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The instructions for completing this form are on the NIH website. Please refer to the following
resources.

1. Video (approx. 9 minutes)- A Walk-through of the PHS Human Subjects and Clinical
Trials Information Form

2. Instructions - SF 424 Application Guide > G.500
PHS Human Subjects and Clinical Trials Information Form

The instructions on the following pages supplement the NIH instructions to explain variations of the
Human Subject and Clinical Trials Information Form in InfoEd and to highlight technical or other
important requirements (e.g., term definition, character limit, unique title requirement, etc.). The
links within these InfoEd instructions bring the user to the particular portion of the NIH instructions.

Other Resources
3. Podcast (approx. 12 minutes)- Understanding the Definition of a Clinical Trial and
What That Means for You
4. Video (approx. 15 minutes) - Overview of New NIH Policies on Human Subjects
Research and Clinical Trials

Author: Allison Gottlieb
Last Updated: 1/19/2018

Need Help? Open Ticket with Research IT or click onthe & Suppert  icon on the left side navigation
bar.



https://www.youtube.com/watch?v=nz9NWFhYOG8&list=PLOEUwSnjvqBJeHcb4yai7_fDnFZFPEmQK&index=1
https://www.youtube.com/watch?v=nz9NWFhYOG8&list=PLOEUwSnjvqBJeHcb4yai7_fDnFZFPEmQK&index=1
https://grants.nih.gov/grants/how-to-apply-application-guide/forms-e/general/g.500-phs-human-subjects-and-clinical-trials-information.htm
https://urldefense.proofpoint.com/v2/url?u=https-3A__nexus.od.nih.gov_all_2017_10_25_new-2Dpodcast-2Dunderstanding-2Dthe-2Ddefinition-2Dof-2Da-2Dclinical-2Dtrial-2Dand-2Dwhat-2Dthat-2Dmeans-2Dfor-2Dyou_&d=DwMFaQ&c=shNJtf5dKgNcPZ6Yh64b-A&r=6XQYpEBTidKhb3QLqbM0d30lmmD25JMixAa8pRthtHY&m=ByEwmT-Lv0Yr03HnGFy2jz1Ed58pnqiRCMWEKSjuLC8&s=uuMCdjoiXDzmtINqsCzghGOwlNKxw4-qtG4tf0Q6Ppo&e=
https://urldefense.proofpoint.com/v2/url?u=https-3A__nexus.od.nih.gov_all_2017_10_25_new-2Dpodcast-2Dunderstanding-2Dthe-2Ddefinition-2Dof-2Da-2Dclinical-2Dtrial-2Dand-2Dwhat-2Dthat-2Dmeans-2Dfor-2Dyou_&d=DwMFaQ&c=shNJtf5dKgNcPZ6Yh64b-A&r=6XQYpEBTidKhb3QLqbM0d30lmmD25JMixAa8pRthtHY&m=ByEwmT-Lv0Yr03HnGFy2jz1Ed58pnqiRCMWEKSjuLC8&s=uuMCdjoiXDzmtINqsCzghGOwlNKxw4-qtG4tf0Q6Ppo&e=
https://urldefense.proofpoint.com/v2/url?u=https-3A__nexus.od.nih.gov_all_2017_10_11_new-2Dvideo-2Dprovides-2Doverview-2Dof-2Dnew-2Dnih-2Dpolicies-2Don-2Dhuman-2Dsubjects-2Dresearch-2Dand-2Dclinical-2Dtrials_-3Futm-5Fsource-3Dnexus-26utm-5Fmedium-3Demail-26utm-5Fcontent-3Dnihupdate-26utm-5Fcampaign-3Dsep17&d=DwMFJg&c=shNJtf5dKgNcPZ6Yh64b-A&r=i76ct4pY6U_iNdFWwCeUYFUIPUjo3NrjVKoxN2J2NRE&m=fwaC-ZCZlG-0ay80seh8rQcIHrV4W8rO_z-jwyAa3AI&s=OOYSDlXtGMtTDS5lIVywFdY_r0eK8uzmJvhvT6Hy134&e=
https://urldefense.proofpoint.com/v2/url?u=https-3A__nexus.od.nih.gov_all_2017_10_11_new-2Dvideo-2Dprovides-2Doverview-2Dof-2Dnew-2Dnih-2Dpolicies-2Don-2Dhuman-2Dsubjects-2Dresearch-2Dand-2Dclinical-2Dtrials_-3Futm-5Fsource-3Dnexus-26utm-5Fmedium-3Demail-26utm-5Fcontent-3Dnihupdate-26utm-5Fcampaign-3Dsep17&d=DwMFJg&c=shNJtf5dKgNcPZ6Yh64b-A&r=i76ct4pY6U_iNdFWwCeUYFUIPUjo3NrjVKoxN2J2NRE&m=fwaC-ZCZlG-0ay80seh8rQcIHrV4W8rO_z-jwyAa3AI&s=OOYSDlXtGMtTDS5lIVywFdY_r0eK8uzmJvhvT6Hy134&e=
http://osticket.mssm.edu/support/open.php

