INSTRUCTIONS FOR USING THIS TEMPLATE

AND BASIC INSTRUCTIONS FOR WRITING A CONSENT FORM

(Rev. April 2003)
1_ Please use this instruction form to obtain the elements and model language for WRAMC consent for; copy and paste consent form elements and text into the file called ConsentForm.doc.  To print out a hard copy, be sure to use HP Laser Jet Printer.

2.  The consent form should be written in 6th to 8th grade language with all medical terms defined in lay terminology.  Write the consent form in second person ("You") and when a research study involves children (minors), use "you/your child" throughout.  The elements and model language were approved by the WRAMC Human Use Committee (HUC), 27 August 1996.  Some elements of consent contain "model" statements that have been standardized by the HUC and should be typed exactly as they appear in the model, unless there is an acceptable reason to change them.  Some elements of consent contain "example" statements that can be modified to meet the requirements of your protocol.
3.  Cover Page - Part A (1) - The first page of the consent form must be completed, with study-specific information, for all research projects.  Part A (2) - assent volunteer affidavit (minor child) will be completed only when the research study involves children (regarding use of children in research, you must be able to state in the consent form a potential for benefit to each individual patient. 

4.   Part B of the consent form should be completed using the guidelines provided for each element.  Bolded model text should be typed verbatim.

The basic elements of informed consent for minimal risk studies include:  DESCRIPTION OF THIS STUDY


AMOUNT OF TIME FOR YOU TO COMPLETE THIS STUDY


APPROXIMATE NUMBER OF PEOPLE TAKING PART IN THIS STUDY


POSSIBLE RISKS OR DISCOMFORTS FROM BEING IN THIS STUDY


POSSIBLE BENEFITS OF BEING IN THIS STUDY


CONFIDENTIALITY (PRIVACY) OF YOUR IDENTITY AND YOUR RESEARCH RECORDS


CONDITIONS UNDER WHICH YOUR TAKING PART IN THIS STUDY MAY BE STOPPED WITHOUT YOUR CONSENT


ELIGIBILITY AND PAYMENT FOR BEING IN THIS STUDY


COMPENSATION TO YOU IF INJURED AND LIMITS TO YOUR MEDICAL CARE


ELIGIBILITY OF FEDERAL GOVERNMENT EMPLOYEES TO BE IN THIS STUDY [include if federal government employees are to be subjects]


WHAT WILL HAPPEN IF YOU DECIDE TO STOP TAKING PART IN THIS STUDY AND INSTRUCTIONS FOR STOPPING EARLY.  

 Minimal risk is defined in the Code of Federal Regulations [45 CFR 46.102(i)] as the "probability and magnitude of harm or discomfort anticipated in the research are not greater in and of themselves than those ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests."  

Studies not meeting this definition are considered "greater than minimal risk," and consent forms for this type of study will include the additional elements of consent -- those listed with an asterisk (*) are always used in a consent form for greater than minimal risk studies; the other elements are included as applicable -- (*STEPS THAT WILL BE TAKEN BEFORE AND DURING THIS STUDY TO PROTECT YOU, UNKNOWN RISKS TO YOU OR AN UNBORN CHILD/FETUS, *ADDITIONAL COSTS THAT MAY RESULT FROM TAKING PART IN THIS STUDY, *OTHER PROCEDURES OR TREATMENTS YOU COULD CHOOSE, *IMPORTANT NEW FINDINGS, PRECAUTIONS TO BE OBSERVED BY YOU BEFORE, DURING, AND AFTER BEING IN THIS STUDY, POSSIBLE OTHER RESEARCH USING YOUR BLOOD SAMPLES/TISSUE SAMPLES/BODY FLUIDS TAKEN DURING THIS STUDY, INVESTIGATIONAL DRUG STATUS, and INVESTIGATIONAL DEVICE STATUS). 

5.   Be sure to delete all explanatory/instructional material and model/example statements that are not applicable to your study.  Also, be sure to delete or turn off the red bold italic feature.  For more explicit instructions on writing a consent form, please call DCI at 782-6389 and ask for a protocol coordinator. 

DESCRIPTION OF THIS STUDY


You are being asked to be in this research study because you... Examples: Because you have asthma; because you are scheduled to undergo surgery to remove your gall bladder; because you have lung cancer and your doctor has recommended treatment with anti-cancer drugs; because you are in good health. Your participation is entirely voluntary.  Refusal to participate will not result in any penalty or loss of benefits to which you are otherwise entitled.

