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But… 
What percentage of 2014 (to date) 

OHSP QI Reports have had essential 
documentation findings? 
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82% 



BIMO Inspection Metrics (2013):  
Most Common Site Deficiencies 

 Failure to follow the investigational plan 
and/or regulations 
 Protocol deviations 
 Inadequate recordkeeping 
 Inadequate accountability for the 

investigational product 
 Inadequate communication with the IRB 
 Inadequate subject protection – failure to 

report AEs and informed consent issues 
 

FDA Bioresearch Monitoring Program (BIMO) Annual Inspection Metrics 2013 4 

http://www.fda.gov/ScienceResearch/SpecialTopics/RunningClinicalTrials/ucm261409.htm


Essential Documents 

 Essential Documents Basics 

 Categories of Essential Study Documentation 

 Best Practices 

 Resources 

 Scenario/Case Study Presentations 
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Before I Dive Into Details… 
 Remember: 
Essential Documentation will vary from study to 

study 
- Federal oversight (HHS vs. FDA) 
- Industry vs. PI-initiated 
- Use of investigational product 
- Funding source 
- Nature of the study 

Required documents vs. good practice 
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Essential Documents 
“Essential Documents are those that 

individually and collectively permit evaluation of 
the conduct of a study and the quality of the 
data produced.  These documents serve to 

demonstrate the compliance of the investigator, 
sponsor and monitor with the standards of 

Good Clinical Practice and with all applicable 
regulatory requirements.” 

 
ICH GCP Guidelines 
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Essential Documents 

Essential 
Docs 

Federal 
Regs 

Ethical 
Codes 

Federal 
Guidance 

ICH GCP 

State 
Law 

Local 
Policy 
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Essential Documents:  
Federal Regulations 

 Non-FDA Regulated (No Drugs/Devices/Biologics) 
 IRB Review, Informed Consent, Event Reporting, 

Continuing Review, Record Retention 
 

 FDA-Regulated (IND/IDE & IND/IDE Exempt) 
 IRB Review, Informed Consent, Event Reporting, 

Continuing Review, Record Retention 
Financial Disclosures 
 IND/IDE Submission & Reporting 
“Case histories” & “Relevant observations” 
Control of Investigational Product 

 
 
45 CFR 46; 21 CFR 50; 21 CFR 56; 21 CFR 312; & 21 CFR 812 
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Essential Documents:  ICH GCP 

ICH GCP Guidelines 

 

53! 
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RSRB Approval Letters 
 

 

Essential Documents:  UR 
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Essential Documents 
 Essential Documents Basics 

 Categories of Essential Study Documentation 
Investigator Responsibilities 
Phase of the Research 

 Best Practices 

 Resources 

 Scenario/Case Study Presentations 
12 



Investigator Responsibilities 

1) Protect the rights, safety & welfare of the 
subjects 
Adhere to regulatory, institutional requirements 
Adhere to the protocol 
Control the investigational product 
Event monitoring & reporting 
 

2) Supervise the conduct of the investigation 
 
 

 
 
 
FDA Guidance for Industry:  Investigator Responsibilities – Protecting the Rights, Safety and Welfare of Subjects 13 



Essential Documents: 
Investigator Responsibilities 

Reg/Institutional 
Requirements 

• IRB Approval 
Letters 

• IRB Approved Docs 
• IRB Comm, Reports 

 

Protocol 
Compliance 

• Informed Consent 
• Source Docs, CRFs 
• Event Reporting 
• Inv Product Acct 

 

Overall Conduct/ 
Supervision 

• Delegation Logs 
• Training Logs 
• CVs, Licenses, etc. 
• Team Mtg Minutes 
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Regulatory/Institutional Requirements 

 All IRB Approval Letters 
Initial approval, amendments, re-approvals 
 
 All IRB Approved Documents 
Protocols, informed consent forms, recruitment 

materials  anything you upload to application 
 
 IRB Communications 
Reportable events, stipulations memos, QI follow-

up memos, etc. 
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Regulatory/Institutional Requirements 

 Additional IND/IDE Documentation 
IND/IDE submissions, annual reports, 

amendments, safety reports 
FDA communications 
Investigator’s Brochure 
1571/1572; Investigator Agreement 
Financial disclosures 
 