InfoEd S2S NIH Human Subjects and Clinical Trials Information Form

1. Click on Human Subjects/CT.

e e 2. If No to Human Subjects, you must answer the questions as indicated.
::24::jm;h 3. If Yes to Human Subjects, add a New Study or a New Delayed Onset Study.
Performance e 4. |If you are adding a new study, enter a unique title no longer than 600 characters
Personnel and then click on the Add New Study button for each human subject study
sH:g:;BCQ record. This form accommodates up to 150 separate New Study Records.
Fage Supplement Instructions continue in Step 8.
s Reseen 5. If you are adding a new delayed onset study, enter a unique title no longer than
Her:z;g?;:fme 600 characters. Instructions continue in Step 20.
et Socumer(@l) 6. Follow the other requested information instructions and any instructions in your
Human SubjecteiCT Funding Opportunity Announcement (FOA) to determine whether you are
:’"’I"“"E permitted to include Other Requested Information. If it’s not permitted, do not

attach a file.

Completed [l
7. This instruction set will be updated once this option Expiration oo os 2172000 o
is available. The user can check for technical errors | | valdate XMLk pre submision |

* all mandatory data elerments (fieldsfuploads) on
all screens rmust be addressed in order to submi for

priOI’ tO SmeISSiOn. MIH pre-zubriszion validation.
Are Human Subjects Involved? [set on Setup Questions tab)
Tes Mo -

Is the Project Exempt from Federal

regulations? [set on Other Project Information tab)

Yes Mo
Exemption number:
1 2 3 4 5 6 7 g
[set on Other Project Information tab)
IIf Mo to Human Suhjel:tsl o
Does the proposed research involve human specimens and/or data? Tes Mo

If Yes, provide an explanation of why the application does not involve human subjects research, % Add Atachment I
Skip the rest of the PHS Human Subjects and Clinical Trials Information Form

IIf Yes to Human Subjects I 0
Add an appropriate record for each proposed Hurman Subject Study
"add New Study”

T
"Add Mew Dela!ced Onset Study”
Delayed onset studies are those for which there is no well-defined plan for human subject involvernent at the time of

submission, per agency policies.

Attach file to Other Requested Information per funding announcement and/or agency-specific instructions.,

DOther Requested Information Original PDF

o Add Atachment I

Study Record{s) [Hide]

Study Title h i

3

Mo records to display.

Enter Stedy TiHle jeack stedy fifle most be vriguee) g % Add New Study

— Human subjects research is anticipated within period of award but

4

Delayed Onset Study(ies)

definite plans for this involvement cannot be described in the application.

