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*Study Title (must be unique):
Comments:
* Delayed Onset Study?
If study is not delayed onset, the following selections are required:
Enrollment Type
Using an Existing Dataset or Resource
Enrollment Location
Clinical Trial
NIH-Defined Phase III Clinical Trial
Racial Categories
Ethnic Categories
Not Hispanic or Latino
Female
Male
Unknown/
Not
Reported
Hispanic or Latino
Female
Male
Unknown/
Not
Reported
Unknown/Not Reported Ethnicity
Female
Male
Unknown/
Not
Reported
Total
American Indian/ 
Alaska Native
Asian
Native Hawaiian or 
Other Pacific Islander
Black or African 
American
White
More than One Race
Unknown or Not Reported
Total
To ensure proper performance, please save frequently.
Report  of 
PHS Inclusion Enrollment Report
	XDPFirstField: 
	Mandatory: 
	BSt: 
	Burden Statement: 



Public reporting burden for this collection of information is estimated to average 1 hour per response, including the time for reviewing instructions, searching existing data sources, gathering and maintaining the data needed, and completing and reviewing the collection of information.  An agency may not conduct or sponsor, and a person is not required to respond to, a collection of information unless it displays a currently valid OMB control number.  Send comments regarding this burden estimate or any other aspect of this collection of information, including suggestions for reducing this burden, to: NIH, Project Clearance Branch, 6705 Rockledge Drive, MSC 7974, Bethesda, MD 20892-7974, ATTN: PRA (0925-0001 and 0925-0002).  Do not return the completed form to this address. : 
	Study Title: Enter a unique title (up to 250 characters) that describes the study that the participants are involved in.  This is a required field. See funding opportunity announcement and agency-specific instructions for additional guidance. : 
	Delayed Onset Study is required.: 
	Delayed Onset Study, Yes: Check "Yes" if your study is considered delayed onset. See agency-specific instructions for definition of delayed onset and additional information regarding whether your application meets the criteria for delayed onset human subjects research. This is a required field. : 
	Delayed Onset Study, No: Check "No" if your study is NOT considered delayed onset. See agency-specific instructions for definition and additional information. This is a required field. : 
	Delayed Onset Study is required.: 
	Enrollment Type, Planned: Select whether the table reflects Planned Enrollment of individuals to be recruited into the study or Cumulative (e.g., actual) Enrollment for 1) participants already recruited into the study or 2) studies using an existing dataset or resource. This is a required field.: 
	Enrollment Type, Cumulative (Actual): Select whether the table reflects Planned Enrollment of individuals to be recruited into the study or Cumulative (e.g., actual) Enrollment for 1) participants already recruited into the study or 2) studies using an existing dataset or resource. This is a required field.: 
	Using Existing Dataset or Resource is required.: 
	Using Existing Dataset or Resource, Yes: You must answer the Existing Dataset or Resource question if you checked "No" for the Delayed Onset question. Check "Yes" if this study involves use of an existing dataset or resource. See agency-specific instructions for definition and additional information.: 
	Using Existing Dataset or Resource, No: You must answer the Existing Dataset or Resource question if you checked "No" for the Delayed Onset question. Check "No" if this study does not involve use of an existing dataset or resource. See agency-specific instructions for definition and additional information.: 
	Enrollment Location is required.: 
	Enrollment Location, Domestic: You must answer the Enrollment Location question if you checked "No" for the Delayed Onset question. Select "Domestic" if the participants described in the study are based at a US.site. Participants at US and non-US sites must be reported separately even if for the same study. See funding opportunity announcement and agency-specific instructions for additional guidance.: 
	Enrollment Location, Foreign: You must answer the Enrollment Location question if you checked "No" for the Delayed Onset question. Select "Foreign" if the participants described in the study are based at a non-US.site. Participants at US and non-US sites must be reported separately even if for the same study. See funding opportunity announcement and agency-specific instructions for additional guidance.: 
	Clinical Trial is required.: 
	Clinical Trial, Yes: You must answer the Clinical Trial question if you checked "No" for the Delayed Onset question. Check "Yes" if your study involves a clinical trial. See agency-specific instructions for definition and additional information.: 
	Clinical Trial, No: You must answer the Clinical Trial question if you checked "No" for the Delayed Onset question. Check "No" if your study does NOT involve a clinical trial. See agency-specific instructions for definition and additional information.: 
	Agency-Defined Phase III Clinical Trial is required: Check "yes" or "no" to indicate whether the project includes an agency-defined phase III clinical trial.  See Application Guide for the specific definition.: 
	Agency-Defined Phase III Clinical Trial: Check "yes" or "no" to indicate whether the project includes an agency-defined phase III clinical trial.  See Application Guide for the specific definition.

