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Introduction —

A A secure, wdlased application to help Institutionsberttaite
guality investigatoitiated protocfdster and easier

A Designed tmeefederal/Industry Regulatory Standards

18various Protodaipes Observation and Interventional; NIH IND/IDE
Expert Guidance i¢ddetailed explanation of the requirements for each field
Smart Forms with BranchingiLBgedictive and reduces the need for-elauplef text

Resource CenteProvides commonly used Research forms and allows addition of support
documentation

Reference Buildémporteferences from a variety of reference software solutions (ris and n
files)

o To Io I I»

A Allowsor development and review of protocol document by r
Individuals (Investigators, Coordinators, Administration, etc.)
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Protocol Builded Feasibility Analysis :

CTSI

A Asystematic analysis of 8 CNH&iRBved protocols written by

our most experienced investigators revealed:

1. Disorganization and inconsistancgdhose written by different researchers

2. Essential sections misg¢ang. Protocol version/date; Adverse Events definition and reporting;
Review proce$emoval slubjects/Studyscontinuation; Staaynitoringsppendix/References,
etc)

a. Especially prevalent in Observational/Behavioral studies/ those not reviewed directly

Field Field Field 200 <
S

180 +~ W No Corresponding Section
No Corresponding P nding P ndin 8 e
Sectmn Presen it Sect nnnnnnnn t ect nnnnnnnn 160 Present
15.9% : . -
15 4% 7 5% 140 -
-
120 + Similar Section
Similar Sect Similar Section -
ot of e Present/ut of Place Prasent/Out of Place 100 -+ Present/Out of Place but
ht mil tion but in similar sect but in simil tion P . L .
34.1% 32.0% 36.7% 80 in similar section
1
60 . B Corresponding Section
Corres ponding Corres ponding Corresponding 40 v Present
Section Present Section Present Section Present 20 e
50.0% 32.3% 21.9% 0 /.
=
Pri 5 d Terti M Section Not Applicable
Section Not Section Not Section Not rimary econdary ertiary
Applicable Applicable Applicable Category Category Category
0% 20.3% 33.9%
Total (out of Total (out of Total (out of

88 fields) 616 fields) 496 fields)
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Protocol Builded Analysis Feedback :

CTSI

A Product and Feasibility Analysis Presentation Feedback

A Presented to senior representatives of H@&NCTRI, IRB, SRC, and QA
A Overwhelmingly positive reaction regarding need and functionality

A IRB/SRC/QA
A Protocol consistency would allow for more efficient study review
A Quicker turnaround
A Reduce deviations found in future FDA/IRB/Sponsor audits
A FewetRB contingencies

A Investigators
A Guided experience reduces errors significantly
A Better communication among study team due to constant access

A Can ensure accuracy of template in relation to institutional and fe
standards
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ProtocolBuilderd Access

Clinical and Translational
Science Institute
at Children's National

THE GEORGE WASHINGTON UNIVERSITY

RESEARCHER RESOURCES

Resources by Research Stage
Biusldlislics Services

Clinical Research Support
Ccres & Modules

Hnd a Cinical 1 nal

Grant Preparation Assistance
Recruitment & Retention
Regulatory & Ethics

Health Sciences Library Recearch
Guide

Research Too's
Request Support

\// \\

UNDER
ONSTRUCTION /

i2b2
CTSI-CN MC medora
ORCID

PowerTrials

EVENTS RCDCap

Request Support

Research Poster Templates
Do to Support It
V/ed, 11/01/2017 - 18:
Science Café 360 is &
tetween community

Research Toulkils

Trial Innovation Network

EDUCATION & TRAINING

GCP Training for NIH Fundcd Projeccts

Sepfem 13th, 2017

The Society of Behavioral Medicine (SBM) is offering free National
Institutes of Health (NIH) training and certification for good clinical
practice in social and behavioral ressarch. Effective January 1,
2017, all NIH-funded investgators and staff who are involved in
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COMMUNITY ENGAGEMENT

Become a CTSI-CN Membe;

Fund For Every Child
Funded hy: CTSA | NCATS
Request Support | Contact Us

Search ‘

FUNDING ABOUT

CLINICAL IMPLEMENTATION

The dinical implementztion stage of translation involves
the adoption of interventions that have been
demcnstrated tc be useful in a research environment
into routine clinical care tor the general population. This
stage also Incudes implementation rasearch o evzluzte
the results of clinical tnals and to identify new clinical
questions and gaps In care.