 Additional Institutional Requirements 
COI management plans 
Ancillary committee approvals 
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Essential Documents: 
Investigator Responsibilities 

Reg/Institutional 
Requirements 

• IRB Approval 
Letters 

• IRB Approved Docs 
• IRB Comm, Reports 

 

Protocol 
Compliance 

• Informed Consent 
• Source Docs, CRFs 
• Event Reporting 
• Inv Product Acct 

 

Overall Conduct/ 
Supervision 

• Delegation Logs 
• Training Logs 
• CVs, Licenses, etc. 
• Team Mtg Minutes 
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Overall Study Conduct/Supervision  
 Document: 
Delegated Tasks:   

- Delegation of Authority Log 
Training:  

- CVs, Medical Licenses, Human Subjects/GCP Training, 
etc. 

- Study Team Training & Communications 
- Study Team Meeting Minutes 

Supervision:   
- PI Review of Documentation (with initial/date) – 

eligibility checklists, investigational products logs, 
adverse events, lab reports, etc. 

FDA Guidance for Industry:  Investigator Responsibilities – Protecting the Rights, Safety and Welfare of Subjects 
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Essential Documents: 
Investigator Responsibilities 

Reg/Institutional 
Requirements 

• IRB Approval 
Letters 

• IRB Approved Docs 
• IRB Comm, Reports 

 

Protocol 
Compliance 

• Informed Consent 
• Source Docs, CRFs 
• Event Reporting 
• Inv Product Acct 

 

Overall Conduct/ 
Supervision 

• Delegation Logs 
• Training Logs 
• CVs, Licenses, etc. 
• Team Mtg Minutes 
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Protocol Compliance 
 Let’s Brainstorm! 

Using the brainstorming worksheet provided at registration, try to come up 
with a protocol-defined activity that would require documentation for each 

letter of the alphabet. 
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A N 

B O 

C P Payment (Subject Payment) 

D Q 

E R 

F S 

G T 

H U 

I V 

J W 

K X 

L Y 

M Medical Monitor Report Z 



Protocol Compliance 

 Documentation should… 
Align with the day-to-day procedures described in 

the study protocol 
“Tell the story of your study” 

- Could an uninvolved party reconstruct your study long 
after the study was completed? 

 
• “If it’s not documented, it didn’t 

happen!” 
• “Document what happened AND 

what didn’t happen.” 
 21 



Protocol Compliance 
 Subject Identification, Recruitment & 

Consent 
Screening/Enrollment Log, Signed Informed Consent, 

Description of Consent Process, etc. 
 Study Population 
Eligibility Checklist & Screening Visit Documentation 
Methods & Procedures 
Study Visit CRFs, Surveys, Lab Tests, Inv Product 

Accountability, etc. 
 Event Reporting & Monitoring 
Protocol Deviation Log, Adverse Event Logs, DMSB 

minutes, etc. 
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Documentation by Phase 
Before During  After 

• Protocol (& Amendments, if 
any) 

• Study Documentation/Data 
Collections Tools/Case Report 
Forms (CRFs) 

• Informed Consent, Recruitment 
Material, Supplemental Info 

• Confidentiality Agreement, 
Clinical Trial Agreement 

• Investigator’s Brochure 
• Form FDA 1571 / Investigator’s 

Agreement 
• Financial Disclosures 
• IRB Approvals 
• Investigator, Study Team 

Qualifications 
• Pre-Trial Monitoring Reports & 

Training 
• Normal Lab Values & Lab 

Certifications 
• Inv Product – Handling 

Instructions, Shipping Records, 
Unblinding Procedures, Sample 
Label, Cert of Analysis 

 

 • Revisions to:  Protocol, 
Investigator’s Brochure, CRFs, 
Informed Consent, Recruitment 
Material, Clinical Trial 
Agreement, Form FDA 1572, 
Study Team Qualifications, etc. 

