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	Subject Name: 
 Date: 


Title of Study: __________________________________________________________________________________
Principal Investigator: ____________________________________
 VAMC: 648 – Portland, OR




Type text]


Key to Color code for revisions to VA Informed Consent Form

Note: As of February, 2014, the highlighted section will be identified only by calendar year, rather than each separate set of changes.

The informed consent form has been modified to comply with the 2018 revised common rule changes.  Changes are tracked below and are typically accompanied by a comment describing why the change was made.  Due to the complete overhaul of the document, all previous changes have been erased and we are starting over with a fresh document.
INSTRUCTIONS for this VA Informed Consent Form Template 

1. Once finished with preparing the informed consent form for a specific study, delete all instruction text. The consent form should begin with the heading “WHO SHOULD I CONTACT IF I HAVE QUESTIONS OR CONCERNS OR WISH TO OFFER INPUT?”
2. Required items - All items in the template must be included in the Informed Consent Form (ICF) unless the instructions indicate otherwise (e.g. “required only if applicable”).  Please do not change the order of the items in the template.

3. Entering text - In the body of the ICF you may either: (1) type directly, (2) copy and paste text from another document, or (3) insert an existing text file. As new text is entered, new form pages will be created automatically to accommodate the added text. Any blue text within greater/less than symbols (< >) should be replaced with study-specific text and the symbols removed from the final ICF. All text in the final document should be black.

4. Note that, if this is a multi-site study, the consent form should only cover the VAPORHCS research activities (research conducted while on VA time, utilizing VA resources (e.g. equipment), or on VA property).

5. Remove Instructions/Notes in red italics prior to submission to the IRB. Item numbering should also be removed (place the cursor within the numbered item and click on “numbering” on tool bar).

6. Page numbering - Page numbering is automatic.

7. Header and Footer - To complete the header and footer, select “View” in the toolbar at the top of your screen, then “Header and Footer.” Because the footer is different on page 1, a section break was required, which means that the header and footer need to be edited on both pages 1 and 2 for the information to be correct on all following pages. The ICF version date assigned by the PI (not the template version) must be indicated in the right-hand side of the footer. Each change to the ICF, whether substantive or administrative, requires an update of the ICF version date to the current date. Do NOT update the “Research Service Template Version Date.”

8. Section headers - Do not end a page with a section header. If there is not room to begin text after the header, insert a page break before beginning the new section. 
9. If specimens and/or data will be contributed to a Tissue and/or Data Repository (i.e. specimens or data will be banked for future research), complete the ICF Template Addendum: Banking your < human biological specimens/data> for Future Research at the end of the ICF Template. If the sole purpose of the research is to collect data or biological specimens for a tissue bank/data repository, incorporate the addendum into the main body of the ICF and delete all the sections that are not applicable
10. See also the Glossary of Lay Terms for Use in Preparing Consent Forms for assistance in preparing your informed consent form.
11. The HIPAA authorization is a separate form from the ICF. Template can be found at: 
http://www.portland.va.gov/research/documents/hrpp/10-0493-fill.pdf         
Please note the following:
· Revisions - Any revised ICF must be approved by the IRB prior to use.

· IRB Contact - If you have any questions or concerns, please contact an IRB Analyst (pvamc-irb@va.gov ).

· Submission of signed Consents, HIPAA Authorizations - - All signed informed consents and HIPAA authorizations must be delivered to the R&D Office (do not send through interoffice mail) as soon as possible, preferably within 3 business days of consent, for auditing. Prior to delivering the form to R&D, a note documenting the informed consent process must be entered in Computerized Patient Record System (CPRS) when required. The PI is responsible for 

· Creating a medical record in CPRS for all research participants when the research requires use of any clinical resources and/or if the research may lead to physical or psychological adverse events;

· Creating a master list of all participants who complete the informed consent process unless the IRB waived this requirement.

WHO SHOULD I CONTACT IF I HAVE QUESTIONS OR CONCERNS OR WISH TO OFFER INPUT? 
NO CHANGE TO THIS SECTION
INSTRUCTIONS: SUMMARY OF KEY INFORMATION

This section introduces participants to the research study.

