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Self-Assessments

Check Yourself Before You Wreck Yourself
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Objectives

Attendees will design, develop, and apply provided best practice 

methods to daily activities associated with clinical research studies in 

evaluating clinical research conduct and improve study 

documentation. 

Attendees will be able to design checklists or format survey type 
reviews of clinical studies to engage research team members and 
decrease the incidence of errors or missing information for clinical 
trials.
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Overview

1. Self-assessment best practices

2. What we get out of self-assessments

3. Example of a self-assessment program at University of Florida
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Build Quality Assurance (QA) into your Study

Self-
Assessment

Study Level
Office 

Department 
Level

Institution 
Level (IRB)

Sponsor

Federal 
Level 

(FDA, NCI, 
JC, CMS)
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Tools for Self-Assessment 

Computer 
Applications

Communication 
Teamwork

Standardization Checklists
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Maximize features that Minimize errors

Alerts

Audit Trail

Automation

Calculation

eConsent

Field Validation

Logic

Permissions

Queries

Remote Data Capture

Reports

Scheduling
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❖ Regular Study Team Meetings

❖ Follow SOPs, MOPS, Workflows

❖ Be Relentlessly Organized and Consistent
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How do we heal medicine
11

Study Initiation Checklist

Initial IRB Submission Checklist

IRB Approval Checklist

New Study Team Member Checklist

New PI Checklist

PI Leaving Checklist

New Subject Enrolled Checklist

Study Team Meeting Agenda Checklist

Study Closure Checklist

12

https://www.google.com/search?client=firefox-b-1-d&q=how+do+we+heal+medicine%3F+ted+talk#fpstate=ive&vld=cid:888d2fb9,vid:L3QkaS249Bc,st:0
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Best Practices for Self-Assessments

✓ Use your tools

✓ Have a self-assessment (QA) plan in writing and stick to it

✓ Use deviations and queries as opportunities to tighten up 

processes

14
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High Risk Areas 

Embedded Questions, Signatures, Dates

Documentation of the Consent Process

Consent Process

Source Document for each Eligibility Criterion

Eligibility

Adverse Event Tracking, Serious Adverse Events, Dosing

Investigational Product Administration

15

Everyday Self-Assessment Ideas

Consent Process

Flag each page that requires an action (signature, initials, checkbox)

Eligibility

Use a computer-based eligibility checklist. 

IP Administration

Always refer to the protocol.

16
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Everyday Self-Assessment Ideas

❖ Does anyone have any everyday self-assessment checks they can share with the group?

17

QUESTION – Chat Storm

Goal of Self Assessment Exercises

18

A review plan is as important as passion towards Research:

• Evaluate knowledge and understanding.

• Identifying areas of improvement.

• Improving communications and collaborations.

• Setting professional goals.

• Promoting accountability and quality.
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Chat Storm Questions
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▪ Do you have a ready to go planned system for a self-assessment?

• If not, how soon can you get started with the review?

▪ Did a self-assessment on a project ever trigger more internal 

review?

▪ Daunting aspect of self assessment?

QUESTION – Chat Storm

Review Plan
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1. Department/Institutional Structure: Understand the departmental workflow 

to assess available resources, strengths, and weaknesses.

• Financial, human, and technological resources

Resource allocation and support:

• Reviewing existing policies, assessing comprehensiveness, evaluating 
processes for policy adherence.

Policies and standard operating procedures (SOPs):

• Communication channels between team members, departments, and 
stakeholders.

Team communication:
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Review Plan
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2. Construct the review plan: to review complete regulatory and clinical 

documentation

• Regulatory compliance, ethical considerations, study 
design

Establish purpose and scope:

• Existing assessment tools (Paper/electronic checklists)

Evaluation criteria:

• Develop the plan and internally discuss with the team for 
any feedback or convey the scope and criteria.

Implementation plan and discussions:

Review Plan
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3. Documenting Findings: Ensures insights, observations, and 

recommendations are captured systematically.

• Sections pertaining to regulatory compliance, department 
structure, data management. 

Develop structured report:

• Highlighting any patterns on mistakes committed, notable 
successes.

Summarize key findings:

• Based on level of importance or urgency (requires PI, IRB, and 
sponsor notification?)

Grade or categorize findings:
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Review Frequency
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Periodic 
Planned 
Reviews

Staffing 
Changes

Planned 
Sponsor/IRB 

Audits

Now what to do with the Findings?
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Be proactive rather than reactive.

