
Thank you for joining us

Research Webinar will begin shortly

In the meantime, please rename yourself with your FIRST name LAST name (unit/department)

1. Click on “Participants” in banner at the bottom 

2. Find you name/SID/phone number and hover over it, click “More >” 

3. Click “Rename” 
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Zoom Basics 

 Make sure you mute yourself if you are not speaking 

− You can view this in your bottom left banner 

= muted and not sharing your video 

= unmuted and sharing your video 

 You will be asked to participate throughout the workshop, please raise your 

hand before you speak to avoid multiple people speaking at once 
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Objectives 
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Describe the differences between clinical trials, evidence based practice, and 
quality improvement projects. 

Verbalize common types of clinical trials. Drugs, Devices, Procedures. 

Discuss the various phases of clinical drug trials. 

Recognize how the nurses role is fundamental to study fidelity. 

Identify bedside RN contributions to science through clinical trials work. 
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Survey Questions 

 Q: Do you currently have clinical trials on your unit?

 Q: Have you ever participated in a clinical trial as a bedside provider? 
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QI & Research 
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QI & Research 
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ORPCS
Quality & Practice / Management
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QI vs Research 
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Types of Clinical Trials 
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Drugs Devices Procedures Changes to 
Behavior



Confidential – For Discussion Purposes Only

 Bench Science

 Innovation 

Phases of Clinical Drug Trials 
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Phases of Clinical Drug Trials 
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Phases of Clinical Drug Trials 

13• https://www.fda.gov/patients/drug-development-process/step-3-clinical-research

https://www.fda.gov/patients/drug-development-process/step-3-clinical-research
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Single-Patient Emergency Investigational New Drug

 Single-patient expanded access request

− Commonly called “Compassionate Use”

− Emergent & Non-emergency

 Phases I - III

14https://www.fda.gov/news-events/public-health-focus/expanded-access

https://www.fda.gov/news-events/public-health-focus/expanded-access
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Survey Questions:

 Q: How long dose it take for an average drug to get to market. 

 Q: How much does it cost to bring a new drug to market?
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https://www.sciencedirect.com/science/article/pii/S2452302X1600036X#fig1

https://www.sciencedirect.com/science/article/pii/S2452302X1600036X#fig1
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General Clinical Trial Time Line
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Professional Practice Model
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Care Delivery & Clinical Practice 
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STANDARD OF CARE 
NEEDS 

PROTOCOL NEEDS 
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Care Delivery & Clinical Practice – Protocol Needs 
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SPECIMEN 

COLLECTION 

DATA 

COLLECTION

ADMINISTRATION 

OF RESEARCH 

INTERVENTIONS

PATIENT 

ASSESSMENT 

TESTS AND 

PROCEDURES
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Care Delivery & Clinical Practice – Protocol Needs 
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• Source:   https://irb.research.chop.edu/writing-protocol

https://irb.research.chop.edu/writing-protocol
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 Standard of Care

 Protocol Requirements 

 Side Effects  

 How to Contact Study Team Member

 Discharge Instructions 

− SAEs

Education & Research 
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 Know Side Effects 

 Report all Adverse Events

− Even Minor Deviations from Defined Limits Should be 

Documented and Reported to the Study Team  

 Close Patient Monitoring 

 Comfortable asking questions 

 Know where to escalate issues

Patient Advocate
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 Collaboration 

− Primary Team 

− Consult Services

− Research Team 

− Supportive Services

− Office of Research, PCS 

− Unit Leadership 

 Communication 

Care Coordination / Collaboration
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 Reduction in Protocol Deviations

− Missed Timepoints 

− Missed Procedure / Test 

 Accurate Data Collection & Entry

 Processing Requirements 

 Protocol Adherence

 Source Document 

RN Role and Study Fidelity 
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Ongoing COVID-19 Research 

26 https://med.stanford.edu/covid19/research.html

https://med.stanford.edu/covid19/research.html
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RN Testimonials 

 “What I like about these trials is the hope that one day we would be 

able to come up with the best medication to fight COVID-19 

infections. Also, RNs get to have knowledge about these medications 

especially their pharmacodynamics and pharmacokinetics.”

27
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 ED

 K4

 M7

 Capacity For Expansion For Surge   

Units With COVID Studies
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Summary 

 Differences in Research and Quality Improvement

 Various phases of clinical drug trials  

 General time frame for most drug trials

 Contributions of the bedside nurse in clinical trials 

 Key components of study fidelity 
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Other Educational Opportunities 
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https://catalog.learnmed.stanford.edu/browse/dm/stanford/research-office
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Research Guide 
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New Web Page 

32https://stanfordhealthcare.org/health-care-professionals/nursing/professional-excellence/orpcs.html

https://stanfordhealthcare.org/health-care-professionals/nursing/professional-excellence/orpcs.html
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ORPCS Research Education Modules
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https://stanfordhealthcare.org/health-care-professionals/nursing/professional-excellence/orpcs/orpcs-education/orpcs-education-modules.html

https://stanfordhealthcare.org/health-care-professionals/nursing/professional-excellence/orpcs/orpcs-education/orpcs-education-modules.html
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Requesting a Consultation

34https://app.smartsheet.com/b/form/a030e0d067214a23a046ea04976609ac

https://app.smartsheet.com/b/form/a030e0d067214a23a046ea04976609ac


Questions

Nick Berte, MSN, RN

Research Program Manager 

The Office of Research, PCS

nberte@stanfordhealthcare.org

650.529.5103

research@stanfordhealthcare.org

mailto:nberte@stanfordhealthcare.org
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How to access complete your evaluation to get CE’s (continued) 
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How to access complete your evaluation to get CE’s 
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