IRB#:______________________

MED. REC. NO.:______________________

NAME:______________________

INSTRUCTIONS: OHSU Knight Cancer Institute Consent Form with Barcode

NOTE: Once these instructions are deleted, the barcode will appear correctly on the first page.

When clinical services are provided in the context of a research study (e.g., blood draw), the consent form is scanned to the subject's medical record.  The consent form must include a barcode on the first page.  The headings for the subject’s medical record number, name, and birth date must also be included on page one of the consent form.  The header section of each subsequent page should include the IRB#, the subject’s medical record number, and name.

Language designated in the template as required may not be modified.  Suggested language in the template must also be used unless the language is not consistent with the study.  Consent forms containing modifications to required and suggested language will be returned to the submitter without review unless the modifications have been approved by the IRB prior to submission.

For questions regarding submitting signed consent forms to Health Information Services, please refer to OHSU Healthcare System Policy, Research Documentation in the Integrated Health Record (IHR), at: http://ozone.ohsu.edu/healthsystem/policy/display.cfm?id=729. 


Note: Please ensure you are using the correct sample and addendums for your study

a. If your study does not involve OHSU clinical services, please use the standard cancer  consent form available at: 
 http://www.ohsu.edu/xd/about/services/integrity/policies/upload/sample_oci_cf.doc.    

b. If the study includes genetic analyses of blood or tissue, or if the study requests permission to store blood or tissue for future research, use the barcode genetic consent form sample instead, available at: http://www.ohsu.edu/xd/about/services/integrity/policies/upload/gene_bar.docx 

· For more information on what qualifies as genetic research, please visit: http://www.ohsu.edu/xd/research/about/integrity/irb/genetic.cfm#qualify

c. If the study collects media (photographs, video tapes, or audio recordings) from subjects and the media will be displayed in a public setting such as teaching, advertisement, and publication, please also prepare a Media Consent Form available at: http://www.ohsu.edu/xd/about/services/integrity/policies/upload/media.doc 

d. Most studies that require a consent form will also require a HIPAA Research Authorization (HRA) form.  For more information on HIPAA regulations, visit: http://www.ohsu.edu/xd/research/about/integrity/irb/hipaa_research_policy.cfm.
  
· The HRA with a barcode is available at: http://www.ohsu.edu/xd/research/about/integrity/irb/hipaa_research_policy.cfm.

1. Do not remove the bar code.  Once these instructions are deleted, the barcode will appear correctly on the first page.

2. Instructions in italics are provided throughout the sample form.  These instructions are for your information.  Please delete all instructions before submitting to the Institutional Review Board (IRB).

3. Consent forms must be written in language suitable for subjects who read at the eighth-grade level.  
a. For guidance on simplifying the language of consent forms, visit: http://www.ohsu.edu/research/rda/irb/docs/policies/readtips.pdf.  

b. For a glossary of lay equivalence of medical terms, visit: 
http://www.northshorelij.com/workfiles/irb_glossay_body.doc 
http://humansubjects.stanford.edu/general/glossary.html

4. Follow these standards when writing the consent form:
· Items in [square brackets] indicate action from you such as making a choice or inserting study relevant information. 
· Write out terms before using the acronym.  
· Do not use abbreviations.
· If your protocol involves a drug, use the generic name (not the trade name) of the drug once, then refer to the drug as “study drug” throughout.  However, this may not work well if you are using more than one drug.  In these cases, it may be allowable to use the generic names of the drugs.
· Use the term subject or participant, not patient.
· Use the term investigator or study doctor, not doctor or physician.  
· Delete instructions in italics
· Insert page numbers.



