The Human Subjects
System (HSS)
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Goals

Understand basic information about the Human Subjects System (HSS)
Describe methods for navigating HSS

Recall required information for human subjects research and additional
requirements for clinical trials

Understand how to provide information and updates in HSS




Human Subjects System

PHS Human Subjects and Clinical Trials Information

Responsible Party

Grant — =

Applicant/Recipient

ClinicalTrials.gov

I\

A 4

A program of the National Institutes of Health Human SUb|eCfS Sysfem
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What's required pre-award?

» D43s and K12s: “delayed onset” study record unless otherwise specified in
the Notice of Funding Opportunity (NOFO)

- Most other applications: PHS Human Subjects and Clinical Trials
Information Form
« Sections 1 - 3 only for non-trials
« Sections 1 - 4 for clinical trials



https://grants.nih.gov/grants/glossary.htm#DelayedOnsetStudy

What is a delayed onset record?

Delayed Onset Studyiies) Add Mew Delayed Onset Study

Delete
Anticipated Last Submission on  Add/Update View
Study ID Study Title Clinical Trial? Justification Date save Attachment Attachment Action

2 Ho

« Abbreviated form describing human subjects research that is anticipated,
but cannot be described in the application because plans are not definite.

* Delayed onset records
* Requires a justification attachment




Human Subjects and Clinical Trial
Information (HSCT) Form

PHS Human Subjects and Clinical Trials Information

« Houses human subjects and T
J Ploase compiete e human M¥ecss secton of the Research & Relatec Other Propct Informanon form prr 10 Comgieting #ws fomm.
. . . . . The oG fems are laken Fom e Research & Retated Ofer Moect Inormaton fom and daglayed here o yOur relecence A%y Changes 1© hese
Mokt st De made on T Research & Retated Ofar Propect Infonmation o and iy sOact Phe Ga08 Sem you &% reguired 15 Comgiete On e form
clinical trial information for s - o
In e Propect Exempt om Foderat seguatons? Yes No
each stud — B
y If No to Human Subjects
Y St d d b d t dy Ooes fhe Sropoaed Msearch Ivoive human soecimens andior dats? ] Yes No l
u | eS a re e S C rl e | n S U e ! Moy My Y A Study Record: PHS Human Subjects and Clinical Trials Information
d .th . th f | | I [ I [ 1l - OMB Number: 0925-0001
re CO r S Wl | n e O r- Sip P st of e PHS Human Scbyects and Clescal Trists nfonmason Fom * Always required field Expiration Date: 09/30/2024
i Yos 10 Human Subjects Section 1 - Basic Information

O3 & tecord for sach proposed Haman Subgect Sauty by selecing 'ASd New Study” of 'ASd New Delaye T - " -
ke A Bk g o wa ny 117 Study Title (each study fitle must be unique)

« One project can have multiple — _=r==ssmemnmsss

] [ ramnt] [ T 1.2."Is this Study Exempt from Federal ions? |D Yes [_] No |

Stu dy reco rdS 1.3, Exemption Number 01 02 Os <05 Oe 07 Os
| Gk men 10 extvnct e Human Subject Sudy Record AR 1.4, * Clinical Trial Questionnaire

R
Study Rocord(s) If the answers to all four questions below are yes, this study meets the definition of a Clinical Trial.
NS Fsmn, Sadynt Sfe ovvnuds Wy spee Svmaman. 1.4.a. Does the study involve human participants? [ Yes [ No
1.4.b. Are the participants prospectively assigned to an intervention? | | Yes | | No
I E 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
Delayed Onset Study(es) 1.5. Provide the ClinicalTrials.gov Identifier (e.g., NCT87654321) for this trial, if applicable |:|
Anticipated -
Study Title Clinical Justification
Triat?

