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£o ProtocolBuilder

Protocol Builder helps make it faster and easier to develop research protocols that
comply with IRB and regulatory standards.

Ensured Reduced
protocol completeness administrative cost




£o ProtocolBuilder

Sign in securely with your email address and password. Click on “Forgot Password” to receive a
password reset email.

ProtocolBuilder

Sign In To Your Account

E-mail or username *

Password *

Forgot Password?




£o ProtocolBuilder

Click to start a new protocol, or open a recently saved protocol from the quick pick list. Or duplicate an
existing protocol to repurpose the content and references easily. You will also find links to instructional
videos and Important News from Protocol Builder our your IRB.

a ProtocolBuilder

Welcome Brian Flint | Logout

B NCI CTEP Cancer Protocol Review Important News
08/06/2019

Protocol Template Changes

QA/QI Protocol test

08/05/2019 We have updated sections, guidance and sample

(=

text on the repository, observational and
B resident7162019 behavioral protocal templates including
07/16/2019 information on how the Revised Common Rule
may impact study design. For organization
choosing to implement the use of Broad Consent,
we've added a new template for Repository

Studies using Broad Consent. For the list of new

Features and Ti pS templates, please visit the Resource Center.

Important things to know:

e @ @ « Changes will take effect on 6/1
Basic User Training How to create a Needs Review and
Webinar Recording References Library Gunparenm:lalom ¢ It will not affect protocals in progress
and completed protocols
Basic User Training References Library Needs Review and

Compare Revisions « Qld templates will no longer be available in
the Protocol Set Up dropdown

View all ¢ Old protocols can still be cloned. However,

please check with your IRB regarding the

right template to use if you are using a

repository, observational or behavioral

protocol template




£o ProtocolBuilder

Set up your protocol quickly by entering basic information. Wait for system to find the PI’'s name to
show up when you enter the first letters of their name.

a ProtocolBuilder

Welcome Brian Flint | Logout

Protocol Set Up

0 File Name ~

0 Principal Investigator *

0 Protocol Type *

Select Protocol Type




£o ProtocolBuilder

Choose the protocol type to set up the table of contents and guidance that will guide you through the
process of writing the protocol.

A ProtocolBuilder

Welcome Brian Flint | Logout

Protocol Set Up

O File Name

o Principal Investigator *

(4 Protocol Type *

v Select Protocol Type

Behavioral Intervention (incl. benign behavioral intervention)
Chart Review

Interventional Behavioral

Interventional Combination

Interventional FDA Approved Drug/Biologic

Interventional Investigational New Drug/Biologic
Interventional Non-Significant Risk Device

Interventional Significant Risk Device

NIH IND/IDE Protocol Template

Observational study of a FDA regulated product
Observational study of individual or group characteristics or behavior, or human factor evaluation
Repository with the use of Broad Consent

Repository without use of Broad Consent

Social Behavioral




£o ProtocolBuilder

Enter the key information about the protocol that will show up on the cover page (the file name will not
show on the final protocol output).

m @& 1 e

Welcome Brian Flint | Logout

Symmisi Cove r Praview

1. INTRODUCTION

This section includes study identification details and individuals responsible for the research. It will be used to create the cover
2. BACKGROUND

page.
3. RATIONALE/SIGNIFICANCE

File Name *
4. STUDY OBJECTIVES

New Protocol

5. STUDY DESIGN
6. METHODS Protocol Type *
e Interventional Investigational New Drug/Biologic v
Appendices

[l

ProtocolBuilder ADMIN ©

Abbreviations

Glossary

Protocol Number (if available)
List of Tables

Checklist

Investigational Product

IND Number

Clinical Phase
-None-




£o ProtocolBuilder

Start typing in a name and Protocol Builder will search for it in your organization’s list of users. Simply select the name
when it appears. Make sure you choose the access role you want to them have for your protocol: “Writers” can edlit,
“Reviewers” can only read and comment. At the bottom of the personnel list you will find the Research Admin box for
IRB, HRPP or other personnel you want to share the protocol with, but do not want to show on the cover page.