NOTE:  This new section complies with new requirements in the Final Revisions to the Common Rule, which are in effect as of January 21, 2019.  More information about the revised Final Rule is available at https://www.hhs.gov/ohrp/regulations-and-policy/regulations/finalized-revisions-common-rule/index.html 

The Final Rule requires “that the informed consent begin with a concise and focused presentation of the key information that is most likely to assist a prospective subject or legally authorized representative in understanding the reasons why one might or might not want to participate in the research.”  This section includes the “five factors” identified in the Final Rule that “would encompass the key information,” including providing a brief description of key foreseeable risks.

NOTE: The information in this section must be presented in a way that does not merely provide lists of isolated facts, but rather facilitates comprehension. 

This section should not exceed 3.5 pages.
SUMMARY OF KEY INFORMATION ABOUT THIS STUDY

WHAT AM I BEING ASKED TO DO?

We are asking you to take part in a research study that is being funded by <insert funding agency(ies); e.g., the Department of Veterans Affairs>. We conduct research studies to try and answer questions about how to prevent, diagnose, and treat diseases. 

We are asking you to take part in this research study because <reason e.g., you have asthma, or you have had a stroke.>
TAKING PART IN THIS STUDY IS YOUR CHOICE

You can choose to take part or not to take part in this study.  Whatever choice you make, you will not lose access to your medical care or give up any legal rights or benefits.

The VA Authorization for Use and Release of Individually Identifiable Health Information (Collected) for VHA Research to use your protected health information is also your choice. You may refuse to sign this consent form <and the authorization>. However, in order to participate in this study, you must sign this consent form <and the authorization>.  

This document has important information to help you make your choice. Take time to read it.  Talk to your doctor, family, or friends about the risks and benefits of taking part in the study.  It’s important that you have as much information as you need and that all your questions are answered. 

WHY IS THIS STUDY BEING DONE?

Summarize in the form of a simple question the study’s primary objective.

EXAMPLE: This study is being done to answer the following question: Can we lower the chance of your prostate cancer growing or spreading by adding a drug to the usual combination of drugs? We are doing this study because we want to find out if this approach is better or worse than the usual approach for your type of cancer. The usual approach is defined as care most people get for prostate cancer. 

WHAT IS THE USUAL APPROACH TO MY <INSERT – type of condition, diagnosis, etc.>?

Provide a brief description of a usual approach, which should not be overly specific or detailed, allowing the research to be placed into context.  Indicate whether the usual approach includes FDA-approved treatments.  Include an estimate of the expected outcome of the usual approach when/if it is known. Avoid naming specific drugs as these could change with the availability of new treatments, except where a particular drug(s) is so commonly accepted that it provides the easiest explanation. 

EXAMPLE: The usual approach for patients who are not in a study is treatment with medications for nausea and vomiting that have been approved by the Food and Drug Administration (FDA).  

EXAMPLE: (behavioral studies) The usual approach for patients who are not in a study is to get advice from their doctor.  This advice might include ways to exercise and how to do their daily activities so they are less tired.
EXAMPLE: The usual approach for patients who are not in a study is treatment with surgery, radiation, or drugs, (indicate if FDA-approved). Sometimes, combinations of these treatments are used. Your doctor can explain which treatment may be best for you.  These treatments can reduce symptoms and may stop the tumor from growing for a few months or longer. The usual approach is proven to help patients with your health condition live longer. 

WHAT ARE MY CHOICES IF I DECIDE NOT TO TAKE PART IN THIS STUDY?

· You may choose to have the usual approach described above.

· You may choose to take part in a different research study, if one is available.

· (include if appropriate) You may choose not to be treated for <insert condition, disease, etc.>
· (include if appropriate) You may choose to only get comfort care to help relieve your symptoms and not get treated for your <insert condition, disease, etc.>.  
WHAT WILL HAPPEN IF I DECIDE TO TAKE PART IN THIS STUDY?