See the Application Guide for detailed instructions



https://grants.nih.gov/grants/how-to-apply-application-guide/forms-g/general/g.100-how-to-use-the-application-instructions.htm

Inclusion Enrollment:
Separate U.S. and non- U S. Participants

Inclusion Enrollment Report 1

 Create separate inclusion
enrollment reports for U.S. and
non-U.S. participants

» Participants from multiple non-U.S.
countries may be included in one
report, or separate reports may be [3:E:.:::.:::Et:iii*.i:ilii’f - ]
Created 5. Enrollment Location(s) SO S ——

« Use the attributes at the top of the

report to identify the countries of
the non-U.S. participants

1. Inclusion Enrollment Report TEST
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Access HSS Through the RPPR

» .4 Hurnan Subjects

In SectionG.4,

C Iic k on t h (2] Please click on the Human Subjects link below to update the Human Subjects and Clinical Trials Informatsan Farmis) for this project, including the
inclusion enrallment report(s). Be sure to submit updates before submitting the RPPR Click hare for complete instructicns abouwt this requirement.

Human Subjects
link

ome > Search for Applications » Application Information

HSS will open to Actions @
the Application ALOATE

VIEW STATUS HISTORY
r

1 Hide Navigation 4 Show Help

Application Information @

Information
screen, on the
Summary tab

bl USSION STATUS

r Application Information

Grant Mumber: ROTHG 123456
Design and analysis of human gene mapping studies
/Pl Name: Humperdink, Budge
UNIVERSAL UNIVERSITY
Praject Periad: 04501 /2018 - 03731/2023

Sul

tatus Date: 2018-05-21 12:23:24.000 PM EDT

See the HSS Online Help Chapter How Do | Access HSS for more details.



https://www.era.nih.gov/erahelp/HSS_External/access_hss.htm

Access HSS Through the Commons
| SO View |

Status Result - General Search

For signing officials, o 2 B oo -
Pn‘.bjtct ijli‘:i Bul:lglt B'udgt‘t

sed rCh fOr d nd then Grants.gov Proposal PD/Pl  Application Period Period Period  Period

) Application/Award ID Tracking # Title Narme Status Start » End Start End
Se I eCt t h €ad p p ro p rlate P | JR01DA050505-01 (MIPI) I_I GRANT13333333 Understanding Kewitt,  Awarded. 05/01/20 02/28/20 05/01/20 02/28/20
. . — . betwesn  Hohn Mon-fellow- 22 a7 22 23
from the list. Click on the Human Subject i
View Prior eSubmissions ubstance

Human Subjects link.

Home Admin Insfitulion Profile Personal Profile Slalus ASSIST Prior Approval RPPR  Intemnel Assisted Review xTrain xTRACT Admin Supp RA Pariners Non-Research

. ¢ Roturn to Pl Search
Notes & Tips: PI Vlew
ey

« Important: The NIH provides the JIT (Justin Time) link in the Commons fo await instructions from the NIH on whether to complete this information

.
ationsigrants represents a resull of the search by Granlts gov Tracking £ or 3 complele list of all your applications/grants If you do not see a compiele st of your F O r P I S’ t h e H u I I I n S u bJ ect S

= click List of Applications/Grants menu 12b again

The folowing list of
The following list of 3

applications/grants, plea

Status Result - List of Applications/Awards @ € v Grouped View [IEELH link is also included in the list
ROICA123456 @ 09182012 - Luc, Jean S implementation Evaluation of a P Psatdied. o secsiips ooy B Of app“cations/awards’ under

1212912015 (Project (PD®Y) Cervical Cancer Screening (Title)
Period h . I b I . I
the Available Actions column.
Application/Award Grants.gov eSubmission Current Application Status
D Tracking# Proposal Title PD/PI Name Status Status Date Available Actions
SRO3CA123456-02 Implementation Evaluation of a Cervical Cancer LUQUE Awarded. Non- 08/19/2014 ci £
Screening Initiative JOHN (P1) fellowships only
11RO3CA123123.01 GRANTD0001234 Impiementation Evaluation of 3 Cervical Cancer  Luc, Submission Awarded. Non- 09/18/2012
Screening Initiative Jean S (PI) Complete fellowships only

See the HSS Online Help Chapter How Do | Access HSS for more details. _



https://www.era.nih.gov/erahelp/HSS_External/access_hss.htm

UPDATING
INFORMATION

IN HSS

m National Institutes of Health
Office of Extramural Research
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What information may need to be
updated post-award?