	





	Oregon Health & Science University
Consent Form

IRB#: __________
Protocol Approval Date: ________
[Ensure the initial/annual approval date is inserted into the stamped approved consent form from the IRB]




Oregon Health & Science University
OHSU Knight Cancer Institute Consent Form 



SUBJECT NAME:	___________________________	DATE:_______________


TITLE: Name of the study. Use the same title as that on the IRQ

	PRINCIPAL INVESTIGATOR:
	[list name and degree(s)]  (503) 494-####



	CO-INVESTIGATORS:	
	[list name and degree(s)]  (503) 494-####

	
	[list name and degree(s)]  (503) 494-####

	
	[list name and degree(s)]  (503) 494-####

	
	[list name and degree(s)]  (503) 494-####

	
	[list name and degree(s)]  (503) 494-####


The Principal Investigator (PI) must be listed on the consent form and must be the same PI listed on the IRQ.  It is recommended that no more than 5 additional personnel be listed, but others may be listed if required by the sponsor.  The phone number(s) should match the phone number(s) on the HIPAA Research Authorization (HRA) and IRQ.  


SPONSOR:  List the sponsor’s name here, and then refer to the sponsor as “the sponsor” in the text. 
Device studies must include: [Sponsor] provides money to OHSU to support the conduct of this study and additional research related costs.

SUPPORTED BY:   Use this heading instead of the sponsor heading to name the entity providing financial support only such as a free study drug.

CONFLICT OF INTEREST:  All potential conflicts of interest in research (CoIR) must be disclosed and evaluated by the COI committee.  After evaluation, the COI committee may require specific language to be inserted into the consent form.  If directed, place the language here.  For more information on CoIR, visit: http://www.ohsu.edu/xd/research/about/integrity/coi/

			
INTRODUCTION:

If the study includes children under 18 and adults over 18, state: “You” refers to you or your child in this consent form.  

If the study includes only children under 18, address the consent form to the parent on behalf of the child.

You have been invited to participate in this research study because __________. 

This is a clinical trial (a type of research study). Clinical trials include only subjects who choose to take part.  Please take your time to make your decision.  Discuss it with your friends and family.

WHY IS THIS STUDY BEING DONE?

Here are some example purpose statements.  Choose the ONE most applicable to your study.  Modify the statements as necessary if you are using a device or treatment technique such as surgery or radiation or a biological product (donor or autologous bone marrow) instead of a drug.

Phase I studies: The purpose of this study is to test the safety of [study drug/intervention] at different dose levels.  We want to find out what effects, good and/or bad, it has on you and your [specify type/state/presentation of] cancer.

OR

The purpose of this study is to find the highest dose of  [study drug/intervention] that can be given without causing severe side effects. 

Phase II studies:  Find out what effects, good and/or bad [study drug/intervention] has on you and your [specify type/state/presentation of] cancer.  

Phase III studies: Compare the effects, good and/or bad [study drug/intervention] with [commonly-used drug/intervention] on you and your [specify type/state/presentation of] cancer to find out which is better.  We do not know which of these two treatments is better.  In this study, you will get either [study drug/intervention] or [commonly-used drug/intervention].  You will not get both.  

Other:  This research is being done because [Explain in one or two sentences].	

HOW MANY PEOPLE WILL TAKE PART IN THIS STUDY?

If OHSU is one of several sites that will take part in the study, state:  As many as [state total accrual goal here] people will take part in this study which will be conducted at [Oregon Health & Science University and/or other hospitals and universities nationally].  Of these subjects, [state OHSU accrual goal here] will be enrolled at OHSU.  [If appropriate, a short description about cohorts can be given here.  For example: “At the beginning of the study, (enter number of first cohort) subjects will be treated with a low dose of (study drug/intervention).  If this dose does not cause bad side effects, , the next (enter number) subjects will get a higher dose.]

WHAT WILL HAPPEN IF I TAKE PART IN THIS RESEARCH STUDY? 

[Using the headings below, describe succinctly and in chronological order those procedures that are part of the research and their frequency.  It is not necessary to describe procedures that subjects would be receiving as routine care even if they did not participate in the study.  If standard of care procedures or drugs are included, they must be clearly marked as standard of care and not experimental.  Include whether a subject will be at home, in the hospital, or in an outpatient setting.]