ProtocolBuilder aoMN © B @ & 2L o

Welcome Brian Flint | Logout
Enter or edit relevant personnel. Click the + symbol to add multiple individuals. If you leave a field blank, it will not appear on
1. INTRODUCTION
the Cover page.
2. BACKGROUND
3. RATIONALE/SIGNIFICANCE Principal Investigator " Brian Flint, PhD (220)" Search Database
4. STUDY OBJECTIVES o+
5. STUDY DESIGN 0 User Role Writer -
.
User Role - None - ¢
o :
Sponsor
Glossary
List of Tables c -
oun
&4 United States v
Checklist

Address 1
Address 2
City
State/Pravince
Select -
+
Zin




£o ProtocolBuilder

If the name is not found, click “Search Database”. Type in an email address to search the entire Protocol
Builder database. If the user is in the system fields will show populated. If the user is not in the system,
you can enter the information manually and an email invitation to join the protocol will be sent out.

User Found

Click Submit if Correct
We found this user in our database. If this is correct, please select Submit and we will
send an email invitation to collaborate on this protocol. If not, you can reenter the email

address and search again.

Email *
ma Kirvine@brany.com

Prefix

First Name *

Middle Name

Last Name * Irvine
Suffix

Phone

Qrganization

Title




£o ProtocolBuilder

Once the set up is completed, you can start writing the protocol sections. We suggest starting with the
Synopsis sections as part of your first draft. The tool will automatically populate those sections that are
the same in body of the protocol, so you don’t have to type them in twice.

A ProtocolBuilder ADMN & B & 21 e

¥ Cover Welcome Brian Flint | Logout

Prim;

New Protocol > Synopsis = Primary Objective

Secondary Objectives (if applicable)

© Primary Objective

Study Duration

Study Design This content also appears in section Primary Objective. It can be edited in either place, and will be updated automatically.
Study Population Sample Text
Number of Participants BJ7IUsk=E=EE=EE T = i=

Number of Study Sites 4+  Symbols | #  Abbreviation | #  Glossary |+ Reference | 4+  Foolnote | 4  Table

Primary Outcome Variables
Secondary and Exploratory Qutcome Variables (if...
Visit Schedule Table (Optional)
Study Flow Chart (optional)
1. INTRODUCTION
2. BACKGRQUND
3. RATIONALE/SIGNIFICANCE
4. STUDY OBJECTIVES

5. STUDY DESIGN
Appendix attachment

6. METHODS
7. TRIAL ADMINISTRATION 0 Title
+
References
Attachment Choose File  no file selected Upload
Appendices
-+

Abbreviations

Next

Previous

10



£o ProtocolBuilder

You can jump straight to the section you want to work on using the left hand navigation that contains all
protocol sections. As you go working on the sections you will see a check mark appear: a grey
checkmark means it is still a draft, a free checkmark means it is complete.

A ProtocolBuilder ADMN & B & 21 e

¥ Cover Welcome Brian Flint | Logout

New Protocol > Synopsis = Primary Objective

Secondary Objectives (if applicable) .
© Primary Objective

Study Duration

Study Design This content also appears in section Primary Objective. It can be edited in either place, and will be updated automatically.
Study Population Sample Text
Number of Participants BIUskEEEE TS i=

Number of Study Sites 4+  Symbols | #  Abbreviation | #  Glossary |+ Reference | 4+  Foolnote | 4  Table

Primary Outcome Variables
Secondary and Exploratory Qutcome Variables (if...
Visit Schedule Table (Optional)
Study Flow Chart (optional)
1. INTRODUCTION
2. BACKGRQUND
3. RATIONALE/SIGNIFICANCE
4. STUDY OBJECTIVES

5. STUDY DESIGN
Appendix attachment

6. METHODS
7. TRIAL ADMINISTRATION 0 Title
+
References
Attachment Choose File  no file selected Upload
Appendices
-+

Abbreviations

Previous

Next

11



£o ProtocolBuilder

If you'd like to jump to a specific section of a protocol, open the
Contents Menu and click the name of that section.

