
    

   
 

   
    

   

  
 

 

 

   

           

 

             

   

    

    

  
       

  
      

     

       

   

   
 

              
    

        
                

           
     

 
       

       
        

       
   

   

FOR YSM PRE-AWARD ONLY 
IRES PD#:  Notified
☐ COI | COI Disclosure☐ PPAA |      ☐ PPAASPA |      ☐ ESffort VerificPA Trainingation     E ffort Verification
PHS AGENCIES FAQ

YSM PRE-AWARD TEAM (YPAT)
PROPOSAL INFORMATION FORM 

 _________________, : _________________   

FOR YSM PRE-AWARD ONLY 
IRES PD#: _________________, : _________________ Notified 

PHS AGENCIES FAQ 

Directions: Please complete sections 1-6 for all proposals and complete section 7 if submitting to NIH. 
In adherence of OSP’s internal proposal review guidelines, YPAT requires email receipt of final proposal documents 
7 business days in advance of the sponsor deadline to allow for a full administrative review. 

Section 1: Principal Investigator and Project Information 
PI Name: 

Primary Project Location (Building Name & Room #): 

Project Title: 

Proposal Type: Program Type: Award # (NIH Resubmissions & Renewals): 

PI Proposed Effort: VA appointment?  Yes No eBRAP Username (for DOD proposals): 

Primary Sponsor Name: 

Flow through? Yes No If “Yes,” list originating sponsor: 

Funding Opportunity #: NOSI (Notice of Special Interest): 

Project Start & End Date: to 

Sponsor Deadline: Final Docs Due: Deadline Time (only if before 5PM): 

Section 2: Major Goals Statement 
Provide a brief statement (1-2 sentences) of the overall objectives of the project, subproject, consortium arrangement or description of activity. 

Section 3: Budget Information 
YALE PERSONNEL – LIST NAME, ROLE, EFFORT, AND SELECT APPROPRIATE DESIGNATIONS FOR EACH 

Name Role Effort 
Key 
Personnel 

VA 
Appointment 

SUBCONTRACTS AND CONSULTANTS – PROVIDE PI OR CONSULTANT NAME ALONG WITH THEIR UNIVERSITY AND AGENCY NAME. 

Name Administrative Contact Email 

Section 4: Human Subjects & Vertebrate Animals 
HUMAN SUBJECTS 
Are Human Subjects Involved? Yes No If project is exempt, provide exemption number: 
Note: If you answered “Yes,” and are submitting to NIH/AHRQ, then you must complete the PHS HS Study Record: 
Will this be a clinical trial? Yes No 
If “Yes,” is this trial a Phase III Yes No Delayed Onset Study? Yes No 

Does the proposed project involve human fetal tissue obtained from elective abortions? Yes No 
If yes, the proposal must include the following two attachments: HFT Compliance Assurance & HFT Sample IRB Consent Form. For NIH policy visit NOT-OD-19-137 

VERTEBRATE ANIMALS 
Are Vertebrate Animals Used? Yes No 

Involves the Use of Live Vertebrate Animals (laboratory animals or wildlife)? Yes No 
Involves the use of live cephalopods (octopuses, squid, cuttlefish, or nautilus)? Yes No 

Are animals euthanized consistent with AVMA guidelines? Yes No 
If euthanizing not consistent with AVMA guidelines, describe method and provide justification: 

Revised 3.13.24 

https://grants.nih.gov/grants/guide/notice-files/NOT-OD-19-137.html
https://your.yale.edu/research-support/conflict-interest/frequently-asked-questions-coi
https://your.yale.edu/research-support/office-sponsored-projects/proposals/proposal-submission-deadlines


    

  
     

          

          

          

       

          

           

            

           

  
       

   
       

    
    

   

            

         

       

        
  

    
       

     

   
 

   
       

  

             
       

    
        

         
  

     
   

       
         

           

   

 

  

  

    

Section 5: Regulatory Questions 
Will this project involve YNHH services/staff? Yes No 

Does this proposal involve special research (either COVID-19 or Stem Cell research)? Yes No 

Is there proprietary/privileged information included in the application? (patentable ideas, trade secrets, etc.) Yes No 

Does the project have an actual impact on the environment? (threatens the environment or public health) Yes No 

Is the research performance site designated, or eligible to be designated, as a historic place? Yes No 

WILL EHS MATERIALS BE USED ON THIS PROJECT Yes No IF “YES,” INDICATE WHICH MATERIAL(S) BELOW: 