Yes: You must answer the Agency-Defined Phase III Clinical Trial question if you checked "Yes" for the “Clinical Trial?” question. Check "Yes" if your study involves an agency-defined Phase III clinical trial. See agency-specific instructions for definition and additional information.: 
	Agency-Defined Phase III Clinical Trial: Check "yes" or "no" to indicate whether the project includes an agency-defined phase III clinical trial.  See Application Guide for the specific definition.

No: You must answer the Agency-Defined Phase III Clinical Trial question if you checked "Yes" for the “Clinical Trial?” question. Check "No" if your study does not involve an agency-defined Phase III clinical trial. See agency-specific instructions for definition and additional information.: 
	Comments: Enter information you wish to provide about this planned enrollment report. This includes but is not limited to addressing information about distinctive subpopulations if relevant to the scientific hypotheses being studied and/or a study that with delayed onset. Maximum 500 characters.: 
	American Indian Not Hispanic Female: Enter the number of females who are American Indian/Alaska Native and Not Hispanic or Latino. This is a required field. : 
	Asian Not Hispanic Female: Enter the number of females who are Asian and Not Hispanic or Latino. This is a required field. : 
	Hawaiian Not Hispanic Female: Enter the number of females who are Native Hawaiian or Other Pacific Islander and Not Hispanic or Latino. This is a required field. : 
	Black Not Hispanic Female: Enter the number of females who are Black or African American and Not Hispanic or Latino. This is a required field. : 
	White Not Hispanic Female: Enter the number of females who are White and Not Hispanic or Latino. This is a required field. : 
	More than One Race Not Hispanic Female: Enter the number of females who identify with more than one racial category and are Not Hispanic or Latino. This is a required field. : 
	Unknown Race Not Hispanic Female: Enter the number of females whose race is unknown/not reported and are Not Hispanic or Latino. This is a required field. : 
	Total Not Hispanic or Latino Female: This field is auto-calculated to total all racial categories for females who are Not Hispanic or Latino. This is a required field.: 
	NotHispanicFemaleisValid: 
	American Indian Not Hispanic Male: Enter the number of males who are American Indian/Alaska Native and Not Hispanic or Latino. This is a required field. : 
	Asian Not Hispanic Male: Enter the number of males who are Asian and Not Hispanic or Latino. This is a required field.  : 
	Hawaiian Not Hispanic Male: Enter the number of males who are Native Hawaiian or Other Pacific Islander and Not Hispanic or Latino. This is a required field.  : 
	Black Not Hispanic Male: Enter the number of males who are Black or African American and Not Hispanic or Latino. This is a required field. : 
	White Not Hispanic Male: Enter the number of males who are White and Not Hispanic or Latino. This is a required field. : 
	More than One Race Not Hispanic Male: Enter the number of males who identify with more than one racial category and are Not Hispanic or Latino. This is a required field. : 
	Unknown Race Not Hispanic Male: Enter the number of males whose race is unknown/not reported and are Not Hispanic or Latino. This is a required field. : 
	Total Not Hispanic or Latino Male: This field is auto-calculated to total all racial categories for males who are Not Hispanic or Latino. This is a required field. : 
	NotHispanicMaleisValid: 
	American Indian Not Hispanic Unknown Sex: Enter the number of individuals of unknown/not reported sex/gender who are American Indian/Alaska Native and Not Hispanic or Latino. This is a required field. : 
	Asian Not Hispanic Unknown Sex: Enter the number of individuals of unknown/not reported sex/gender who are Asian and Not Hispanic or Latino. This is a required field. : 
	Hawaiian Not Hispanic Unknown Sex: Enter the number of individuals of unknown/not reported sex/gender who are Native Hawaiian or Other Pacific Islander and Not Hispanic or Latino. This is a required field. : 
	Black Not Hispanic Unknown Sex: Enter the number of individuals of unknown/not reported sex/gender who are Black or African American and Not Hispanic or Latino. This is a required field. : 
	White Not Hispanic Unknown Sex: Enter the number of individuals of unknown/not reported sex/gender who are White and Not Hispanic or Latino. This is a required field. : 
	More than One Race Not Hispanic Unknown Sex: Enter the number of individuals of unknown/not reported sex/gender who identify with more than one racial category and are Not Hispanic or Latino. This is a required field. : 
	Unknown Race Not Hispanic Unknown Sex: Enter the number of individuals of unknown/not reported sex/gender, unknown/not reported race, and are Not Hispanic or Latino. This is a required field. : 
