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e Define the purpose of a protocol
 ldentify protocol components

e Critically read a protocol and understand the
implications for study conduct

() vmc



What is a Protocol?

e Clinical research is conducted according to a
plan or an action plan. —

> —

Protocol

e The protocol demonstrates the guidelines for
conducting the study.
- Provides the details of the study.
- Explains how the study will be conducted.
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What is the Purpose of a Protocol?

e Ensures that the research study procedures are
consistently carried out.

e Helps the study team to prepare for the conduct
of the study and to determine required
resources and services.

- Eligibility of the participants

- Length of the study

- Treatments/Interventions involved
- Related tests required
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What are the Protocol Components?

CLINICAL TRIAL PROTOCOL
Statistics

General Information

Direct Access to Source
Data/Documents

Background Information

Trial Objectives and Purpose Quality Control and Quality

Assurance
Trial Design Ethics
Selection and Withdrawal of Data Handling and Record
Subjects Keeping

Treatment of Subjects Financing and Insurance

Assessment of Efficacy Publication Policy

Assessment of Safety Supplements

Adopted from the ICH Good Clinical Practice Guidelines

Note: Each IRB or Sponsor will have their own ( UMMC

protocol template. Rescarch
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Role of Protocol Components

General Information

Background Information

Trial Objectives and Purpose

Provides basic information
regarding the study.

* Protocol title

» Contact details of the sponsor,
monitor, or Pl

* Provides the relevance of the
study.
» Description of study drug or
intervention
« Potential risks or benefits
* Population to be studied

\  References to literature

N

/

C
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Role of Protocol Components

Trial Design f Explains how the study will be )
Selection and Withdrawal of C?n(i/l\JectEich;)lo (procedures
Subjects gy (P ’

treatment, measurements, etc.)
e Data Collection
 Timelines J

. Treatment of Subjects
N\ -

Describes who will be a part of the A
o study, inclusion and exclusion criteria.
Describes the treatment or
intervention method,
schedule, and other - /
details.
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Role of Protocol Components

Assessment of Safety

- Assessment of Efficacy

AL PROTOCOL

e e i ,
Statistics Describes how data will be
Direct Access to Source analyzed.

Data/Documents
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UMMC IRB Research Protocol Template

RESEARCH PROTOCOL

Title

Principle
Investigator/Co-
investigators

Abstract

A brief (200 words or less) description of your project featuring
research question, significance, design, and outcome determination

Background

What work exists that has led up to your research question? Has
anything similar been done before? How would your work contribute
to the knowledge base and possibly affect clinical practice? Do not
exceed one page. Use no maore than ten references and list the
referencesin the reference section helow.

Purpose

This should include your research guestion and could include a
hypothesis, if appropriate.

Specific Aim(s)

Specific aim (s) jg{are) the objective(s) of your research — what you want
to accom plish, Specific aim (s) should be driven by your hypothesis,

Study Period
({inclusive years)

Over what period of tim e will the study be conducted?

Data Generation
Period

For record review only studies, identify the period of time (beginning
and ending dates) during which the records were generated
[day/month/year)

Study Design

What type of study are you designing? Cohort, case-controlled, case
series? How j5the study designed to answer your hypothesis and
specific aim(s)?

UMMC
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UMMC IRB Research Protocol Template

Inclusion Criteria Criteriathat will identify the study population

List all exclusion criteria*
*exclusion isa subset of inclusion — identify anything that will
exclude those who mest inclusion

Exclusion Criteria

Number of
Participants/f
Records to be
reviewed
{anticipated)

Outcome Measures | How will the results he interpreted? How will your outcom es be
measured?

Study Endpoints
At what point will you measure outcom es?

Protected Health Information isany inform ation (identifiers and
personal health information) that was created, used or disclosed in the
course of providing a health care seryice and that can be used to
identify an individual.

Describe the PHI that will be accessed. If PHI will al=o he caollected,
Protectad Health describe the PHI that will be collected, MOTE: HIPAA requires the PHI
Information (PHI) accessed/collected/used be the minimum necessary to accomplishthe
purpose,

How will private health inform ation (PHI —identifiers plus personal
health information) be protected? Who will have access? How will PHI
he maintained and in what form at (de-identified, coded, with
identifiers)? If PHI will be collected with identifiers, at UMMC it must
be maintained in REDCap. Please contact the Center for Informatics

and Analytics for moreinformation. If PHI will not be collected with [WC

identifiers, how will your database he secured?

Research



UMMC IRB Research Protocol Template

Statistical Thisisimportant. You will want to consult with a statistician on this
Methodology part. You want to reduce confounding variables, particularly in
retrospective studies, A statistician will help you do this. Alsg, the
statistician can help you determine the desirable study population and
design outcome measuresthat will lend them selves to statistical
inference.

Pertinent references should be listed. Make sure your study has not
already been done recently. If 20, vou must explain why your study =
different and should be done,

References

Thisisa form that is used to recordthe information that will be
collected and used in outcom e measurem ents, The data collection
Data Collection sheet should be included in your proposal. If a separate key with
Sheet identifiable information will be used, that sheet should also be
included. If questionnaires/surveys will be used, they should he

included in your proposal,

Funding Source Isfunding necessary? If so, to what funding source hawve or will you
apply/who will cover costs?

UMMC
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Key for Protocol Review

 When you look through a protocol, keep in mind
what specific information you need from the

protocol for study planning and activation.
- Participant Selection

- Treatment/ Intervention Details

- Study Treatments

- Study Procedures and Guidelines

- Adverse Event Reporting and Documentation

- Data Collection/ Management

() Research




Usefulness of a Protocol
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Protocol Number: TEMP-2015-2301
| Principal Inuestigator: Yolanda Gritfin

test IRB Application

print |

Parsonnel  Protocel submit

Research Design

Protocol Title Test craraciar coum: &
| Optional Short Title test K R—
1 Principal Investigator  [¥olanda Griffin K st

Orly personnel eligible to be Pl wil appear in this list

Primary Depariment [Medicine | e
Pl

Application Initiated By [Volanda Griffin ]

Research Tyne

Lay Summary ) ra—

Research Protocal Aitach
For studies submitted at UMMC prior to April 20, 2015 the respanse should be no
Oves @ Mo

Has an external IRB reviewed and approved the protocol?
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Usefulness of a Protocol
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Usefulness of a Protocol
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Provide a description of L2
the PHIto be accessed
or collected

Ern—

Identify the source(s) of | ¥ Physician/Clinic Records
the PHI
Add

Howe will you receive PHI? ®) with unrestricted identifiers
() with a code that can be linked 1o the identity of the participant

(O with lirited identifiers: 2ip codes, city, state, geocodes, dates of birth, ar other dates only,
(The study gualifies as a Limited Data Set and may require a Data Use Agreement.)

Wil PHI be shared? @® ves O Mo

‘with whorn will you share ¥ Colleagues/Collaborators

PHI?
Add
How will PHI he shared? | = s a Limited Data Set. (Requires
& Data Use Agreement)
Add

® HIPAA- Authorization @
O HIPAA- Wiaiver
O Limited Data Set

Method of access
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Your help 1s
on the way!
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