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Goals

Understand the 

importance of the 

regulatory binder in 

research

Learn how to 

address a problem 

should it arise

Strengthen your 

audit and QA review 

preparedness



Compliance 
vs. 
Misconduct

Quality 
Control (QC) 
vs. 
Quality 
Assurance (QA)

Monitoring 
vs. 
Auditing

Corrective Action 
Plan (CAP) 
vs. 
Corrective and 
Preventative 
Action Plan 
(CAPA)

Key terms



ICH E6 (R3) II: 8, 9, and 10

ALCOA+ (ICH, FDA, HHS, WHO)

ICH E6 (R3) III: 2.12

"If it wasn't

ICH E6 (R3) III: 2.12 

https://database.ich.org/sites/default/files/ICH_E6%28R3%29_DraftGuideline_2023_0519.pdf
https://database.ich.org/sites/default/files/ICH_E6%28R3%29_DraftGuideline_2023_0519.pdf


Institution Specific 
Policies and 

Requirements

"If it wasn't



Word Soup

Regulatory 
Binder

Trial Master 
File

Study Binder

Site File

Investigator 
Site File

Research 
Record

Study Master 
File

Study record

eReg

Reg Binder

Master File



Initiative to 

Standardize 

TMF

Cdisc.org



Resources Differ: 
IIT vs. Industry Sponsored

Industry Sponsored Principal Investigator Funder

Provides Binder x

Manages Binder x

Monitors Binder x

QC/QA x x

Investigator Initiated Principal Investigator Funder

Provides Binder x

Manages Binder x

Monitors Binder x

QC/QA x

Industry Sponsored Principal Investigator Funder

Provides Binder  

Manages Binder  

Monitors Binder  

QCIQA  

Investigator Initiated M AT LN WIS (o] ﾢ Funder

Provides Binder  

Manages Binder  

Monitors Binder  

QCIQA  



Start Strong!
Quality by Design (QbD) approach: ICH E6 

(R3) III: 3.10

Contents (fixed and protocol dependent)

Table of Contents ESSENTIAL!

Clean, final binder PRIOR to enrollment/study 

start

MOP/SOPs to support protocol

Examples (UMSON) (Veeva)

http://
http://
http://
https://www.nursing.umaryland.edu/research/resources/regulatory-affairs/researcher-toolkit/
https://www.nursing.umaryland.edu/research/resources/regulatory-affairs/researcher-toolkit/
https://www.nursing.umaryland.edu/research/resources/regulatory-affairs/researcher-toolkit/
https://www.nursing.umaryland.edu/research/resources/regulatory-affairs/researcher-toolkit/
https://www.nursing.umaryland.edu/research/resources/regulatory-affairs/researcher-toolkit/
https://www.nursing.umaryland.edu/research/resources/regulatory-affairs/researcher-toolkit/
https://www.nursing.umaryland.edu/research/resources/regulatory-affairs/researcher-toolkit/
https://www.nursing.umaryland.edu/research/resources/regulatory-affairs/researcher-toolkit/
https://sites.veevavault.help/gr/uploads/sitevault/downloads/SiteVault-eBinder-Reference-Card.pdf
https://www.nursing.umaryland.edu/research/resources/regulatory-affairs/researcher-toolkit/
https://www.nursing.umaryland.edu/research/resources/regulatory-affairs/researcher-toolkit/
https://sites.veevavault.help/gr/uploads/sitevault/downloads/SiteVault-eBinder-Reference-Card.pdf


Maintain!

QC (in every moment)

QA (risk-based frequency)

ICH E6 (R3) III: 3.11

Not just risk to participants

Think RECORD INTEGRITY!

Goal: Audit ready at all times

https://database.ich.org/sites/default/files/ICH_E6%28R3%29_DraftGuideline_2023_0519.pdf


Maintain: Staff training and Management

-DoA log (signatures and initials)

-Study staff credentials (CVs/Licenses/professional trainings)

-Study staff general research training (CoI/PHS/GCP/HIPAA/Etc.)

-Study staff protocol specific training (log AND training materials)

Also... Consult your protocol/IRB application:

The PI will meet with the study coordinator(s) at least biweekly and more frequently 
as needed to discuss the progress and logistics of the study. The PI will meet with 
other study team members at a frequency that is decided upon initiation of their 
involvement, based on their individual role.



Maintain: Protocol Procedures

-Source documentation/CRF (align with any mods)

-Screening/enrollment log (eligibility source to back it up)

-Consent log (consent source to back it up)
-Participant payment log (documentation to back it up)

-Progress notes (participant binder)

Also... Consult your protocol/IRB application:

Participants who are enrolled will be provided a written copy of the consent form.

After a participant agrees to join the study, we will verbally ask the following 

questions to test their knowledge about the study.....

Participants will be compensated for their time with a $100 gift card or E-gift card 

and a parking voucher for that visit.



Maintain: Periodic Reviews & Data Mgmt 

-IRB (submission, application, approval letter, communication)

• modifications

• RNI

• annual (if applicable)

-DSM reports (note: DSM is not the same as routine monitoring!)

