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Presentation Objectives
l Input on Various Institutional Models

l Who does what at your institution?
l Study Feasibility Tools
l Patient Tracking Tools
l Briefing a Protocol

l Protocol Binder Contents
l Other Helpful Tools



“Let’s Get Organized”



Protocol
Checklist



Study Feasibility Tools
l Laboratory
l Pathology
l Radiology
l Pharmacy



Lab Orders 
with CPT Codes
l Lab Orders with 

CPT Codes
l Created and 

updated by the 
Research Lab 
Coordinator

l Gives most cost 
effective labs to 
order for patient on 
protocol



Lab Instructions



Pathology Instructions



Radiology
l Communicate radiology portion of protocol via:

l E-mail
l Radiology Summary Forms
l Meetings (optional)

l Send protocol with Radiology Summary form to 
Radiology manager

l Radiology manager forwards information to 
radiologists to approve at their scheduled meetings



Radiology 
Summary



Pharmacy

l Feasibility
l Components
l Sub-Components



Patient Tracking Tools
l AE Assessment Sheet
l Reproductive Risks Sheet
l Study Calendar for Billing Purposes



AE Assessment Sheet
l Solicited events
l Events from Dose 

Mods
l Events from CAEPR
l Start and Stop Dates 

(if applicable)
l Dose Mods listed
l Signed by RN and 

MD



Reproductive Risks Sheet
l Contains 

information from 
the protocol 
regarding 
reproductive risks, 
types of birth 
control, pregnancy 
prevention, etc.



Study Calendar for Billing

l Easy way to show 
research staff 
what is:
l Billable to the 

patient’s insurance
l Billable to research
l Nonbillable



Briefing a Protocol
l Binder Contents
l Training Requirements
l Questionnaires
l PHI Disclosure
l Input From Other Involved Departments

l Laboratory
l Pathology
l Radiology
l Pharmacy



Example of Briefing



Briefing - continued



Binder Layout and Contents
l Spine of binder

l Color coordinated by disease site
l Acronym and Title
l CIRB vs Local IRB
l Closure notes for quick reference
l FDA Registration Trial note, for applicable trials

l Inside Cover Pocket
l Funding Sheet
l Study Correspondence
l Study Briefing sheet - signed



Binder Contents – cont’d
l Sleeve Protectors

l Consent(s)
l Reproductive Risks sheet
l Wallet Card, if applicable
l Registration form(s)
l AE Assessment Form
l Special Forms
l Questionnaires
l Lab Order Sheet and Instructions
l MCA
l Green Investigational Agent Sheet

l Summary of Changes / Memos – most recent on top
l Protocol – flagged with key sections
l Initial IRB Approval(s)
l Protocol Specific Training Certificates and/or other reg documents
l Replaced Pages Pink Sheet
l Replaced Pages – old versions of the protocol labeled with Amd #



Other Helpful Tools
l Checklists from On Study to Off Study 

l On Study
l Prep Chart
l Processing Chart
l Off Study



Conclusion

Questions??