Briefly summarize in a bulleted list or short paragraph the major study procedures, test, exams and the time commitment/duration (on active treatment, receiving the intervention and in follow-up). Specifically indicate if any test(s) include(s) genetic testing.

EXAMPLE: If you decide to participate, you will be asked to have a number of tests and procedures including:

· Study drug daily (1 pill daily)

· Five blood draws

· CT scan every 3 months

· Optional cheek swab for genetic testing

EXAMPLE: Your participation in the study will consist of <XX] visits over [XX days/weeks/months>. Visits will last up to <XX minutes/hours/days>. We may ask to follow your health through <medical record review/follow up phone calls> for up to <XX weeks/months/years>.
EXAMPLE: If you decide to take part in this study, you will get <insert description of intervention, e.g., study drugs or study approach> for up to <insert intervention length>. 

EXAMPLE: If you decide to take part in this study, you will either get <insert description of intervention, e.g., study drugs or study approach> for up to <insert intervention length>, or you will get <insert description of intervention, e.g., study drugs or study approach> for up to <insert intervention length>. 

EXAMPLE: After you finish your treatment, your doctor and study team will watch you for side effects.  They will check you every 3 months for 2 years after treatment.  After that, they will check you every 6 months for 3 years.  This means you will keep seeing your doctor for 5 years after treatment.

A detailed description of all <procedures/test/exams/questionnaires/surveys/blood draws/etc.> that will be done as part of this study is located below in the “What will happen during this study?” section. 

WHAT ARE THE RISKS AND BENEFITS OF TAKING PART IN THIS STUDY?

There are both risks and benefits to taking part in this study.  It is important for you to think carefully about these as you make your decision.    

RISKS

We want to make sure you know about a few key risks right now however we provide more information below in the “What risks can I expect from taking part in this study?” section.

Briefly summarize the most important (most common, most severe) expected risks of participation. Do NOT include the full list of risks from the main consent.

EXAMPLE: (studies that include collection of data from subjects’ entire medical records and/or includes data that may be considered sensitive information) This study involves collecting information directly from your medical record. OR; This study involves collecting sensitive information from you about <insert type of information>. OR; <You may be asked sensitive or private questions about things you normally do not discuss.> The research team will make every effort to protect your information.  However, a loss of privacy could occur. If there is information in your medical record <or about you> you do not want shared you should consider this risk before agreeing to take part in this study.   

EXAMPLE: (studies that include genetic testing/analysis and tissue banking) Some members of your family may not want research done on your tissues to understand the genetics or possible inherited disorders of you and your family. This may cause conflict with your family members and could affect your decision or the decisions of family members to have children. You may want to hold a discussion with your family members before agreeing to take part in this study.
EXAMPLE: (studies that include high level of time and/or possible travel commitment for critically or terminally ill patients: This study may require you to spend more time in the hospital or clinic <many required study visits, long hospital stay, need for several days lodging nearby, etc.> and result in loss of time otherwise spent with family, friends, or other activities and commitments. You should consider your time and what things are important to you before agreeing to take part in this study. 

EXAMPLE: (studies that include high level of time and/or possible travel commitment for subjects/patients in general) Taking part in this study may mean you need to make more visits to the clinic or hospital. As a result, you may have more travel or personal costs and/or need to take time off from work. 

EXAMPLE: (studies that include investigation drug(s)) with reproductive risks This study involves a study drug(s) that could harm a fetus and requires all subjects to use a method(s) of birth control that work(s) well. If you are opposed to using any or all forms of birth control (for any reason), you should speak to the study doctor before considering taking part in this study. 
BENEFITS

Summarize any reasonably foreseeable/potential benefits of participation. 

EXAMPLE: You will not directly benefit from taking part in this research. 

EXAMPLE: This study is not likely to help you.  However, it may help the study doctors understand how this study drug works.  This study may help the study doctors learn things that may help other people in the future.