-QA/Monitoring log (reports to back it up)

Also... Consult your protocol/IRB application:

Quality assurance reviews will be conducted monthly by the study coordinator 
and the resulting reports will be reviewed by the PI.



Are You Audit 
Ready?

Help is available

Forms are helpful

https://www.umaryland.edu/oac/consult-with-us/


Prepare: 
Think like 
an Auditor

Ex. 

Sub ID 
00X

Review data collected (ALCOA+)

-is it allowed per protocol?

-are there errors?

-outside of protocol window?

-typos?

-missing data?

-adverse events?

-was team member delegated to procedure?

Compare procedures with regulatory 
binder

-were the IRB approved forms used?

-were the IRB approved procedures followed?

-DSM

-consent forms/processes

-eligibility

Review for completeness/accuracy
-is the ToC and all tabs present and organized?
-are all contents present/accounted for?
-are all logs complete/current?
-are all IRB submission requirements met?

Review staff
-compare CICERO with DoA, trainings, CVs
-are trainings complete/documented? (protocol 
and general)

Regulatory Binder

Participant Binder



What could 

go wrong?

https://www.umaryland.edu/media/umb/oaa/hrp/documents/study-tools-docs/HRP-105---Reportable-New-Information.pdf


How Do I 
Document a 
Problem?

• Deviation Log

• AE Log

• QA Report

• RNI

• NTF not ideal

https://osf.io/ywz4u
https://osf.io/ywz4u
https://osf.io/wz4jh/
https://osf.io/wz4jh/
https://www.nursing.umaryland.edu/research/resources/regulatory-affairs/researcher-toolkit/
https://cicero.umaryland.edu
https://www.nursing.umaryland.edu/research/resources/regulatory-affairs/researcher-toolkit/
https://cicero.umaryland.edu


CAP or CAPA

Report It

Revisit QbD (Mod needed?)

Learn from mistakes/past/others

How do I fix it?

https://osf.io/jrznp
https://osf.io/jrznp


Close it up!

DoA

Retention/destruction

https://osf.io/js7rc/
https://osf.io/js7rc/
https://www.nursing.umaryland.edu/media/son/research/MRS-Research-Data-Destruction-June-2023.pdf
https://www.nursing.umaryland.edu/media/son/research/MRS-Research-Data-Destruction-June-2023.pdf


References and Resources

• https://database.ich.org/sites/default/files/ICH_E6%28R3%29_DraftGuideline_2023_0519.pdf

• https://www.umaryland.edu/hrp/for-researchers/investigator-manual/

• https://www.umaryland.edu/media/umb/oaa/hrp/documents/study-tools-docs/HRP-105---

Reportable-New-Information.pdf

• https://www.nursing.umaryland.edu/research/resources/regulatory-affairs/researcher-toolkit/

• https://www.cdisc.org/standards/trial-master-file-reference-model

• https://sites.veevavault.help/gr/sitevault/getting-started/ebinder-card/

• https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/inspection-

guides/corrective-and-preventive-actions-capa

• https://www.gmp-compliance.org/gmp-news/alcoa-what-does-it-mean

• https://www.who.int/publications/m/item/annex-4-trs-1033

https://database.ich.org/sites/default/files/ICH_E6%28R3%29_DraftGuideline_2023_0519.pdf
https://database.ich.org/sites/default/files/ICH_E6%28R3%29_DraftGuideline_2023_0519.pdf
https://www.umaryland.edu/hrp/for-researchers/investigator-manual/
https://www.umaryland.edu/hrp/for-researchers/investigator-manual/
https://www.umaryland.edu/media/umb/oaa/hrp/documents/study-tools-docs/HRP-105---Reportable-New-Information.pdf
https://www.nursing.umaryland.edu/research/resources/regulatory-affairs/researcher-toolkit/
https://www.cdisc.org/standards/trial-master-file-reference-model
https://sites.veevavault.help/gr/sitevault/getting-started/ebinder-card/
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/inspection-guides/corrective-and-preventive-actions-capa
https://www.gmp-compliance.org/gmp-news/alcoa-what-does-it-mean
https://www.gmp-compliance.org/gmp-news/alcoa-what-does-it-mean
https://www.umaryland.edu/media/umb/oaa/hrp/documents/study-tools-docs/HRP-105---Reportable-New-Information.pdf
https://www.nursing.umaryland.edu/research/resources/regulatory-affairs/researcher-toolkit/
https://www.cdisc.org/standards/trial-master-file-reference-model
https://sites.veevavault.help/gr/sitevault/getting-started/ebinder-card/
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/inspection-guides/corrective-and-preventive-actions-capa
https://www.gmp-compliance.org/gmp-news/alcoa-what-does-it-mean
https://www.gmp-compliance.org/gmp-news/alcoa-what-does-it-mean
https://www.umaryland.edu/media/umb/oaa/hrp/documents/study-tools-docs/HRP-105---Reportable-New-Information.pdf
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/inspection-guides/corrective-and-preventive-actions-capa


Thanks! Questions?

Casey Jackson MS, CCRP
Director, Research Quality Improvement and Compliance

Office of Research and Scholarship

University of Maryland School of Nursing

Casey.jackson@umaryland.edu

linkedin.com/in/casey-jackson-ms-ccrp/
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