The purpose of the study is to Y.     

Other studies have shown .YY
If you agree to be in this study, you will be asked to...   (Describe step-by-step everything the subjects will be asked to undergo as part of the research study.  This should include baseline medical evaluation/blood tests/x-rays, drug treatments, clinic visits, inpatient hospital stays, questionnaires, follow-up evaluations/blood tests/x-rays, sending tissue/blood samples to other institutions for research tests, etc.  As appropriate, also include the total amount of blood to be drawn for the entire study and state what will happen to excess blood.  Be sure to state what procedures are for the standard of care and what are for this research study.) 

If subjects are to be randomly assigned to treatment groups, this should be described in this section.

Example:

You will be randomly assigned (similar to the flip of a coin) to one of the two treatment groups.  Your chances of being assigned to each group are equal.


If the study plan includes use of a placebo, this should be defined in this section.  

Example:

You will be randomly assigned (similar to the flip of a coin) to treatment with drug 

tc \l4 "You will be randomly assigned (similar to the flip of a coin) to treatment with drug 

 or placebo (a pill that looks and tastes like drug 


, but has no active drug).


If the study involves blinding of the subject and/or investigators, this should be described in this section.

Model:

You and your doctor will not know whether you are receiving drug x or the placebo.  This is called double blinding.   However, if needed, your doctor can find out from the pharmacy what you are taking.


If the study is GOG, SWOG or CALGB, the following paragraph must be added. Please modify the name as applicable.

Model:

If you participate in this study, the GOG requires that your name, your social security number/hospital ID, your race, sex, date of birth, and zip code, as well as method of payment for medical care be given.  The GOG Data Center takes serious precautions to protect this data, which may be used in the future to ensure that the research information is valid or the contact you in the event of a serious issue related to the research study.  Your personal information will be protected with both conventional and computer security systems, and the number of people who can gain access will be limited.  Those who can access that data will require passwords, and clearance from the GOG.


If the study is COG/POG the following paragraph must be added. 

Model:

If you participate/your child participates in this protocol, the COG (Children=s Oncology Group) requires that your/your child=s date of birth, sex, race, marital status, zip code, and method of payment for medical care being given.  The COG requests, but does not require, that your/your child=s social security number, state of birth, county of residence, state of residence, and your/your child=s father=s last name be given.  The COG Data Center takes serious precautions to protect this data, which may be used in the future to ensure that the research information is valid or to contact you/your child in the event of a serious issue related to the research study.  Your/your child=s personal information will be protected with both conventional and computer security systems, and the number of people who can gain access will be limited.  Those who can access the data will require passwords, and clearance from the COG.

AMOUNT OF TIME FOR YOU TO COMPLETE THIS STUDY
You will be part of this study for a total of 
(days, weeks, months, or years). During this time, you will be asked to visit the clinic 

 times.  Each visit will last about 

 minutes  (or hours).

APPROXIMATE NUMBER OF PEOPLE TAKING PART IN THIS STUDY

tc \l2 "APPROXIMATE NUMBER OF PEOPLE TAKING PART IN THIS STUDYExamples:

This study is called a multi-center study because subjects from several hospitals will be in the study.  There will be up to 50 people taking part in this study at Walter Reed.  A total of 200 people will be in the study from all of the hospitals involved. 

There will be up to 50 people taking part in this study: 25 subjects with asthma and 25 controls (healthy subjects).

There will be a total of up to 36 subjects taking part in this study.

POSSIBLE RISKS OR DISCOMFORTS  FROM BEING IN THIS STUDY

tc \l1 "POSSIBLE RISKS OR DISCOMFORTS  FROM BEING IN THIS STUDY



If this study involves Germ-Line Genetic Testing (for example, screening for a gene that may predispose a person to some type of cancer), please see additional instructions at the end of this template file.  Also, refer to the DCI Genetic policy entitled, Important Issue to Address in Protocols Involving Banking of Samples for Genetic Research.


List any risks related to participation in the study that a reasonable person would want to know before consenting to participate in the study.


Model for protocols involving No Risks:

There are no expected risks or discomforts from being in this study.


Model statement for protocols that include blood drawing as part of the research:

There will be some discomfort from drawing blood, and you may have swelling and a bruise at the site of the needle stick.  Some people feel dizzy or light-headed for a few minutes after blood is drawn.