EXAMPLE: (Phase 1 Studies) There is some evidence in people with <insert disease or condition> that adding <insert study drug/intervention/treatment> to the usual approach can stabilize <insert disease or condition> for longer than the usual approach alone.  However, we do not know if this will happen in people with your type of <insert disease or condition>.  It is unlikely that adding <insert study drug/intervention/treatment> to the usual approach will help you live longer than the usual approach alone.  This study may help the study doctors learn things that may help other people in the future.
EXAMPLE: (Phase 2 and 3 Studies) There is evidence that this <insert study drug/intervention/treatment> is effective in treating <insert disease or condition>. However, it is not possible to know now if the <insert study drug/intervention/treatment> will effectively treat your type of <insert disease or condition> compared to the usual approach. This study will help the study doctors learn things that will help people in the future.

IF I DECIDE TO TAKE PART IN THIS STUDY, CAN I STOP LATER?

Yes, you can decide to stop taking part in the study at any time. 

Include as applicable. The text below may not be needed for studies of a very short duration (e.g. a single visit), when it is unlikely that there will be any such information. 

Your study doctor will tell you about new information or changes in the study that may affect your health or your willingness to continue in the study.

Indicate what will happen if a subject chooses to withdraw from the research study and the procedures for orderly termination of participation by the subject (e.g. list the visits and/or procedures the subjects will be requested to complete.) If withdrawal from a research study may have deleterious effects on the subject’s health or welfare, explain any withdrawal procedures necessary for the subject’s safety and state why they are important to the subject’s welfare.
EXAMPLE: If you decide to stop, let your study doctor know as soon as possible.  It’s important that you stop safely.  This may mean slowly stopping the study drugs so that there is not a sudden unsafe change, risk to your health etc. If you stop, you can decide if you want to keep letting the study doctor know how you are doing.

ARE THERE OTHER REASONS WHY I MIGHT STOP BEING IN THE STUDY?

Clarify under what circumstances the subject’s participation may be terminated by the investigator without regard to the subject’s consent (e.g. investigator’s discretion, sponsor’s discontinuation, pregnancy, serious side effects, progression of disease, failure to respond to treatment, subject’s failure to comply with instructions, etc.). An unexplained statement that the investigator and/or the sponsor may withdraw subjects at any time does not adequately inform the subject of the circumstances of withdrawal. 

EXAMPLE: Yes.  The study doctor may take you off the study if:

· Your health changes and the study is no longer in your best interest.

· New information becomes available and the study is no longer in your best interest.

· You do not follow the study rules.

· (Include if appropriate) For women: You become pregnant while on the study.

· The study is stopped by the study sponsor, <insert name>. the study sponsor is the organization who oversees the study. 

It is important that you understand the information in the informed consent before making your decision. Please read, or have someone read to you, the rest of this document. If there is anything you don’t understand, be sure to ask your study doctor or nurse.
WHAT IS THE PURPOSE OF THIS STUDY?
Describe in simple language the purpose of the study, using language such as the following: 

The purpose(s) of this study is to learn about a new drug called <name of drug> that may help in treating <health issue>.

 

If the study includes genetic analysis, include the following: 

As part of this study, <blood, tissue, salva, etc.> obtained from you will be used by researchers to sequence all or part of your DNA.  This is called genomic sequencing.  Sequencing allows researchers to identify your genetic code. Changes in your genetic code may be passed down through your family.  For example, these genetic changes may be passed down to your children in the same way that eye and hair color are passed down.   
OR 

<blood, tissue, salva, etc.,> obtained from you as part of this study, will not be used by researchers to sequence all or part of your DNA (genomic sequencing).  
If the study includes investigational integral biomarker(s) which are essential for conducting the study:

Another purpose of this study (OR: The purpose of this study) is for the study doctors to learn if a <insert name of biomarker being tested for> test is helpful to decide <insert purpose of biomarker test, e.g., which study group you will be in>.  An <insert how biomarker sample will be obtained, e.g., extra tube of blood will be drawn or tissue from your surgery will be used> for the test.  The study doctors do not know if using the test is <adapt and insert as appropriate based on statistical design: better, the same, or worse> than not using the test.