For all study types For clinical trials

« Convert delayed onset study « NCT
* Inclusion data Inclusion data

e Recruitment status Recruitment status

 Additional information as required Clinical trial milestones (Section 6

by your IC or program officer of study record)
» Enrollmentof First Participant Date

 Study Completion Date
« 25% Enrollment Date, etc.




Check the Submission Status

Human Subjects

Cl iC k o n t h e D ——— Home > Search for Applications » Application Information
Actions @
U pd ate VALIDATE

S u bmission VIEW STATUS HISTORY

Status button — ~y

4 Hide Navigation 4 Show Help

Application Information @
Application Information @

& |1 Application Information

al ALl e
o r - fro N t h e 5| Application Information
A A dentifie
Application ypect Title: Design and analysis of human gene mapping studies Application
D/ P Mame: Humperdink, Budge Action)
Organization: UMD/ERSAL UMIVERSITY I nfo rm at I O n Application Project Title:  Design anc. .er'a-',-::of human gene mapping studies
..... Humperdink, Budge
e —— e —————————————— UNIVERSAL UNIVERSITY
Status: Submitted “Submit Application” is only active for Signing Official page o 047012018 - 03/31/2023

Status Date: 2022-11-14 05:50:42.000 PM EST

—ﬂ

Update Submission Status

U se the Select the new status |8 funl Statugg --
dropdown menu Enter a comment on ‘r.h

or continue without adding a comment.

kion

to choose Work in
Progress.




Editing a study recor

ome > Search for App

Actions @

4 Hide Navigation
VALIDATE
VIEW STATUS HISTORY

UPDATE SUBMISSION STATUS

HSCT Post
Submission

ications » Application Infermation

Application Information @

4 Show Help

§ | Application Information

Post Award Action)

itle: Necien and analusic of human sens mannine dtudies

Summanry

Clinical Trial Post Submission

| Trial Post Submission v1.0 @

e
iinica

Canalso click on the
Edit button from the

HSCT Post
Submission Tab

Study Record(s)

Climical Trial?

Study 1D Study Title

12345 Differentiation Therapy for
GNAG Mutated Uveal Melanoma

Yes

Study Status

Last Submission
Date

ReceivedByAgency 0211472019

» Study Record: 1

Clinical Trial Post Submission - Study Record 1

A

Climcal Tnal Post Submission v

09

#| Expand All Requ

Showing 1 - 1 of total 1

See also How Do | Edit Studies?
in the HSS Online Help



https://www.era.nih.gov/erahelp/HSS_External/edit_studies.htm

New delayed onset study

Clinical Trial Post Submission
Clinical Trial Post Submission v3.0 @

Edit

Study Record(s) Add Hew Study

o .. A
Last Suf Delayed Onzet Study(iss) Add New Delayed Onsat Study
Study ID Unigue Protocol ID Study Title Clinical Trial? Study Status Dal T
452924 Study title v3_0 -phase lll Ho Yes Egﬁeivedﬂyﬁnge 05/10/2 Anticipated Last Submission on  Add/Update View
Study 1D Study Title Clinical Trial? Justification Date save Attachment Attachment Action
" "y . ]
L Yes —
Delay=sd Onzet Study(iss +| Add New Delayed Onset Study I O Ho e
Del
Anticipated Last Submission o
Study 1D Study Title Clinical Trial? Justification Date s
Hothing found to display
Associated Studies Reported on Other Projects
Reporting
Study ID Study Title Clinical Trial? Last Submission Date Project Action

Hothing found to display

Save and Keep Lock Save and Release Lock Cancel and Releaze Lock




Delayed onset study (cont.)

