associated with this study, you should contact your 
doctor’s office. Emergency treatment will be made available, at no cost to you, by the 
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study doctor and medical team at this facility or at an appropriate medical facility. If you 
desire, you may arrange to have treatment performed by another licensed doctor whom 
you select. Your doctor will explain the treatment options to you and tell you were you 
can get treatment.  You and/or your health plan may be charged for this treatment.  
Financial compensation for such things as lost wages, disability, or discomfort due to 
this type of injury is not routinely available. Your doctor and the study Sponsor will 
determine whether injuries or illnesses are related to this study. 
 
You do not waive any of your legal rights by signing this Informed Consent Form. 
 
Whom Do I Contact With Questions? 
If you have questions, concerns, or complaints, or think this research has hurt you or 
made you sick, talk to the research team at the phone number(s) listed above on the 
first page. 
 
This research is being overseen by an Institutional Review Board (“IRB”). You may talk 
to them at (888)-303-2224, irb@cgirb.com if: 
 

• You have questions, concerns, or complaints that are not being answered by 
the research team. 

• You are not getting answers from the research team. 
• You cannot reach the research team. 
• You want to talk to someone else about the research. 
• You have questions about your rights as a research subject. 

 
Will The Information I Give Be Kept Confidential? 
The results of cervical samples, as well as the results of the investigational tests for 
HPV and cytology, and biopsy/ECC results will be reported to the study Sponsor using a 
unique subject number instead of your name. Any samples sent to the Sponsor will be 
identified by this number only. 
 
Your name and social security number will not be identified in any reports or 
publications of this study. The results of this research study will be given to the Sponsor 
(and/or its representatives/consultants). Your medical and research records may be 
provided to the Sponsor, the Sponsor’s representatives, the Food and Drug 
Administration (FDA), the United States Department of Health and Human Services, 
and the Copernicus Group IRB. These people may look at your records to make sure 
the study has been done the right way. They also want to make sure that your health 
information has been collected in the right way. Except for the above entities, medical 
and research study records will be kept confidential unless you authorize their release 
or the records are required by law.   
 
Results from your routine Pap test, and any biopsy and ECC samples may be released 
back to your doctor in order for your doctor to use these results for your medical care.  
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There is a risk of loss of confidentiality in research studies. Every effort will be made to 
protect you and your health information to the extent possible.  
 
What About Commercial Gain? 
Your samples will be owned by Roche. If a commercial product is developed from this 
research study, rights to the commercial product will belong to Roche and its 
collaborators (persons or companies partnering with Roche).  You and your family will 
not receive any financial benefits or compensation from or have rights in any 
developments, inventions, or other discoveries that might come out of this research. 
 
What About Study Results? 
This clinical trial may be registered on http://www.ClinicalTrials.gov. This website will not 
include information that can identify you. At most, the Website may include a summary 
of the final study results. You can search this Web site at any time.  
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CLOSING STATEMENT AND SIGNATURES 
I have read and understand the information in this consent form. The study has been 
clearly explained to me.  All oral and written information and discussions about this 
study are in a language that I understand well.  I hereby freely and voluntarily consent to 
participate in the study described above. I understand that my cervical samples will be 
used in the development of new tests, and that my samples may be stored and used for 
future research purposes as described in this consent.  A copy of this signed and dated 
consent form will be given to me for my records. 
 
 
___________________________________ 
Print Participant’s Name 
 
 
___________________________________ _____________________  
Participant’s Signature    Date/Time 
 
To be completed by the Study Site:  
The information about the study was described to the subject in a language she 
understood.  
 
 
_______________________ _______________________ __________ 
Name of Person Conducting Signature    Date/Time 
Informed Consent Discussion 
 
Copy of consent form given to subject on (date) __________ by (initials) ______ 
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AUTHORIZATION FOR THE USE AND DISCLOSURE OF PROTECTED 
HEALTH INFORMATION 

 
As part of this study, the study doctor and her/his team will keep records of 
your participation in the study. These study records will include protected 
health information including your age, sex, etc., the results of procedures 
and tests you undergo during the study or had before the study, information 
about your sexual history, and other medical information relating to your 
participation in the study. Except when required by law, you will not be 
identified by name, address, telephone number or other facts that could 
identify the health information as yours.   
 
