

Please review all of the categories below and select the language applicable for your study.  Cut and paste is into your consent form. For questions, contact Charlotte Shupert at 503-494-9644.


1. Industry Sponsored and either: Phase I-III Clinical Trial (except Category B devices); or Phase IV clinical trial of marketed drugs or devices for new use under an IND/IDE
If you believe you have been injured or harmed while participating in this research and require immediate treatment, contact [study team info, if study involves physical risks that may be immediate provide a phone number that is available 24-hours a day].
You, or your medical insurance, will be billed for expenses resulting from your condition. However, if you are harmed by the study drug [(s), study device(s)] or study procedures, you will be treated. This treatment will be provided at no cost to you or your insurance company if the harm is caused by the study drug [(s), device(s)] or study procedures and would not have been expected from the standard treatment for your condition.  
You have not waived your legal rights by signing this form. Any claim you make against Oregon Health & Science University may be limited by the Oregon Tort Claims Act (ORS 30.260 through 30.300). If you have questions on this subject, please call the OHSU Research Integrity Office at (503) 494-7887.


2. Industry Sponsored Clinical Trials with Category B Devices
If you believe you have been injured or harmed while participating in this research and require immediate treatment, contact [study team info, if study involves physical risks that may be immediate provide a phone number that is available 24-hours a day].
You, or your medical insurance, will be billed for expenses resulting from your condition. However, if you are harmed by the study device(s) or study procedures, you will be treated. This treatment will be provided at no cost to you or your insurance company if the harm is caused by the study device(s) or study procedures and would not have been expected from the standard treatment for your condition.
You have not waived your legal rights by signing this form. Any claim you make against Oregon Health & Science University may be limited by the Oregon Tort Claims Act (ORS 30.260 through 30.300). If you have questions on this subject, please call the OHSU Research Integrity Office at (503) 494-7887.



3. Industry sponsored and either: clinical trial with marketed drug or device used per labeling; or compassionate use drug/device or humanitarian use device
If you believe you have been injured or harmed while participating in this research and require immediate treatment, contact [study team info, if study involves physical risks that may be immediate provide a phone number that is available 24-hours a day].
You, or your medical insurance, will be billed for expenses resulting from your condition. However, if you are harmed by the study drug[(s), study device(s)] or study procedures, you will be treated. If allowable, the cost of the treatment will be billed to your insurance. The sponsor or OHSU will pay for the costs of the treatment not covered by your insurance.
You have not waived your legal rights by signing this form. Any claim you make against Oregon Health & Science University may be limited by the Oregon Tort Claims Act (ORS 30.260 through 30.300). If you have questions on this subject, please call the OHSU Research Integrity Office at (503) 494-7887.


4. Industry sponsored with physical contact with subject but no medical intervention  i.e., does not involve a drug, device, supplement, or biologic, but may involve blood or tissue sampling or other procedures not required for medical care
If you believe you have been injured or harmed while participating in this research and require immediate treatment, contact [study team info, if study involves physical risks that may be immediate provide a phone number that is available 24-hours a day].
You, or your medical insurance, will be billed for expenses resulting from your condition. However, if you are harmed by the study procedures, you will be treated. If allowable, the cost of the treatment will be billed to your insurance. The sponsor or OHSU will pay for the costs of the treatment not covered by your insurance.
You have not waived your legal rights by signing this form. Any claim you make against Oregon Health & Science University may be limited by the Oregon Tort Claims Act (ORS 30.260 through 30.300). If you have questions on this subject, please call the OHSU Research Integrity Office at (503) 494-7887.


5. OHSU Investigator designed study of drug or device, regardless of level/type of support provided by industry sponsor
If you believe you have been injured or harmed while participating in this research and require immediate treatment, contact [study team info, if study involves physical risks that may be immediate provide a phone number that is available 24-hours a day].
You have not waived your legal rights by signing this form. If you are harmed by the study drug[s, study device(s)] or study procedures, you will be treated. Oregon Health & Science University does not offer to pay for the cost of the treatment. Any claim you make against Oregon Health & Science University may be limited by the Oregon Tort Claims Act (ORS 30.260 through 30.300). If you have questions on this subject, please call the OHSU Research Integrity Office at (503) 494-7887.



6. Industry sponsored and data collection only (including phone screen), no physical risk
If you believe you have been injured or harmed while participating in this research and require immediate treatment, contact [study team info, if study involves physical risks that may be immediate provide a phone number that is available 24-hours a day].
You have not waived your legal rights by signing this form. If you are harmed by the study procedures, you will be treated. Oregon Health & Science University does not offer to pay for the cost of the treatment. Any claim you make against Oregon Health & Science University may be limited by the Oregon Tort Claims Act (ORS 30.260 through 30.300). If you have questions on this subject, please call the OHSU Research Integrity Office at (503) 494-7887.