State (modify as appropriate):

Before you begin the study:

You will need to have the following exams, tests or procedures to find out if you can be in the study.  These exams, tests or procedures are part of regular cancer care and may be done even if you do not join the study.  If you have had some of them recently, they may not need to be repeated.  This will be up to the investigator.
· [List tests and procedures as appropriate.  Use bulleted format.  If there is more than one screening visit, describe the screening process visit by visit.]

State (modify as appropriate):

During the study:

If the exams, tests and procedures show that you can be in the study, and you choose to take part, then you will need the following tests and procedures.  They are part of regular cancer care.
· [List tests and procedures as appropriate.  Use bulleted format.  If there is more than one study visit, describe the procedures visit by visit.]

You will need these tests and procedures that are part of regular cancer care.  They are being done more often because you are in this study.
· [List tests and procedures as appropriate.  Use bulleted format.]

You will need these tests and procedures that are either being tested in the study or being done to see how the study is affecting your body.
· [List tests and procedures as appropriate.  Use bulleted format.  Omit this section if no tests or procedures are being tested in this study or required for safety monitoring.]

For randomized studies, state:  You will be “randomized” into one of the study groups described below.  Randomization means that you are put into a group by chance.  

If there will be a placebo arm in the study, use the following statement:  A placebo is a [pill, solution, cream] that [tastes, looks, smells, etc.] like the study drug but has no real medicine in it.  A computer program will place you in one of the study groups.  Neither you nor the investigator can choose the group you will be in.  You will have an [insert proportion such as equal/one in three/etc.] chance of being placed in any group. 

If you are in Group 1 …[Explain what will happen for this group with clear indication of which interventions depart form routine care.]

If you are in Group 2 …[Explain what will happen for this group with clear indication of which interventions depart form routine care.]

State (modify as appropriate):

When you are finished taking [study drug/intervention]:

[Explain the follow-up tests, procedures, exams, etc. required, including the timing of each and whether they are part of standard cancer care but being performed more often than usual or being tested in this study.  Define the length of follow-up.]

If studies are complex, use an uncomplicated table or simplified calendar (study chart) showing what procedures will occur at each study visit.  Simplify the procedures and list them from the subject’s perspective.  In most cases, tables provided by the sponsor in the study protocol are too complex to be of help to most subjects.  Instructions for reading the calendar or schema should be included.  See examples below.

Study Chart [Example]

You will receive [study drug(s) or intervention] every [insert appropriate number of days or weeks] in this study. This [insert appropriate number of days or weeks] period of time is called a cycle.  The cycle will be repeated [insert appropriate number] times.  Each cycle is numbered in order.  The chart below shows what will happen to you during Cycle 1 and future treatment cycles as explained previously.  The left-hand column shows the day in the cycle and the right-hand column tells you what to do on that day.

Cycle 1

	Day
	What you do

	Two days before starting study
	· Get routine blood tests.

	Day before starting study
	· Check-in to _____________ the evening before starting study.

	Day 1
	· Begin taking ______ once a day.  Keep taking _____ until the end of study, unless told to stop by the investigator or your regular doctor.

	Day 2
	· Leave _______________ and go to where you are staying.

	Day 8
	· Get routine blood tests.

	Day 15
	· Get routine blood tests.

	Day 22
	· Get routine blood tests. 

	Day 28
	· Get routine blood tests and exams.
· Get 2nd chest x-ray for research purposes.

	Day 29
	· Return to the investigator’s office at _______ [insert appointment time] for your next exam and to begin the next cycle.



Future cycles

	Day
	What you do

	Days 1-28
	· Keep taking _____ once a day if you have no bad side effects and cancer is not getting worse.  Call the investigator at _____________ [insert phone number] if you do not know what to do.
· Get routine blood tests each week (more if the investigator or your regular doctor tells you to).
· Get routine blood tests and exams every cycle (more if the investigator or your regular doctor tells you to).
· Get routine X-rays, CT scans, or MRIs every other cycle (more if the investigator or your regular doctor tells you to).

	Day 29
	· Return to the investigator’s office at _______ [insert appointment time] for your next exam and to begin the next cycle.



