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Objectives 

• By applying a regulatory framework to your daily research 
agenda: 
▫ Learn how to operate under SOPs 

 Discern which regulations apply to which studies 

 Write and work with your SOPs 

▫ Learn how to build solid organizational systems  
 Case Study: Regulatory binder 

▫ Learn how to be rigorous about self-QA 
 Case Study: Consent SOP 
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• Which regulations apply to my research? 

• What are SOPs? 

• What SOPs do I need? 

• How do I work with my SOPs? 
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Which regulations apply to my research? 

• All studies 

▫ GCPs, sections 4, 6 and 8 
http://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInforma
tion/Guidances/UCM073122.pdf 

▫ OHRP Guidance for Investigators http://www.hhs.gov/ohrp/policy/index.html  

▫ OHRP Regulations (“The Common Rule,” 45 CFR 46 - standards for IRB review)  
http://www.hhs.gov/ohrp/humansubjects/index.html  

▫ HIPAA Guidance for Research      
http://privacyruleandresearch.nih.gov/clin_research.asp 

▫ HIPAA Regulations for Research (“The Privacy Rule,” 45 CFR 164.508) 
http://edocket.access.gpo.gov/cfr_2010/octqtr/45cfr164.508.htm  
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Which regulations apply to my research? 

• Drug/Product  Intervention Studies 

▫ FDA Guidance for Investigators 
http://www.fda.gov/ScienceResearch/SpecialTopics/RunningClinicalTrials/Guid
ancesInformationSheetsandNotices/ucm113709.htm 

▫ FDA Regulations (21 CFR 50, 54, 56, 312) 
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm  

• Device studies 

▫ FDA Guidance on Medical Devices 
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/Overview/
default.htm  

▫ FDA Regulations (21 CFR 50, 54, 56, 812, 820) 
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm  
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What are SOPs?  

• Standard Operating Procedures:  

▫ The procedures and processes that people operate under, which are standardized to 
ensure things are done the same way each time.  

▫ Detailed, written instructions to achieve uniformity of the performance of a specific 
function. (ICH GCPs) 

▫ General processes common to running all studies 

• Why do I need SOPs? 

▫ Ensures usability of data through compliance 

▫ Creates efficiency 

▫ Useful for training  
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What SOPs do I need? 

Examples 
1. IRB Review: Initial, Amendments, and Continuing Review 

2. Protocol Compliance 

3. Recruitment 

4. Informed Consent Process 

5. Regulatory Recordkeeping 

6. Unanticipated Problems, Protocol Deviations, and  Adverse Events 

7. Study Closure 

8. FDA Inspections: Preparation, On-Site, and Post-Inspection 

9. Writing, Approving and Revising SOPs 
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How do I work with my SOPs? 

• Beginning: 

▫ Find and revise institutional templates 
 Versions and dates 

▫ Train yourself and staff 

 Document 

• Ongoing 

▫ Reference often 

 They can’t help you if you don’t use them. 

▫ Annual review 

 Revise 

 Retrain and document 
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Case Study: Regulatory Binder 
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• What is a Regulatory Binder?  
▫ An organizational system for maintaining all study-related 

documents 

• Why do I need it? 
▫ Efficiency 

 Compile all study-related documentation in one place 

▫ Ease of access  

 Resource to retrieve study information 

▫ Regulatory compliance 

 Ensure compliance with federal and local departments (FDA, HHS, 
OHRP, IRB) and sponsor (NIH, industry) 
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Regulatory Binder 

• Sample forms online 
▫ http://www.iths.org/forms 
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Regulatory Documentation List 

Table of contents 

12 



Study Contact Information 

• Be sure to keep it updated as staff 
change 
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Signature List and 
Delegation of 
Responsibilities Log 

• Ultimately, the Principal 
Investigator (i.e., you) are 100% 
responsible for the study 

• You can’t *usually* do it all 
yourself, so this is the form that 
documents how you will 
delegate responsibilities that 
you will not do yourself  

• Again, be sure to update it as 
staff and responsibilities change 
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Study Personnel Licensure 
Verification 

• If the study procedures require 
credentialed staff, there must be 
documentation that staff have 
been properly credentialed.   

• Keep this list for staff members 
who will be delegated 
responsibilities for which 
credentialing is required (like 
MDs, NDs, RNs, PharmDs, etc.) 