	Total Not Hispanic or Latino Unknown Sex: This field is auto-calculated to total all racial categories for individuals of unknown/not reported sex/gender who are Not Hispanic or Latino. This is a required field. : 
	NotHispanicUnknownGenderisValid: 
	American Indian Hispanic Female: Enter the number of females who are American Indian/Alaska Native and Hispanic or Latino. This is a required field. : 
	Asian Hispanic Female: Enter the number of females who are Asian and Hispanic or Latino. This is a required field. : 
	Hawaiian Hispanic Female: Enter the number of females who are Native Hawaiian or Other Pacific Islander and Hispanic or Latino. This is a required field. : 
	Black Hispanic Female: Enter the number of females who are Black or African American and Hispanic or Latino. This is a required field. : 
	White Hispanic Female: Enter the number of females who are White and Hispanic or Latino. This is a required field. : 
	More than One Race Hispanic Female: Enter the number of females who identify with more than one racial category and are Hispanic or Latino. This is a required field. : 
	Unknown Race Hispanic Female: Enter the number of females whose race is unknown/not reported and are Hispanic or Latino. This is a required field. : 
	Total Hispanic or Latino Female: This field is auto-calculated to total all racial categories for females who are Hispanic or Latino. This is a required field. : 
	HispanicFemaleisValid: 
	American Indian Hispanic Male: Enter the number of males who are American Indian/Alaska Native and Hispanic or Latino. This is a required field. : 
	Asian Hispanic Male: Enter the number of males who are Asian and Hispanic or Latino. This is a required field. : 
	Hawaiian Hispanic Male: Enter the number of males who are Native Hawaiian or Other Pacific Islander and Hispanic or Latino. This is a required field. : 
	Black Hispanic Male: Enter the number of males who are Black or African American and Hispanic or Latino. This is a required field. : 
	White Hispanic Male: Enter the number of males who are White and Hispanic or Latino. This is a required field. : 
	More than One Race Hispanic Male: Enter the number of males who identify with more than one racial category and are Hispanic or Latino. This is a required field. : 
	Unknown Race Hispanic Male: Enter the number of males whose race is unknown/not reported and are Hispanic or Latino. This is a required field. : 
	Total Hispanic or Latino Male: This field is auto-calculated to total all racial categories for males who are Hispanic or Latino. This is a required field. : 
	HispanicMaleisValid: 
	American Indian Hispanic Unknown Sex: Enter the number of individuals of unknown/not reported sex/gender who are American Indian/Alaska Native and Hispanic or Latino. This is a required field. : 
	Asian Hispanic Unknown Sex: Enter the number of individuals of unknown/not reported sex/gender who are Asian and Hispanic or Latino. This is a required field. : 
	Hawaiian Hispanic Unknown Sex: Enter the number of individuals of unknown/not reported sex/gender who are Native Hawaiian or Other Pacific Islander and Hispanic or Latino. This is a required field. : 
	Black Hispanic Unknown Sex: Enter the number of individuals of unknown/not reported sex/gender who are Black or African American and Hispanic or Latino. This is a required field. : 
	White Hispanic Unknown Sex: Enter the number of individuals of unknown/not reported sex/gender who are White and Hispanic or Latino. This is a required field. : 
	More than One Race Hispanic Unknown Sex: Enter the number of individuals of unknown/not reported sex/gender who identify with more than one racial category and are Hispanic or Latino. This is a required field. : 
	Unknown Race Hispanic Unknown Sex: Enter the number of individuals of unknown/not reported sex/gender, unknown race, and Hispanic or Latino. This is a required field. : 
	Total Hispanic or Latino Unknown Sex: This field is auto-calculated to total all racial categories for individuals of unknown/not reported sex/gender who are Hispanic or Latino. This is a required field. : 
	HispanicUnknownGenderisValid: 
	American Indian Unknown Ethnicity Female: Enter the number of females who are American Indian/Alaska Native and of unknown/not reported ethnicity. This is a required field. : 
	Asian Unknown Ethnicity Female: Enter the number of females who are Asian and of unknown/not reported ethnicity. This is a required field. : 
	Hawaiian Unknown Ethnicity Female: Enter the number of females who are Native Hawaiian or Other Pacific Islander and of unknown/not reported ethnicity. This is a required field. : 
	Black Unknown Ethnicity Female: Enter the number of females who are Black or African American and of unknown/not reported ethnicity. This is a required field. : 
	White Unknown Ethnicity Female: Enter the number of females who are White and of unknown/not reported ethnicity. This is a required field. : 