Study Plan [Example]

Another way to find out what will happen to you during the study is to read the chart below.  Start reading at the top and read down the list, following the lines and arrows. 



	Start Here


[image: downarrow]
	Breast Cancer Surgery


[image: downarrow]
	Medicines used in this study
Doxorubicin + Cyclophosphamide by vein - given once every 21 days and repeated 4 times


[image: downarrow]
	Randomize
(You will be in one Group or the other)


[image: varrows]
		Group 1
Paclitaxel by vein
Every 21 days for 4 visits



	     
		Group 2
No Paclitaxel 







If blood is to be drawn, indicate the amount in units that are familiar to subjects only (5cc = 1 teaspoon, 15cc = 1 tablespoon)

If radiation is part of the experimental study, Radiation Safety Committee review of your protocol is required.  For more information on the Radiation Safety Committee, visit the web at: http://www.ohsu.edu/xd/about/services/integrity/ehrs/  or contact the Radiation Safety Officer (4-7795; francoj@ohsu.edu) for advice and documents.  Please note that studies using DEXA scans for research purposes also need to be submitted to Radiation Safety for review.

If a questionnaire is being used, mention what kinds of questions are being asked, indicate how long it will take to do the questionnaire, and submit a copy of the questionnaire to the IRB along with your protocol and consent form.

If the subject’s medical records will be reviewed, describe the information to be collected. 

At the end of this section, you must insert the following statement: If you have any questions regarding this study now or in the future, contact [PI Name (503) 494-####] [or other members of the study team at (503) ###-####].  (The PI phone number should match the first page of this consent form, the IRQ, and the HRA).   
HOW LONG WILL I BE IN THE STUDY? 

State how long the study will last.  Sample language (modify as appropriate):  

You will be in the treatment phase of the study for up to [give duration].  Once the study treatment is finished, we will stay in touch with you to find out whether your cancer comes back or whether you have other health problems.  However, the investigator may take you off this study if your cancer does not improve, if any new areas of cancer develop, if you become pregnant, if you have serious side effects, if you do not follow instructions, or if the investigator determines that it is in your best interest. 

CAN I STOP BEING IN THE STUDY? 

State (modify as appropriate):  Yes.  You can decide to stop at any time.  It is important to tell the investigator if you are thinking about stopping so that he or she can discuss what follow-up care and testing you might need for your safety.  [Indicate what procedures, if any, the subject will be asked to complete if the subject chooses to withdraw.  If the protocol involves bone marrow transplantation, subjects should be warned that stopping the protocol at some stages will result in death].

You will be told if we learn anything in doing this study that might make you want to change your mind about continuing to be in the study.  

WHAT SIDE EFFECTS OR RISKS CAN I EXPECT FROM BEING IN THE STUDY?

Describe reasonably foreseeable risks, side effects, discomforts, and inconveniences.  List the risks in order of their importance.  For example, if the study involves a drug with life-threatening side effects that must be treated, this risk should be listed first, and other information about the drugs risks should be listed afterwards.  

For a risk statement to be useful, subjects must know not only what side effects may occur, but how likely they are to occur and how serious they are.  See notes below. 

State (modify as appropriate):  

You may have side effects while on the study.  Everyone taking part in the study will be watched carefully for any side effects.  However, the investigators don’t know all the side effects that may happen.  Side effects may be mild or very serious. The investigator may give you medicines to help lessen side effects.  Many side effects go away soon after you stop taking the [study drug(s) or intervention].  In some cases, side effects can be serious, long lasting, or may never go away. [The next sentence should be included if appropriate. There also is a risk of death.]  

You should talk to the investigator about any side effects that you have while taking part in the study.   