• Again, be sure to update it as staff 
change 
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Study Team Training Log 

• This log documents the 
completion of staff training as it 
relates to delegation of 
responsibilities from the PI to staff 

16 



Study Team Meeting Minutes 

• A template to document the 
discussions at team meetings 
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Screening, Enrollment, 
Withdrawal, and Completion Log 

• This type of log works best as 
an Excel spreadsheet for a 
larger study 

• It can be maintained 
electronically but printed in 
preparation for a monitoring 
visit 
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Subject ID Log 

• It should NOT be kept in the 
Regulatory Binder, but in a 
separate, secured place as 
specified in the IRB application 

• It should be readily accessible to 
the members of the study team 
who need it, as specified in the 
IRB application 
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IND Safety Report Log 

• If you are doing an FDA-regulated 
study with an Investigational New 
Drug (IND), this log can help you 
keep track of receipt and 
reporting of the IND Safety 
Reports 

• Best as an Excel spreadsheet 
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Phone call log 

• A template to document 
significant conversations might 
be with the NIH or other funding 
agency/sponsor, the IRB, 
FDA/OHRP, or institutional 
personnel 

• It can be maintained 
electronically but printed in 
preparation for a monitoring 
visit 
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IRB Submission and Approval Log 

• This works best as an Excel 
spreadsheet that can be printed in 
preparation for a monitoring visit 
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Consent Form Version Log 

• Like the IRB tracking log, this 
consent version log captures 
time-specific information on IRB 
approval status for consent forms 

• It may only be necessary to use 
one of the two logs 
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Study Product Dispensation and 
Accountability Log 

• If you are administering drugs, 
devices, supplements, etc. during 
your study, you are responsible 
for maintaining detailed records 
of the use of study product 

• This log works best as an Excel 
spreadsheet and can be printed 
in preparation for a monitoring 
visit 
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Master AE Log 

• AEs are always maintained in the 
participant’s individual study 
record, but there should also be a 
master AE log where all AEs 
reported for the entire study are 
documented as a group 

• Some (not all) IRBs require 
reporting of all AEs annually 

• This log works best as an Excel 
spreadsheet and can be printed in 
preparation for a monitoring visit 
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Protocol Deviation Log 

• You should maintain records of all 
protocol deviations, their resolution 
and IRB reporting status 

• Protocol deviations related to 
individual participants may be 
included as a Note to File in the 
participants’ study record, but there 
should also be a master protocol 
deviation log where all deviations 
are recorded for the study as a 
whole 

• Some (not all) IRBs require reporting 
of protocol deviations annually 

• This log works best as an Excel 
spreadsheet and can be printed in 
preparation for a monitoring visit 
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Study Monitoring and Site Visit 
Log 

• When a monitor reviews the study, 
you should have them sign in and 
out as a record of their visit 

• Depending on the results of their 
review, they may or may not 
provide a report back to you 
documenting their visit (they are 
less likely to if there were no issues 
noted) 

• This can be a problem if there is 
documentation they had scheduled 
a visit but issued no report, as it 
makes it look like you lost the 
report 
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Tips for maintaining a Regulatory Binder 

• Make a “key” to your filing system for reference  

▫ Guidance to the Reg Binder SOP 

• File new/updated documents as soon as received 

• De-identify any participant information 

• Keep all versions of documents (protocol, consent, recruitment) 

• Know the record retention period for your study and 
institution/facility 
UW: http://f2.washington.edu/fm/recmgt/retentionschedules/gs/general/uwgs7  

FHCRC: http://www.hvtn.org/events/daidsstorage.html  

Seattle Childrens:  Policy ORF-003 Advance Activities (sponsored research), 21 CFR 
312.62, 21 CFR 812.140, and any contractual obligations with the sponsor. 
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Case study – Consent SOP 
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• What is self-QA? 
▫ Ongoing internal review process to promote successful, 

streamlined operations  

 Audit of internal recordkeeping practices  

 Systematic way to identify, correct and prevent errors 

• Why should I do self-QA? 
▫ Catch errors early 

▫ Look for trends in errors and address them systemically 

▫ Maintain regulatory compliance 

▫ Maintain data integrity 

▫ Protect your participants 
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What do I need for self-QA? 

• Sample forms online 
▫ https://www.iths.org/forms 

 Self-Audit - Regulatory Documents Checklist 

 Self-Audit - Participant Records Checklist 

OR 

• Build QA into your SOPs 
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Regulatory Documents Checklist 

• Double check your regulatory 
binder and records at least annually 
(and in advance of any monitoring 
or inspection visit) 
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Participant Records Checklist 

• Double check a percentage of your 
participant records at least annually 
(and in advance of any monitoring 
or inspection visit) 

• If there are discrepancies, report 
them to the IRB/sponsor, document 
resolution of issues with Notes to 
File 
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QA process in the SOPs 

• Summarize your QA steps within 
your SOPs 
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Tips for self-QA 

• Self-QA for highest impact issues 
▫ Informed consent 

▫ Eligibility 

▫ Adverse events 

▫ Study product accounting 

• Stick to it! 
▫ Choose a schedule that is easy to follow 

▫ Choose a reasonable volume (25% vs. 100%) 

▫ Divide responsibilities equally amongst staff 
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Reference regulations and guidance often! 

Connect your daily work with the regulations to 
• Operate your research program under SOPs 

• Create solid organizational systems for your regulatory documents 

• Be rigorous about self-QA 

These actions ensure the validity and publish-ability of your data 
(which leads to future funding for more!) 
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Questions? 
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