Handout 5-4

Participation Protection
1.
Protection of Clients and Staff from Potential Risks

· Identify and describe any foreseeable physical, medical, psychological, social, legal, or other risks or adverse effects. 

· Discuss risks that are due either to participation in the project itself or to the evaluation activities.

· Describe the procedures that will be followed to minimize or protect participants against potential health or confidentiality risks.  Make sure to list potential risks in addition to any confidentiality issues.

· Give plans to provide help if there are adverse effects to participants, if needed in the project. 

· Where appropriate, describe alternative treatments and procedures that might be beneficial to participants. 

· Offer reasons if you do not decide to use other beneficial treatments.

2.
Fair Selection of Participants
· Describe the target population(s) for the proposed project.  Include age, gender, and racial/ethnic background. Address other important factors, such as homeless youth, foster children, children of substance abusers, or other special population groups. 

· Explain the reasons for including/excluding special types of participants, such as pregnant teens, institutionalized youth, mentally or physically disabled youth, incarcerated youth, or others who are likely to be vulnerable or likely to benefit.

· Explain how you will recruit and select participants. Identify who will select participants.

3.
Absence of Coercion
· Explain if participation in the project is voluntary or required.  Identify possible reasons why it is required (e.g., court orders requiring youth to participate).

· If you plan to pay participants, state how participants will be awarded money or gifts.

· State how volunteer participants will be told that they may receive services and incentives even if they do not complete the study.

4.
Data Collection
· Identify from whom you will collect data (e.g., participants themselves, family members, teachers). Explain how you will collect data and list the source. For example, will you use school records, interviews, psychological assessments, observation, questionnaires, or other sources?

· Identify what type of specimens (e.g., urine, blood) will be used, if any, and state whether the material will be used for anything other than evaluation and research. If needed, describe how the material will be monitored to ensure the safety of participants.

· In an appendix to your application, provide copies of all available data collection instruments and interview protocols that you plan to use. 

5.
Privacy and Confidentiality

Describe the following elements:

· How you will use data collection instruments

· Where data will be stored

· Who will or will not have access to information

· How the identity of participants will be kept private (e.g., through the use of a coding system on data records, limiting access to records, or storing identifiers separately from data). Note:  If applicable, grantees must agree to maintain the confidentiality of alcohol and drug abuse client records according to the provisions of 42 CFR Part 2.

6.
Adequate Consent Procedures
· List what information will be given to people who participate in the project. Include the type and purpose of their participation. Include how the data will be used and how you will keep the data private. 

· State


-
If their participation is voluntary


-
Their right to leave the project at any time without any problems


-
Risks from the project


-
Plans to protect clients from these risks

· Explain how you will get consent for youth, the elderly, people with limited reading skills, and people who do not use English as their first language. Note:  If the project poses potential physical, medical, psychological, legal, social, or other risks, you should get written informed consent.

· Indicate if you will get informed consent from participants or from their parents or legal guardians. Describe how the consent will be documented. For example, will you read the consent forms? Will you ask prospective participants questions to be sure they understand the forms? Will you give them copies of what they sign?

· Include sample consent forms in your application. If needed, give English translations. Note:  Never imply that the participant (1) waivers or appears to waive any legal rights (3) may not end involvement with the project or (3) releases your project or its agents from liability for negligence.

· The application should describe whether separate consents will be obtained for different stages or parts of the project. For example, will they be needed for both the treatment intervention and for the collection of data. Will individuals who do not consent to having individually identifiable data collected for evaluation purposes be allowed to participate in the project?

7.
Discussion of Risks and Benefits
· Are the risks reasonable in relation to the anticipated benefit?

8.
IRB Approval
Title 45, Part 46 of the Code of Federal Regulations, Protection of Human Subjects, is applicable to the specific RFA. Applicants will be required to obtain approval of an institutional review board (IRB). The Office for Human Research Protections (OHRP) will advise you about getting IRB approval. Its Web site, http://ohrp.osophs.dhhs.gov, has detailed information and telephone numbers of OHRP staff.

In summary, to get IRB approval, you will have to (1) obtain an “assurance” and register your organization and its chosen IRB at the OHRP Web site, (2) obtain that IRB’s approval for your project, and (3) send the approval letter to your Project Officer.
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