POSSIBLE BENEFITS OF BEING IN THIS STUDY 

tc \l1 "POSSIBLE BENEFITS OF BEING IN THIS STUDY 

Model statement for protocols that have No potential benefit for subject:

You will not benefit from being in this study.


Model statement to include for protocols that have potential benefit for subject:

The possible benefit to you from being in this study is.Y. However, no benefit can be guaranteed.

Examples:

You will not benefit from being in this study, but the information we learn may help us understand the causes of diabetes.

The possible benefit to you from being in this study is better control of your diabetes.  However, no benefit can be guaranteed.

CONFIDENTIALITY (PRIVACY) OF YOUR IDENTITY AND YOUR RESEARCH RECORDS


Model:
The principal investigator will keep records of your being in this study.  These records may be looked at by people from the Walter Reed Department of Clinical Investigation, the Walter Reed Human Use Committee, the Army Clinical Investigation Regulatory Office (CIRO), the Food and Drug Administration (FDA) (include FDA if the study involves the use of an investigational drug or device), and other government agencies as part of their duties.  These duties include making sure that research subjects are protected.  Confidentiality of your records will be protected to the extent possible under existing regulations and laws.  Your name will not appear in any published paper or presentation related to this study.

This research study meets the confidentiality requirements of the Health Insurance Portability and Accountability Act (HIPAA). A HIPAA Authorization form for this study will be provided to you separately, and you will be asked to sign that form.


If this study involves Germ-Line Genetic Testing (for example, screening for a gene that may predispose a person to some type of cancer), please see additional instructions at the end of this template file.

CONDITIONS UNDER WHICH YOUR TAKING PART IN THIS STUDY MAY BE STOPPED WITHOUT YOUR CONSENT


Model:

Your taking part in this study may be stopped without your consent if remaining in the study might be dangerous or harmful to you.  Your taking part in this study may also be stopped without your consent if the military mission requires it, or if you become ineligible for medical care at military hospitals.


If the study involves Investigational Drugs Or Devices, the following statement should be added:

(Company)

, the maker of 
Drug (Or Device)
, or the FDA may also stop the study at any time without your consent.

tc \l2 "
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ELIGIBILITY AND PAYMENT FOR BEING IN THIS STUDY

tc \l2 "ELIGIBILITY AND PAYMENT FOR BEING IN THIS STUDY

If subjects will not be paid for being in this study, please state:

You will not receive any payment for being in this study.  


Otherwise, use one of the following model statements as appropriate.

Model:
If you are eligible for care at military hospitals, but are not an active duty member of the military, you will receive $__________ for being in this study.  

AND/OR/

tc \l3 "AND/OR/
If you are a Federal Government employee eligible for care at military hospitals, and you are taking part in this study outside your normal duty hours, you will receive $__________ for being in this study.

AND/OR/

tc \l3 "AND/OR/
If you are an active duty member of the military and are having blood drawn, you will receive $__________ for being in this study.

COMPENSATION TO YOU IF INJURED AND LIMITS TO YOUR MEDICAL CARE
Model:

Should you be injured as a direct result of being in this study, you will be provided medical care for that injury at no cost to you.  You will not receive any compensation (payment) for injury.  You should also understand that this is not a waiver or release of your legal rights.  You should discuss this issue thoroughly with the principal investigator before you enroll in this study.

Medical care is limited to the care normally allowed for Department of Defense health care beneficiaries (patients eligible for care at military hospitals and clinics).  Necessary medical care does not include in‑home care or nursing home care.

ELIGIBILITY OF FEDERAL GOVERNMENT EMPLOYEES TO BE IN THIS STUDY 
NOTE:  Federal Government Employees who are not DOD Health Care Beneficiaries are not eligible for any research studies.  However, exception is granted for the staff from the Army Audiology and Speech Center to participate in the minimal risk Audiology research studies.
Model:

Your time spent being in this study during your regularly scheduled workday is considered constructive duty and straight time rates will apply; no additional financial compensation will be provided.

 Or:
Your time spent being in this study outside your regularly scheduled duty or during leave is considered voluntary overtime for which compensation time must be granted.  If payment for overtime is mandated, you are ineligible to participate outside your regularly scheduled duty time. 

By signing below, you acknowledge that you may make no claim against the Government other than under present laws.