Recombinant DNA Hazardous Chemicals Radioactive Materials/Sources Select Agents 

Human Gene Transfer Biohazards Controlled Substances Radiation Generating Equipment 

Class 3b or 4 Lasers Human Pathogens Human Embryonic Stem Cells If Human Embryonic Stem Cells will 
be used on this project provide 
ESCRO#: 

Section 6: Export Questions 
Does the proposed sponsored project involve the use of any Controlled Un-Classified Information?  Yes No 
'Controlled Unclassified Information' (CUI) is information that requires safeguarding or dissemination controls pursuant to and consistent with applicable 
law, regulations, and government-wide policies but is not classified under Executive Order 13526 or the Atomic Energy Act, as amended. If your proposal 
seeks funding from a federal agency and you are unsure if CUI will be received or generated in the performance of the proposed research, please 
consult this link to determine if CUI is Involved. 

Does the proposed project refer to or require any of the following: 

Export controls in general or receipt of export-controlled materials Publication Restrictions Restrictions on foreign nationals 

Collaboration with a foreign entity or foreign national? Yes No If “Yes,” provide name of country(ies): 

Will any part of the proposed sponsored project be conducted outside the US? Yes No 

Any foreign travel, especially foreign travel with a laptop or other electronic device? Yes No 
Will this project involve the transfer or shipment of 
equipment, materials, software, or data or provision of 
services outside the US? Yes No 

If "Yes," specify country(ies) and detail shipments or services. 

Does the project involve any technology or software which 
involves encryption, possible military applications or the 
possibility to use such technology in development of 
weapons? Yes No 

If “Yes”, provide a description of the technology and software involved: 

Section 7: NIH APPLICATIONS – Answer the following questions only if your application is being submitted to the NIH. 
Will you require a single IRB? (for multi-sites, includes AHRQ) Yes No 
Single IRB policy applies to domestic sites of NIH/AHRQ-funded multi-site studies where each site will conduct the same protocol involving non-exempt human subjects 
research. NOTE: LETTER OF SUPPORT FROM YALE'S HRPP OFFICE WILL BE REQUIRED. Click HERE for more information. 

Does any of the proposed research involve human specimens and/or data NOT CONSIDERED HUMAN SUBJECTS RESEARCH? Yes No 
Disclaimer: Applications involving the use of human specimens or data may not be considered to be research involving human subjects, depending on the details of the 
materials to be used. For detailed instructions click HERE. Additionally, De-identified samples do not count as human subjects. For de-identified samples, either exemption 4 
should be picked or the “Not Human Subjects Research” attachment needs to be included. To decide whether your research involves human subjects refer to the RESEARCH 
INVOLVING PRIVATE INFORMATION OR BIOSPECIMENS. 

Will this project involve key biological and/or chemical resources? Yes No 
Does this project involve the collection of LARGE-SCALE human or non-human genomic data? Yes No 

If yes, is there a plan for the submission of sharing of such data? Yes No 

NIH PHS ASSIGNMENT REQUEST FORM (OPTIONAL) 

Suggested awarding components 

Suggested study sections 
Identify scientific areas of expertise needed to 
review your application 

List of individuals who should not review your application and why (optional) 

Revised 3.13.24 

https://www.archives.gov/cui/registry/category-list
https://your.yale.edu/research-support/human-research/reliance-agreements/sirb-multi-site-research/letters-support
https://grants.nih.gov/grants/how-to-apply-application-guide/forms-f/general/g.500-phs-human-subjects-and-clinical-trials-information.htm#UseOf
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Adobe Reader installed or your viewing environment may not be properly configured to use 
Adobe Reader. 
  
For information on how to install Adobe Reader and configure your viewing environment please 
see  http://www.adobe.com/go/pdf_forms_configure.
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Study Record: PHS Human Subjects and Clinical Trials Information 


D:20060509122150- 04'00'


D:20060509122150- 04'00'


OMB Number: 0925-0001


Expiration Date: 01/31/2026


Study Record: PHS Human Subjects and Clinical Trials Information 


* Always required field


Section 1 - Basic Information


1.1. * Study Title (each study title must be unique)


1.2. * Is this Study Exempt from Federal Regulations?


1.3. Exemption Number


6


5


4


3


2


1


7


8


1.4. * Clinical Trial Questionnaire


If the answers to all four questions below are yes, this study meets the definition of a Clinical Trial.


