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Research Protocol

DOCUMENT THAT DESCRIBES THE
BACKGROUND, RATIONALE, OBJECTIVES,
DESIGN, METHODOLOGY, STATISTICAL
CONSIDERATIONS, AND ORGANIZATION OF
A CLINICAL RESEARCH PROJECT



Protocol
should
include

Literature review with your objectives/purpose

BACKGROUND

Subject selection, intervention and data

collection details, project timeline

STUDY DESIGN

Adverse events, data safety monitoring board

SAFETY

Quality control and assurance

STATISTICS



Protocol templates

https://grants.nih.

gov/policy/clinical

-trials/protocol-

template.htm

NIH

https://irb.ufl.edu/irb

01/forms/forms1.html

UF IRB

Ask for examples!

MENTORS

https://ufl.qualtrics.com

/jfe/form/SV_3dvfjMe4W

d0qMgl

ORA PORTAL

https://ufl.qualtrics.com/jfe/form/SV_3dvfjMe4Wd0qMgl


TABLE OF CONTENTS

Title Page
Title, investigators including sub-

investigators

Abstract
Concise summary

Background
Problem, literature review, your

research importance

Specific Aims
Hypothesis and objectives



TABLE OF CONTENTS

Study Design
- logical and sequential format
- clear and concise description of the treatment, intervention or observation
- Describe all information that will be collected, by whom, and where
- Describe any drug, device, or instruments proposed



TABLE OF CONTENTS

Study Population

- Inclusion/exclusion
- Recruitment plan
- Differences from standard of care









TABLE OF CONTENTS

Statistical
Considerations
- Justify sample size and power
- Describe analysis and interim
analysis, if conducting
- Data Safety Monitoring Board

Risks and Benefits
Physical, psychological, social, and/or

economic

References / Appendix
Relevant literature and citations for all

publications 



After you
think you are
done...
Get a second opinion!

ask colleagues outside

the primary research

team for a peer review

of the protocol

IRB pre-review

request in ORA

portal - IRB

related request

Research staff



Office of Research Affairs
jennifer.bowman@jax.ufl.edu

244-4691

JENNIFER BOWMAN



Company Numbers

Presentations are communication tools.

CASES WON ON AVERAGE

9 OUT OF 10



LAW MOBILE IN ACTION

FREE LEGAL
ADVICE

Presentations are

communication tools that can

be used as lectures.

EASY LEGAL
RESEARCH

Presentations are

communication tools that can

be used as lectures.

CONNECTING WITH
OUR SERVICES

Presentations are

communication tools that can

be used as lectures.

Milcheur Law 2020



Overall Firm Performance 2019

Presentations are communication tools that

can be used as lectures.

Milcheur Law 2020

Overall Firm Performance 2020

Presentations are communication tools that

can be used as lectures.



Use these free, recolourable

icons and illustrations in your

Canva design.

Free
Resources

Milcheur Law 2020