Clinical Trial Post Submission
Clinical Trial Post Submission v3.0 @

Edit

Study Record(s) Add Mew Study
Show 10 % per page £ - >

Last Submission
Study ID Unique Protocol ID Study Title Climical Trial? Study Status Date Action

452924 Study title v3.0 -phase IIl Ho fes ReceivedByAge 05/10/2023 _
ncy [ Edit | view | Export XL
Delayed Onset Study(iss) Add Mew Delayed Onset Study

Delete
Anticipated Last Submission on  Add/Update View
Study 1D Study Title Clinical Trial? Justification Date save Attachment Attachment Action

' Te ¥ Test_delayed_cnset_rec [
L - yed_ |
es > [ view |

Test delayed onset i Mo




Converting delayed onset to full record

!': Clicking Convert will change this record to a full

study record and the study will no longer be

Clinical Trial Post Submission
Clinical Trial Post Submission v3.0 @

considered delayed onset. The delayed onset justification

Edit will be removed. Are you sure you want to make thiz change?

e
Study Record(s) Add Hew Study

Show 10  per page

Last Submission

Study ID Unigue Protocol ID Study Title Clinical Trial? Study Status Date
452524 Study title v3.0 -phase Il Ho Yas ReceivedByAge 05/10/2023
ncy

Clinical Trial Post Submission - Study Record 2
Clinical Trial Post Submission v3.0 @

Delayed Onset Study(iss) Add Mew Delayed O Study

Edit Expand All  *Required field(s)
Delete
Anticipated Last Submission on  Add/Update Wiew SECTION 1 - BASIC INFORMATION =
Study ID Study Title Clinical Trial? Justification Date save Attachment Attachment * 1_1. Study Title (sach study title must be unique) S —
* # () Yes @ Mo " Test_delayed_onset_rec O m
Test delayed onsat ord.pdf
* 1.2 Is this Study Exempt from Federal Regulations? O Yes O Mo
1.2. Exemption Number 1 2 3 4 5 6 7 ]

Y+ 0L ial Questionnaire

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

1.4.a. Does the study involve human participants? Yes | Ho
1.4 b_ Are the participants prospectively assigned to an intervention? O Yes O No
1.4.c. Is the study designed to evaluate the effect of the intervention on O Yes O Ho

the participants?

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




Adding a new study record

Clinical Trial Post Submission
Clinical Trial Post Submission v3.0 @

Edit

Study Record(s) Add Mew Study
Show 10 ' perpage L - »>

Last Submission

Study ID Unigue Protocol 1D Study Title Clinical Trial? Study Status Date Action
452924 Study title v3.0 -phase Il Ho Yes ReceivedByAge 05/10/2023 _
e | Edit | view | ExportxmL
Delayed Onset Study(ies) Add Mew Delayed Onset Study
Delete
Anticipated Last Submission on  Add/Update View
Study ID Study Title Clinical Trial? Justification Date save Attachment Attachment Action
Hothing found to display
Associated Studies Reported on Other Projects
Reporting
Clinical Trial? Last Submission Date Project Action

Study ID Study Title

Hothing found to display

LSave and Keep Lock Save and Release Lock Cancel and Release Lock




Updating Inclusion Information




Inclusion requirements by activity code

Activity Code Inclusion required?

D43 No
R awards Yes
K awards Usually — not for KL2 and K12 unless specified in

the NOFO or by your program officer




Updating Inclusion Enrollment:
Edit Inclusion Enroliment Report

Condition 1

3. Age Limits

=]
=

[

and

Minorities
Children

5. Recruitment and
Retention Plan

=]

.6. Recruitment Status

[

=]

_7. Study Timeline

4. Inclusion of Women,

Minimum Age HAA {

InclOfChildren_|

RecruitmentRetention_(5). pdf

Mot yet recruiting

StudyTimeline _pudf

2.1. Conditions or Focus of Study

cters Remaining: 14980

Macciimum Age MIA (Mo limit) ¥

Ma limnit) ¥

Inclusion Enrollment Report(s)

