[bookmark: _GoBack]Using the PHS Study Record Template V2.0
The PHS Study Record V2.0 template mirrors what needs to be entered into the HSS section of the Assist program when submitting a grant that will involve human subjects.  This form is intended as a guide and will help in understanding what documents will be required for each grant. Please note: if you are conducting several different human subject studies under 1 grant, this form and the HSS section will need to be completed for each study.  You can complete this form and use as a guide but you will still be required to enter the data in ASSIST as well.
The Clinical Trial Questionnaire in section 1.4 is required if you answered “Yes” studies involving human participants.
Note for basic and mechanistic studies involving human participants: The NIH definition of a clinical trial encompasses a broad range of studies, including studies using human participants that aim to understand fundamental aspects of phenomena, the pathophysiology of a disease, or the mechanism of action of an intervention. This includes many mechanistic studies and studies submitted to Basic Experimental Studies with Humans FOAs.
Answer "Yes" or "No" to the following questions to determine whether this study involves a clinical trial. Answer the following questions based only on the study you are describing in this Study Record. 
Note: The answer to question "1.4.a Does the study involve human participants?" will be pre-populated with "Yes" for all study records. You will not be able to change this answer.
[bookmark: 1.4.a]1.4.a. Does the study involve human participants? Yes/No
1.4.b. Are the participants prospectively assigned to an intervention? Yes/No
1.4.c. Is the study designed to evaluate the effect of the intervention on the participants? Yes/No
1.4.d. Is the effect that will be evaluated a health-related biomedical or behavioral outcome? Yes/No
If you answered "Yes" to all the questions in the Clinical Trial Questionnaire, this study meets the definition of a clinical trial.
Refer to the table below for information about what sections of this form are required, based on your answers to Question 1.4 "Clinical Trial Questionnaire."




	Form Section
	If you answered "yes" to all the questions in the Clinical Trial Questionnaire
	If you answered “Yes” to question 1 and "no" to any of the other questions in the Clinical Trial Questionnaire

	Section 2 - Study Population 
Characteristics
	Required
	Required

	Section 3 - Protection and 
Monitoring Plans
	Required
	Required

	Section 4 - Protocol Synopsis
	Required
	Do not complete

	Section 5 - Other Clinical Trial-related Attachments
	Required if specified in the FOA
	Do not complete



For additional information and clarification about the definitions above please click on the following link:
https://grants.nih.gov/policy/clinical-trials/definition.htm   
For additional information and clarification about how to complete the HSS section please click on the following link: 
https://grants.nih.gov/grants/how-to-apply-application-guide/forms-f/general/g.500-phs-human-subjects-and-clinical-trials-information.htm	
