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 Overview of Post-Approval Monitoring (PAM)

 PAM Process within the eIRB+ Compliance Workspace

 What about the Post-Approval Monitoring (PAM) process is changing?

 Navigating the eIRB+ Compliance Workspace 

 Tips on Preparing for a PAM

 Training & Support

 Q & A with the Compliance Team

Topics 
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Post-Approval Monitoring (PAM)

•All active non-exempt human research studies are subject to routine post-approval 
monitoring (including those where Northwestern University or its affiliates ceded 
IRB review to an external IRB)

•Collaborative, education-focused activity between IRB Compliance and Investigator

What?

•Ensures compliance with applicable federal regulations, state laws, institutional 
policies, and research best practices

•Improves the conduct of human research 
•Protects research participants’ rights and welfare 
•Source of guidance, resources, and educational support 

Why? 



Post-Approval Monitoring (PAM) Process
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IRB Compliance Team 
randomly selects studies 
for routine monthly self-
assessment monitoring

IRB Panel(s), Institutional 
Official, or IRB Office staff 

may request a study 
undergo monitoring

May take place completely 
virtually, in-person, or a 

combination of both

Investigator self-
assessment or compliance 
conducted review of study 

conduct and 
documentation 
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Manually driven
 Email communication
Word documents and PDFs

 Prone to human error and 
inconsistencies
 Inefficient workflows
 Limited data analysis capabilities

Current PAM Workflow
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Future PAM Workflow 

The IRB Office Compliance Team will conduct post-approval monitoring with 
research teams in the IRB’s electronic submission system, eIRB+

Study teams will fill out the existing PAM checklists electronically in the eIRB+ 
Compliance Workspace

Compliance analysts will review the checklists and respond with observations 
and follow up requests within the Compliance Workspace

Advantages: Streamlined electronic forms; easier collaboration; improved 
documentation and tracking; process transparency
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 The eIRB+ Compliance Workspace is within eIRB+ but separate from 
the IRB review activities performed in eIRB+. 

(NEW!) eIRB+ Compliance Workspace
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What about the PAM process is changing?

• Researchers work with Compliance Team members in the 
eIRB+ Compliance Workspace rather than over email

NEW!

• The PAM process is still initiated by the Compliance team
• The PAM Checklists are the same questions and still 

available on the IRBO Website

Not Changing
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 Completing the PAM Checklists 
 Communication 
 Close-out

 Documentation 

Navigating the eIRB+ Compliance Workspace
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 An eIRB+ auto generated email will be sent to the PI and primary 
contact associated with the study in the eIRB+ system. 
 An attached notification letter from the assigned IRB Compliance Analyst will  

contain resources, due date, and other relevant information
 The IRB Compliance Analyst will prompt the PI to review their study records 

and initiate the PAM by logging into eIRB+ and accessing the Compliance 
Workspace.
 The IRB Compliance Analyst conducting the review will take special care to 

provide the PI with education and resources to help them become more 
familiar with required and recommended human research practices.

Congratulations! You’ve been selected to undergo a PAM in the 
new Compliance Workspace!
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Recorded Demonstration #1: Logging in & Filling out Checklists 
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 For initial access, only the PI can enter and receive notifications from 
the Compliance Workspace. 
 If additional team members need access to support the PI in 

completing the PAM, the PI must grant them PI Proxy status. 
 Similar to IRB Communications: 
 Communication regarding observations and follow-up actions will take place 

mainly in eIRB+
 When action is needed, eIRB+ will send system notifications via email to the 

PI and all PI Proxies assigned to the PAM assigned PI Proxy status
 You can contact the assigned Compliance Analyst in eIRB+ using the Add 

Comments icon but may still also email the assigned Compliance analyst at 
anytime

Communication during the PAM Activity
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Recorded Demonstration #2: Responding to Observations
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 The PAM is not complete until the PAM is in a closed state. When the activity is 
officially closed, the PI and all PI Proxies will receive an eIRB+ system email 
notification with a closeout letter attached.

 Print or save the electronic copies of the compliance activity (Notification letter, 
Close-out letter, and print review page of the activity) to your study’s research 
records.

Closeout & Documentation of the PAM activity 
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Recorded Demonstration #3:  Close-out & Print Review
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 Review your eIRB+ application, protocol, and informed consent forms 
for accuracy and consistency
 Familiarize yourself with IRB Office Resources & Guidance
Use the IRB Office Study Support Resources and Templates 
 Use the Regulatory Binder or Research Record tool to ensure your research 

record is up to date and in compliance
 Delegation of Authority (DOA) log to track study team member roles and 

responsibilities. 

 Review the Post-Approval Monitoring Page & PAM Checklists
 Review your open studies for closure criteria

Tips on Preparing for a PAM

https://irb.northwestern.edu/resources-guidance/
https://irb.northwestern.edu/resources-guidance/study-support-resources/
https://irb.northwestern.edu/resources-guidance/study-support-resources/#:%7E:text=Regulatory%20Binder%20or%20Research%20Record
https://irb.northwestern.edu/resources-guidance/study-support-resources/#:%7E:text=Delegation%20of%20Authority%20(DOA)
https://irb.northwestern.edu/compliance-education/post-approval-monitoring.html
https://irb.northwestern.edu/resources-guidance/checklists-worksheets/#:%7E:text=Transfer%20of%20Responsibilities-,Post%2DApproval%20Monitoring%20Checklists,-HRP%2D443%20%2D%20CHECKLIST
https://irb.northwestern.edu/resources-guidance/policies-guidance/#:%7E:text=Guidance%20on%20Study%20Closure
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Training & Support 
1:1 with a Compliance Analyst

Office Hours

System Demonstrations 

Dedicated Webpage 

Training Manual



Do you know a PI, research team, or department that might like to participate in 
our pilot phase?

18

Call for Research Community Volunteers!

Expectations: Complete a post-approval 
monitoring self-assessment on 1 study 
in the eIRB+ Compliance Workspace 
and provide feedback during a meeting 
with a compliance analyst

Benefits: Specialized collaboration with 
a compliance team member and 
ensures the PI will not undergo routine 
monitoring again for at least 1 year

Email IRBCompliance@northwestern.edu 

mailto:IRBCompliance@northwestern.edu


Q/A with the Compliance Team! 

PIPER HAWKINS GREEN
Associate Director, IRB 

Compliance, Reliance, and 
Education 

ALEC HENDERSON
IRB Compliance, Education, 

and Communication 
Manager

YASMEEN KHAN
Compliance Analyst

ANGELA BAUMGARTNER
Lead Compliance Analyst

JENNIE THAI
Senior Compliance Analyst

KIM ROWAN
Senior Compliance Analyst

BRITTANĒ GARYET
Senior Compliance Analyst
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