7. Non-industry Sponsored clinical research (Includes federally funded)
If you believe you have been injured or harmed while participating in this research and require immediate treatment, contact [study team info, if study involves physical risks that may be immediate provide a phone number that is available 24-hours a day].
You have not waived your legal rights by signing this form. If you are harmed by the [study drugs, study device(s)] or study procedures, you will be treated. Oregon Health & Science University does not offer to pay for the cost of the treatment. Any claim you make against Oregon Health & Science University may be limited by the Oregon Tort Claims Act (ORS 30.260 through 30.300). If you have questions on this subject, please call the OHSU Research Integrity Office at (503) 494-7887.
If the protocol is sponsored by a cooperative group add:<insert sponsor name (for example, The Children’s Oncology Group)>does not offer compensation for injury.  If the cooperative group receives funding from the Department of Health and Human Services, also add the DHHS liability statement (see next paragraph).
If the protocol is funded by the U.S. Department of Health and Human Services (DHHS), or a department within DHHS (including but not limited to the National Cancer Institute andthe National Center for Research Resources which funds the OCTRI), add the following statement:It is not the policy of the U.S. Department of Health and Human Services to compensate or provide medical treatment for human subjects in the event the research results in physical injury.
NOTE: If there are other agencies providing support in addition to those listed above, those agencies may need to supply information about whether they offer compensation in the event of injury. These sources could involve governmental departments not under DHHS (such as Department of Education and Department of Defense),foundations, and/or private support. Contact ORIO (OHSU Research Integrity Office) for assistance in determining the appropriate liability language in these cases.


8. Non-industry Sponsored non-clinical research (Includes federally funded)
If you believe you have been injured or harmed while participating in this research and require immediate treatment, contact [study team info, if study involves physical risks that may be immediate provide a phone number that is available 24-hours a day].
You have not waived your legal rights by signing this form. If you are harmed by the [study drugs, study device(s)] or study procedures, you will be treated. Oregon Health & Science University does not offer to pay for the cost of the treatment. Any claim you make against Oregon Health & Science University may be limited by the Oregon Tort Claims Act (ORS 30.260 through 30.300). If you have questions on this subject, please call the OHSU Research Integrity Office at (503) 494-7887.
If the protocol is sponsored by a cooperative group add:<insert sponsor name (for example, The Children’s Oncology Group)>does not offer compensation for injury.  If the cooperative group receives funding from the Department of Health and Human Services, also add the DHHS liability statement (see next paragraph).
If the protocol is funded by the U.S. Department of Health and Human Services (DHHS), or a department within DHHS (including but not limited to the National Cancer Institute and the National Center for Research Resources which funds the OCTRI), add the following statement: It is not the policy of the U.S. Department of Health and Human Services to compensate or provide medical treatment for human subjects in the event the research results in physical injury.
NOTE: If there are other agencies providing support in addition to those listed above, those agencies may need to supply information about whether they offer compensation in the event of injury. These sources could involve governmental departments not under DHHS (such as Department of Education and Department of Defense),foundations, and/or private support. Contact ORIO (OHSU Research Integrity Office) for assistance in determining the appropriate liability language in these cases. 


9. Any study with genetic component include this additional language
If you believe you have been injured or harmed while participating in this research and require immediate treatment, contact [study team info, if study involves physical risks that may be immediate provide a phone number that is available 24-hours a day].
Oregon Health & Science University is also subject to the Oregon Genetic Privacy law (ORS 192.531 through ORS 192.549) and its requirements concerning confidentiality and the legal remedies provided by that law for breach of its requirements.  You have not waived your legal rights by signing this form. For clarification on this subject, or if you have questions, please call the OHSU Research Integrity Office at (503) 494-7887.

10. Media Consent
If you believe you have been injured or harmed while participating in this research and require immediate treatment, contact [study team info, if study involves physical risks that may be immediate provide a phone number that is available 24-hours a day].
You have not waived your legal rights by signing this form. If you are harmed by the use of your [photographs, videotapes, audiotapes] you will be treated. Oregon Health & Science University does not offer to pay for the cost of the treatment. Any claim you make against Oregon Health & Science University may be limited by the Oregon Tort Claims Act (ORS 30.260 through 30.300). If you have questions on this subject, please call the OHSU Research Integrity Office at (503) 494-7887.


11. Shriners Hospital for Children 
If you believe you have been injured or harmed while participating in this research and require immediate treatment, contact [study team info, if study involves physical risks that may be immediate provide a phone number that is available 24-hours a day].
Any physical injuries or adverse reactions arising from participation in the research project can be treated by providing those medical services that are customarily available at the Shriners Hospitals for Children or at any other hospital you choose.  Medical services at the Shriners Hospitals are provided at no cost, while the cost at any other hospital will be based on your personal insurance coverage.  Shriners Hospitals for Children is not able to offer financial compensation for a research related injury or other problems.  However, you have not waived your/your child's legal rights by signing this form.
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