Add Hew Indusion Enrollment Report

Enrollment Location

Inclusion Enrollment Report 2 v1.0 @

Edit

* 1. Inclusion Enrollment Report Test study
Title
% 2. Using an Existing Dataset or O Yes ® No
Resource
* 3. Enrollment Lo ype
4. Enrollment Country(ies)
5. Enrollment Location(s)
6. Comments Enter up to 500 cha
Planned
Hot Hispanic or Latino
Racial
Categories Femals Mals
American i 5
Indian/ Alaska 7 l
Hative
Asian L 0
Native Hawaiian P .
or Other Pacific 7
Islander
Black or African 20 0
American - -
‘White "3 0
Maore than One 10 10
Race

Total 78 78

Ethnic Categories

Hispanic or Latino

Female

Male

OME Hurmi
ration Dt

Total

I

&0

80

40

244




Individual-level Participant Data

Al v Jx Race
A B C D E
1 |Race _|E1:hn|'r:|'ty Sex/Gender Age Age Unit
2 |Asian Not Hispanic or Latino Male 23 Years
3 White Hispanic or Latino Female 6 Months
4 Unknown Unknown Unknown 15 Days
5 More than one race Not Hispanic or Latino Male 30 Years
6

Download the template from within your Inclusion enroliment reportin HSS, from this template link, or from the eRA HSS

Training website.



https://www.era.nih.gov/sites/default/files/2020-05/ParticipantLevelData-Template.csv
https://www.era.nih.gov/help-tutorials/era-training-hss.htm
https://www.era.nih.gov/help-tutorials/era-training-hss.htm

Uploading Participant-Level Data in HSS

Cumulative (Actual)

Ethnic Categories

Unknown/Hot Reported

Mot Hispanic or Latino Hizpanic or Latino Ethnicity Total
Unknown Unknown Unknown
Racial fHot /Not fHot
Caregories Femals Mals Reported  Female Male Reported  Femals Mals Reported
American ol o f
Indian/Alaska - . ¢ v ! - . v c
Hative
. ; a 320
Asian 3 89 0 0 0 0 0 0 0
FEER 32 34 0 0 0 o 0 0 0 68
Hawaiian or
Other Pacific
Islander
Black or African 102 92 3 0 0 o a 0 0 198
American
- . 55
VWhite 4 23 0 1 o 0 o 0
More than One 24 121 o 5 4 a a 0 0 42
e
Unknown or 5 2 ol 10
Mot Reported - ] o ! ! - . 0 0
Total 36 355 3 13 7 [¥] 0 0 i} 594
Age Enrollment Report
Age Unknown
Categori ! Hot
es 0-1 2.5 6-12 1347 18-25 26-45 46-64 65-75 76+ Reported  Total
Total J = J = J J = = = 554 594

Mote: Less than 5 participants will not appear in any Age Enrollment Report category except within the Total.

Need Help @

Participant level data file (CSV):

Download Participant Level Data Template Upload Participant Level Data Attachment

Download Current Participant Level Data Remove Current Participant Level Data
Save and Keep Lock Save and Release Lock Save and Add Cancel and Release Lock

See the eRA HSS Training site https://era.nih.gov/help-tutorials/era-training-hss.htm




Updating Clinical Trial
Information




Register in ClinicalTrials.gov

w U.5. National Library of Medicine
Find Studies + About Studies ¥ Submit Studies + Resources ¥ About Site ¥ PRS Login

ClinicalTrials.gov

Home »  Submit Studies > How to Regizter Your Study

ClinicalTrials.gov PRS

Protocol Registration and Results Svstem

SUBMIT STUDIES Do you or someone you know want to participate in a climical study? See information for patients and families.

