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	APPLICATION Determination, Delayed Onset Human Research

	

	



	PURPOSE

	This form is used to address an explicit written request from an external sponsor for UW documentation that it is not possible to obtain IRB approval or exempt status before releasing a funding award for use. This is because:
· Human subjects involvement will depend upon completion of significant pre-human subjects development activities, or
· The award is for a clinical research network or consortium that plans to add new protocols over the course of the award, or
· The award is for funds that will be awarded to specific projects that will be selected and funded by the awardee (e.g., a pilot project program; some training grants).



	INSTRUCTIONS

	Please read the Delayed Onset Human Research (DOHR) webpage prior to completing this form.

New funding awards. Submit a new application in Zipline.
· On the Basic Study Information SmartForm, upload this completed form instead of the IRB Protocol Form.
· Upload a complete copy of the funding proposal on the Study Funding Sources SmartForm.
· Many of the Zipline SmartForm questions do not apply to a DOHR application because human research activities will not occur or will require significant pre-human subjects development work. Below is some guidance for answering some of these questions; do your best with the other questions.
· What kind of study is this? = ‘Single-site study’
· Study Scope questions 1-9 = ‘no’ or ‘none of the above’
· Upload to the Other Attachments SmartForm question a copy of the sponsor’s email that explicitly informed you of the need for a UW determination that IRB approval or exempt status is not appropriate or required at this time.
· If HSD determines that DOHR status is appropriate, you will receive an email notice with a link to the formal determination letter uploaded by HSD to your Zipline application.

Renewal of DOHR status. DOHR determinations are valid for one year. If you need to extend the DOHR status for another year:
· Submit a Continuing Review application from the initial Zipline application.
· Complete this form again and upload it in place of the Status Report form requested by Zipline.
· Answer the SmartForm questions as best as you can, given that no human research activities have taken place.
· If HSD determines that continuing the DOHR status is appropriate, you will receive an email notice with a link to the formal continuation letter uploaded by HSD to your Zipline application.
Closure of DOHR application. If you replace this DOHR determination with an IRB application, or otherwise no longer need DOHR status, request closure by using the Add Comment activity in the study History tab, being sure to check ‘IRB Coordinator’ in question 3.



FUNDING OR SUPPORT

1. Confirm by checking the box below that your funding award or subcontract is processed through the UW Office of Sponsored Programs (OSP). If not, your project does not qualify for a Delayed Onset Human Research Determination.

☐CONFIRMED

Principal Investigator:

	     



Title of grant, contract or award:

	     



Name of Funding Agency:

	     




	JUSTIFICATION FOR DELAYED ONSET HUMAN RESEARCH DETERMINATION



1. Criteria for DOHR status. The human subjects activities cannot occur, or cannot be specifically described in the full detail required for an IRB application, because (mark those that apply):

☐This is a single project award (research grants, career development awards, or fellowships) in which human subjects involvement will depend upon completion of significant pre-human subjects development activities, including (select all that apply):

☐Development of specific procedures, questionnaires, or research instruments
☐Completion of animal studies
☐Purification of compounds
☐Development of an assay, diagnostic test, or device (unless the development involves the use of human specimens (either identifiable or not identifiable) and there are plans to eventually submit the data to the Food and Drug Administration (FDA))
☐Other significant and lengthy development work

☐This funding is for a clinical research network or consortium (often funded as cooperative agreements or multi-project awards) that plan to add new protocols over the course of the award.

☐This funding is for a clinical award mechanism that includes funds for small projects that will be selected and funded by the awardee. These are often referred to as pilot project programs and may be used to support new or junior faculty or to stimulate new research areas at the awardee institution and its collaborators This also applies to some training grants.

2. Description of the project. Describe the activities that will occur in the first year with the level of detail currently known: what will be done, by whom, under what circumstances, and for what reason? If you are applying for renewal of your DOHR status, briefly describe your progress in the past year.
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3. Plans for future IRB application. Approximately when do you anticipate applying for IRB review or exempt status? If a future IRB application or exempt status will not be appropriate, describe why.

	     



4. Funding proposal. Please include a complete copy of the funding proposal with your Zipline application. This is not necessary if you are applying for renewal of your DOHR status.
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