Risks and side effects related to the [procedures, drugs, interventions, devices] include those which are:

Likely
·   
·   
·   
·   

 Less Likely  
·   
·   
·   
·   

Rare but serious
·   
·   
·   

[Notes for consent form authors regarding the presentation of risks and side effects:
· Using a bulleted format, list risks and side effects related to the investigational aspects of the trial.  Side effects of supportive medications should not be listed unless they are mandated by the study. 
· List by regimen the physical and nonphysical risks and side effects of participating in the study in three categories:  1." likely"; 2. "less likely”; 3. “rare but serious". 
· There is no standard definition of " likely" and  "less likely”.  As a guideline, “likely” can be viewed as occurring in greater than 20% of subjects and “less likely” in less than or equal to 20% of subjects.  However, this categorization should be adapted to specific study agents by the principal investigator.
· In the “likely” and “less likely” categories, identify those side effects that may be ‘serious’.  ‘Serious’ is defined as side effects that may require hospitalization or may be irreversible, long-term, life threatening or fatal.  
· Side effects that occur in less than 2-3% of subjects do not have to be listed unless they are serious, and should then appear in the “rare but serious” category. 
· Physical and nonphysical risks and side effects should include such things as the inability to work.  Whenever possible, describe side effects by how they make a subject feel, for example, “Loss of red blood cells, also called anemia, can cause tiredness, weakness and shortness of breath.”

For some investigational drugs/interventions/devices there may be side effects that have been noted during previous studies but there may not be enough data to determine whether the side effect is related to the drug/intervention/device.  Such side effects should not be listed in the consent form, unless the investigator can justify why this information is important.  This applies to the results of experiments with animals also; unless the investigator can justify why this information is important, it should not be included.  

Examples of typical chemotherapy/radiation side effects:  Suppression of the white blood cells (infection fighting cells) which can lead to susceptibility to infection that can be life threatening; suppression of the platelet count which can cause bleeding and may require blood transfusions; hair loss which may be complete; nausea or vomiting which may be severe but are generally well controlled with anti-nausea medication; skin reaction like a mild to moderate sunburn in subjects receiving radiation; fatigue; altered taste; loss of appetite; numbness or tingling in the fingers and toes.

Indicate risk of inducing a secondary malignancy, if pertinent.

Use standard wording where applicable:

For blood draw:  We will draw blood from [location on the body].  You may feel some pain when your blood is drawn.  There is a small chance the needle will cause bleeding, a bruise, or an infection.

For MRI: The magnetic resonance imaging (MRI) machine is a powerful magnet.  This magnet may cause any metal in your body to move.  If you know of any metal in your body, you will need to tell the investigator right away.  Otherwise, there are no known risks of MRI.  Some individuals with claustrophobia (fear of closed spaces) may find the MRI equipment too confining.  In that case, you can request to be removed from the scanner and this will be done immediately.  The MRI scanner makes a loud thumping sound.  You may be asked to wear protective earplugs during scanning.  The dye that is injected [location of dye injected] for the scan is well tolerated.  Some people feel dizzy or queasy or get a headache with it or notice a cold feeling near the injection site.  There is a rare chance of having an allergic reaction to the dye that very rarely can be serious and life threatening.

For x-rays, DEXA scans, and nuclear medicine procedures, including PET scans:  In this study, you will be exposed to radiation during the [name of the procedure].  While we cannot be sure any dose of radiation is entirely safe, the amount you will be exposed to in this study is not known to cause health problems. 

For CT scans: In this study, you will be exposed to radiation during the CT scan.  Although the amount to which you will be exposed is higher than from a typical x-ray, the risk of harmful effects from a single exam is very small. 

Note:  For studies involving radiation, if the study requires more than one procedure, the cumulative risk of radiation is higher.  Please seek advice from the Radiation Safety Committee regarding an appropriate risk statement.

For fluoroscopy:  In this study you will be exposed to radiation during the fluoroscopy for [name of the procedure].  There is a small chance this will cause you to lose your hair.  There is a rare chance that your skin may turn red or be damaged.  If your skin damage is severe, you may need medical treatment. 

For indwelling catheter:  You will have a catheter (tube) in your vein for more than 24 hours.  You may get an infection where the tube is placed.  This would cause swelling, redness, and pain.  You may bleed or get a bruise.  There is a small chance your blood stream or heart valves might get a serious infection.  You may get a blood clot that could go to your lungs.  These problems are very rare.  If you have these problems, you will need hospital care.  Your catheter will be in place for [state time].