« IR »

Has the CTSI-CN has supported your research? Tell us about it
here.

-




ProtocolBuildero Access

\ =" | Clinical and Translational
Science Institute
| atChildren’s National

H THE GEORGE WASHINGTON UNIVERSITY

New Protocol Writing Technology

Register below to get started today!
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ProtocolBuilderd Getting Started —

YQ Protocol Builder by BRANY x\+

G :-, a8 https://app.protocolbuilderpro.com v |

@

Q fearch 2= 3 A

) ProtocolBuilder ADMN E m & 2L o

Welcome Jurran Wilson | Logout

0112207

NEW NIH INDADE Template

Adoptive Transfer of Cord Blood T cells to
Prevelm and Treat CMV, EB‘y’ and Adenovirus T e ls
Infections after Transplantation _

IND/IDE Templaie, which

0112207
Start a new protocol provides the structure strongly

recommended by the NIH to

Energy Expenditure and Metaholic Control _
Among Youth with T1 Diabetes e

04/27/2016 To use this template, simply

select "NIH IND/IDE Template”
from the Protocol Type

drop-down menu when you
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ProtocoBuilderd Getting Started

" @ Protocol Builder by BRANY % \\+

CTSI

(' | (i) @  https//app.protocolbuilderpro.com/create-protacal

ProtocolBuilder

w8 9 3 @

Protocol Set Up

@) FieName*

) Principal Investigator *

o Protocol Type *
If you're unsure, click here for help

Select Protocol Type

Select Protocol Type

Select Protocol Type

Repository

Obhservational Retrospective

Observational Prospective

Observational Prospective w/Repository

Interventional FDA Approved Drug/Biologic
Interventional FOA Approved Drug/Biologic wfRepository
Interventional Investigational New Drug/Biologic
Interventional Investigational New Drug/Biologic w/Repository
Interventional Non-Significant Risk Device

Interventional Non-Significant Risk Device w/Repository
Interventional Significant Risk Device

Interventional Significant Risk Device w/Repository
Interventional Combination

Interventional Combination w/Repository

Interventional Behavioral

Interventional Behavioral wfRepository

NIH IND/IDE Protocol Template

Social Behavioral

Welcome Jurran Wilson | Logout

:
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ProtocolBuildero Features

Dashboard Provides Snapshot of Protocol

A ProtocolBuilder

Dashboard

0 ‘ 0% ) ‘ 63% 100% 100%
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ProtocolBuildero Features

Content Menu and Stbp-Step Progress

@ Safari File Edit View History Bookmarks Develop Window Help B w4 T 4k B Tue11:32AM BrianFiint GO =

a0® m & app.protocolbulldenpno.com h & O

- m
Email-01-Value-Size-Taners.jpg — || -

Wiour ATAT wiraless bl is ready 10 view - bian fint@...

ProtocolBuilder

Welcome Brian Flint | Logout
Bullats
Test 1/6 = Synopsis > Primary Objctive T e
© Primary Objective ==
Secondary Cbjectives (il applicable)
Primary Outzome Variables This content alse appears in section 4 2 Primary Objective. It can be edited in either place, and will be updated automatically.
Secondary Outcome Variables Topic Body
BRI “EEIRC|= =
e — + fl.[ di |+ Abbwiviation |+ | Glosisry |+ ) Raberonce ."-% ol | Tibke
Study Dasign l B
Study Population '8
Number of Partcipants |
Mumber of Study Sites E“"
Siatistical Methods 1
Study Schadule (opticnal)
Stuey Fiow Chart (opsional)
1. INTRO
CHGROUND
3. RATIONALESIGNIFICANCE Appendix attachment
CTIVES

(i ] Title

& STUDY DESIGN

6. METHODS Attachment Choose Fils | no il spiected
7. TRIAL ADRINESTRATION

Relerences

Fravious Mext
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ProtocolBuildero Features