1.4.a. Does the study involve human participants?


1.4.b. Are the participants prospectively assigned to an intervention?


1.4.c. Is the study designed to evaluate the effect of the intervention on the participants?


1.4.d. Is the effect that will be evaluated a health-related biomedical or behavioral outcome?


1.5. Provide the ClinicalTrials.gov Identifier (e.g., NCT87654321) for this trial, if applicable


Section 2 - Study Population Characteristics


2.1. Conditions or Focus of Study


2.2. Eligibility Criteria


2.3. Age Limits


Minimum Age


Maximum Age


2.3.a. Inclusion of Individuals Across the Lifespan


2.4. Inclusion of Women and Minorities


2.5. Recruitment and Retention Plan


2.6. Recruitment Status


2.7. Study Timeline


2.8. Enrollment of First Participant


2.9. Inclusion Enrollment Report(s)


OMB Number: 0925-0770


Expiration Date: 09/30/2024


Inclusion Enrollment Report                


1. * Inclusion Enrollment Report Title


2. * Using an Existing Dataset or Resource


3. * Enrollment Location Type


4.   Enrollment Country(ies)


5.  Enrollment Location(s)


6.  Comments


Planned


Racial Categories


Ethnic Categories


Not Hispanic or Latino


Female


Male


Hispanic or Latino


Female


Male


Total


American Indian/ 


Alaska Native


Asian


Native Hawaiian or 


Other Pacific Islander


Black or African 


American


White


More than One Race


Total


Cumulative (Actual)


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


Report  of 


Section 3 - Protection and Monitoring Plans


3.1. Protection of Human Subjects


3.2. Is this a multi-site study that will use the same protocol to conduct non-exempt human subjects research at more than one domestic site?


Single IRB plan attachment


3.3. Data and Safety Monitoring Plan


3.4. Will a Data and Safety Monitoring Board be appointed for this study?


3.5. Overall Structure of the Study Team


Section 4 - Protocol Synopsis


4.1. Study Design


4.1.a. Detailed Description


Narrative Study Description: Enter the narrative study description.


4.1.b. Primary Purpose


4.1.c. Interventions


Intervention Type


Name


Description


4.1.d. Study Phase


Is this an NIH-defined Phase III clinical trial?


4.1.e. Intervention Model


4.1.f. Masking


4.1.g. Allocation


4.2. Outcome Measures


Name


Type


Time Frame


Brief Description


4.3. Statistical Design and Power


4.4. Subject Participation Duration


4.5. Will the study use an FDA-regulated intervention? 


4.5.a. If yes, describe the availability of Investigational Product (IP) and Investigational New Drug (IND)/Investigational Device Exemption (IDE) status


4.6. Is this an applicable clinical trial under FDAAA?


4.7. Dissemination Plan


Section 5 - Other Clinical Trial-related Attachments


5.1. Other Clinical Trial-related Attachments


Form Attachments: 


1


			XDPFirstField: 


			Mandatory: 


			Study Title: Enter a unique title that describes the study that the participants are involved in. This is a required field.: 


			Is the Project Exempt from Federal regulations is required.: 


			Is the Study Exempt from Federal regulations? - Yes: Check to select.: 


			Is the Study Exempt from Federal regulations? - No: Check to select.: 


			T240: 


			Exemption Number 1: Select the appropriate exemption number(s) for this particular study. Multiple selections are permitted. See agency-specific instructions for additional guidance. : 


			Exemption Number 2: Select the appropriate exemption number(s) for this particular study. Multiple selections are permitted. See agency-specific instructions for additional guidance. : 


			Exemption Number 3: Select the appropriate exemption number(s) for this particular study. Multiple selections are permitted. See agency-specific instructions for additional guidance. : 


			Exemption Number 4: Select the appropriate exemption number(s) for this particular study. Multiple selections are permitted. See agency-specific instructions for additional guidance. : 


			Exemption Number 5: Select the appropriate exemption number(s) for this particular study. Multiple selections are permitted. See agency-specific instructions for additional guidance. : 


			Exemption Number 6: Select the appropriate exemption number(s) for this particular study. Multiple selections are permitted. See agency-specific instructions for additional guidance. : 


			Exemption Number 7: Select the appropriate exemption number(s) for this particular study. Multiple selections are permitted. See agency-specific instructions for additional guidance. : 


