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FORM 18

        This form is required for all applications, except IDEA.

HUMAN SUBJECTS

Does not apply because the proposed research will not make use of human subjects or human tissue/fluid samples



If the proposed research will make use of human subjects, check the appropriate box:


Minorities included


Minorities excluded

Address the seven points listed on the back of this form, numbering 1 through 7:


Page ____

Instructions for FORM 18- Human Subjects

· This form must be included for all applications, whether or not the proposed projects involve human subjects. 

· If you have answered “YES” to Item 5a or 9a (TRC/SPRC) on the Cover Page, and designated exemptions from human subjects regulations, provide sufficient information in response to paragraph 1 below to confirm there has been a determination that the designated exemptions are appropriate.  Determination of exemption from DHHS regulations must be made by an approved Institutional Review Board IRB). Documentation of IRB review must be provided before an award is made. Research designated exempt is discussed in the NIH Public Health Service Grant Application #398, Pages 27‑28.  Although a grant application is exempt from these regulations, it must, nevertheless, address the issues of race/ethnic composition of the subject population, as instructed in paragraph (2) below.
· If you have answered “YES” to Item 6a. on the Face Page of the application and designated no exemptions from the regulations,  the following seven points must be addressed.  In addition, when research involving human subjects will take place at collaborating site(s) or other performance site(s), provide this information before discussing the seven points.  Although no specific page limitation applies to this section, be succinct.

1. Provide a detailed description of the proposed involvement of human subjects in the project. 

2. 
Describe the characteristics of the subject population, including its anticipated number, age range, and health status. It is the policy of the State of California, the University of California, and the BCRP that research involving human subjects must include members of underserved groups in study populations. Applicants must describe how minorities will be included and define the criteria for inclusion or exclusion of any sub-population.  If this requirement is not satisfied, the rationale must be clearly explained and justified.   Also explain the rationale for the involvement of special classes of subjects, if any, such as fetuses, pregnant women, children, prisoners, other institutionalized individuals, or others who are likely to be vulnerable.  Applications without such documentation are ineligible for funding and will not be evaluated. 

3.  
Identify the sources of research material obtained from individually identifiable living human subjects in the form of specimens, records or data. Indicate whether the material or data will be obtained specifically for research purposes or whether use will be made of existing specimens, records or data. 

4.  
Describe the plans for recruiting subjects and the consent procedures to be followed, including: the circumstances under which consent will be sought and obtained, who will seek it; the nature of the information to be provided to the prospective subjects; and the method of documenting consent. 

5.  
Describe any potential risks- physical, psychological, social, legal or other. Where appropriate, describe alternative treatments and procedures that might be advantageous to the subjects.

6.  
Describe the procedures for protecting against, or minimizing, any potential risks (including risks to confidentiality), and assess their likely effectiveness. Where appropriate, discuss provisions for ensuring necessary medical or professional intervention in the event of adverse effects on the subjects.  Also, where appropriate, describe the provision for monitoring the data collected to ensure the safety of subjects.

7. Discuss why the risks are reasonable in relation to the anticipated benefits to subjects, and in relation to the importance of knowledge that may be reasonably expected to result.  

Documentation of Assurances for Human Subjects

In the appendix, if available at the time of submission, include official documentation of the approval by the IRB  showing the title of this application, the principal investigator's name, and the inclusive approval dates.  Do not include supporting protocols.  Approvals obtained under a different title, investigator or organization are not acceptable, unless they cross‑reference the proposed project.  Even if there is no applicant institution (i.e., an individual PI is the responsible applicant) and there is no institutional performance site, a USPHS‑approved IRB must provide the assurance.  If review is pending, final assurance should be forwarded to the BCRP as soon as possible, but no later than July 1, 2001.  Funds will not be released until all assurances are received by the BCRP.  If the research organization(s) where the work with human subjects will take place is different than the applicant organization, approvals from the boards of each will be required.

Data and Safety Monitoring Boards (DSMB)
Applications that include a Phase I-III clinical trial should discuss plans for establishing a DSMB in accordance with the principles set forth in NIH release: http://www.nih.gov/grants/guide/notice-files/not98-084.html.  This ensures patient safety, confidentiality, and guidelines for continuing or canceling a clinical trial based on data collected in the course of the studies.  The BCRP may require documentation that a DSMB is in place or planned prior to the onset of the trial.