(Signature Required)                                                                                                                     
SIGNATURE OF VOLUNTEER






DATE

(Signature Required)                                                                                                                     
SIGNATURE OF VOLUNTEER'S SUPERVISOR



DATE

WHAT WILL HAPPEN IF YOU DECIDE TO STOP TAKING PART IN THIS STUDY AND INSTRUCTIONS FOR STOPPING EARLY


Model statement for clinical study:

You have the right to withdraw from this study at any time.  If you decide to stop taking part in this study, you should tell the principal investigator as soon as possible.  By leaving this study at any time, you in no way risk losing your right to medical care.  Some testing or period of observation by the investigators may be recommended for you in order for you to safely stop taking part in this study.


Model statement for tissue and/or serum banking study:

You have the right to withdraw from this study at any time.  This can be done by contacting the principal investigator or his designee at the number listed on the first page of this form.  You may request that your sample be destroyed or that your identification be removed without destroying the sample.  By leaving this study at any time, you in no way risk losing your right to medical care.  Some testing or period of observation by the investigators may be recommended for you in order for you to safely stop taking part in this study.


If your study is Minimal Risk, end the consent form with the following Model:

(NOTE:  Definition for Minimal risk is when the probability and magnitude of harm or discomfort anticipated in the research are not greater, in and of themselves, than those ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests.)

Model:

Please feel free to ask any questions that will allow you to clearly understand this study.

A copy of this consent form will be provided to you.


For Greater than Minimal Risk studies, please continue and add the following elements:
STEPS THAT WILL BE TAKEN BEFORE AND DURING THIS STUDY TO PROTECT YOU


If pregnancy is an exclusion criterion for participating in the study, the following model language should be added, and the study plan in the protocol application should include a statement that pregnancy testing (what type) will be performed (when) prior to enrollment in the study:
If you are pregnant, you cannot take part in this study.  Women of childbearing age must take a urine or blood pregnancy test before starting this study.  If this test is positive, you cannot take part in this study.  If you are a woman, you should avoid becoming pregnant for at least              (Add Time Period of Days, Weeks, Or Months)

 after receiving the drug/vaccine/treatment [Select Appropriate Word (s)].  Pregnancy within this time after the drug/vaccine/treatment is given may be a risk to an unborn baby.


Other examples:
You will be cared by anesthesia personnel for this study.  A tube, called an epidural catheter, will be placed in your spine to provide numbing medicine if your doctor decides that you would benefit from this form of anesthesia.  Also, an anesthesia doctor will evaluate you before your surgery.  If you receive epidural pain medicine, you will be watched at least overnight in the Intensive Care Unit or the Recovery Room.

There have been no reports of complications with this type of treatment.  The frequent clinic visits during this study will allow close follow-up of your treatment.

Your doctor will closely follow you, and the drug will be stopped if side effects become too severe.  

tc \l2 "
UNKNOWN RISKS TO YOU OR AN UNBORN CHILD/FETUS

tc \l2 "UNKNOWN RISKS TO YOU OR AN UNBORN CHILD/FETUSModel:  (Edit Appropriately)

It is not known whether this drug/vaccine/treatment [Select Appropriate Word (s)] might harm an unborn child.  Therefore, you should not be in this study if you are pregnant or become pregnant during the study.  Also, you should not be in this study if you are breast-feeding.  Men should not be in this study if they plan to father a child during this time. 

You should avoid becoming pregnant or fathering a child while you are taking part in this study.  To avoid becoming pregnant or fathering a child, you should either have no sexual relations or use a reliable type of birth control.  Except removal of the uterus (womb) for women and vasectomy (surgical cutting of the tubes that carry sperm) for men, birth control methods are not totally effective in preventing pregnancy.  The only ways to completely avoid this risk of the drug/vaccine/device [Select Appropriate Word (s)] to an unborn baby are (1) avoid pregnancy or fathering a child, or (2) do not take this drug/vaccine/treatment [Select Appropriate Word (s)].

You should avoid becoming pregnant or fathering a child for at least 

[Time Period of Days, Weeks, Or Months]

 after receiving the drug/vaccine/treatment [Select Appropriate Word (s)].  Pregnancy within this time after the drug/vaccine/treatment [Select Appropriate Word (s)] is given may be a risk to an unborn baby.

ADDITIONAL COSTS THAT MAY RESULT FROM TAKING PART IN THIS STUDY

tc \l2 "ADDITIONAL COSTS THAT MAY RESULT FROM TAKING PART IN THIS STUDY
Model:
There are no more costs to you for taking part in this study.  

OR

tc \l3 "OR
The additional cost to you for taking part in this study is $____________ 

for _________.