			Exemption Number 8: Select the appropriate exemption number(s) for this particular study. Multiple selections are permitted. See agency-specific instructions for additional guidance. : 


			ExemptionNumber: 


			HumanSubjectsIndicator_Req: 


			Does the study involve human participants? - Yes: When a study record is created, "Yes" is set as the default value and cannot be edited.: 


			Does the study involve human participants? - No: When a study record is created, "Yes" is set as the default value and cannot be edited.: 


			InterventionAssigned_Req: 


			Are the participants prospectively assigned to an intervention? - Yes: Check to select.: 


			Are the participants prospectively assigned to an intervention? - No: Check to select.: 


			EvaluateIntervention_Req: 


			Is the study designed to evaluate the effect of the intervention on the participants? - Yes: Check to select. See agency-specific instructions for additional guidance. : 


			Is the study designed to evaluate the effect of the intervention on the participants? - No: Check to select. See agency-specific instructions for additional guidance.: 


			HealthRelatedOutcome_Req: 


			Is the effect that will be evaluated a health-related biomedical or behavioral outcome? - Yes: Check to select. See agency-specific instructions for additional guidance. : 


			Is the effect that will be evaluated a health-related biomedical or behavioral outcome? - No: Check to select. See agency-specific instructions for additional guidance. : 


			ClinicalTrials.gov Identifier: Provide the ClinicalTrials.gov Identifier (e.g., NCT87654321) for this trial, if applicable.: 


			DataEntered: 


			Delete: Click to delete this entry.: 


			Conditions or Focus of Study: Identify the name(s) of the condition(s) you are studying or the focus of the study. See funding opportunity announcement and agency-specific instructions for additional guidance. : 


			Add New Intervention: Click to add another Intervention entry.: 


			Eligibility Criteria: List the study's inclusion and exclusion criteria. See funding opportunity announcement and agency-specific instructions for additional guidance.: 


			Maximum Age: Enter the maximum participant age.: 


			Maximum Age Type: Provide the relevant unit of time.: 


			Inclusion of Individuals Across the Lifespan: Attach PDF formatted file. See funding opportunity announcement and agency-specific instructions for additional guidance.: 


			Inclusion of Individuals Across the Lifespan - Add Attachment:Attach PDF formatted file. See funding opportunity announcement and agency-specific instructions for additional guidance.: 


			Inclusion of Individuals Across the Lifespan - View Attachment: Click to view this attachment.: 


			Inclusion of Individuals Across the Lifespan - Delete Attachment: Click to delete this attachment.: 


			FileName: 


			MimeType: 


			href: 


			hashAlgorithm: 


			HashValue_data: 


			Inclusion of Women and Minorities: Attach PDF formatted file. See funding opportunity announcement and agency-specific instructions for additional guidance.: 


			Inclusion of Women and Minorities - Add Attachment:Attach PDF formatted file. See funding opportunity announcement and agency-specific instructions for additional guidance.: 


			Inclusion of Women and Minorities - View Attachment: Click to view this attachment.: 


			Inclusion of Women and Minorities - Delete Attachment: Click to delete this attachment.: 


			Recruitment and Retention Plan: Attach PDF formatted file. See funding opportunity announcement and agency-specific instructions for additional guidance.: 


			Recruitment and Retention Plan - Add Attachment:
Attach PDF formatted file. See funding opportunity announcement and agency-specific instructions for additional guidance.: 


			Recruitment and Retention Plan - View Attachment: Click to view this attachment.: 


			Recruitment and Retention Plan - Delete Attachment: Click to delete this attachment.: 


			Recruitment Status: Select one.: 


			Study Timeline: Attach PDF formatted file. See funding opportunity announcement and agency-specific instructions for additional guidance.: 


			Study Timeline - Add Attachment:
Attach PDF formatted file. See funding opportunity announcement and agency-specific instructions for additional guidance.: 


			Study Timeline - View Attachment: Click to view this attachment.: 


			Study Timeline - Delete Attachment: Click to delete this attachment.: 


			Add Inclusion Enrollment Report: Click to add the Inclusion Enrollment Report.: 


			Enrollment of First Participant: Enter the date in the format MM/DD/YYYY.  : 


			Anticipated or Actual: Select one.: 


			Remove Inclusion Enrollment Report: Click to remove the Inclusion Enrollment Report.: 


