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Guidance for Correcting Human Subjects Submission Validation Errors 

1. Before submitting Research Performance Progress Reports (RPPRs), please keep notice NOT-OD-22-008 (released on October 29, 2021) in mind. Failure 
to adhere to the guidance presented in this notice will prevent submission of the RPPR. 

a. The recipients should keep this in mind in particular: 

Figure 1: Screenshot from NOT-OD-22-008 

2. The clinical trial registration error for RPPR submission or red bar to award will be resolved once the grantee completes the required registration and 
provides the NCT# (Clinicaltrials.gov identifier) on the Human Subjects Clinical Trial information form. The reporting error or award bar will be resolved 
after results are submitted to Clinicaltrials.gov. When registration or reporting is in progress, grantees may submit an exception document to resolve the 
error. Complete information on errors for noncompliance with clinical trial registration and reporting at time of award and in RPPR can be found on the 
eRA.nih.gov website (last updated on April 12, 2022). 

3. If the HSS section is not in compliance, additional error messages will appear, but these are just warning messages, and the grantees will still be allowed 
to submit RPPRs. See Figure 2 below for a list of the triggering conditions and the yellow bar or warning message that may appear during RPPR submission. 
Grantees can see those warnings and error messages earlier than at the time of RPPR submission if they click on the Check for Errors button to run a 
validation check. This button is available for progress reports with a status of Work in Progress (WIP). Access is granted to any user with access to the 
grant. The RPPR can be validated at any time while in the status of WIP and can be validated multiple times. Detailed information on Check for Errors can 
be found in 5.4 Check RPPR For Errors and Warnings of the RPPR Instructional Guide (last updated on June 23, 2022). 

4. Additional information on compliance checks during RPPR submission, shown in Figure 2 below, can be found on the eRA.nih.gov website (last updated 
on April 12, 2022): New Errors for Noncompliance With Clinical Trial Registration and Reporting at Time of Award and in RPPR. 

https://grants.nih.gov/grants/guide/notice-files/NOT-OD-22-008.html
https://www.era.nih.gov/news/era-enhancements-new-errors-non-compliance-clinical-trial-registration-and-reporting-time
https://grants.nih.gov/grants/RPPR/rppr_instruction_guide.pdf
https://www.era.nih.gov/news/era-enhancements-new-errors-non-compliance-clinical-trial-registration-and-reporting-time
https://grants.nih.gov/grants/guide/notice-files/NOT-OD-22-008.html
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Figure 2: Screenshot the eRA Website on New Errors for Noncompliance With Clinical Trial Registration and Reporting at Time of Award and in RPPR 

https://www.era.nih.gov/news/era-enhancements-new-errors-non-compliance-clinical-trial-registration-and-reporting-time
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5. Additionally, keep in mind the requirements for uploading PDFs to eRA Commons. It is important that all PDFs are flattened before upload. More 
information can be found on the eRA.nih.gov website (last updated on May 19, 2021). If a PDF submitted on or after May 25, 2021, is not flattened before 
it is uploaded to eRA Commons, an error may occur. There are several methods for flattening a PDF, the easiest of which is to print it as a PDF (also see 
the eRA Commons Frequently Asked Questions webpage). 

 

 
Figure 3: Screenshot From the eRA Website About Reminder to “Flatten” PDFs for Just-in-Time and RPPR Before Uploading to eRA Commons 

https://era.nih.gov/news/era-information-reminder-flatten-pdfs-just-time-and-rppr-uploading-era-commons.htm
https://www.era.nih.gov/faqs.htm#I6
https://era.nih.gov/news/era-information-reminder-flatten-pdfs-just-time-and-rppr-uploading-era-commons.htm
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6. Other validations in the Human Subjects System (HSS) when submitting RPPR can be found in the table below (Figure 4). This table also can be found on 
the eRA.nih.gov website (last updated on March 20, 2019). 

a. Enrollment and randomization will be required when submitting an RPPR. 

b. Principal investigators (PIs) and signing officers (SOs) submitting an RPPR with studies that are still in WIP status will receive a warning. 

Figure 4: Screenshot From the eRA website on New Validations and Messages for RPPR 

https://era.nih.gov/news/era-information-new-validations-and-messages-rppr.htm
https://www.era.nih.gov/news/era-information-new-validations-and-messages-rppr.htm
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Additional information on Warning and Error Messages for Clinical Trials, shown in the tables below (Figures 5a, and 5b), can be found on the eRA.nih.gov 
website (last updated on April 13, 2022). 

Figure 5a: Screenshot From the eRA website on New Validations for HSS Form When Completing an RPPR 

https://www.era.nih.gov/news/new-validations-hss-form-when-completing-rppr.htm
https://www.era.nih.gov/news/new-validations-hss-form-when-completing-rppr.htm
https://www.era.nih.gov/news/new-validations-hss-form-when-completing-rppr.htm
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Figure 5b: Screenshot From the eRA website on New Validations for HSS Form When Completing an RPPR 

7. Other resources available 

a. RPPR Instructional Guide 

b. Warnings and Validations During RPPR Submission 

i. Guidance eRA RPPR Submission Validations for Clinical Trial Registration and Results Reporting: NOT-OD-22-008 
ii. New Validations for HHS Form When Completing an RPPR 

iii. New Validations and Messages for RPPR 

c.  HSS Resources for SOs and PIs 

i. HSS User Guide PDF 
ii. HSS Online Help 

iii. Inclusion Help Desk email: inclusion@od.nih.gov 

https://grants.nih.gov/grants/RPPR/rppr_instruction_guide.pdf
https://grants.nih.gov/grants/guide/notice-files/NOT-OD-22-008.html
https://era.nih.gov/news/new-validations-hss-form-when-completing-rppr.htm
https://era.nih.gov/news/new-validations-hss-form-when-completing-rppr.htm
https://era.nih.gov/news/era-information-new-validations-and-messages-rppr.htm
https://era.nih.gov/files/HSS_user_guide.pdf
https://era.nih.gov/erahelp/HSS_External/#about_help_system_hss.htm?TocPath=_____1
mailto:inclusion@od.nih.gov
https://www.era.nih.gov/news/new-validations-hss-form-when-completing-rppr.htm
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d. Human Subjects Addendum 

e. Inclusion Policies for Research Involving Human Subjects 

f. Inclusion on the Basis of Sex/Gender and Race/Ethnicity FAQs 

g. ASSIST (Application Submission System & Interface for Submission Tracking) User Guide 

https://ctsa.ncats.nih.gov/wp-content/uploads/2023/04/NCATS-New-Projects-with-Human-Subjects-Research-Addendum-and-Instructions-for-PIs-and-SOs-ver4.docx
https://grants.nih.gov/policy/inclusion.htm
https://grants.nih.gov/faqs#/inclusion-basic-on-sex-gender-and-race-ethnicity.htm
https://era.nih.gov/files/ASSIST_user_guide.pdf
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