OTHER PROCEDURES OR TREATMENTS YOU COULD CHOOSE

tc \l2 "OTHER PROCEDURES OR TREATMENTS YOU COULD CHOOSE
Model:

[Include specific options available in simple terms].  Your doctor can provide you with information about your disease and the benefits and risks of the different treatments available.  You are encouraged to discuss this with your doctor.

Example:

Other treatments for your prostate cancer include radiation therapy or standard chemotherapy.  You may also choose not to have any treatment now.  Your doctor can provide you with information about your disease and the benefits and risks of the different treatments available.  You are encouraged to discuss these treatment choices with your doctor.

IMPORTANT NEW FINDINGS 
Model:

If we learn new information during the study that could affect your decision to be in this study, we will tell you this information.  [* See Below]  The results of the research will be provided to you if you so desire.

*If the study involves treatment where side effects are a consideration, include the following sentence, as indicated above, in the model text.

For example, if we learn about new severe side effects of the treatment, we will tell you about these side effects.  

PRECAUTIONS TO BE OBSERVED BY YOU BEFORE, DURING, AND AFTER BEING IN THIS STUDY

Examples:  

Due to the nature of the testing, you should not drive a motor vehicle (such as a car, truck, or motorcycle) after taking part in this study for 

Period of Time
.

You should not take aspirin or drugs containing aspirin while you are in this study.   
POSSIBLE OTHER RESEARCH USING YOUR BLOOD SAMPLES/TISSUE SAMPLES/BODY FLUIDS [Delete those that don=t apply] TAKEN DURING THIS STUDY

If no cell lines will be developed:  

There is a chance that the blood and tissue samples [and/or whatever else applies] that you are providing in this study may be used in other research studies.  You will not be given any notice of future use of your sample.  The confidentiality of your specimens will be protected in the same fashion as stated previously in the Description of This Study and/or Confidentiality section.  You will not be personally identified in any published paper of these other research studies.


If a cell line will be developed:

There is a chance that the blood and tissue samples [and/or whatever else applies] that you are providing in this study may be used in other research studies and might have some commercial value.  Should your donated sample(s) lead to the development of a commercial product, it is possible that it will be patented and licensed.  The investigator, the study sponsor, or the United States Government does not intend to provide you any compensation.  You will not be given any notice of future use of your samples.  The confidentiality of your specimens will be protected in the same fashion as stated previously in the Description of This Study and/or Confidentiality section.  You will not be personally identified in any published paper of these other research studies. 

Please include a checklist of options, on a separate at the end of the consent form, for participants to indicate whether they agree to have their samples collected and stored for future research. Please indicate whether future use will be specific and/or general and whether any genetic test will be done. 

INVESTIGATIONAL DRUG (IND) STATUS

tc \l2 "INVESTIGATIONAL DRUG (IND) STATUS

Model For Protocols Using Investigational Drugs:  

This study involves the use of an investigational (experimental) drug called __________  (IND #______).  This means that the drug has NOT been approved by the Food and Drug Administration for commercial use, but has been approved for use in studies to find out its safety and effectiveness in the treatment of               .


Model for protocols using an approved drug for an unapproved indication:

This study involves the use of the drug called               .  This drug has been approved by the Food and Drug Administration (FDA) for the treatment of                     .   However, it has not been approved for treatment of [include the disease for which the drug is being used in the study], and the FDA does not require that an IND number be obtained for this study.

INVESTIGATIONAL DEVICE STATUS
Model:

This study involves the use of an investigational (experimental) device called             .  This means that the device has NOT been approved by the Food and Drug Administration for commercial use, but has been approved for use in studies to find out its safety and effectiveness in the treatment of ____________.

End All Consent Forms with the following Model Statements:
Model:
Please feel free to ask any questions that will allow you to clearly understand this study.

A copy of this consent form will be provided to you.

SPECIFIC LANGUAGE TO INCLUDE IN PHASE I, PHASE II, OR PHASE III DRUG STUDIES

FOR PHASE I DRUG STUDIES, THE FOLLOWING LANGUAGE SHOULD BE INCORPORATED INTO THE INTRODUCTION OF THE DESCRIPTION OF THE STUDY SECTION 

NOTE:  This language may be modified as needed by the Investigator if certain statements do not apply or are not accurate for the Drug being studied.