			Inclusion Enrollment Report Title: An Inclusion Enrollment Report is required for all human subjects studies unless, on Question 1.3 “Exemption Number” you selected only Exemption 4 and no other exemptions. Entry is limited to 600 characters. There is a maximum of 20 IERs per Study Record.: 


			Using Existing Dataset or Resource is required.: 


			Using Existing Dataset or Resource - Yes: Check "Yes" if this study involves use of an existing dataset or resource. See agency-specific instructions for additional guidance.: 


			Using Existing Dataset or Resource - No: Check "No" if this study does not involve use of an existing dataset or resource. See agency-specific instructions for additional guidance.: 


			Enrollment Location Type is required.: 


			Enrollment Location - Foreign: Select "Foreign" if the participants described in the study are based at a non-U.S. site. Participants at U.S. and non-U.S. sites must be reported separately even if for the same study. See funding opportunity announcement and agency-specific instructions for additional guidance.: 


			Enrollment Location - Domestic: Select "Domestic" if the participants described in the study are based at a U.S. site. Participants at U.S. and non-U.S. sites must be reported separately even if for the same study. See funding opportunity announcement and agency-specific instructions for additional guidance.: 


			Enrollment Countries: Select the enrollment countries. See funding opportunity announcement and agency-specific instructions for additional guidance.: 


			Enrollment Location(s): Enter the enrollment location(s) for participants (e.g., hospital, university, research center). See funding opportunity announcement and agency-specific instructions for additional guidance.: 


			Comments: Maximum 500 characters. See funding opportunity announcement and agency-specific instructions for additional guidance.: 


			American Indian Not Hispanic Female: Enter the number of females who are American Indian/Alaska Native and Not Hispanic or Latino.: 


			Asian Not Hispanic Female: Enter the number of females who are Asian and Not Hispanic or Latino.: 


			Hawaiian Not Hispanic Female: Enter the number of females who are Native Hawaiian or Other Pacific Islander and Not Hispanic or Latino.: 


			Black Not Hispanic Female: Enter the number of females who are Black or African American and Not Hispanic or Latino.: 


			White Not Hispanic Female: Enter the number of females who are White and Not Hispanic or Latino.: 


			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.: 


			NotHispanicFemaleisValid: 


			Total Not Hispanic or Latino Female: This field is auto-calculated to total all racial categories for females who are Not Hispanic or Latino.: 


			American Indian Not Hispanic Male: Enter the number of males who are American Indian/Alaska Native and Not Hispanic or Latino.: 


			Asian Not Hispanic Male: Enter the number of males who are Asian and Not Hispanic or Latino.  : 


			Hawaiian Not Hispanic Male: Enter the number of males who are Native Hawaiian or Other Pacific Islander and Not Hispanic or Latino.  : 


			Black Not Hispanic Male: Enter the number of males who are Black or African American and Not Hispanic or Latino.: 


			White Not Hispanic Male: Enter the number of males who are White and Not Hispanic or Latino.: 


			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.: 


			Total Not Hispanic or Latino Male: This field is auto-calculated to total all racial categories for males who are Not Hispanic or Latino.: 


			NotHispanicMaleisValid: 


			American Indian Hispanic Female: Enter the number of females who are American Indian/Alaska Native and Hispanic or Latino.: 


			Asian Hispanic Female: Enter the number of females who are Asian and Hispanic or Latino.: 


			Hawaiian Hispanic Female: Enter the number of females who are Native Hawaiian or Other Pacific Islander and Hispanic or Latino.: 


			Black Hispanic Female: Enter the number of females who are Black or African American and Hispanic or Latino.: 


			White Hispanic Female: Enter the number of females who are White and Hispanic or Latino.: 


			More than One Race Hispanic Female: Enter the number of females who identify with more than one racial category and are Hispanic or Latino.: 


			Total Hispanic or Latino Female: This field is auto-calculated to total all racial categories for females who are Hispanic or Latino.: 


			HispanicFemaleisValid: 


			American Indian Hispanic Male: Enter the number of males who are American Indian/Alaska Native and Hispanic or Latino.: 


			Asian Hispanic Male: Enter the number of males who are Asian and Hispanic or Latino.: 


			Hawaiian Hispanic Male: Enter the number of males who are Native Hawaiian or Other Pacific Islander and Hispanic or Latino.: 


			Black Hispanic Male: Enter the number of males who are Black or African American and Hispanic or Latino.: 


			White Hispanic Male: Enter the number of males who are White and Hispanic or Latino.: 