• IRB Reports & Approvals 
(Amendments, Continuing 
Reviews, Safety, Progress, 
Non-Compliance) 

• Sponsor/Monitoring Reports 
(Visit Logs/ Reports, Safety-
Related Notifications, 
Communications) 

• Delegation Log, Site Signature 
Sheet  

• Signed Informed Consent 
Documents, 
Screening/Enrollment Logs, 
Signed/Dated CRFs, 
Investigational Product 
Accountability Docs 

• Records of Retained Biological 
Samples 

• Relevant Communications 

 • Completed Enrollment/Subject 
Identification Logs 

• Completed Sets of All Subject 
Data Forms (CRFs, Query 
Forms, Event Reporting) 

• Final Investigational Product 
Accountability (including 
documentation of destruction of 
unused product) 

• Final IRB Report & Close-Out 
• Final Sponsor/Monitoring Close-

Out 
• Final Result/Interpretation 

Report 
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ICH Guidelines – Section 8 
Liu, 2009 
Maddock & York, 2012 
OHSP  Study Documentation 

Toolbox – Regulatory File 
Contents Description 



Essential Documents 
 Essential Documents Basics 

 Categories of Essential Study Documentation 

 Best Practices 
Documentation Plan 
Good Documentation Practices 

 Resources 

 Scenario/Case Study Presentations 
24 



Best Practices:  Documentation Plan 

 Hit the pause button 
 
 Have a plan 
 
 Don’t shoot yourself in the 

foot 
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Best Practices:  Documentation Plan 
 How will you document… 
Regulatory/Institutional requirements? 
Protocol compliance? 
Overall conduct & supervision? 
Study team training? 
 
 How will you organize & maintain that  

documentation? 
Accessible to study team? 
Be consistent! 
Don’t rely on ROSS! 
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Documentation Tool Development 
 Ask yourself… 
Does the data recorded in the form align with the 

procedures described in the protocol and the 
regulatory requirements? 
- Are ALL protocol-defined procedures addressed? 

• Information sent for analysis 
• Information reported to IRB/DSMB/Sponsor 
• If you’re not analyzing or reporting:  Why collecting?  Do you 

need to revise the protocol/consent? 
- Have you considered regulatory requirements?  E.g., 

informed consent, event reporting, investigational 
product accountability 

 
Jackson & Pepe, 2014 
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Documentation Tool Development 
 Ask yourself… 
Am I utilizing the form to demonstrate and promote 

protocol compliance? 
- Consider details that might not be  
 captured otherwise 

• E.g., checklist for subject instructions 
- Include protocol details as reminders 

• E.g., vitals completed after subject has been  
 resting in sitting position for at least 5 minutes 

Have I demonstrated PI oversight? 
Am I duplicating information  
 unnecessarily? 

Jackson & Pepe, 2014 
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Documentation Tool Development 
 Ask yourself… 
Have I included all the necessary parties in the 

development process? 
- PI, Study Coordinator, Statistician 

Have I provided clear instructions and units of 
measure? 
Am I confusing source documentation and data 

collection tools? 
- Source = Original document, data & records 
- If the EDC or your data collection tool is your source, 

identify this in your study protocol                                                        
 
Jackson & Pepe, 2014 
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Documentation Tool Development 
 Ask yourself… 
Have I included document headers/footers? 

- Subject IDs, study protocol #, date, visit, signature/date 
of person recording the data, version # & date? 

Have I left any questions unanswered? 
- Put your 3rd party hat on… 

• Are there blanks?  Was the procedure not completed or was the 
information not recorded? 

• Were there adverse events reported?  Did you ask? 
• Did the subject finish the study? 
• Was the blind maintained? 
• Comments/Notes section? 

 
 
Jackson & Pepe, 2014 
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Best Practices:  Documentation Plan 
 How long will you retain your documentation? 
RSRB: 3 years following completion (6 years if 

consent includes HIPAA) 
IND/IDE:  2 years following approval of New Drug 

Application or Premarket Approval   (21 CFR 312 & 21 CFR 812) 

Longer per sponsor or contract? 
 
Will you put an internal audit process into 

place? How? 
 
 Remember: KISS! 