Model:
This drug is in the first stage of testing in people called a Phase I (one) study.  This means that the drug has been tested in the laboratory and in animals.  It has not been adequately tested in people.  We do not know how the drug works in people.  We do not know the best dose or best way of giving this drug (for example, by mouth or into a vein) in people.  We do not know if the drug is active against your disease.  We do not know the side effects of this drug in people.  We do not know how long it takes the body to break down and get rid of the active drug.  The goal of a Phase I study is to begin collecting this type of information about the drug by testing the drug in people.  Given the nature of a Phase I study, you are unlikely to benefit from treatment with this drug.

FOR PHASE II DRUG STUDIES, THE FOLLOWING LANGUAGE SHOULD BE INCORPORATED INTO THE INTRODUCTION OF THE DESCRIPTION OF THE STUDY SECTION 

NOTE: This language may be modified as needed by the Investigator if certain statements do not apply to the Drug being studied
Model:
This drug is in the second stage of testing in people called a Phase II (two) study.  This means that the drug has been tested in the laboratory, on animals, and in people.  Some information about the dose, the way of giving the drug (for example, by mouth or into a vein) and many short-term side effects is known for people.  We are looking to see if this drug is effective against your disease.  We are also trying to learn more about the side effects of this drug and how the drug is broken down and removed by the body in patients with your disease.    

FOR PHASE III DRUG STUDIES, THE FOLLOWING LANGUAGE SHOULD BE INCORPORATED INTO THE INTRODUCTION OF THE DESCRIPTION OF THE STUDY SECTION 

NOTE:  This language may be modified as needed by the Investigator if certain statements do not apply to the Drug being studied
Model:
This drug is in the final stage of testing in people called a Phase III (three) study.  This means that the drug has been tested in the laboratory, on animals, and in many people.  Much information about the dose, the way of giving the drug (for example, by mouth or into a vein) and many side effects is known for people.  In a Phase III study, the drug is given to a large number of patients to find out its safety, effectiveness, and the best dose.  The treatment being used in this research study will be compared with the current standard treatment for your disease.     

FOR STUDIES INVOLVING GERM-LINE GENETIC TESTING (FOR EXAMPLE, SCREENING FOR A GENE THAT MAY PREDISPOSE A PERSON TO SOME TYPE OF CANCER), THE FOLLOWING INFORMATION SHOULD BE PROVIDED IN THE CONSENT FORM:
The DESCRIPTION OF THIS STUDY element should include a statement that the DNA samples will be labeled in an anonymous manner with no possibility of ever linking them to the subjects, or the consent form must address the following seven issues:

In the

DESCRIPTION OF THIS STUDY:

(1) A description of how Confidentiality and Privacy will be maintained, including the physical security of the stored samples and whether the samples will be labeled with code numbers or stripped of identifiers that can be linked to the subject.  

(2) A statement regarding future withdrawal of the biological materials from the study.  For example, state whether subjects may, in the future, request that their biological materials be destroyed or may request that personal identifiers be removed from their samples.  Another approach would be to state that all samples will be destroyed after a specified time.
(3) A statement regarding length of time that samples will be stored.  For example, state that the samples will be stored for a specified time (such as "5 years"); or that the samples will be stored for the duration of the study; or that samples will be stored indefinitely.
(4) A statement regarding subjects? access to information learned from the research, if they choose.  For example, a statement that subjects will be informed, if they choose, of final results gained from a banked sample that may be of clinical relevance to them.  The statement should also indicate the Investigator?s policy regarding disclosure of 1) interim results and/or 2) incidental findings gained from the banked sample.

(5) A statement regarding secondary use of the samples.  For example, state that

1) there will be no secondary use, or 2) subjects have the option of allowing secondary use of banked DNA samples, or 3) subjects will be contacted for additional consent in the future if the researchers wish to make secondary use of banked samples, or 4) there will be secondary use only after banked samples have been stripped of identifiers.

In the

tc \l3 "In the
CONFIDENTIALITY (PRIVACY) OF YOUR IDENTITY

 AND YOUR RESEARCH RECORDS:

(6) A statement regarding third-party access to biological materials and data.  For example, state that 1) no third party, including relatives, personal physicians, or insurance companies will have access to the stored sample without written consent from the subject, or 2) third-party access will be permitted, with an explanation regarding the parties involved and the procedures that will be followed.

In the

POSSIBLE RISKS OR DISCOMFORTS

FROM BEING IN THIS STUDY:

(7) A statement concerning the potential impact to the subject if information learned in this study was disclosed.  For example, impact on ability to obtain health insurance or on employability.  Also, add a statement regarding the potential psychosocial impact on other family members if information about a disease-related gene being found in a member of the family is disclosed.
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