			More than One Race Hispanic Male: Enter the number of males who identify with more than one racial category and are Hispanic or Latino.: 


			Total Hispanic or Latino Male: This field is auto-calculated to total all racial categories for males who are Hispanic or Latino.: 


			HispanicMaleisValid: 


			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.: 


			Total Hawaiian or Other Pacific Islander: This field is auto-calculated to total all Native Hawaiian or Other Pacific Islanders.: 


			Total Black or African American: This field is auto-calculated to total all Black or African Americans.: 


			Total White: This field is auto-calculated to total all Whites.: 


			Total More than One Race: This field is auto-calculated to total all individuals who identify with more than one racial category.: 


			Total: This field is auto-calculated to total all participants in all categories.: 


			Unknown Race Not Hispanic Female: Enter the number of females whose race is unknown/not reported and are Not Hispanic or Latino.: 


			Unknown Race Not Hispanic Male: Enter the number of males whose race is unknown/not reported and are Not Hispanic or Latino.: 


			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.: 


			Asian Not Hispanic Unknown Sex: Enter the number of individuals of unknown/not reported sex/gender who are Asian and Not Hispanic or Latino.: 


			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.: 


			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.: 


			White Not Hispanic Unknown Sex: Enter the number of individuals of unknown/not reported sex/gender who are White and Not Hispanic or Latino.: 


			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.: 


			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.: 


			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.: 


			NotHispanicUnknownGenderisValid: 


			Unknown Race Hispanic Female: Enter the number of females whose race is unknown/not reported and are Hispanic or Latino.: 


			Unknown Race Hispanic Male: Enter the number of males whose race is unknown/not reported and are Hispanic or Latino.: 


			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.: 


			Asian Hispanic Unknown Sex: Enter the number of individuals of unknown/not reported sex/gender who are Asian and Hispanic or Latino.: 


			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.: 


			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.: 


			White Hispanic Unknown Sex: Enter the number of individuals of unknown/not reported sex/gender who are White and Hispanic or Latino.: 


			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.: 


			Unknown Race Hispanic Unknown Sex: Enter the number of individuals of unknown/not reported sex/gender, unknown race, and Hispanic or Latino.: 


			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.: 


			HispanicUnknownGenderisValid: 


			American Indian Unknown Ethnicity Female: Enter the number of females who are American Indian/Alaska Native and of unknown/not reported ethnicity.: 


			Asian Unknown Ethnicity Female: Enter the number of females who are Asian and of unknown/not reported ethnicity.: 


			Hawaiian Unknown Ethnicity Female: Enter the number of females who are Native Hawaiian or Other Pacific Islander and of unknown/not reported ethnicity.: 


			Black Unknown Ethnicity Female: Enter the number of females who are Black or African American and of unknown/not reported ethnicity.: 


			White Unknown Ethnicity Female: Enter the number of females who are White and of unknown/not reported ethnicity.: 


			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.: 


			Unknown Race Unknown Ethnicity Female: Enter the number of females of unknown/not reported race and of unknown/not reported ethnicity.: 


			Total Unknown Ethnicity Female: This field is auto-calculated to total all racial categories for females of unknown/not reported ethnicity.: 


			UnknownEthnicityFemaleisValid: 


			American Indian Unknown Ethnicity Male: Enter the number of males who are American Indian/Alaska Native and of unknown/not reported ethnicity.: 


			Asian Unknown Ethnicity Male: Enter the number of males who are Asian and of unknown/not reported ethnicity.: 


			Hawaiian Unknown Ethnicity Male: Enter the number of males who are Native Hawaiian or Other Pacific Islander and of unknown/not reported ethnicity.: 


			Black Unknown Ethnicity Male: Enter the number of males who are Black or African American and of unknown/not reported ethnicity.: 


			White Unknown Ethnicity Male: Enter the number of males who are White and of unknown/not reported ethnicity.: 


			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.: 


			Unknown Race Unknown Ethnicity Male: Enter the number of males of unknown/not reported race and of unknown/not reported ethnicity.: 


			Total Unknown Ethnicity Male: This field is auto-calculated to total all racial categories for males of unknown/not reported ethnicity.: 


			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.: 


			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.: 


			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.: 


			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.: 


			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.: 


			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.: 


			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.: 


			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.: 


			UnknownEthnicityUnknownGenderisValid: 


			Total Unknown Race: This field is auto-calculated to total individuals of unknown/not reported race.: 


