STARTING POINT FOR INJURY LANGUAGE FOR CONSENT FORMS

NOT Commercial/Industry Sponsored:

Immediate necessary medical care is available at Swedish Medical Center in the event that you are injured as a result of your participation in this research study. However, there is no commitment by Swedish Medical Center, Swedish Health Services, or your study doctors to provide monetary compensation or free medical care to you in the event of a study-related injury. The charges for such care will be billed to you and/or your insurance company which may include co-pays and deductibles.  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.

 

For questions about the study or research-related injury, contact Dr. (insert PI's name here) at (insert PI's number here with area code) during regular business hours and at (insert PI's 24-hour number here with area code) after hours and on weekends and holidays. 

 
For Commercial/Industry Sponsored Studies:

Instructions: 

Following are three optional formats for the Research Related Injury section of the Informed Consent for use in Commercial/Industry Sponsored studies. This language is provided for general reference; the optional format selected must coincide with the terms and conditions of the Contract negotiated between Swedish Research Center and the Sponsor. 
Before submitting the Informed Consent to the IRB, contact the Swedish Research Center Grants and Contracts Analyst (206-215-3100) to discuss the correct option to be used and any special contractual conditions that may apply to this section of the Consent. 
Option 1: When the Sponsor Provides for Payment for Research-Related Injury (not conditioned on first billing third party payers)
Immediate necessary medical care is available at Swedish Medical Center in the event that you are injured as a result of your participation in this research study. However, there is no commitment by Swedish Medical Center, Swedish Health Services, or your study doctors to provide monetary compensation or free medical care to you in the event of a study-related injury. The study sponsor, Company X, will reimburse you or the provider of services for the medical care you receive for your injuries provided you (insert “and the study doctor”) followed all study instructions  correctly. 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. For questions about the study or research-related injury, contact Dr. (insert PI's name here) at (insert PI's number here with area code) during regular business hours and at (insert PI’s 24-hour number here with area code) after hours and on weekends and holidays.
Option 2: When the sponsor conditions its obligation to pay for Research-Related Injury on a (primary effort to obtain payment from a third party payer)
Immediate necessary medical care is available at Swedish Medical Center in the event that you are injured as a result of your participation in this research study. However, there is no commitment by Swedish Medical Center, Swedish Health Services, or your study doctors to provide monetary compensation or free medical care to you in the event of a study-related injury. 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. 
IF THE SPOSNOR HAS CONDITIONS, ADD HERE <Insert Company name> shall reimburse the costs of this care if it determines in consultation with the study doctor and /or the institution that the adverse event occurred and that: 

· THESE ARE EXAMPLES AND NOT TEMPLATE 
· You followed the study instructions;
· The study procedures were done properly by the study team ; and
· It was not due to the natural progression of your condition.
If you are a Medicare, Medicaid or Tricare patient or you have no health insurance, and you are injured as a result of your participation in this research study, the study sponsor, Company X, will reimburse you or the provider of services for the medical care you receive for your injuries. Medicare, Medicaid or Tricare will not be billed for this care.

If you have commercial (private) insurance, and you are injured as a result of your participation in this research study, your insurance provider will be billed for medical care you receive for these injuries. For any such costs that are not covered by your insurance provider, the study sponsor, Company X, will reimburse you or the provider of services for the medical care you receive for your injuries provided. This will not include co-pays and deductibles. You will be billed for those costs.  

For questions about the study or research-related injury, contact Dr. (insert PI's name here) at(insert PI's number here with area code) during regular business hours and at (insert PI's 24-hour number here with area code) after hours and on weekends and holidays. 
Option 3: When the sponsor makes no provision for payment for research-related injury (our standard paragraphs with addition of “the study sponsor, Company X”)
Immediate necessary medical care is available at Swedish Medical Center in the event that you are injured as a result of your participation in this research study. However, there is no commitment by Swedish Medical Center, Swedish Health Services, or your study doctors or the study sponsor, Company X, to provide monetary compensation or free medical care to you in the event of a study-related injury. The charges for such care will be billed to you and/or your insurance company which may include co-pays and deductibles.  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.
For questions about the study or research-related injury, contact Dr. (insert PI's name here) at(insert PI's number here with area code) during regular business hours and at (insert PI's 24-hour number here with area code) after hours and on weekends and holidays. 

Option 4: When the sponsor makes no provision for payment for research-related injury (our standard paragraphs with addition of “the study sponsor, Company X”) but has a compassionate program available. 

Immediate necessary medical care is available at Swedish Medical Center in the event that you are injured as a result of your participation in this research study.  However, there is no commitment by Swedish Medical Center, Swedish Health Services, or your study doctors or the study sponsor, Company X, to provide monetary compensation or free medical care to you in the event of a study-related injury.  The charges for such care will be billed to you and/or your insurance company which may include co-pays and deductibles.  You should be aware that your insurance company may or may not pay for such charges.  However Company X does have a compassionate program that you may be able to apply for to receive financial assistance with those costs. 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.
For questions about the study or research-related injury or to receive assistance in applying for the compassionate program, contact Dr. (insert PI's name here) at (insert PI's number here with area code) during regular business hours and at (insert PI's 24-hour number here with area code) after hours and on weekends and holidays. 

Version 2 – added Option 4, approved by JH  4-5-2011 .  

