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DHSP Quality Improvement Activities Including Site 
Audits, Consent Observations and Essential 

Documentation Binders 



Objectives 
 Audits – Site Quality Improvement Audits 
 Other Quality Improvement Activities 
 

 



Audits - Process 
 Select a study 
 Inform the PI/study team 
 Collect the data 
 Write report based on regulations and policy 
 Report includes a corrective action plan (CAP) 
 Work with team on acceptable responses to CAP 
 

 
 

 



Audits - Purpose 
 Demonstrate oversight of IRB approved studies 
 Protect the rights of the subjects 
 Ensure regulations and policies are being followed 
 Increase consistency across studies and departments 
 Fix problems 
 Prevent future problems 
 Improve the quality of research documentation 
 

 
 

 



Audits - Purpose 
 NOT to blame, criticize or punish 

 
 2nd set of eyes 
 Informative (for me and the study teams) 
 Update policies 
 Resolve issues 
 Easy solutions 
 

 
 

 



 
 
 
 
 
 

 
 
 
 
TJU Policy 122.16 
GENERAL GUIDELINES TO SAFEGUARD PROTECTED HEALTH INFORMATION 
Baby pictures (even without a name or other identifying information) 

 



TJU Policy 122.16  
 Bulletin boards:  

 Bulletin boards may not contain the following: 
                              i.    Documents with PHI of members . . .   
                              ii.   Baby pictures (even without a name or other identifying          
              information) 
          iii.  Cards and notes of appreciation  

 



Screening and Enrollment  
 Per OHR Policy GA 127: 

 Subjects must be assigned a unique number. 
 A screening and enrollment log must be maintained. 
 An eligibility checklist must be completed for each subject  

 



Audits – Areas Reviewed 
The Regulatory and Patient Binders Including: 
 IRB Submissions  
 Screening and Enrollment Logs  
 Informed Consent Forms 
 Eligibility Criteria/Waivers 
 Serious Adverse Events (SAEs) 
 Unanticipated Problems (UAPs) 
 Data Confidentiality and Security Procedures 

 

















OHR-12 Re-Consent  



SAEs and AEs 
 Serious Adverse Events (SAEs) – Grade 3, 4 or 5 resulting 

in death, life-threatening experience, inpatient 
hospitalization (or prolongation), persistent or significant 
disability or incapacity, congenital anomaly or birth 
defect. 

 An SAE is any serious event that the patient experiences 
during the study (unless specified in the protocol/OHR-2)  

 
 







SAEs and UAPs 
Type Reporting Timeframe 

(Workings Days*) 

UAP 10 

SAE – Unrelated  5 

SAE – Possibly or Definitely 
Related 

2 

SAE – Death 1 (24 Hours) 

*Between site being aware and Inv. signing eSAEy report 





Audits – Random 
 Sort of random 



Audits – For Cause 
 Lapse in IRB Approval 
 Problems with IRB Submission Forms/Responses 
 Findings in External Monitoring Reports 
 Protocol Deviations/Violations 
 Late Reporting of SAEs/UAPs 
 Surrogate Consent/Child Assent/Vulnerable Populations 
 Other 
 Let me know! 
 

 
 
 
 
 







Vulnerable Individuals 
From Regulations/Policy 
 Children 
 Decisionally impaired 
 Terminally ill or very sick 
 Low income 
 Low education 
 Drug users 
 Prisoners 
 Pregnant women 
 Disabled 

From Jefferson Studies 
 Brain injury 
 Cancer 
 Possible Cancer 
 Children  
 Heart Failure 
 Parkinson’s 
 Aortic Aneurysm 
 Pregnant women with weakened 

hearts 
 Emergency Surgery 
 Depression 
 Septic shock 

 









Audits – CAP 
 Corrective Action Plan (CAP) 
 

 
 
 
 
 

Observation Recommended 
Action 

Response 

The form wasn’t 
signed. 

Please sign the 
form. 

We signed the 
form. 
 



Audits – By Request 
 Pre-Monitoring Visit 
 Pre-FDA Inspection 

 Includes mini training on inspections 
 Study Team Request 

 When an issue is suspected 
 High staff turnover 
 

 
 
 
 



Other Quality Improvement 
Activities 

 Consent Observation 
 Painless 
 Feedback on what works for others 

 Study Binders 
 Help in setting up patient binders/folder 
 Required forms/logs 
 Binder with sections for all study related materials 

 
 

 
 
 
 



Questions? 
 



Contact Info 
Patrick Herbison 
patrick.herbison@jefferson.edu  
215-955-4239 



FDA Inspections - Purpose 
To ensure: 
 Compliance with regulations 
 Accuracy and reliability of data 
 The rights of research subjects are protected 



FDA Inspections 
 FDA will look at everything from internal audits PLUS 

 Protocol adherence 
 Source documents vs. case report forms (CRFs) 
 Test article accountability 
 Labs 
 Regulatory Documentation 

 



FDA Inspections 
 Any study conducted under an Investigational New Drug 

application (IND) or Investigational Device Exemption 
application (IDE) 

 Most inspections are triggered by New Drug Application 
(NDA) 

 



Additional Factors 
 High enrollment (especially in a short time) 
 Few adverse events 
 Results different from other sites 
 Patient complaints 
 Investigators with many studies 
 Investigator on study outside of specialty 
 Sponsor reports poor quality data or other difficulties 



Observations and Reports 
 Form FDA 483, Inspectional Observations (End of 

Inspection) 
 Establishment Inspection Report (EIR) – Final Report 
 Classification of EIRs 

 OAI – Official Action Indicated 
 VAI – Voluntary Action Indicated 
 NAI – No Action Indicated 

 Site responds with corrective actions and preventative 
actions (CAPA) within 15 days 

 Close out letter 



Possible Consequences 
 Study put on hold 
 Re-inspection 
 Rejection of study data 
 Warning letter (Not following regulations) 
 Restriction/Disqualification of investigator 
 Increased risk to subjects 
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