			Previous Report: Click to move to the previous report entry.: 


			CurrentPageNumber: 


			TotalPages_PHS_CIReport: 


			Next Report: Click to add or move to the next report entry.: 


			First Report: Click to move to the first report entry.: 


			Last Report: Click to move to the last report entry.: 


			Protection of Human Subjects:
Attach PDF formatted file. See funding opportunity announcement and agency-specific instructions for additional guidance. : 


			Protection of Human Subjects - Add Attachment:
Attach PDF formatted file. See funding opportunity announcement and agency-specific instructions for additional guidance. : 


			Protection of Human Subjects - View Attachment: Click to view this attachment.: 


			Protection of Human Subjects - Delete Attachment: Click to delete this attachment.: 


			Is this a multi-site study that will use the same protocol to conduct non-exempt human subjects research at more than one domestic site - Yes: See agency-specific instructions for additional guidance.: 


			Is this a multi-site study that will use the same protocol to conduct non-exempt human subjects research at more than one domestic site - No: See agency-specific instructions for additional guidance.: 
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PHS Human Subjects and Clinical Trials Information

PHS Human Subjects and Clinical Trials Information

OMB Number: 0925-0001
Expiration Date: 01/31/2026

Use of Human Specimens and/or Data

* Does any of the proposed research in the application involve human specimens and/or data?

Answer to the question "Does any of the proposed research in the application involve human specimens and/or data?" is required.

Does any of the proposed research in the application involve human specimens and/or data?: A response to this question is required.

Provide an explanation for any use of human specimens and/or data not considered to be human subjects research.

Please complete the human subjects section of the Research & Related Other Project Information form prior to completing this form.

The following items are taken from the Research & Related Other Project Information form and displayed here for your reference. Any changes to these fields must be made on the Research & Related Other Project Information form and may impact the data items you are required to complete on this form.

Are Human Subjects Involved?

Are Human Subjects Involved is required: Indicates whether activities involving human subjects are planned at some time during the proposed project.

Human Subject Involvement:  Pre-populated from the Research & Related Other Project Information Form.

Indicates whether activities involving human subjects are planned at some time during the proposed project. This field is required.

Is the Project Exempt from Federal regulations?

Is the Project Exempt from Federal regulations is required: Indicates whether this project is exempt from Federal regulations.

Is the Project Exempt from Federal regulations

Exemption number:

If No to Human Subjects

6

5

4

3

2

1

Skip the rest of the PHS Human Subjects and Clinical Trials Information Form.

If Yes to Human Subjects

7

8

Add a record for each proposed Human Subject Study by selecting ‘Add New Study’ or ‘Add New Delayed Onset Study’ as appropriate. Delayed onset studies are those for which there is no well-defined plan for human subject involvement at the time of submission, per agency policies on Delayed Onset Studies. For delayed onset studies, you will provide the study name and a justification for omission of human subjects study information.

Other Requested Information

Study Record(s)

Attach human subject study records using unique filenames.

When the Workspace feature is used to complete application packages, subforms are added and managed using online Workspace functionality. This Workspace variation of the Human Subject Study Attachment(s) form displays subform names as specified by the applicant.

 

Add a record for each proposed Human Subject Study by selecting ‘Add New Study’ or ‘Add New Delayed Onset Study’ as appropriate. Delayed onset studies are those for which there is no well-defined plan for human subject involvement at the time of submission, per agency policies on Delayed Onset Studies. For delayed onset studies, you will provide the study name and a justification for omission of human subjects study information.

Other Requested Information

Study Record(s)

Delayed Onset Study(ies)

Study Title

Anticipated Clinical
Trial?

Justification

Description: Provide a brief description of the item. This field is required for each row entered.

OMB Number: 0925-0001

Expiration Date: 01/31/2026

Study Record: PHS Human Subjects and Clinical Trials Information 

* Always required field

Section 1 - Basic Information

1.1. * Study Title (each study title must be unique)

1.2. * Is this Study Exempt from Federal Regulations?

1.3. Exemption Number

6

5

4

3

2

1

7

8

1.4. * Clinical Trial Questionnaire

If the answers to all four questions below are yes, this study meets the definition of a Clinical Trial.

1.4.a. Does the study involve human participants?

1.4.b. Are the participants prospectively assigned to an intervention?

1.4.c. Is the study designed to evaluate the effect of the intervention on the participants?