Embedded Editing Tools

Build references

suw
— W BRSNS PO
Btn“----.—-.—i— '.-r-q & | Eraer reforence 1
| Aatnars
4 / Symbols _# Abbreviation  # Glossary _# Reference  # Footnote  # Tabis | SRR ST T A
'l*
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Mw—m Pateree woh 1w ] Cabatee B RAITVRENE

e
. 5.0

e enid

xeo e

e
jsun sow ! [ame ! see
ey Lim ot [T [ ——— ¢
| i ~ | ravysouceton.con
| A Anbrew: ' A Qlassary - ) | 1
T oizad N Chadey | | Coter Focknche : || Coect s table fam the et of posvicualy uptaded tavies Beow, If
- - | | yeureed to uSeec » tadie, please chelk on the Lt of Tabies 1 the
Doy M £ e ek & et by — . o S | ! | Cotaets Menc
| :kloal’nm

e v vy O P - — vy ————— vy o -

e s 5 8.5 o]

e J =em == «m (= mm

Add Add Add Insert
abbreviations glossary terms footnotes Tables
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ProtocolBuildero Features C'TSI

Expert Guidance Automatically Built References

0 6.2.2.1 Adverse Events Definition

aa®
Specify how adverse events will be defined and brany.saurcetop.com
assessed for causality (relationship to intervention)
and graded for severity (provide an adverse svent Enter refarence :
grading scale). Authors:
The relationship, severity, and expectedness f"mf.: é,’ é”;f;’fa,“;,"f"ﬁ"‘,é‘;f:_“'“ f Ganr A, HEsk T, Kouse

(including level and frequency) of an adverse evant
should be assessed based on previcus exparience

i . ! . LT Diabetes T2 Exercise Intery > References
with the intervention and reasonable judgment.

Tris section should alse describa: Heferences
« Time frame for collecting adverse events (i.e.
Trom consent o time of start of Stl.l:l,' until end 1. w’ﬂ,lmﬂ.w:‘.WlEﬂikH’ﬁhTmmlmﬂwu Giani G, loks A
of intervention or fCI"EI'I'l"Ilp:I. Withun-fnial dconomic of S cognitive Ay i DaAbaNEs wilth fype 2 dabeles and SubEhrasholl SepreRion

BMC Publc Healn , 2010 Oct 19, 100625, dok 10.1186/1471-2458-10-625., 20950000
Edi

+ Frequency and process for elicifing adversa
evant nformation from reaearch subjecta
{include how often, by whom and what records poL T

will be reviewed to collect adverse events). dol: 10.1166¢1471-2458-10-625.
« Specifc management plans for expected or prupayES
unexpected adverse events. Expectedness of 20959003
adverse events should also be described in
informad consent and be congistent with the == =
protocal.

+ AE reporting procedures (including how often,
by whom and to who adverse events will be

reportad.

Ensure reparting timalines meet IRE and FOA
requirameants. Rafar to Adverse Event Reporting in
the Resource Center section for details.
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ProtocolBuildero Features

Final Checklist to Ensure Everything is Complete

Final Checklist

! 1. Review Gover Page information for accuracy View MNow
| 2. Make sure necessary appendices are attached View Now
[ 3. Check to see references are entered correctly View MNow
4. Ensure tables display properly and are sourced if necessary View Now
| 5. Look over abbreviations and descriptions View Now
") @&. Check glossary terms and definitions View MNow

CREATE VERSION
.
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ProtocolBuildero Features

Contact List

Contacts
Firat Nama Lagi Mama ~ Organization Emall Phone
Kanan Aktulun Souncetop Inc. kanan@ truthnyec. com 2121231334 Edit | Dalota
Emily Aila Calypeo Communications ermily @ calypeocommwunicaions. nat Ecit | Dalata
Mna Cantalio BRANY cantalio@ma.com BEEB0DIT11S Edit| Daloto
Jason Do Rulo Jehn Hophira Linkversity Schodl of Medicing [derulo @ ham.oag Edit | Daleta
5 & bhmlaicss bl e —

User Roles

B Principal Investigator ~ Mark Wahlberg (433) Add New User
O
€ User Role Writer S
Investigator Jason De Rulo (434) Add New User
- None - a
Writer
o User Role ¥ Reviewer I
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ProtocolBuildero Features

CTSI

Organized, Professional Outpydf or .word
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