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NOTES:

· The following model text is required in your consent document.

· Please bold the section headings.

· Follow all instructions [italics] throughout “SMIC”. 

· Font should be at 12 point

· Reading level comment:  please be mindful of the reading level of your document and strive for a 6-8th grade reading level.  Define complex terms whenever possible and use a thesaurus to find alternatives.


CONSENT FORM


[Insert title of study, protocol number]

INVESTIGATOR(S):  [List full name, institutional affiliation, address, and telephone number of all investigators associated with the research study.]
24-HOUR PHONE:
[List a 24-hour emergency telephone number.]

This is a type of research study.  Research studies include only people who choose to take part.  Please take your time to make your decision to participate. Discuss it with your friends and family.  

This particular research in humans is designed by [name the sponsoring company, investigator, organization, etc.].  [If applicable include the following sentence] The [name of organization, e.g., National Institutes of Health, National Cancer Institute, the federal Food and Drug Administration, etc.] gives money to SWOG [or name of cooperative group] to conduct this study.

This consent form may contain words that you do not understand.  Please ask the study doctor or study staff any questions that you have.  The following is a summary of the information you were given when this study was discussed with you.

PURPOSE, POTENTIAL FOR BENEFIT

WHY IS THIS STUDY BEING DONE?

The purpose of this study is to establish a “repository”, which is a storage bank of medical information.  You are being asked to consider giving [identify:  tissue, bone marrow, etc. specimens] for future research purposes to the [Insert name of repository].   This repository was developed to study the following diseases/conditions:  [list diseases/conditions].  The goals of this research are to [list purpose of repository – must match with study objectives in study protocol]
HOW MANY PEOPLE WILL TAKE PART IN THE STUDY?

If you agree to participate, you will be one of approximately [#] people who will be participating in this research .  Approximately [describe number of subjects] people will participate locally.  
ARE THERE BENEFITS TO TAKING PART IN THE STUDY?

If you agree to take part in this study, it is unknown if there will be a direct benefit to you [or state:  there will be no direct benefit to you] and it may possibly be harmful. The research that may be done with your [identify type of specimens] probably will not help you.   Information from the research may be valuable in preventing or treating [list diseases or conditions] in the future.

TREATMENT / PROCEDURES

WHAT IS INVOLVED IN THE STUDY?

If you agree to be in this study, we will be collecting biological specimens, which includes [identify what type of specimens].

These materials will be collected [choose what applies, or describe the method you will use for collection - Some examples: 

· As an additional sample obtained at the time of obtaining a sample for a separate research project;

· As leftover material from a medical procedure that is not needed for your diagnosis and/or medical treatment

· As part of a general request for a sample of human biological materials not associated with a particular research project or as part of your normal medical treatment.]

The specimens will be sent to [describe location of repository – central lab name and location, etc.] and stored there.  A custodian of the specimens, called the “Repository Manager” will oversee the receipt and storage of the specimens.

There will be no medicines to take and no treatments provided as part of this specimen collection.

Your tissues will be used for the following research purposes [list all anticipated uses – must match protocol].
[If applicable, include this statement:  Your specimens/tissues may be shared with [list all researchers or description of researchers] for [list allowable reasons for sharing the tissue specimens] without making your identity known.]

[If the purpose of this research includes future, unspecified research, explain the therapeutic area that will be studied if the specimens will be identifiable, for example “future cancer research.  If the specimens will be de-identified, you may state “future, unspecified use.”  Explain to subjects that by the very nature of such research being conducted in the future, it is difficult to define what future research will entail, and that it may not be possible to identify all the of the ways in which the specimens will be used.]

[Indicate whether or not subjects will be told of any results of any screening tests done on the specimens, if applicable.]

[Include information about possible secondary uses of the stored specimens, or the possible creation of an immortalized cell line based on the specimen, if applicable].

FOR SWOG STUDIES ONLY:  In order to do research with your [identify type of specimens], other researchers may need to know some things about you.  (For example:  Are you male or female?  What is your race or ethnic group? How old are you?  Have you ever smoked?)  This helps researchers answer questions about diseases.  The information that will be given to the researcher may include your age, sex, race, diagnosis, treatments and family history.  If this type of information is needed, the Repository Manager will request it from the researchers at Swedish Medical Center, who will collect it from your health record and send it to the Repository Manager at Southwest Oncology Group.  The Repository Manager will remove your name, address, phone number and anything else that could identify you before the information goes to the researcher.  The researcher will not know who you are.

STORAGE OF SPECIMENS

In most cases, the samples collected will need to be identified so that that can be linked to your medical information; however, your identity will not be released to researchers who request samples for their studies from the repository. 

[Note to investigators: If the intention is to store this material in another fashion, please describe whether the samples will be stored as unidentified, unlinked or coded samples and the general process for doing so.]