For protocols involving surgery that is NOT investigational:  You are invited to be in this research study because you are scheduled to have [name procedure].  You have already consented to that procedure.  That procedure is not experimental and is not part of this study.  The risks of [name procedure] have already been discussed with you and a copy of that consent form is attached to this research consent form.  NOTE:  If you choose to include this statement, you must provide a description of the significant risks of the procedure in a separate clinical consent form and attach a copy of the clinical consent form to the research consent form.  If you choose not to use this statement, you must provide the risks of the procedure in this consent form and state clearly that these risks are the same as they would be if the subject was not part of the research.

For platinum based drugs:  Include the possibility of total, permanent hearing loss.  

For studies using carboplatin, etoposide phosphate or cytoxan:  With the administration of carboplatin, etoposide phosphate or cytoxan, there is an increased risk of developing leukemia, which is usually fatal.  The chance of this complication occurring is not known at this time but appears to be small.

For studies using epoetin alfa: Some subjects with chronic kidney disease who have received months to years of treatment with epoetin alfa have had serious health problems because their bone marrow lost the ability to produce red blood cells.  Most cases occurred with a specific brand of epoetin alfa called EPREX, which is not being used in this study. 

Low numbers of red blood cells (anemia) can cause fatigue and shortness of breath; these symptoms are treated with blood transfusions.  About half of subjects with this type of anemia improve with or without treatment, but it is unknown how long the anemia will last. Subjects with this type of anemia may need life-long transfusion therapy due to their lack of ability to make their own red cells.

For “statin” drugs:  Researchers think drugs like [indicate drug name, such as atorvastatin, fluvastatin, simvastatin, pravastatin, lovastatin, etcetera] might cause destruction of muscle cells.  The medical term is called rhabdomyolysis.  This sometimes causes pain, and may cause kidney failure.  This can be fatal.  If you start to have any muscle pain, pain in the calves or lower back, weakness, tenderness, fever, dark urine, nausea or vomiting you should call Dr. [Name] at [list the telephone number that is available 24-hours a day] immediately.

For COX-2 inhibitors or similar compounds:  Some researchers believe COX-2 inhibitor type drugs might increase the risk of heart attack, stroke, chest pain (angina), blood clots, and death.  We are not sure this is true but we want to be careful.  To help keep you safe in this study, we will closely watch you for these side effects by [describe monitoring plan here].

For endoscopy:  The endoscope may make you gag.  It may make you feel queasy or give you a sore throat.  There is a small chance your esophagus, stomach, or small intestine may bleed.  You may get an infection.  You may feel drowsy after taking the drug that relaxes you before the endoscopy.  You should not drive a car or operate machinery for 24 hours afterward.  .  Once in a great while, an endoscopy makes a hole in someone’s esophagus or stomach.  This happens about 1 time in every 5,000 endoscopies.  If this happens to you, you may need to have surgery to repair the hole.    

For bone marrow biopsy: Bone marrow biopsy means taking some cells from inside your bones.  To do this, we will numb an area of your skin (usually near your hip) with a shot.  The shot may cause a little pain.  Some people (fewer than 1 in 10,000) are allergic to the shot you will get to numb the area.  Then we will insert a long needle into your bone to get the cells.  Some people have moderate to severe pain when the bone marrow cells are drawn in through the long needle.  Your hip may hurt for about 3-6 days.  There is a small chance you will get a bruise or an infection where the needle will be inserted.  You may bleed or have a scar.  Your skin may itch.  These problems are rare. 

For skin biopsy: In this study, we will remove a small piece of skin from [location].  This is called a skin biopsy.  To do this we will give you a shot to numb the area.  The shot may cause a little pain.  Some people (fewer than 1 in 10,000) are allergic to the shot you will get to numb the area where the skin is taken.  Heavy bleeding from a skin biopsy is rare.  Skin biopsies cause infections about 10% of the time.  A small scar will form at the biopsy site.  The scar is usually much smaller than the original biopsy.  