Under federal law your protected health information cannot be created, 
used or disclosed by the research clinic for research purposes unless you 
sign this authorization. You do not have to sign this form.  You may not 
participate in the study unless you sign this authorization. If you sign this 
authorization form, you will be agreeing to the use and/or disclosure of your 
PHI as described below: 
 

a. Some or all of the test results and other information will be reported to 
Roche, the Sponsor of this study, its authorized affiliates, and 
authorized members of participating laboratories that are helping 
conduct the study. The Sponsor, its authorized affiliates, associated 
laboratories, and their consultants will analyze and evaluate these 
results and information and may report them to the U.S. Food and 
Drug Administration (the FDA) or other regulatory agencies in the 
United States and/or foreign countries.  

 
 Your study records will be assigned a code number by the study team 

and you will ordinarily not be identified by name in the study records 
that are sent to the Sponsor and its consultants. However, The 
Sponsor and its consultants will have the right to see your complete 
study records, including your name, and might choose to do so. 

 
b. In addition, personnel from the Sponsor and its consultants will be 

visiting the clinic to monitor the conduct of the study, and they will be 
reviewing your study records and your medical records. 
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c. Your study records and medical records may also be reviewed by the 
Copernicus Group Independent Review Board (IRB), which is an 
ethics committee that reviews the conduct of human research studies. 

 
The clinic, and Sponsor and its consultants will review, disclose and use 
your study records only for study purposes and future HPV and cytology 
testing.  They will keep your identity confidential and, except for the 
disclosures described above, will not disclose your study records to other 
parties unless disclosure is required by law. Once the research facility 
discloses information in your records to the Sponsor or its authorized 
affiliates, representatives, consultants, collaborators, the information will no 
longer be protected by federal law. Because of the need to release 
information to these parties, absolute confidentiality cannot be guaranteed. 
However, the Sponsor and its consultants will only use your information for 
purposes of the study and will not disclose your study records to parties 
other than the FDA and similar government agencies, unless disclosure is 
required by law. Because of the need to release information to these 
parties, absolute confidentiality cannot be guaranteed. However, the 
Sponsor and its consultants will only use your information for purposes of 
the study and will not disclose your study records to parties other than the 
FDA and similar government agencies, unless disclosure is required by law. 
Your study records may be retained at the clinic indefinitely after the 
completion of the study. You will not have the right to review your study 
records while the research is in progress. However, you will be able to 
review your study records after the research has been completed. 
 
If you do not withdraw this Authorization, it will remain in effect. 
 
If the research site is located in California, Delaware, Indiana, Washington, 
or Wisconsin this authorization will expire on 31Dec2060. 
 
There is no expiration of this authorization except for research conducted in 
the states listed above. 
 
You have the right to revoke this authorization at any time. You can do this 
by giving written notice to the study doctor, informing him/her that you are 
revoking authorization to use and disclose medical information.  
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If you revoke this authorization to use and disclose your medical 
information, you will not be permitted to continue your participation in the 
study after the revocation. If you withdraw from the study but do not 
withdraw your authorization, new health information may be collected until 
this study ends. If you drop out of the study, you do not have to revoke your 
authorization to use and disclose your medical information. However, if you 
drop out of the study and do decide to revoke your authorization to use and 
disclose your medical information, the information that has already been 
collected in your study record may continue to be used and disclosed as 
described above. However, no new information will be obtained or added. 
 
Your decision to withdraw your authorization or not to participate will not 
involve any penalty or loss of access to treatment or other benefits to which 
you are entitled.   
 
AUTHORIZATION 
By signing this form, I allow the use or disclosure of my health information.  
I will receive a signed and dated copy of this Authorization. 
 
 
  
Printed Name of Subject 
 
 
  
Signature of Subject Date 
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