@ 5]
ProtocolBuilder © &8 m ® L o
® Syncpss LY Duadetes T2 Expecitd intiey > Symogals > Pamary Objective (0) Q
© Primary Objective | Proview
This contont iSO APPAArs In SACtion 4.2 Primary Oojoctve. It can D eciied In oither place, and will D UPdaled auomancally
Topic Boay
B/UusmENEEm:-iC " =

To determine whether paricipation in a Mestyle intervenson is effective in reducing the INCidence of sencus cardovasouiar
SO0 OVeNtS In Overweight A0uls with type 2 dabotes malktus

Sty Schedule (opsona)
Sudy Flow Chart (cpsonal)
# 1L INTRODOCTION
# 2 BACKGROUND
# 3 RANONALESIGNIFICANCE

Appendix attachment
# 4 STUDY ORUECTIVES

5. STUOY DESIGN Q Tide

- THODS
. Anachemant Choose Fide 10 Ne seletied m

7. TRIAL ADMINSTRATION

Relerences

12



£o ProtocolBuilder

Click on the “I” icons anywhere to display the guidance for completing the section.

) ProtocolBuilder

Welcome Brian Flint | Logout

State the main purpose for performing the New Protocol = Synopsis = Primary Objective
study. It should be clear, detailed but limited
in scope. Keep in mind the primary objective
will help determine the sample size.

i Primary Objective
This content also appears in section Primary Objective. It can be edited in either place, and will be updated automatically.
Sample Text
BIUsmmESEESicTIc —IF
+  Symbals |+  Abbreviation | +  Glossary |+ Reference  +  Foolnote | 4  Table
Appendix attachment
O Title

Attachment Choose File no file selected Upload

— —_ | Next

13



£o ProtocolBuilder

To save time Protocol Builder provides, where possible, sample text that can be inserted and edited.

) ProtocolBuilder

Welcome Brian Flint | Logout

New Protocol = Synopsis » Primary Objective

Secondary Objectives (if applicable)

Study Duration

Study Design The primary objective of this study is to determine whether the [insert exposure, presenting sign,

comorbidity, freatment option] reduces, increases, etc. outcome measure [insert outcome measure] in

Study Population population [insert population description].

Number of Parlicipants
Number of Study Sites
Primary Outcome Variables
Secondary and Exploratory Outcome Variables (if...
Visit Schedule Table (Optional)
Study Flow Chart (optional)

1. INTRODUCTION

2. BACKGROUND

3. RATIONALE/SIGNIFICANCE

4. STUDY OBJECTIVES

5. STUDY DESIGN

6. METHODS

7. TRIAL ADMINISTRATION O
References
Appendices

Abbreviations

Previous

14



£o ProtocolBuilder

As you're writing, you can click the editing toolbar buttons to format text.

ProtocolBuilder

Welcome Brian Flint | Logout

Now Pralneal s Sunnneia s Primary Ohiantiva

B —  —

B 7 UMcEE=EZ=ZE :— i— g:

B — ] —

+ Symbols =+ Abbreviation 4 Glossary @+ Reference + Footnote + Table

Study Population Sample Text

Number of Participants
Number of Study Sites +  Symbols | +  Abbreviation _ +  Glossary . + Reference | + Footnote . 4+ Table
Primary Outcome Variables

Secondary and Exploratory Qutcome Variables (if...
Visit Schedule Table (Optional)

Study Flow Chart (optional)

. INTRODUCTION

2. BACKGROUND

3. RATIONALE/SIGNIFICANCE

4. STUDY OBJECTIVES

5. STUDY DESIGN

6. METHODS Appendix attachment

7. TRIAL ADMINISTRATION o Title ‘

+

References
Attachment Choose File | no file selected Upload

Appendices

Abbreviations

Previous

15



£o ProtocolBuilder

As you're writing, you insert references you’'ve improved into your References Library. Protocol Builder
will take care of formatting them, numbering them and adding them to the References page at the end
of the protocol.