Identify aspects 
that require 
immediate 
attention

work on action 
plan

Communication 
and periodic 

meetings

Implement 
recommended 
changes and 

improvements

Establish 
evaluation 
mechanism
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❖ What method(s) do you use to prepare 

❖ For a continuing review?

❖ For a visit from an external monitor?

QUESTION – Chat Storm

2
5

❖Internal assessment or internal audit

❖In the beginning

❖Who – faculty, fellows, residents, clinical research coordinators

❖What – we need to ‘fix’ things

❖Why – Repetitive issues with clinical research study errors

❖When – ASAP

❖How – More attention to detail prior to submission – ok

2
6

Introduction
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• Internal assessment or internal audit

• How
• An internal audit system

• Good buy-in from the research staff

• Development of REDCap internal audit system by staff

• Numerous research division meetings

• What needs included in the audit

• Logistics

Introduction

2
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❖What format should we use for our internal 

audit system
❖ REDCap

❖ NCATS grant UL1TR001427

❖ Other systems are available

Where to Begin
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❖Internal audit
❖ Clinical research coordinators helping each other

❖ Completed at least 3 months in advance of a continuing 

review

❖ Recommend

❖ Complete an internal audit after the first 2-5 patients have been 

enrolled in a new study

Where to Begin

2
9

3
0

What and Who

Santa Claus
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What and Who
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Basic Study Information

❖IRB review type
❖Full board, expedited, exempt, data bank, non-human, HDE, 

ceded, other 

❖Study activity in the past year
❖Publications and/or abstracts for presentations

❖Did the previous audit identify and items requiring 
corrective actions
❖If yes, were the corrective actions completed
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Corrective Actions

❖Following each section of the internal 

audit

❖List corrective actions needed and provide 

suggestions (if applicable)

❖Completed the corrective action
❖Corrective action performed

❖Date corrected

Protocol

34

❖Submitted to the IRB

❖Protocol versions

❖Investigators on protocol match the delegation log

❖Study activity in the past year
❖Publications and/or abstracts for presentations

❖Did the previous audit identify and items requiring 
corrective actions
❖If yes, were the corrective actions completed
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Subject Management
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❖Number of subjects
❖# enrolled since previous CR

❖How enrolled
❖# enrolled through ICF

❖# full waiver of consent

❖# waiver of documentation of ICF

❖Total # subjects to date
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Subject Management

❖Maximum # subjects

❖Subject log
❖Correctly completed

❖MRN #

❖Withdrawals and screen failures

❖stipends

❖Up-to-date

❖Most recently approved ICF used

❖ICF correctly completed

❖Proper signatures

❖Assent for minors
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IRB Approvals
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❖Notifications of IRB approval

❖Revisions

❖Adverse events

❖Deviations

❖Continuing review

OCR & OnCore

❖Clinical services

❖Calendar

❖Billing
❖Standard of care

❖Study only data

❖Subject status
❖Must match subject log

Data Management

1. Format of data collection

2. CRFs

3. Inclusion/Exclusion criteria followed

4. Original data set properly stored and data 

releases appropriately logged
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Adverse Events

39

Deviations

Correspondence

40
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Miscellaneous Items to Consider Checking

❖ Sponsor information

❖ Multi-center specifications

❖ Research agreement

❖ Training of research team on file

❖ FDA 1572 required

❖ Storage of data procedures

❖ Animal study

❖ DSMB

41

When Completed

42

Take Home

❖Do you need an audit/assessment 
method

❖What method will work best for you 
and your research team

❖Have you identified the areas you 
need to improve
❖Begin designing your system with the 

areas you identified

❖Remember - change is inevitable
❖Assessment will change with your 

studies and staff
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QUESTION – Chat Storm

❖ Are there any systems that you use at your institution 

to aid with assessments of your clinical studies? 

44

BUMC/BMC Resources Library

https://www.bumc.bu.edu/crro/resources-library/self-assessment-tools/


RPN Workshop May 2024 – Self-
Assessments 23

UF Clinical and Translational Science Institute

Study Related Checklists
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Resources

Office of Clinical Trials Research SharePoint

Regulatory Documents and Resources 
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https://www.ctsi.ufl.edu/
https://irb.ufl.edu/irb01/forms/qaqi-tools.html
https://uvmcom.sharepoint.com/sites/commons/dean/comclntril/SitePages/Regulatory%20Documents%20and%20Resources.aspx

