What is Required on the Informed Consent Form?

Title 45 Part 46 of the Code of Federal Regulations

Invitation

1. State that the subject is invited, not asked, to participate.

2. Refer to the project as a “research study.”

3. Name the sponsor of the project and the University Department or sponsoring agency.

Purpose

4. State the scientific purpose of the research study in non-technical terms.

Procedures

5. Describe the procedures to be used in the study to achieve its purposes.  That is, what are the subjects required to do?  Refer to completing questionnaires, telephone calls, personal interviews, audio/video taping, or any other task that subjects will perform.

6. Indicate the approximate number of subjects in the study.

7. Indicate the expected duration of the subject’s participation.

8. Multiple sessions with the subject?  Indicate the amount of time for each session.

9. State where the study will be conducted (e.g., in a school, subject’s home).

10. If the study involves randomization, state this and explain the term (e.g., “a process similar to flipping a coin, by which subjects are placed in various treatment groups by chance.”).  Yes, this is a federal requirement.

11. Questionnaires or interviews?  State that the subjects are “free to decline to answer” any question that might make them feel uncomfortable or render them prosecutable under law.  If some of the questions are highly sensitive, give an example of such, and indicate how confidentiality and/or anonymity will be preserved (e.g., by showing how their names cannot be linked with the data, by stating that all names will be coded, by stating that the master list of coded names will be destroyed after the study is completed, etc.).

Note:  If it is imperative that all questions be answered, then omit #11 and show in the research proposal why such omissions would seriously affect the reliability or validity of the study.

Risks

12. Describe any reasonably foreseeable risks to the subjects.  These would include discomfort, pain, infection, anxiety, depression, stress, embarrassment, anger, etc. a subject might be expected to experience.  If the questions are incriminating, state that there is a possible risk of prosecution.  If there are no foreseeable risks—rare in research—so state this.

13. State that there may be risks that are unforeseeable at the present time, unless the study is extremely benign.  For example, “Because this is research, there is always the possibility of risks that are unforeseeable at this time.”

What is Required on the Informed Consent Form? (continued)

Benefits

14. Describe any benefits to the subjects or others by participation in the research study.  Avoid promises, speak of benefits as possibilities, or when appropriate acknowledge that the subject will receive no benefit, but others later might do so.  For example, “While you will not benefit directly from participation in this study, it is hoped that the knowledge gained through your participation will help others at a later time.”

Injury (include these items only if more than minimal risk is involved)

15. State where medical treatment is available should the subject be injured as a direct result of participation in the study.

16. State the name and phone number of the person to contact if the subject thinks he or she has sustained a research-related injury.

17. State who will be billed for the treatment of the research-related injury (e.g., university, funding institution, the subject).  If not the university or the funding institution, state that the subject will be billed and that it is the subject’s responsibility to find out the degree to which the subject’s insurance will cover the cost.

18. State whether there will be additional compensation for an injury beyond the cost of treatment for the injury (e.g., for such things as lost wages, inconvenience, discomfort).

Costs

19. If there is compensation for time and inconvenience, state this and the amount.

Note:  No subject may be “paid” to participate.

20. Indicate that all such payments for participation will be prorated in the event that the subject withdraws before completing the study.

21. If there are costs that the subject will incur by participation in the study (e.g., for medical tests) indicate this and the approximate amount when possible.

22. If there are costs, indicate who will be billed for these.  If not the university or funding institution, state that the subject is responsible for finding out whether his or her insurance will cover the costs.

Note:  If in #17 you state the subject will be billed for a research-related injury, do not state here that there is no cost to the subject.  For example, “There is no cost to you for participation in this study, unless you are injured by your participation in it.”

What is Required on the Informed Consent Form? (continued)

Confidentiality

23. Acknowledge that absolute confidentiality cannot be guaranteed.

24. State that the sponsor and the Bellarmine University Institutional Review Board may inspect the subject’s research records.  Name any other agencies that are involved (e.g., FDA).

25. State that in all other respects the data will be held in confidence to the extent permitted by law.
26. State that, should the data be published, the subject’s identity will not be revealed.

Voluntary Participation

27. Indicate that participation is voluntary.
28. State that the subject may refuse to participate or discontinue participation without incurring any penalty or losing any benefits to which he or she would be otherwise entitled.

29. If appropriate, state that significant new findings developed during the course of the study that might affect the subject’s willingness to continue participation will be provided to the subject.

Questions

30. State that all present questions have been answered in language (not “in a language”) the subject can understand.

31. Acknowledge that all future questions the subject may have will be answered in the same manner.

32. State the name and phone number of the person to contact for questions about the study.

33. State that the subject may contact the Bellarmine University Institutional Review Board chairperson and will be given an opportunity to discuss any question about their rights as a research subject in confidence with a member of the Board.  This is an independent committee made up of Bellarmine faculty and members of the community not connected with the university.  This committee has reviewed (not approved) the study.

Acknowledgement of Consent and Signatures

34. State that the subject acknowledges that they have been given a copy of the informed consent form.

35. Provide lines for signatures of the parties involved, whether subject or legal guardian, and investigator.  Include lines for dates when the signatures are affixed.  In studies involving minors, the minor, if able, must also sign to indicate awareness of his or her role in the study.