For pregnancy/risk to fetus (For Women): The drugs in this study can affect a fetus or a nursing infant. [OR We do not know whether the drugs in this study are safe for a developing fetus or a nursing baby.]  You should not become pregnant or nurse your baby while on this study. If you are sexually active and are at risk of getting pregnant, you and your male partner(s) must use a method of birth control that works well or you must not have sex. The investigator will talk to you about the types of birth control that are acceptable. You will have to use birth control or abstain the whole time you are in this study. If you become pregnant during the research study, please tell the investigator and your doctor immediately. 

For pregnancy/risk to fetus (For Men): The drugs in this study can damage sperm. [OR We do not know whether the drugs in this study can damage sperm.]  You should not father a child while on this study. If you are sexually active and are at risk of causing a pregnancy, you and your female partner(s) must use a method of birth control that works well or you must not have sex. The investigator will talk to you about the types of birth control that are acceptable. You will have to use birth control or abstain the whole time you are in this study. If a female partner becomes pregnant during the research study, please tell the investigator and ask your partner to tell her doctor immediately. 

For studies that enroll identified HIV positive subjects: As an HIV positive person you can give the HIV virus to your sexual partner(s) even if your viral load is very low or non-detectable.  You must be sure that your sexual partner(s) knows your status.  If you use a condom or female condom during intercourse, you will help reduce the risk of giving your partner HIV.  Using a spermicide like nonoxynol 9 may increase the risk of giving HIV to your partner.  The investigator will discuss with you ways to minimize this risk.

For potential drug interactions: Whenever a study involves the administration of medications that may interact with several other medications, the following language must be included (modify as appropriate):  There are several drugs (prescription and non-prescription) that may cause problems when taken with the study drug.  The investigator will carefully review all of the drugs you are taking before giving you the study drug.  If any other health care provider prescribes any new drug(s) for you while you are in this study, please tell the investigator before you take the new drug.  You could also have that provider talk to the investigator before prescribing the new drug.  Do not take any new over-the-counter drugs while you are in this study unless you first check with the investigator.

For studies involving interviews/questionnaires/QOL assessments that discuss sensitive issues that may cause emotional upset, such as grieving: The risk of emotional upset must be described, and subjects must be informed that they may refuse to answer questions that upset them.  Sample language (modify as appropriate):  Some of these questions may seem very personal or embarrassing.  They may upset you.  You may refuse to answer any of the questions that you do not wish to answer.  If the questions make you very upset, we will help you to find a counselor.  NOTE:  This statement is not necessary if you are discussing routine matters that do not cause emotional upset.  

ARE THERE BENEFITS TO TAKING PART IN THE STUDY?

Unless direct benefits to the subject are assured, use the following language:  You may or may not personally benefit from being in this study.  However, by serving as a subject, you may help us learn how to benefit patients in the future.

When the subject will not benefit, but is participating from idealistic motives, use the following language:  You will not benefit from being in this study.  However, by serving as a subject, you may help us learn how to benefit patients in the future.

For Phase 3 studies, when appropriate: The possible benefits of taking part in the study are the same as receiving [standard treatment or intervention] without being in the study.

WHAT OTHER OPTIONS ARE THERE?

State: You may choose not to be in this study.  

Instead of being in the study, you have these options: [List alternatives including commonly-used therapy]

If you decide that you do not want any further active treatment for your <insert disease or condition>, one of your options is called “comfort care.”  Comfort care means that your doctor will offer you medication to help control your pain, together with any other treatment and support you need to help you maintain your overall comfort and dignity.  It is often possible for this comfort care to be provided at home.

If you think that comfort care is something you might prefer, feel free to discuss it with family and friends, any spiritual advisor, and of course, your doctor.

If appropriate (for noninvestigational treatments) state: You may get the same treatment being offered in this study even if you do not take part in the study. You can also choose to receive comfort care (care to help control pain and other symptoms) only.  