. Anticipated o
Study Title T cClinical Trial? Original PDF

3

Mo records to display,

Enter Stedy TiHle jeack stedy fifle most be vriguee) _6_ % Add New Delayed Onset Study



https://grants.nih.gov/grants/how-to-apply-application-guide/forms-e/general/g.500-phs-human-subjects-and-clinical-trials-information.htm#StudyRecord
https://grants.nih.gov/grants/how-to-apply-application-guide/forms-e/general/g.500-phs-human-subjects-and-clinical-trials-information.htm#StudyRecord
https://grants.nih.gov/grants/how-to-apply-application-guide/forms-e/general/g.500-phs-human-subjects-and-clinical-trials-information.htm#Delayed
https://grants.nih.gov/grants/how-to-apply-application-guide/forms-e/general/g.500-phs-human-subjects-and-clinical-trials-information.htm#Other
https://grants.nih.gov/grants/glossary.htm#DelayedOnsetHumanSubjectStudy
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Study Record(s) [Hide]

Study Title T
Sample Human Subject Study #1 0 Delete
Enter Study Title (2ach study title must e uaigue) #Add New Study

8. After you add the New Study Record (see step 4), a link appears to the newly created record.
Click on the link and complete the new Study Record sub-form. A screenshot of the Study
Record sub-form is below.

9. Section 1 - All applications must have sections 1.1 — 1.4 completed. See 1.5 in the NIH
Instructions for information about the Clinical Trials.gov identifier.

10. Section 2 —This entire section is required for most human subject studies. See section 2 of
the NIH instructions for complete information.

11. An Inclusion Enrollment Report (IER) sub-form is required for all human subject studies
unless it falls under Exemption 4 and no other exemptions. Click on the Add Inclusion
Enrollment Report button to add the sub-form. Refer to NIH’s Inclusion Enrollment Report

instructions. The following page shows a screenshot of the IER.

New Study Record Form
This is an image of the top portion, sections 1 — 2, of the New Study Record sub-form.

Ceher Project Inds

FHE 308 Cawer Page Suppleeent

FHS 308 Rewear

Hew | Competitive Renewals] Re

Study Record: PHS Human Subjects and Clinical Trials Information tompleted

* Always required field

Section 1 - Basic Information

L1, * Study Title (each study title must be unique)
[sample: Human Subject Study #1

1.2. * Is this Study Exempt from Federal Regulations? Yes Ho

1.3. Exemption Number 1002 g e s g 7 g
L.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? Yas Ho
Lab, Are the participants prospectively assigned to an intervention? Yes Ho
La.c. Is the study designed to evaluate the effect of the intervention on the participants? || Yes Mo
1.4.d, Ts the effect that will be evaluated a health-related biomedical or behavioral outcome? | Yes Ho

1.5. Provide the ClinicalTrials.gou Identifier (e.q., NCTE7654321) for this trial, if applicable |:|

Section 2 - Study Population Characteristics

21, Conditions or Focus of Study

#dd Hew Conditian
2.2. Eligibility Criteria

| 2.2 Text entry limited to 15,000 characters.
2.3. Age Limits  Minimum Age |:| | I | Maximum Age |:| ]
2.4 Inclusion of Women, Minorities, and Children At
2.5. Recruitment and Retention Plan A M T

2.6. Recruitment Status [ v

2.7. Study Timeline A ftscime vt

2.8. Enrollment of First Subject I i

Inclusion Enrollment Report{s) | Add Inclusion Enroliment Report e Inclusion Ennoliment Report



https://grants.nih.gov/grants/how-to-apply-application-guide/forms-e/general/g.500-phs-human-subjects-and-clinical-trials-information.htm#1.5
https://grants.nih.gov/grants/how-to-apply-application-guide/forms-e/general/g.500-phs-human-subjects-and-clinical-trials-information.htm#1.5
https://grants.nih.gov/grants/how-to-apply-application-guide/forms-e/general/g.500-phs-human-subjects-and-clinical-trials-information.htm#2
https://grants.nih.gov/grants/how-to-apply-application-guide/forms-e/general/g.500-phs-human-subjects-and-clinical-trials-information.htm#Inclusion
https://grants.nih.gov/grants/how-to-apply-application-guide/forms-e/general/g.500-phs-human-subjects-and-clinical-trials-information.htm#Inclusion
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Inclusion Enroliment Report (IER)
The Inclusion Enrollment Report form is a sub-form within the Human Subjects and Clinical Trials
Information > Add New Study Record form. See Step 11 on preceding page. Answer the questions as
per the NIH instructions.