DO THE RESEARCHERS HAVE A PERSONAL, FINANCIAL OR OTHER INTEREST IN THIS STUDY? 

If an investigator involved with this research study does have a conflict of interest in the research study, as defined in the VA Portland Health Care System Conflict of Interest in Research Form, include the following:

<Investigator’s name> <receives payments for lecturing for and/or has an equity interest in and/or receives royalty from a patent associated with and/or serves in an executive position with> <Sponsor name>, a sponsor of this research study. This conflict has been reviewed and managed by the VAPORHCS Conflict of Interest in Research Committee.
If any investigator on the study may also be the patient’s health care provider, include the following paragraph:

<Investigator name> is a researcher on this study and may also be your health care provider.  They are interested in both the clinical welfare of their patients who participate in this study and in the conduct of this study overall. Before entering this study or at any time during the research, you may ask for a second opinion about your care from another provider who is in no way associated with this study. You are not under any obligation to participate in any research study offered by your health care provider.
HOW MANY PEOPLE WILL PARTICIPATE? 
NO CHANGES TO THIS SECTION



WHAT WILL HAPPEN DURING THIS STUDY?

NO CHANGES TO THIS SECTION

WHAT ARE THE RISKS and POSSIBLE DISCOMFORTS of PARTICIPATION?


For research as part of this study or for future research using these samples or data, genetic data that may be shared in a public database (e.g. per the NIH Genomic Data Sharing Policy), state [modify as applicable]:  
Your genetic information may be shared in a public online database for future research.  The database will not contain any information that directly identifies you, such as your name, address, or birth date, so it is unlikely that someone would know the genetic information came from you.  In the future, people may develop ways to identify you or your blood relatives from this information, but currently, there is not a way to identify you without having additional information to compare to it, such as information from your DNA sample.








HOW WILL MY CONFIDENTIALITY BE PROTECTED? 
Required for all studies using identifiers for any purpose:

In the future, identifiers may be removed, and de-identified information and/or biospecimens about you used for future research studies (not part of this study) without additional informed consent obtained from you. This means the people working on future research studies will not be able to identify who you are. 

*Suggested wording for studies using OHSU REDCap (modify as appropriate):

The study tests are completed in a database called REDCap
. The REDCap database is password protected and maintained by the Oregon Clinical & Translational Research Institute (OCTRI) at Oregon Health & Science University (OHSU). A user profile based on your study ID number will be created for you, which will 



WILL I BE TOLD ABOUT ANY STUDY RESULTS? 

Inform subjects whether or not you will disclose research findings of any kind (e.g., results of genetic studies, clinically relevant information, or incidental findings) to the subject or their provider(s), describe:

· The disclosure procedures (e.g., who will make the disclosure and to whom; as appropriate, any requirement for repeat testing and/or plan for referral to a genetic counselor or other professional for appropriate medical advice), and

· Any risks associated with receiving this information (e.g. psychological risks, impacts on insurability, employability, family plans, and family relationships, and costs of additional medical care and testing).
· See the Bioethics Commission’s IRB Primer on Incidental and Secondary Findings for further guidance.
Note: If the subjects are not informed in the consent document that they may be re-contacted, any attempt to re-contact the subject by the researcher must first be approved by the IRB.

Lab results to be shared with subjects or their providers must be obtained in a CLIA-approved lab.