Please talk to your regular doctor about these and other options. [Reference and attach any information about alternatives.]


WILL MY MEDICAL INFORMATION BE KEPT PRIVATE?

State:  Efforts will be made to keep your personal information in your medical record confidential. We cannot guarantee total privacy. Your personal information may be disclosed if required by law. Organizations that may inspect and/or copy your research records for quality assurance and data analysis include groups such as: the OHSU Knight Cancer Institute, the OHSU IRB, the National Cancer Institute, the Food and Drug Administration, or XXX.

COSTS:


To determine the correct liability language for the study, please go to the IRB Forms Page and click on the clipboard icon next to “Costs Language.”


LIABILITY:  (NOTE: You may not modify the language in the liability section without seeking the permission of the ORIO.) 

To determine the correct liability language for the study, please go to the IRB Forms Page and click on the clipboard icon next to “Liability Language – Subject Injury.”

WHAT ARE MY RIGHTS AS A PARTICIPANT?

 State:  If you have any questions regarding your rights as a research subject, you may contact the OHSU Research Integrity Office at (503) 494-7887.  

State: You do not have to join this or any research study.  If you do join, and later change your mind, you may quit at any time.  If you refuse to join or withdraw early from the study, there will be no penalty or loss of any benefits to which you are otherwise entitled.

If the investigator is also the patient’s health care provider, state:  Your health care provider may be [one of] the investigator[s] of this research study, and as an investigator is interested in both your clinical welfare and in the conduct of this study.  Before entering this study or at any time during the research, you may ask for a second opinion about your care from another doctor who is in no way involved in this project.  You do not have to be in any research study offered by your physician.  

For studies recruiting OHSU students or employees as subjects, please include the following language:  The participation of OHSU students or employees in OHSU research is completely voluntary and you are free to choose not to serve as a research subject in this protocol for any reason.  If you do elect to participate in this study, you may withdraw from the study at any time without affecting your relationship with OHSU, the investigator, the investigator’s department, or your grade in any course.

Clarify under what circumstances the subject may be removed from the study prior to study conclusion.  State:  You may be removed from the study if: choose as appropriate
the investigator stops the study.
the sponsor stops the study.
you become pregnant. 
you develop serious side effects.
your disease gets worse.
you do not follow instructions.

Where applicable, include a statement that subject will be informed of new findings that may affect the subject or his/her wish to continue participation.

Indicate what will happen if a subject chooses to withdraw.  For example, list the visits and/or procedures the subject will be requested to complete.

 A Child Assent Form should be attached to the consent form, if the study subject is a child between 7 and 17.

WHO CAN ANSWER MY QUESTIONS ABOUT THIS STUDY?

Dr:____________________ (telephone: 503-xxx-xxxx) has offered to answer any questions you may have about this study.  You will be informed of any new findings developed during the course of this research study that may change the way you feel about being in the study.
 
If you have any questions regarding your rights as a research subject, you may contact the Oregon Health & Science University Research Integrity Office at (503) 494-7887.  

Sites using CIRB, state:  You may also call the Operations Office of the NCI Central Institutional Review Board (CIRB) at 888-657-3711 (from the continental US only).

WHERE CAN I GET MORE INFORMATION?

You may call the NCI's Cancer Information Service at 1-800-4CANCER or TTY 1-800-332-8615.

SIGNATURES: 

The last paragraph should be:  Your signature below indicates that you have read this entire form and that you agree to be in this study.  We will give you a copy of this signed form.

Include signature and date for the subject.

Include signature, print name, and date lines for the person obtaining consent.  

Consent regulations for experimental drugs and devices require that consent forms be dated at the time they are signed by the subject or subject’s authorized representative [21 CFR 50.27].  

When applicable:
a.  Lines for parent, guardian, or legally authorized representative should be included (for example, children, cognitively impaired,) as well as a line for the description of their relationship to subject.  
b. Signature lines for witnesses are not required by the OHSU IRB, but may be included if required by the study sponsor.
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