1.4.d. Is the effect that will be evaluated a health-related biomedical or behavioral outcome?

1.5. Provide the ClinicalTrials.gov Identifier (e.g., NCT87654321) for this trial, if applicable

Section 2 - Study Population Characteristics

2.1. Conditions or Focus of Study

2.2. Eligibility Criteria

2.3. Age Limits

Minimum Age

Maximum Age

2.3.a. Inclusion of Individuals Across the Lifespan

2.4. Inclusion of Women, Minorities

2.5. Recruitment and Retention Plan

2.6. Recruitment Status

2.7. Study Timeline

2.8. Enrollment of First Participant

2.9. Inclusion Enrollment Report(s)

Inclusion Enrollment Report                

OMB Number: 0925-0770

Expiration Date: 09/30/2024

1. * Inclusion Enrollment Report Title

2. * Using an Existing Dataset or Resource

3. * Enrollment Location Type

4.   Enrollment Country(ies)

5.  Enrollment Location(s)

6.  Comments

Planned

Racial Categories

Ethnic Categories

Not Hispanic or Latino

Female

Male

Hispanic or Latino

Female

Male

Total

American Indian/ 

Alaska Native

Asian

Native Hawaiian or 

Other Pacific Islander

Black or African 

American

White

More than One Race

Total

Cumulative (Actual)

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

Report  of 

Section 3 - Protection and Monitoring Plans

3.1. Protection of Human Subjects

3.2. Is this a multi-site study that will use the same protocol to conduct non-exempt human subjects research at more than one domestic site?

Single IRB plan attachment

3.3. Data and Safety Monitoring Plan

3.4. Will a Data and Safety Monitoring Board be appointed for this study?

3.5. Overall Structure of the Study Team

Section 4 - Protocol Synopsis

4.1. Study Design

4.1.a. Detailed Description

Narrative Study Description: Enter the narrative study description.

4.1.b. Primary Purpose

4.1.c. Interventions

Intervention Type

Name

Description

4.1.d. Study Phase

Is this an NIH-defined Phase III clinical trial?

4.1.e. Intervention Model

4.1.f. Masking

4.1.g. Allocation

4.1. Outcome Measures

Name

Type

Time Frame

Brief Description

4.3 Statistical Design and Power

4.4. Subject Participation Duration

4.5. Will the study use an FDA-regulated intervention? 

4.5.a. If yes, describe the availability of Investigational Product (IP) and Investigational New Drug (IND)/Investigational Device Exemption (IDE) status

4.6. Is this an applicable clinical trial under FDAAA?

4.6. Dissemination Plan

Section 5 - Other Clinical Trial-related Attachments

5.1. Other Clinical Trial-related Attachments

1

Are Human Subjects Involved - Yes:  Indicates whether activities involving human subjects are planned at some time during the proposed project. This field is required.

Are Human Subjects Involved - No:  Indicates whether activities involving human subjects are planned at some time during the proposed project. This field is required.

Human Subject Involvement:  

Indicates whether activities involving human subjects are planned at some time during the proposed project. This field is required.

Is the Project Exempt from Federal regulations - Yes:  Indicates whether this project is exempt from Federal regulations.

Is the Project Exempt from Federal regulations - No:  Indicates whether this project is exempt from Federal regulations.

Is the Project Exempt from Federal regulations

Exemption Number 1:  If human subject activities are exempt from Federal regulations, provide the exemption numbers corresponding to one or more of the exemption categories.

Exemption Number 2:  If human subject activities are exempt from Federal regulations, provide the exemption numbers corresponding to one or more of the exemption categories.

Exemption Number 3:  If human subject activities are exempt from Federal regulations, provide the exemption numbers corresponding to one or more of the exemption categories.

Exemption Number 4:  If human subject activities are exempt from Federal regulations, provide the exemption numbers corresponding to one or more of the exemption categories.

Exemption Number 5:  If human subject activities are exempt from Federal regulations, provide the exemption numbers correspond to one or more of the exemption categories.

Exemption Number 6:  If human subject activities are exempt from Federal regulations, provide the exemption numbers corresponding to one or more of the exemption categories.

Exemption Number 7:  If human subject activities are exempt from Federal regulations, provide the exemption numbers corresponding to one or more of the exemption categories.

Exemption Number 8:  If human subject activities are exempt from Federal regulations, provide the exemption numbers corresponding to one or more of the exemption categories.
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