The [identify type of specimens] will be stored in security protected collections belonging to and managed by [xxxxx]. The following security measures will be used to protect your [type of specimens] and information [describe security methods, including coding methods, how the codes/links are stored, who has access to codes/link, etc.; describe the Repository Manager and his/her role, if applicable]. The information in the repository will be available only to researchers who have approval to do research studies. [Indicate whether the materials will only be available for research purposes to staff of Swedish Medical Center or whether they will be made available to outside investigators.]  

[If specimens are identifiable, indicate which individuals will have access to the identifiers, e.g., only the Repository manager, or PI, etc.] 

[Explain how access will be given to researchers who need the materials for research purposes, e.g., a steering committee, PI, etc., have to approve].

[Depending on the research, consider offering the following options, if possible:

· permitting only unidentified or unlinked use of their biological samples in research;

· permitting coded or identified use of their biological samples for one particular study only with no further contact permitted to ask for permission to do further studies;

· permitting coded or identified use of their biological samples for one particular study only with further contact permitted to ask for permission to do further studies;

· permitting coded or identified use of their biological samples for any study relating to the condition for which the sample was originally collected, with no further contact allowed to seek permission for other types of studies;

· permitting coded or identified use of their biological sample for any study related to the condition for which the sample was collected with further contact allowed to seek permission for other types of studies].

HOW LONG WILL I BE IN THE STUDY?

[Indicate how long samples will be stored, if known.  If unknown, indicate such].

RISKS

WHAT ARE THE RISKS OF THE STUDY?

The physical risks associated with participation in this effort are [list risks of sample acquisition, if any.  Describe procedures to minimize risks such as: Any materials that are collected will be collected by experienced technicians to reduce the chance of any physical harms, etc.]
The major risk of your participation is the possible risk of loss of confidentiality of private medical information. 

In addition, since DNA can be extracted from these tissues, potentially harmful information could be gained (for example, paternity). If we utilize your DNA, you should realize that every person’s DNA is unique; therefore, it may be possible some day that someone could find out who you are just from knowing your DNA sequence.

[If tests results will be shared, list the potential fiscal, psychological, and social risks of disclosure of test results.]

[If genetics studies will be performed, include at least the following statement:  “There are risks associated with a loss of confidentiality of your health information and genetic testing results.  Information about genetic test results may affect your employment, insurance, or family relationships.  We cannot be certain that your genetic results could never be linked to you.”  Describe the risks of participating in genetic studies including the effects of the knowledge that one is the carrier of a disease gene that might affect their life course, employability or insurability, if results will be shared. If subjects want to be told, list the precautions that will be taken to minimize the potential harm of receiving bad news and to preserve the confidentiality of the results.   Also include the risks stigmatization of a subject or group, discrimination in insurance or employment, generation of conflict within a family, harm to relatives, inappropriate commercialization of findings, or use of samples in projects objectionable to the subject, if applicable].

Since we do not yet know the exact questions that will be studied by scientists in the future, we cannot tell you what specific information they will be looking at or what that might mean to you.

ALTERNATIVES

WHAT OTHER OPTIONS ARE THERE?

You may choose not to provide [identify type of specimens] to the repository.  This will not alter your care or your relationship to any of your physicians.  [If  tissue/specimens are identifiable, include: If you decide now that your bone marrow/blood samples can be kept for research, you can change your mind at any time. Just contact us and let us know that you do not want us to use your tissue/specimens. Then the tissue/specimens will no longer be used for research.]

CONFIDENTIALITY

Every effort will be made to keep your personal information confidential, but we cannot guarantee absolute confidentiality.  Your personal information may be disclosed for purposes related to the study, or if required or allowed by law, and there is a possible risk of inadvertent disclosure of personal information. However, in order to protect the confidentiality of your personal information, [list procedures to protect confidentiality, as applicable. For example: 

1. We will ensure that your personal information file is kept separate from the file containing information learned from your biological material and that the connections between these two files are secured by coding all identifiers, 

2. The files can only be accessed by a limited number of staff, 

3. Files will be made secure by encryption (use of a secret code unknown to unauthorized personnel) and will be maintained and accessed only by authorized staff 

4. The Repository Manager has been assigned to manage the storage bank and is the only person able to relate your medical information to your name or identity. Should the storage bank ever be closed in the future, all identifying information about you will be removed so that it will never be possible to trace the information back to you. 

5. The medical information you contribute to the storage bank will not be released to any insurance company, potential employer, government agent or agency, family member, or friend. 

6. If applicable:  A certificate of confidentiality has been obtained from the federal government. This certificate will allow the researchers to protect your private information in cases where law enforcement officials may request it, such as with a subpoena]. 