32 



Good Documentation Practices 

A L C O A 
Attributable 

Legible 
Contemporaneous 

Original 
Accurate 

34 Bargaje, 2011 



Good Documentation Practices 

A L C O A 
Attributable 

Legible 
Contemporaneous 

Original 
Accurate 
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Enduring 
Available & Accessible 
Complete, Consistent 

Credible & Corroborated 
Bargaje, 2011 



The 5C’s 
 

Good Documentation Practices 

Chronological Concise Consistent 

Good Study Documentation 

Continuing Complete 



Essential Documents 

 Essential Documents Basics 

 Categories of Essential Study Documentation 

 Best Practices 

 Resources 

 Scenario/Case Study Presentations 
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Resources:  
OHSP Documentation Toolbox 

38 

OHSP Study Documentation Tool Box 

http://www.rochester.edu/ohsp/quality/studyDocumentationToolBox.html


Rule of Thumb 
 Non-FDA Regulated 
Minimum 
 
 FDA Regulated 
IND/IDE Exempt 

- Minimum + applicable ICH GCP  
 

IND/IDE 
- Minimum + all ICH GCP  

 
39 

Minimum 
• Regulatory 

- Approved Protocol, 
Consents, etc. 

- Approval Letters 
- IRB Communications 

• Protocol Compliance 
- Informed Consent 
- Email Consent 
- Eligibility 
- AE Assessment 
- Data Collection 

Sheets/CRFs 
- DSMB/Safety 

Monitoring 
 



Resources: 
OHSP Documentation Toolbox 

OHSP Study Documentation Toolbox 40 

http://www.rochester.edu/ohsp/quality/studyDocumentationToolBox.html


Resources 

41 OHSP Newsletter – Q1 2014 

http://www.rochester.edu/ohsp/documents/ohsp/pdf/newsletters/Q1_OHSP_Newsletter_2014.pdf
http://www.rochester.edu/ohsp/documents/ohsp/pdf/newsletters/Q1_OHSP_Newsletter_2014.pdf
http://www.rochester.edu/ohsp/documents/ohsp/pdf/newsletters/Q1_OHSP_Newsletter_2014.pdf
http://www.rochester.edu/ohsp/documents/ohsp/pdf/newsletters/Q1_OHSP_Newsletter_2014.pdf


Resources 
 National Institute of Dental and Craniofacial 

Research Toolkit for Researchers 
 
 ICH GCP – Section 8 

 
 Google! 

 
Don’t forget to make the documents work for 

you!  Modify/Delete fields as appropriate.  
42 

https://www.nidcr.nih.gov/nidcr2.nih.gov/Templates/Toolkit.aspx?NRMODE=Published&NRNODEGUID=%7b09426ABC-1182-4433-9A7D-A57674A5334F%7d&NRORIGINALURL=%2fResearch%2ftoolkit%2f&NRCACHEHINT=Guest
https://www.nidcr.nih.gov/nidcr2.nih.gov/Templates/Toolkit.aspx?NRMODE=Published&NRNODEGUID=%7b09426ABC-1182-4433-9A7D-A57674A5334F%7d&NRORIGINALURL=%2fResearch%2ftoolkit%2f&NRCACHEHINT=Guest
http://ichgcp.net/8-essential-documents-for-the-conduct-of-a-clinical-trial
http://ichgcp.net/8-essential-documents-for-the-conduct-of-a-clinical-trial
http://ichgcp.net/8-essential-documents-for-the-conduct-of-a-clinical-trial
http://ichgcp.net/8-essential-documents-for-the-conduct-of-a-clinical-trial


Essential Documents 

 Essential Documents Basics 

 Categories of Essential Study Documentation 

 Best Practices 

 Resources 

 Scenario/Case Study Presentations 
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Final Words… 
“…it is important to understand that proper 

documentation of a clinical research trial is not 
just a means of organized filing for a multiplying 
mound of paperwork.  It is a tangible trail that 
tells the story of the trial from conception to 

completion, reflecting adherence to applicable 
regulations and demonstrating trial integrity 

through transparency.” 
Maddock & York, 2012 
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Remember… 
 Essential Documentation will vary from study 

to study 
Bottom Line:   

- Maintain all documents relevant to each specific trial & 
maintain all versions of those applicable documents 

- Demonstrate compliance  
- Demonstrate oversight 

 
When your not sure, ASK QUESTIONS! 
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Questions? 
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