® Protog

@ app.protocolbuilderpro.com/sites/all/modules/custom/st_re_wysiwyg/tinymce_plugin/reference.htm

@ Cover ime Brian Flint | Logout
References ADD NEW  CLOSE
Synopsis
¥ 1.INTRODUCTION GLOBAL
2. BACKGROUND Compare Revisions
3. RATIONALE/SIGNIFICJRad Title Year Publication
Knowler WC, Pettitt Diabetes incidence in Pima Indians: 1981 INSERT VIEW EDIT
DJ, Savage PJ, contributions of obesity and parental
Bennett PH diabetes s well as
Spitzer, R Kroenke, K A brief measure for assessing 2006 INSERT VIEW EDIT £ where possible.
3.3 Potential Risks and ~ Williams, J Lowe, B Generalized Anxiety Disorder: 7. Arch
The, GAD Intern Med.
Cohen, S Kamarck, T A global measure of perceived stress. 1983 INSERT VIEW EDIT
Mermelstein, R nd infection, rare
Newton, B J Southall, J A narrative review of the impact of INSERT VIEW EDIT
4. STUDY OBJECTIVES L Raphael, J H disbelief in chronic pain.
Ashford, R L
¥ 5.STUDY DESIGN LeMarchand, K effects of the
6. METHODS Fine JT, Colditz GA, A prospective study of weight change 1999 INSERT VIEW EDIT
. Coakley EH, Mosely G, and health-related quality of life in ecomfort. distress
I —— Manson JE, Willett women ’ ’
. WC, et al
References James WP A public health approach to the 1995 INSERT VIEW EDIT
problem of obesity
Appendices BJ Allan, B Wang, JS Areview of 218 pediatric cases of 2014 INSERT VIEW EDIT
o Davis, PP Parikh, EA hepatocellular carcinoma
Abbreviations P
erez
Glossary Flint, L Flint, C B Academic surgical group practices at 1994 Annals of Surgery INSERT VIEW EDIT

List of Tables
Checklist
Summary of Changes

Needs Review

Previous

the dawn of health reform

16

Next



£o ProtocolBuilder

If you are working on a working on a Synopsis section that is repeated later these sections will be linked
SO you don’t have to re-enter information or make the changes in two places.

1 4.2 Primary Objective. Il

17



£o ProtocolBuilder

The Needs Review List shows all sections that need to be reviewed before being completed - all in one
place. Whenever a new section needs review, the Needs Review alert is added to the bottom of the left
navigation/table of contents bar.

A ProtocolBuilder

# Cover Welcome DBrian Flint | Logout

© SRR ‘ ProtocolBuilder -
LT Diacetes T2 Exercise Ir|
# 1. INTRODUCTION Welcome DBrian Flint | Logout

. 3. RATIONALE/SIGNIFICANCE co LT Diabetes T2 Exercise Interv > Needs Review
- 4.STUDY OBJECTIVES Needs Review

# 5. STUDY DESIGN Topics for your review zre listed below. Click the Topic Title to go to the topic.
* 6. METHCDS Topic Title Items per page
+ 7. TRIAL ADMINISTRATION a 1 O ( % v
.
Topic Title Revised by Last updated Actions
Appendices
2.1 Background/prevalence of research topic oho 1 month 2 weeks ago c
Listof Tables Brov
Brian Flint, Compare
4.2 Primary Objective 2 months 1 week ago _
Checklist PhD Edit

Summary of Changes

Brian Flint, Compare
3.1 Problem Statement 2 months 1 week ago
PhD Edit
. Compare
7.14 Study Discontinuation Mr. Neal Alen 2 years 2 weeks ago Edt
I
. . Brian Flint, Compare
6.4.2 Sample Size Considerations 2 years 1 month ago
PhD Edit
i . . Compare
7.1 Ethical Considerations Mr. Neal Alen 2 years 4 months ago Edit
I
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£o ProtocolBuilder

The Dashboard gives you a quick snapshot of your protocol and how much has been completed. Click
the Preview button under any section to navigate and see it in Preview mode.

ProtocolBuilder

COVER SYNOPSIS INTRODUCTION RACKGROUND

19



£o ProtocolBuilder

The Resource Center provides additional tools and information to help investigators complete and
improve the quality of their protocols. You will find a helpful content such as a summary of the Revised

Common Rule, Residency and New Investigator Resources, and NIH IND/IDE Template Resources to
name a few.