By law, you have certain rights related to your health information.  These include the right to know who may be able to get the information and why they may be able to get it. If you agree to participate in this study and you sign this consent form, you are also agreeing that the research team may share your information with any or all of the following:

· the sponsor company [if applicable, insert name of sponsor];

· [if applicable, insert name of CRO, SMO, etc., if applicable], a company hired by the sponsor to help with the research study;

· doctors and other healthcare providers taking part in this study;

· [if cooperative group study, insert name of cooperative group, e.g. SWOG, CTSU, etc.];

· the U.S. Food and Drug Administration (FDA);

· the U.S. Department of Health and Human Services (DHHS) agencies;

· Governmental agencies in other countries; (if applicable)
· Government agencies that must receive reports about certain diseases; (if applicable)
· Swedish Medical Center and entities within Swedish Health Services;

· Swedish Medical Center IRB;

· [if applicable, insert CTSU Central IRB];
· [if applicable, insert name of other cooperative group data monitoring committees];
· [if applicable, insert name of other entities involved in this study, such as those with whom we have cooperative agreements - UW, FHCRC, GHC, VM];

· [if applicable, insert name of other entities– e.g. scientific review committees, data and safety monitoring committees, etc. – please describe as thoroughly as possible].
FOR SWOG STUDIES ONLY:  In order to do research with your [identify type of specimens], other researchers may need to know some things about you.  (For example:  Are you male or female?  What is your race or ethnic group? How old are you?  Have you ever smoked?)  This helps researchers answer questions about diseases.  The information that will be given to the researcher may include your age, sex, race, diagnosis, treatments and family history.  If this type of information is needed, the Repository Manager will request it from the researchers at Swedish Medical Center, who will collect it from your health record and send it to the Repository Manager at Southwest Oncology Group.  The Repository Manager will remove your name, address, phone number and anything else that could identify you before the information goes to the researcher.  The researcher will not know who you are.

The results of the research study may also be presented at meetings or in publications, but your identity will not be disclosed in those presentations or publications.

You do not have to agree to allow these groups to look at your information, but if you do not, you may not be allowed to participate in this study.

If you give your permission to give your information to a person or business, the information may no longer be protected by federal or state privacy laws.  There is a risk that your information will be released to others without your permission.

[Use the appropriate following paragraph:]

[For linked samples use the following] You may revoke (“take back”) your agreement to participate in this study and authorization to use your health information for this research study by contacting the principal investigator in writing.   After contacting [investigator’s name], any unused [identify type of specimens] will be destroyed and not used for future research studies.  The sample cannot be returned to you or forwarded to any other individual or facility.  However, any data that has been obtained from testing your biological material until that point, or information that has been collected about you before you revoke, may still be used for purposes of the study.  Unless revoked in writing, your agreement and authorization to use your health information for this research will end on December 31, 2050.
[For unlinked samples use the following]  The samples of your [identify type of specimens] will not be marked or labeled with any of your personal information, such as your name or a code number.  Once you give your permission to have the samples stored for research studies, you will not be able to withdraw them from storage because they will not be traceable. Unless revoked in writing, your agreement and authorization to use your health information for this research will end on December 31, 2050.
WHAT ARE THE COSTS?

Taking part in this study [choose the appropriate term:  will, or may, or is not expected to] lead to added costs to you or your insurance company.

Will I be Paid for Participating? [Separated out for better understandability] 
No payment will be made directly to you for taking part in this study. [If payment or other compensation, such as token gifts, or assistance with transportation or parking is to be provided, state the type and amount of compensation, gift, etc., and the rationale.  Include amount of partial payment that is made if subject withdraws from the study before completion.]
Is there Compensation for Injury? [Separated out for better understandability] 

If you are hurt or become sick as a result of this study, you will receive medical care.  The charges for such care will be billed to you and/or your insurance company.  You should be aware that your insurance company may or may not pay for such charges.  There are no plans to pay you or your family for loss of income, pain and suffering or other consequences of any such injury or death.   However, you do not give up your rights, if any, which otherwise may be available to you by law.
Specimens may also be used in an attempt to develop products to be sold, and there are no plans to share the profits or losses in the development and sale of those products with you.

WHO IS PAYING FOR THIS STUDY?

Funding for this study comes from [insert name of sponsor or agency, etc.].  

WHAT ARE MY RIGHTS AS A RESEARCH SUBJECT?

Taking part in this study is voluntary, and you may choose not to take part. If you decide not to participate in this study, there are no penalties or a loss of benefits to which you are otherwise entitled and your decision will not change your future medical care here.  In addition, if you do want to be part of this study, but later change your mind, you may leave the study at any time without penalties or a loss of benefits to which you are otherwise entitled and your decision to leave the study will not change your future medical care here.  