Submit Studies to

Clinical Trials.gov PRS - i
e Teeeer PR How to Register Your Study Login
Why Shauld | Regizster and OME NO: 0825-0586
Submit Results? Welcome to the ClinicalTrials.gov Protocol Registration and Results System (PRS). EHPIRATION DATE 021282023
—_— uraen otalement

Contents

FDAAA 204 and the Final Rule

s Steps for Registering a Clinical Study

How to Apply for a PRS Account

» Considerations for Obzervational Studies and Expanded Access Records Organizatiun: I ]

One-word organization name assigned by PRS (sent via email when account was created)

How to Reglster Your Study
* ClinicalTrials.gov Protocol Information Review Process

How to Edit Your Study Record
s Required Registration Updates Username: |

How to Submit Your Results

Password: | | Forgot password

Fre tly Asked Questi = = ..
Frequently Acked Questions Steps for Registering a Clinical Study

Support Materials
SUERon TaTETER The steps on this page describe the overall process of registering studies. If you would like step-by-step instructions for entering registratic

Training Materials into the PRS, see the PRS Guided Tutorials, The tutorials include a quick overview guide called Entering a Mew Registration that briefly sun
usze the tutorials to support registering a study, [Requires a browser that supports HTMLS.]

Pages 1. Determine who is responsible for registering the clinical study and which Protocol Registration and Results System (PRS) account should
» Login to ClinicalTrials.gov be used.
PRS

o SeetheElaboration of Definitions of Responsible Party and Applicable Clinical Trial (PDF) for the complete statutory definition of "responsible

party" under Section 201 of the Food and Drug Administration Amendments Act (FDAAA 801) and an elaboration of its meaning.

For information on registration, goto How to
Register Your Study - ClinicalTrials.gov

= More information on identifying the Responsible Party for Mational Institutes of Health (NIH) grantees iz available from the NIH Office of

Extramural Research.

@ SeeHow to Apply for a PRS Account to learn how to determine whether your organization already has a PRS account, contact your

organization's PRS account administratar, or apply for a PRS account.



https://classic.clinicaltrials.gov/ct2/manage-recs/how-register
https://classic.clinicaltrials.gov/ct2/manage-recs/how-register

Export XML file with HSS data

Home » Search for Applications » Application Search Results » Application Information
i Hide Havigation i Show Help

Application Information @

Summary

~ \ See Export and Upload Data

— _ - The Export XML button . X X
Clinical Trial Post Submizsion only appears for clinical to ClinicalTrials.gov in the

Clinical Trial Post Submission v1.0 @ lrial studies

il ASSIST online help.

i

Study Record(s)

r

Y 4

!

Showing 1- 1 of total 1 / 4
'y
!

.

Study ID Study Tithe Clivical Trial?  Study Status Last Submission Date Action /

123456 Cunting Edpe Sudy of NexiGen Medicine Yl WorkinProgress 03/29/2018 View | Export XM

Frovide following information to complete XML export: Roquired fieldys
* PRS Organazation Mame: ﬂ [Cne-word name assigned when your PRE acoount was creabed]
L l.,ln:uun-_- Pratacs] 1D- a [Unigus, aeEkgned Dy g pongor] R

————

—— ! Create a unique
[ wplsad directly ta ClinicalTrials.gov (if you are the responsible party) &)

T identifier up to 30
% | characters
Signing officials can mh_m
sign directly into the N N

N

PRS account here.

I':Ii-:If. Export to export the human
| zubject datato an XML file



https://www.era.nih.gov/erahelp/ASSIST/default.htm#ASSIST_Help_Topics/Export_to_XML_and_Upload/Export_or_Upload.htm?TocPath=Forms%2520Data%2520Entry%257CExport%2520and%2520Upload%2520Data%2520to%2520ClinicalTrials.gov%257C_____0
https://www.era.nih.gov/erahelp/ASSIST/default.htm#ASSIST_Help_Topics/Export_to_XML_and_Upload/Export_or_Upload.htm?TocPath=Forms%2520Data%2520Entry%257CExport%2520and%2520Upload%2520Data%2520to%2520ClinicalTrials.gov%257C_____0

Section 1: Add the NCT
(and use the Populate button!)