	More than One Race Unknown Ethnicity Female: Enter the number of females who identify with more than one racial category and of unknown/not reported ethnicity. This is a required field. : 
	Unknown Race Unknown Ethnicity Female: Enter the number of females of unknown/not reported race and of unknown/not reported ethnicity. This is a required field. : 
	Total Unknown Ethnicity Female: This field is auto-calculated to total all racial categories for females of unknown/not reported ethnicity. This is a required field. : 
	UnknownEthnicityFemaleisValid: 
	American Indian Unknown Ethnicity Male: Enter the number of males who are American Indian/Alaska Native and of unknown/not reported ethnicity. This is a required field. : 
	Asian Unknown Ethnicity Male: Enter the number of males who are Asian and of unknown/not reported ethnicity. This is a required field. : 
	Hawaiian Unknown Ethnicity Male: Enter the number of males who are Native Hawaiian or Other Pacific Islander and of unknown/not reported ethnicity. This is a required field. : 
	Black Unknown Ethnicity Male: Enter the number of males who are Black or African American and of unknown/not reported ethnicity. This is a required field. : 
	White Unknown Ethnicity Male: Enter the number of males who are White and of unknown/not reported ethnicity. This is a required field. : 
	More than One Race Unknown Ethnicity Male: Enter the number of males who identify with more than one racial category and of unknown/not reported ethnicity. This is a required field. : 
	Unknown Race Unknown Ethnicity Male: Enter the number of males of unknown/not reported race and of unknown/not reported ethnicity. This is a required field. : 
	Total Unknown Ethnicity Male: This field is auto-calculated to total all racial categories for males of unknown/not reported ethnicity. This is a required field. : 
	UnknownEthnicityMaleisValid: 
	American Indian Unknown Ethnicity Unknown Sex: Enter the number of individuals of unknown/not reported sex/gender who are American Indian/Alaska Native and of unknown/not reported ethnicity. This is a required field. : 
	Asian Unknown Ethnicity Unknown Sex: Enter the number of individuals of unknown/not reported sex/gender who are Asian and of unknown/not reported ethnicity. This is a required field. : 
	Hawaiian Unknown Ethnicity Unknown Sex: Enter the number of individuals of unknown/not reported sex/gender who are Native Hawaiian or Other Pacific Islander and of unknown/not reported ethnicity. This is a required field. : 
	Black Unknown Ethnicity Unknown Sex: Enter the number of individuals of unknown/not reported sex/gender who are Black or African American and of unknown/not reported ethnicity. This is a required field. : 
	White Unknown Ethnicity Unknown Sex: Enter the number of individuals of unknown/not reported sex/gender who are White and of unknown/not reported ethnicity. This is a required field. : 
	More than One Race Unknown Ethnicity Unknown Sex: Enter the number of individuals of unknown/not reported sex/gender who identify with more than one racial category and of unknown/not reported ethnicity. This is a required field. : 
	Unknown Race Unknown Ethnicity Unknown Sex: Enter the number of individuals of unknown/not reported sex/gender, unknown/not reported race, and unknown/not reported ethnicity. This is a required field. : 
	Total Unknown Ethnicity Unknown Sex: This field is auto-calculated to total all racial categories for individuals of unknown/not reported sex/gender and unknown/not reported ethnicity. This is a required field. : 
	UnknownEthnicityUnknownGenderisValid: 
	Total American Indian/Alaska Native: This field is auto-calculated to total all American Indian/Alaska Natives. This is a required field. : 
	Total Asian: This field is auto-calculated to total all Asians. This is a required field. : 
	Total Hawaiian or Other Pacific Islander: This field is auto-calculated to total all Native Hawaiian or Other Pacific Islanders. This is a required field. : 
	Total Black or African American: This field is auto-calculated to total all Black or African Americans. This is a required field. : 
	Total White: This field is auto-calculated to total all Whites. This is a required field. : 
	Total More than One Race: This field is auto-calculated to total all individuals who identify with more than one racial category. This is a required field. : 
	Total Unknown Race: This field is auto-calculated to total individuals of unknown/not reported race. This is a required field. : 
	Total: This field is auto-calculated to total all participants in all categories. This is a required field. : 
	TotalisValid: 
	Previous Report: Click to move to the previous report.: 
	Next Report: Click to add or move to the next report.: 
	Delete Report: Click to delete this report.: 
	LastField: 
	CurrentPageNumber: 
	TotalPages: 
	Last Study: Click to move to the last study entry.: 
	First Study: Click to move to the first study entry.: 