12. Questions 1-2 are required. 3-4 is optional. See notes in the screenshot below.
13. Click on Next Report to add more Inclusion Enrollment Reports.
14. Check Completed once the form is complete. To edit form, remove the checkmark.

12

Inclusion Enrollment Report

14,

Max of 20 IERs per study record. This can be a
combination of planned and cumulative reports.

1. * Using an Exiisting Dataset or Resource || ves ™

2. Enrollment Location Type || Domestic || Foreign

3. Envollment Country(ies)

L ¥ [Bekse ]
4. Enrollment Location(s)
[
5. Comments
Comments limited to 500 characters.
4
Planned
Ethnic Categories
Racial Categories Mok Hispanic or Latine Hispanic or Lating Total
romale e romale o Planned Enrollment Table
Arnerican Indian/alaska Native [ NIl Il Il |
asian \ I I I \ You must enter planned enrollment
ative Hawaiian or her Pacific Islander . .
e e ‘ I | Il | counts if your proposed study will not
white use an existing dataset or resource.
More than One Race
Total

Cumulative (Actual)

Ethnic Categories
Racial Categories Hot Hispanic or Latino Hispanic or Latino Unknown/Not Reparted Ethnidty Total
Femal Unknousn/ Unknown/ Unknowrn/
emale Male Mot Rementad Female Male Mot heeted Female Male Not heparted
American Indian/Alaska Native [ I I I I i1 Il Il Il ]
Asian [ Il I | | I I I I ]
Hatiue Havailan or Giher Paciic ‘ I I I I Il il i i |
Black or African American [ NI 1|l II[ II[ i1 Il Il i ]
White
Mare than Ona Race
Unknaun er Not Reperted
Total
< Pravious Report Report 1 of 1 Nest Raport = @

Cumulative Table

ter cumulative enrollment counts if your proposed study will use an existing dataset or resource.



https://grants.nih.gov/grants/how-to-apply-application-guide/forms-e/general/g.500-phs-human-subjects-and-clinical-trials-information.htm#2.8
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New Study Record Form (continued)
This is section 3 — 4.2, the middle portion, of the New Study Record form.
Section 4 continues on the next page.

15. Section 3 — This entire section is required for all studies involving human subjects, unless
otherwise noted in the NIH instructions.

16. Section 4 — This entire section is required for all studies that include the answer Yes in 1.4 the
Clinical Trial Questionnaire. See Step 9 of these instructions. Refer to the NIH instructions
for complete information. Do not complete this section if you answered No to any question
in 1.4. If you do, this will result in errors and will prevent your application from being
accepted.

17. Click to Add New Intervention. Review section 4 instructions (link above) for applicability.

i Section 3 - Protection and Monitoring Plans

3.1. ion of Human ji Ada A=achment

3.2. Is this & multi-site study that will use the same protocol o conduct nor pt human subject: ch at more than one domestic site?
Yes Nz MNJA

- If yes, describe the single IRB plan Aga Amiachment

3.3. Data and Safety Monitoring Plan Aod Amschment

3.4. Will a Data and Safety itoring Board be il for this study?
Yes Ne

3.5: Overall Structure of the Study Team Ada Amachment

Section 4 - Protecel Synopsis

4.1, Brief S ¥

4.1 limited to 5,000 characters.

4.2. Study Design

4.2.a limited to 32.000 characters.

Name limited to 200 characters.
Description limited to 1,000 characters.

Users can add up to 20 interventions.

4.1.d. Study Phase ——————— 7]

Is this an NIH-defined Phase 111 clinical trial? ez Ne
——
4.2.f. Masking Yaz Ne

Farticipant Care Frovider Imvestigater Cutcomes dszeszor
4.2.g9. Allocation —— 7]



https://grants.nih.gov/grants/how-to-apply-application-guide/forms-e/general/g.500-phs-human-subjects-and-clinical-trials-information.htm#3
https://grants.nih.gov/grants/how-to-apply-application-guide/forms-e/general/g.500-phs-human-subjects-and-clinical-trials-information.htm#4
https://grants.nih.gov/grants/how-to-apply-application-guide/forms-e/general/g.500-phs-human-subjects-and-clinical-trials-information.htm#4
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New Study Record Form (continued)

This is section 4.3 - 5, the bottom portion, of the New Study Record form. See Step 16 overall re:
section 4 requirements.