ProtocolBuilder ADMIN B m @ 2 @

Welcome Brian Flint | Logout

Resource Center

These resources have been provided to help you write protocols that meet IRB and regulatory standards.

Need help with Protocol Builder? Visit Help

+Brief Summary of the Revised Common Rule and its Impact on Protocol Design, Informed Consent and
IRB Review

+New Protocol Builder Templates

—Residency & New Investigator Resources

+ Chart Review Protocol Template

+ Observational Research Design Training
+ Useful Articles

+ Mentoring Support

+ Tips & Tutorials

+NIH IND/IDE Clinical Protocol Template Resources

20



£o ProtocolBuilder

Use the “gear” icon in the bottom right to go to Preview mode, invite others to review or share a pdf via
email.

A ProtocolBuilder abpMN © 2 =B & L o

» Cover Welcome Brian Flint | Logout

# 1. INTRODUCTION

- 2 BACKGROUND Final Checklist

¥ 3. RATIONALE/SIGNIFICANCE
4 1. Review Cover Page information for accuracy View Now
¥ 4. STUDY OBJECTIVES
Vv i .
% 5.STUDY DESIGN 2. Make sure necessary appendices are attached View Now
v 6.METHODS 3. Check 1o see references are entered correctly View Now
¥ 7. TRIAL ADMINISTRATION
4. Ensure tables display properly and are sourced if necessary
List of Tables .
FE I O oV
Check if this version is submitted for IRB Review
Summary of Changes

Needs Review A Enter IRB Tracking Number (if available)

PUBLISH VERSION ;
Preview Protocol

Invite to Review

LT Diabetes T2 Exercise Interv > Checklist

View Now

Share by Email
Create PDF
Create Word file

L
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£o ProtocolBuilder

Protocol Builder provides the option to output the final protocol document in either PDF or Word format.

ProtocolBuilder

A

Needs Review

LT Diabetes T2 Exercise Interv > Checklist

Final Checklist

1. Review Cover Page information for accuracy
4 2. Make sure necessary appendices are attached

3. Check to see references are entered correctly

@} ecessary

L(A Docx version of the protocol is being
~ created. This can take a few moments
A Cdepending on the length of the
protocol.

4. E[ Preparing report...

Y & & & & & 4

IRB .-

Check if this version is submitted for IRB Review

Enter IRB Tracking Number (if available)

PUBLISH VERSION

abMIN © @ m @& 2L o

Welcome Brian Flint | Logout

View Now

View Now

View Now

View Now

View Now

View Now

22

Preview Protocol
Invite to Review
Share by Email
Create PDF
Create Word file



£o ProtocolBuilder

Once you’ve finished writing your protocol (and made sure all sections are complete), you can go
through the checklist to make sure you’ve completed all the necessary step before submitting your
protocol. Protocol Builder also provides a way to keep track of the versions submitted for IRB Review
and the corresponding tracking number.

A ProtocolBuilder aAbMIN © @ ®m @& 2L o

» Cover Welcome Brian Flint | Logout

~ Synopsis

LT Diabetes T2 Exercise Interv > Checklist
¥ 1. INTRODUCTION

- 2. BACKGROUND Final Checklist

¥ 3. RATIONALE/SIGNIFICANCE

1. Review Cover Page information for accuracy View Now
¥ 4. STUDY OBJECTIVES
v i .
% 5.STUDY DESIGN . 2. Make sure necessary appendices are attached View Now
¥ 6. METHODS 3. Check to see references are entered correctly View Now
» 7. TRIAL ADMINISTRATION
4. Ensure tables display properly and are sourced if necessary View Now
References
ndices 5. Look over abbreviations and descriptions View Now
Abbreviations 6. Check glossary terms and definitions View Now
Glossary
List of Tables .
IRB Review

¥ Checklist

Check if this version is submitted for IRB Review
Summary of Changes

Needs Review Enter IRB Tracking Number (if available)

PUBLISH VERSION

23



5 ProtocolBuilder

Protocol Builder helps make it faster and easier to develop research
protocols that comply with IRB and regulatory standards.
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