* 1.1. Study Title (each study title must TEST for Documentation 1

be unique)

* 1.2. Is this Study Exempt from Federal ) Yes (@) No

Once an NCT is entereq, - B
the Populate bUttOﬂ Caﬂ .!.3.%)(.er.npt|on.Nu‘mber- | O«O20304050607[] s
be Used tO U pdate HSS I.4.i(_l|mcal Trial (.‘{chjstlonnalre '

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

fl e | d S th at I I I p tO 1.4.a. Does the study involve human participants? ® Yes (U No
Cl 0 0 |—|— 0 | 1.4.b. Are the participants prospectively assigned to an @ Yes () No
| n | Ca rla S 'gOV intervention?
1.4.c. Is the study designed to evaluate the effect of ®) Yes () No
the intervention on the participants?
1.4.d. Is the effect that will be evaluated a health- ® Yes O No

related biomedical or behavioral outcome?

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

lick the Populate button to retrieve data from ClinicalTrials.gov registration once ldentifier is entered.

NCT12345678 e




HSS and ClinicalTrials.gov fields:

validated for congruence

Clinicaltrials.gov Fields HSS Fields HSCT Form Section
Age Limits Age Limits Section 2
Overall Recruitment Status Recruitment Status Section 2
Study Phase Study Phase Section 4
Masking Masking Section 4
Allocation Allocation Section 4
Primary Completion Date Study Primary Completion Date Section 6
Study Completion Date Study Final Completion Date Section 6
Study Start Date Enrollment of the First Participant Section 6
Results First Submitted Reporting of Results in ClinicalTrials.gov Section 6

List is also available in the How Do | Edit Studies? chapterin the
HSS Online Help



https://www.era.nih.gov/erahelp/HSS_External/edit_studies.htm

/2 Remember: key Items to update

All full study records(i.e., not K12s or D43s):
Update inclusion enrollment information

Clinical Trials:
Register the clinical trial
Provide NCT
Update Clinical Trial milestone dates
Use the Populate button to update information




System warnings and errors

Policy compliance

« Overdue clinical trial registration and reporting
 Required field(s) not completed

Systemvalidations

 Dates in the past that are set as “anticipated”

e [tems completed on a non-clinical trial study record that are intended only
for clinical trials




Troubleshooting

« Read the warnings and errors in the RPPR Module and in HSS: they often
mention what the problem is

 E.g., ClinicalTrials.govand HSS field mismatch




Recommendations

When updating HSS information for your RPPR:

« Change status from Work in Progress to Ready for Submission and submit
priorto submitting RPPR

 Describe any challenges or significantissues in narrative of RPPR




Resources: HSCT Form, HSS, and
Inclusion

« NIH Application Guide

« eRA HSS Online Help

e eRA HSS Training website

« eRA HSS Help and Tutorials website

« Participant-level Data Tip Sheet

« HSS: Quick Guide for Warnings and Errors

« RPPR Module Online Help Editing the RPPR and Editing Inclusion
Enrollment Data chapters

« NIH Inclusion of Women and Minorities Website and FAQs
« NIH Inclusion Across the Lifespan Website and FAQs



https://grants.nih.gov/grants/how-to-apply-application-guide.html
https://www.era.nih.gov/erahelp/HSS_External/
https://www.era.nih.gov/help-tutorials/era-training-hss.htm
https://www.era.nih.gov/help-tutorials/hss
https://grants.nih.gov/sites/default/files/Participant-level%20data%20template%20tip%20sheet.pdf
https://www.era.nih.gov/files/HSS-error-and-warning-PI-and-SO-quick-guide.pdf
https://www.era.nih.gov/erahelp/commons/Commons/rppr/rppr_edit.htm
https://www.era.nih.gov/erahelp/commons/Commons/rppr/inclusion/edit_inclusion.htm
https://www.era.nih.gov/erahelp/commons/Commons/rppr/inclusion/edit_inclusion.htm
https://grants.nih.gov/policy/inclusion/women-and-minorities.htm
https://grants.nih.gov/grants/funding/inclusion-basis-on-sex-gender-race-ethnicity-faq.htm
https://grants.nih.gov/policy/inclusion/lifespan.htm
https://grants.nih.gov/grants/funding/inclusion-across-the-lifespan-faq.htm

QUESTIONS

?

m National Institutes of Health
Office of Extramural Research
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