EXAMPLE: (for sharing results) We will give <you, your primary care provider, etc.> the results of your <describe tests; e.g. research blood tests, CT scan, genetic tests, screening tests>.  The results will be placed in your medical record.
EXAMPLE: (for incidental findings) We do not plan to share your <research, genetic, other as applicable> test results with you or your primary care provider.  However, if we discover information that is important for your health care, either in this study or in the future, we will contact you and ask if you want to know the results.  If you choose to receive the results, you may need to have the test repeated in a non-research laboratory.  You may learn information about your health that is upsetting or that impacts your <family planning, family relationships, ability to get insurance, career, other as appropriate>.
EXAMPLE: (for research MRI or other imaging) The MRI scan is being done to answer research questions, not to examine your brain for medical reasons.  This MRI scan is not a substitute for a clinical scan (the type a doctor would order).  The research scan may not show problems that may be picked up by a clinical MRI scan. If we find an abnormality that requires urgent follow-up, we will contact you and your doctor (with your permission) to help answer questions and get the right follow-up care for you.  It is possible that you could be unnecessarily worried if a problem were suspected, but not actually found.
EXAMPLE: (recommended language for sharing genetic results)  Because genetic information is complex and sensitive, the results should be discussed with a genetic counselor or your primary care provider who can answer your questions or discuss your concerns.  You would be responsible for all costs associated with having the test repeated and visiting a doctor or genetic counselor to discuss the results.
EXAMPLE: (for anticipated secondary findings) The research tests in this study may tell us that you are at risk for <condition>.  If we find out that you are at risk, we will contact you and refer you to <provider that can help with condition>.  You would be responsible for all costs associated with any follow-up testing and medical care.

EXAMPLE: (If no disclosures are to be made, explain why) The results of research tests will not be made available to you because the research is still in an early phase and the reliability of the results is unknown.
EXAMPLE: (If no disclosures are to be made, explain why) The results of research tests will not be made available to you because the results will be general and not relate directly to you and/or your medical care.
WILL IT COST ME ANYTHING TO BE IN THIS STUDY? Modify as applicable  

NO CHANGES TO THIS SECTION

WILL I BE PAID FOR PARTICIPATING?

NO CHANGES TO THIS SECTION

WILL ANYONE PROFIT FINANCIALLY FROM THIS STUDY? 

(applicable if the study collects/banks blood/tissue, even if identifiers are remove) 
Samples obtained from you in this research may be used to make a discovery that could be patented or licensed to an individual, the federal government or a private entity. There are no plans to provide financial compensation to you should this occur. However, should the VA ever provide your samples for research or commercial use, it will do so in such a way as to protect your privacy and confidentiality as stated in the CONFIDENTIALITY section of this document. 

WHAT WILL HAPPEN IF I AM HURT?
NO CHANGES TO THIS SECTION














WHAT DO I NEED TO DO TO DROP OUT (WITHDRAW) AFTER I SIGN THIS CONSENT FORM? 


To withdraw, you must write to <PI> at <full address, including mail code>, or ask a member of the research team to give you a form to withdraw your consent <and authorization>. If you withdraw your consent <and authorization>, you may not be able to continue to participate in the study.
Revocation of authorization form is available at: http://www.portland.va.gov/research/documents/hrpp/revoke-authorization.pdf 
For studies involving the collection of human biological specimens, include the following required language: 

If in the future you decide you no longer want to participate in this research, you may request to have your <describe the specimens> destroyed by contacting <Name> at <phone number>. If your <describe the human biological specimens> are still identifiable, you may withdraw consent to use them at any time, and <Name> will assure that the specimens that you have given will be destroyed.














Signature 

NO CHANGES TO THIS SECTION

Addendum: Banking your <human biological specimens and/or information> for Future Research 

WHAT IS THE PURPOSE AND WHAT WILL HAPPEN?

We are <also> asking you to allow your <describe the human biological specimens and/or information, including any identifiers, such as date of study visit or specimen collection> to be stored (“banked”) in a repository located <indicate where – e.g. within the United States>. The repository may then release your <describe the human biological specimens and/or information> for use in future research, which may include research about <indicate the area(s) of research – e.g. a particular disease(s) or disorder(s), or any type of disease, disorder or health condition>.  

For future genetic studies:

Future studies may include genetic research. Genes are the units of DNA--the chemical structure carrying your genetic information--that determine many human characteristics such as the color of your eyes, your height, and whether you are male or female. Future studies will not include sequencing of all or part of your DNA (genomic sequencing).
OR
Future studies may include genetic research. Genes are the units of DNA--the chemical structure carrying your genetic information--that determine many human characteristics such as the color of your eyes, your height, and whether you are male or female. Future genetic research may also include sequencing of all or part of your DNA.  This is called genomic sequencing.  Sequencing allows researchers to identify your genetic code. Changes in your genetic code may be passed down through your family.  For example, these genetic changes may be passed down to your children in the same way that eye and hair color are passed down.  
WHAT ARE THE RISKS?