18. Click to Add New Outcome (i.e., Primary, Secondary, Other).
19. Section 5 — This section is required for all studies if two criteria are met.

1) You'veincluded the answer Yes to all questions in 1.4 the Clinical Trial Questionnaire, and

2) The funding opportunity announcement specifies that an attachment(s) is required or
permitted.

Do not complete this section if you answered No to any question in 1.4. If you do, this will
result in errors and will prevent your application from being accepted.

4.3 limited to 50 outcome measures.
4.3. Outcome Measures
Hame L

Type v
Tirme Frame | | |1~
| Defete |
Duscription Description limited to 999 characters. 'J
o
_J | Adahe Culcoms |

4.5. Subject Participation Durstion [ 4.5 limited to 255 characters.

4.6. Will the study use an FDA-regulsted intervention? vez © ne
4.6.8. If yes, describe the availability of Investigational Product (IP) and Investigational
New Drug (IND) /Investigational Device ion (IDE) status

4.7, Dizsemination Plan Agd Attachment

Section 5 - Other Clinical Trial-related Attachments

5.1. Other Clinical Trial-related Attachments e | @ Max of 10 attachments.
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New Delayed Onset Study

This is a continuation from Step 5. Refer to the NIH instructions for more information about delayed
onset studies.

20. Check this box if you anticipate that this study will be a clinical trial.
21. Upload the justification. If you are including more than one delayed onset study in any given
delayed onset study entry, address all the included studies in a single justification attachment.

Delayed Onset Study(ies) [Hide]

Study Title

Delayed Onset Study #1

1]

Enter

udy Title (esch study title must be unigue)

Justification
Anticipated
T Clinical Trial?

D

Oniginal PDF

24

Upload

Delete

| Add New Delayed Onset Study |

Final Step on Human Subjects and Clinical Trials Information Form

22. Place checkmark in Completed box once complete. To edit the form, remove the checkmark.

Proposal
PD17-07088

nternal Docu
Human Subjects/CT

study

NIH Human Subject Study
Allison Gottlieb - Grants and Contracts Office (National Institutes Of Health/DHHS)

D Proposal

Human Subjects/CT Completed W

OMB Number: 0925-000
Expiration Date: 03/31,/2020
Validste XML & NIH Pre Submission
* All mandatory data elements (fields/uploads) on
all screens must be addressed in order to submit for
NIH pre-submission validation.

Are Human Subjects Involved? (52t on Setup Questions tak)
Yes No
Is the Project Exempt from Federal regulations? (32t on Other Project Information tah)
Yes No
Exemption number:
1 2 3 4 5 6 7 8
(z2t on Other Project Information tah)

If No to Human Subjects

Droes the proposed research involve human specimens and/or data? Yes Mo

Add Attachment

1f Yes, provide an explanation of why the application does not involve human subjects research.

Skip the rest of the PHS Human Subjects and Clinical Trials Infermation Form

If Yes to Human Subjects
Add an appropriate record for each proposed Human Subject Study
"Add New Study”
ar
"Add New Delayed Onset Study”™
Delayed enset studies are those for which there is no well-defined plan for human subject involvement at the time of

submission, per agency policies.

Attach file to Other Requested Information per funding announcement and/or agency-specific instructions.

Other Requested Information

Add Attachment

Original PDF



https://grants.nih.gov/grants/how-to-apply-application-guide/forms-e/general/g.500-phs-human-subjects-and-clinical-trials-information.htm#1.4
https://grants.nih.gov/grants/how-to-apply-application-guide/forms-e/general/g.500-phs-human-subjects-and-clinical-trials-information.htm#Delayed

