IF YOU ANSWER YES TO “ARE HUMAN SUBJECTS INVOLVED”
*remember details are going to be collected at the individual study level.  If you have multiple studies (non-exempt research looking at multiple restricted datasets) then you’ll need separate study population characteristics and details.
Once you say “yes”, you must add a study record for each proposed study involving human subjects by selecting "Add New Study” which is used to collect human subjects study data.  
Completing a study record:
Section 1: Initial Study Information
· The "Study Title" field is required.  The Study Title can have a maximum of 600 characters.  Enter a brief title that describes the study the participants will be involved in
ADD STUDY TITLE HERE
· Is the study exempt (you have the exemption or the study has an exemption in place).  Pick exemption number
ANSWER IS TYPICALLY NO
· Complete clinical trial questionnaire (answering yes/no to determine if a study is a clinical trial).  
ANSWER IS TYPICALLY NO BUT DEPENDS ON YOUR RESEARCH. IF YOU ARE PROPOSING A CLINICAL TRIAL, PLEASE REACH OUT TO BIOMARKERNETWORK@UMICH.EDU AND WE CAN SEND YOU THE ADDITIONAL FILES NEEDED FOR THAT SPECIFIC RESEARCH TYPE.

Section 2: Study Population Characteristics
· Conditions or focus of the study (1 entry required; 255 characters); identify name of disease or conditions you are studying, or the focus of the study information you’ve provided.
PI WILL HANDLE - ADD FOCUS HERE; NOTE CHARACTER LIMIT ABOVE
· Eligibility Criteria – list study’s exclusion & inclusion criteria.  15,0000 characters max, text box entry.  
PI WILL HANDLE - ADD ELIGIBILITY CRITERIA HERE IN REGARDS TO THE DATASET; NOTE CHARACTER LIMIT ABOVE
· Enter minimum and maximum age of study participants
PI WILL HANDLE - ADD MINIMUM AGE AND MAXIMUM AGE HERE
· Inclusion of Women and Minorities as well as Inclusion Across the Lifespan. See the end of this document for information on these two files that are needed
PI WILL HANDLE THE TWO DOCS AND SEND AS ATTACHMENTS (OR JUST DROP TEXT INTO THIS FILE AT THE BOTTOM AND LABEL IT ACCORDINGLY
· Recruitment & Retention Plan
Describe how you will recruit and retain participants in your study. You should address 	both planned recruitment activities as well as proposed engagement strategies for retention.
PI WILL HANDLE AND SEND AS ATTACHMENTS (OR JUST DROP TEXT INTO THIS FILE AT THE BOTTOM AND LABEL IT ACCORDINGLY)
· Complete recruitment status (not yet, recruiting actively, enrolling by invites, active not recruiting, completed, suspended, terminated)
PI WILL HANDLE. WHAT IS THE CURRENT STUDY STATUS FOR YOUR PROJECT FROM LIST ABOVE
· Inclusion Enrollment Report or Planned Enrollment Report
PI WILL PROVIDE APPROPRIATE TABLE
· Study Timeline
Provide description or diagram describing the study timeline.  Should be general and not include specific dates.   NORMALLY CAN BE PULLED FROM YOUR RESEARCH STRATEGY!
· PI WILL HANDLE AND SEND AS ATTACHMENT (OR JUST DROP TEXT INTO THIS FILE AT THE BOTTOM AND LABEL IT ACCORDINGLY)
· Protection of Human Subjects
PI WILL HANDLE AND SEND AS ATTACHMENT (OR JUST DROP TEXT INTO THIS FILE AT THE BOTTOM AND LABEL IT ACCORDINGLY)
Details on Inclusion of Women/ Members of Racial and / or Ethnic Minority Groups and Inclusion Across the Lifespan
Organize attachments into two attachments, Inclusion of Women and  Members of Racial and / or Ethnic Minority Groups and Inclusion Across the Lifespan.  
Existing Datasets or Resources. If you will use an existing dataset, resource, or samples that may have been collected as part of a different study, you must address inclusion, following the instructions above. Generally, you must provide details about the sex, race, and ethnicity of the existing dataset/resource and justify the details as appropriate to the scientific goals of the proposed study.
Details to provide for Women &  Members of Racial and / or Ethnic Minority Groups: Describe the planned distribution of subjects by sex, race, and ethnicity; Describe the rationale for selection of sex, racial, and ethnic group members in terms of the scientific objectives and proposed study design. The description may include, but is not limited to, information on the population characteristics of the disease or condition under study; Describe proposed outreach programs for recruiting sex, racial, and ethnic group members; Inclusion and Excluded Groups: Provide a reason for limiting inclusion of any group by sex, race, and/or ethnicity. 
Details to provide for Inclusion of Across the Lifespan: Individuals of all ages are expected to be included in all NIH-defined clinical research unless there are scientific or ethical reasons not to include them. Discuss whether individuals will be excluded based on age and provide a rationale for the minimum and maximum age of study participants, if applicable. Additionally, if individuals will be excluded based on age, provide a scientific or ethical rationale for their exclusion. See the NIH Policy and Guidelines on the Inclusion of Individuals Across the Lifespan as Participants in Research Involving Human Subjects for additional information about circumstances that may justify the exclusion of individuals based on age.  Include a description of the expertise of the investigative team for working with individuals of the ages included, the appropriateness of the available facilities to accommodate individuals in the included age range, and how the age distribution of participants will contribute to a meaningful analysis relative to the purpose of the study.  When children are involved in research, the policies under HHS' 45 CFR 46, Subpart D - Additional Protections for Children Involved as Subjects in Research apply and must be addressed in the Protection of Human Subjects attachment.
Details on Protection of Human Subjects
For any proposed non-exempt study involving human subjects, NIH requires a Protection of Human Subjects attachment that is commensurate with the risks of the study, its size, and its complexity. Organize your attachment into four sections, following the headings and specified order below, and discuss each of the points listed below. Start each section with the appropriate section heading - Risks to Human Subjects, Adequacy of Protection Against Risks, Potential Benefits of the Proposed Research to Research Participants and Others, and Importance of the Knowledge to be Gained. 