For future research using these samples or data, genetic data that may be shared in a public database (e.g. per the NIH Genomic Data Sharing Policy), state [modify as applicable]:  
Your genetic information may be shared in a public online database for future research.  The database will not contain any information that directly identifies you, such as your name, address, or birth date, so it is unlikely that someone would know the genetic information came from you.  In the future, people may develop ways to identify you or your blood relatives from this information, but currently, there is not a way to identify you without having additional information to compare to it, such as information from your DNA sample.

WILL ANYONE PROFIT FINANCIALLY FROM THIS STUDY? 

(applicable if the study collects/banks blood/tissue, even if identifiers are remove) 
Samples obtained from you in this research may be used to make a discovery that could be patented or licensed to an individual, the federal government or a private entity. There are no plans to provide financial compensation to you should this occur. However, should the VA ever provide your samples for research or commercial use, it will do so in such a way as to protect your privacy and confidentiality as stated in the CONFIDENTIALITY section of this document. 

HOW LONG WILL YOU KEEP MY INFORMATION?

NO CHANGES TO THIS SECTION

WILL I BE TOLD ABOUT ANY FUTURE RESEARCH RESULTS? 

Inform subjects whether or not you will disclose research findings of any kind (e.g., results of genetic studies, clinically relevant information, or incidental findings) to the subject or their provider(s), describe:

· The disclosure procedures (e.g., who will make the disclosure and to whom; as appropriate, any requirement for repeat testing and/or plan for referral to a genetic counselor or other professional for appropriate medical advice), and

· Any risks associated with receiving this information (e.g. psychological risks, impacts on insurability, employability, family plans, and family relationships, and costs of additional medical care and testing).
· See the Bioethics Commission’s IRB Primer on Incidental and Secondary Findings for further guidance.
Note: If the subjects are not informed in the consent document that they may be re-contacted, any attempt to re-contact the subject by the researcher must first be approved by the IRB.

Lab results to be shared with subjects or their providers must be obtained in a CLIA-approved lab.

If you give your permission for your <describe the human biological specimens and/or information> to be used in future studies, the results of those studies involving the use of your specimens will not be made available to you because <reasons>. 
OR
If you give your permission for your <describe the human biological specimens and/or information > to be used in future studies, we will contact you with results of those studies because <reasons>. 

CAN I WITHDRAW MY PERMISSION TO USE MY <SPECIMENS AND/OR INFORMATION>?
NO CHANGES TO THIS SECTION
Signature 
NO CHANGES TO THIS SECTION
�New Instructions. See “NOTE”


�Removed. Stated in key info


�Removed. Stated in key info


�New Additional Element, (if applies)


�New purpose statement, if applicable.


�Removed. Funding information included Key Information section above in What am I being asked to do section. 


�Per draft 1200.05 required if appropriate


�Statement moved from another section to here to harmonize with 1200.05


�Removed. This information moved to Key Information section above.


�Information moved to Key Information section. 


�New risk statement if applicable.


�This information moved to Key Information section.


�This information moved to Key Information section.


�New basic element


�The database is not encrypted


�Information combined in section below 


�New additional element per Revised Common Rule/2018 Requirements.  


�New additional element #7: Language taken from prior VA ICF.


�Removed. This information is already stated in contact information section on first page.


�Removed. This information is already stated in contact information section on first page.


�Moved to conflict section.


�Removed. Information moved to Key Information section.  


�Section revised and some information moved to Key Information section.


�Moved to key information


�Moved to key information


�Moved to key information section.


�Moved to key information


�Removed and moved to new statements below


�New risk statement if applicable. 


�New Additional element #7


�New required element.
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