[For linked samples] If you agree to allow the samples of your [identify type of specimens] to be stored for research studies, you are free to change your mind at any time.  If you decide that you do not want your samples stored for research studies, you should contact [investigator name] at [phone number].  After contacting [investigator’s name], any unused [identify type of specimens] will be destroyed and not used for future research studies.  The sample cannot be returned to you or forwarded to any other individual or facility.  However, any data that has been obtained from testing your biological material or information that has been collected about you until that point, will remain part of the research. 

[For unlinked samples use the following]  The samples of your [identify type of specimens] will not be marked or labeled with any of your personal information, such as your name or a code number.  Once you give your permission to have the samples stored for research studies, you will not be able to withdraw them from storage because they will not be traceable.

(Indicate whether the subject can obtain future access to the stored samples for information that may be of clinical relevance to him/he. Similarly, subjects must be told if such information will not be available in the future (e.g. because personal identifiers are to be removed). 

(If identified material is to be de-identified for use, indicate what consideration has been given to the fact that de-identification may deny the donor or the donor's descendants of assured or implied access to results of research. )

[Insert as appropriate:]  We will tell you about new information that may affect your health, welfare, or willingness to stay in this study. [Or, when a Sponsor’s or other Data Safety and Monitoring Board exists:] A Data Safety and Monitoring Board, an independent group of experts, will be reviewing the data from this research throughout the study. We will tell you about the new information from this or other studies that may affect your health, welfare, or willingness to stay in this study. 


RECONTACT FOR FUTURE USE [Use this section only if samples are identifiable and if contemplated by study design – must be included in study protocol]

In the future, researchers may design a particular research study that requires use of the biological material you have given as well as additional samples and/or information. If, in the future, we would like to obtain additional samples or information, we will need to contact you to request your permission. Please indicate below whether or not you give permission for us to contact you about obtaining more information. 

_____   I give my permission for researchers to contact me about obtaining additional samples and/or information.

______ I do not give permission for researchers to contact me about obtaining additional samples and/or information.

[For genetic studies, if the research investigator wishes to contact relatives of a proband, the proband must be asked whether this contact is acceptable. If the proband declines to allow contact of relatives, the project may not proceed. If permission is granted for contact, the investigator must design a separate consent form to address the issue of information that may be forthcoming from the research project. The relatives should be given the option to decide whether they are willing to contribute samples. If they are willing to give their specimens, they must be given the option of accepting or declining information derived from the research study.]

WHOM DO I CALL IF I HAVE QUESTIONS OR PROBLEMS?

· For questions about study procedures, risks/side effects, and/or study costs, contact the physician who is treating you on the study.  [state the specific name and telephone number of person to call, usually the investigator or study nurse or coordinator.]
· To report a study-related injury, contact the physician who is treating you on the study. [state the specific name and telephone number of person to call, usually the investigator.]
· For questions about financial responsibility for study-related injury, contact the Swedish Research Center Director at (206) 215-3100.

· For questions about your rights as a research subject, contact the SMC Institutional Review Office (IRO) Manager.  The IRO Manager administers the Institutional Review Board (a group of people who review this research to protect your rights and welfare) and may be contacted at (206) 215-2536. 

[If available, list the name and phone number of a patient advocate or representative or other individual who is not on the research team or IRB.]
WHERE CAN I GET MORE INFORMATION?

[Indicate where more information is available, i.e., Swedish Medical Center’s health education centers such as the James B. Douglas Health Education Center or the Swedish Cancer Institute Education Center, the NCI’s Cancer Information Service, etc.]

CONSENT 
I have been given the information about the use and disclosure of my health information for this research study.  My questions have been answered.
I authorize the use and disclosure of my health information to the parties listed in the authorization section of this consent for the purposes described above.
I have read the information in this consent form.  All my questions about the study and my participation in it have been answered.  I freely consent to be in this research study.

If you agree to be in this study, you will receive a signed and dated copy of this consent form for your records. 

[Signature page should be at the end of the package.]

SUBJECT’S CONSENT AND AUTHORIZATION

My signature indicates that I have been given a copy of this consent form. 

	Subject’s Signature:


	___________________________________________

	Subject’s Name (Printed):


	___________________________________________

	Date:
	___________________________________________


CERTIFICATE OF PERSON OBTAINING CONSENT:
I have provided an explanation of the above research study, and have encouraged the subject to ask questions and request additional information regarding the study and possible alternatives.  A copy of this consent form has been given to the subject.

	Signature of person obtaining consent: 
	___________________________________________



	Name (Printed):


	___________________________________________

	Date:
	___________________________________________


CERTIFICATE OF INVESTIGATOR:

I certify that this subject has been consented.
	Signature of investigator: 


	___________________________________________

	Investigator Name (Printed):


	___________________________________________

	Date:
	___________________________________________

	
	

	Emergency phone number:
	___________________________________________

	
	

	Research site:
	___________________________________________


cc:
Subject and Investigator's File
1/12/05 
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