[bookmark: _GoBack]Section B: Overview of your Human Research Protection Program 
Maximum length: Seven pages. 
Include the following sections:

Give a brief description of your Organization, its purpose, and how the Human Research Protection Program relates to the Organization’s mission.
Click or tap here to enter text.

Provide an organizational chart for your Organization.
Click or tap here to enter text.

Provide an organizational chart for you Human Research Protection Program.
Click or tap here to enter text.

Indicate the individual who is the Organizational Official. This is the individual with direct authority and responsibility for the Human Research Protection Program. (This might not be and does not have to be the same person who is the signatory for a federal-wide assurance with the US government.)
Click or tap here to enter text.

List administrative units (e.g., schools, centers, divisions, or branches) within the Organization.
Click or tap here to enter text.

If responsibility for human research protection is decentralized, describe all responsible entities and their relationship to the Organizational Official. Reference the organizational chart(s) if appropriate. If research is conducted at multiple locations (e.g. campuses or facilities), list them and indicate the approximate percentage of research conducted at each location.
Click or tap here to enter text.

List other organizations that are components of your Human Research Protection Program and indicate whether there are active research protocols being conducted at the site.
Click or tap here to enter text.

Indicate any essential functions of the Human Research Protection Program that are conducted at other units or components (e.g. conflict of interest, IRB review, research pharmacy services, grants and contracts, education).
Click or tap here to enter text.

If your Organization follows ICH-Good Clinical Practice (E6), indicate if all, or only portions, of the ICH-GCP guideline are followed, and if they are applied to all studies reviewed by your Organization or a defined subset of studies (e.g. international clinical trials).
Click or tap here to enter text.

When applicable, include other relevant background that will assist AAHRPP staff and site visitors in reviewing your application.
Click or tap here to enter text.
