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What is eCTD?

Electronic transfer of information to the FDA based on Common
Technical Document (CTD) format.

® eCTD is the only acceptable format for electronic
submissions to CDER and CBER.

® Set of PDF documents linked
via XML backbone.
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® Relies on formatted files,
hyperlinks and bookmarks
for ease of navigation.
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The CTD triangle. The Common Technical Document is organized into five modules. Module 1is
region specific and modules 2, 3, 4 and 5 are intended to be common for all regions.




eCTD Style Guide

FDA has specific requirements for the formatting of eCTD documents,
including content appearance as well as electronic navigation (PDF
Bookmarks and hypertext links).

® FDA requires that the Protocol and Informed Consent documents are
submitted as two separate electronic files.
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® CTEP would like to encourage the use of the formatted Protocol and
Informed Consent templates available at
http://ctep.cancer.gov/protocolDevelopment/templates applications.htm
and the submission of protocol documents in MS Word format rather
than PDF.

® CTEP templates ensure fonts, margins, page orientation, header and
footer information, and heading styles are correct and suitable for eCTD
submission.


http://ctep.cancer.gov/protocolDevelopment/templates_applications.htm
http://ctep.cancer.gov/protocolDevelopment/templates_applications.htm

eCTD - MS Word Format Specifications (1)

If you will be using your own MS Word protocol/informed consent templates,
please note that the final MS Word documents when converted to PDF
format should be compliant with PDF file requirements specified in FDA
guidelines and summarized on the following slides.

® CTEP cannot accept MS Word files that are:
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v’ read-only

v’ password-protected

v’ contain macros

v’ saved with a file extension other than .doc or .docx

® Use font sizes ranging from 9 to 12 points. Times New Roman, 12-point font
Is recommended for narrative text; point sizes 9-10 are recommended for
tables and footnotes. Smaller point sizes should be avoided.

® Black is the recommended font color except that blue can be used for
hypertext links. Avoid light colors since they do not print well on grayscale
printers.

® Avoid using image-based graphics as they will not be searchable when
converted to PDF. If images are used, they should be high resolution. 4



eCTD - MS Word Format Specifications (2)

The print area for pages should fit on a sheet of paper that is 8.5” x 11"
(landscape: 11” x 8.5"). Allow a margin of at least 3/4” (preferably 1”) on all
sides. Header and footer information should not appear within 3/8” from the
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edge.
rTabIe Properties m1
® Settables to a maximum width of 6.5” Tk |_pow [ cobm | col |
(Iandscape: 9”). SIPreferredmdtfn: 6,57 = Measure in: | Inches |Z|

Alignment

® Use Insert Page Number to add consecutive 0
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page numbers to each document, including —
appendices_ Text wrapping
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® Use Roman numerals (I, I, Il or 1, i, iii, etc.) v

for the Change Memo/Summary of Changes
and Arabic numerals (1, 2, 3, 4) for
the document’s main content.

[Eordersand Shading... ] [ Options. .. ]




eCTD - MS Word Format Specifications (3)

® Use hypertext links throughout the body of the document to link to related
sections, references, appendices, tables or figures that are not located on
the same page as the narrative text. Hypertext links can be designated
by blue or blue underlined text. A consistent method of designating links
avoids confusion.

The patient will be requested to maintain a medication diary (see| Appendix F)|of each dose of
medication. The medication diary will be returned to clinic staff af the end of each course.
Patients will be instructed to record doses as they take them (and not to batch entries at a later
time) and how to correct errors if they occur.
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® Use Insert Hyperlink/Link 20
to Place in This Document ke tetodsbr] S|
to ensure that links have o [ e

H Web Page Headings
relative paths. 7 sockmarks
Flace in This ml
Dacurnent
&)
Documert.
E-mail Address
()¢ Cancel |
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eCTD - MS Word Format Specifications (4)

® Use Word default Heading Styles for your document’s headings, i.e.,
Heading 1, Heading 2, etc. Always start with Heading 1 as the top level
heading. Include at least two and up to three levels of headings in the

protocol document.
AaBbCeDdl AaBbCecl ‘.Aaﬂh{:d.\ AaBbCecl AaBbCcl | AaBbCcl
T Caption Emphasis Heading 1 Heading 2 Heading 3 T Mormal
BACKGROUND » Heading 1
Introduction/Rationale for Development ——— Heading 2
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Antitumor Activity » Heading 3

To modify the default font formatting (font type/size/color, etc.), so that it
matches your document’s formatting:

1. Highlight the paragraph where you want to apply the Heading Style.

2. Right-click the appropriate Heading (e.g., Heading 1) in the Quick Style
Gallery. Note: If it is not displayed, find it in Styles (Alt+Ctrl+Shift+S).

3. Click on Update Heading 1 to Match Selection.
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eCTD - MS Word Format Specifications (5)

you make content changes.

Index  Table of Contents | Table of Figures I Table of Autharities I

Include a Table of Contents in every document that is 5 or more pages long.
Use Insert Table of Contents to create the TOC. Update the TOC after

21|

Print Prewview 'eh Preview
Heading 1 ... 1 i’ Heading | ﬂ
Heading 2 3 Mgi
Heading 3. 5 Heading 3
v -
[+ Show page numbers ¥ Use hyperlinks instead of page numbers
¥ Right align page numbers
Tab leader: I ....... j
General

Formats: IFrom template hd
Show |evels: |3 5‘

Modify. .. |

Caneel |

r Y
Update Table of Contents @Iﬂ

the following options:
@3V

Word is updating the table of contents. Select one of

umbers only

Table of Contents Options e

Build table of contents From:

[V Styles
Available styles: TOC |evel:
“
Balloon Text I
Footer I
Header I
¥ Heading 1 Il
¥ Heading 2 |2
¥  Heading 3 |3
- =

Reset | (a4 I Cancel |

To designate Headings for inclusion in
the TOC:

1. Click on Options.

2. Uncheck Outline levels.

3. Choose the appropriate Headings
and assign TOC level.



eCTD - MS Word Format Specifications (6)

® Use Adobe Acrobat PDFMaker (an add-in application to MS Word) to
create the PDF files. First, click on Preferences/Bookmarks/Convert Word
Headings to Bookmarks to designate the appropriate Headings for
conversion. Then, click on Create PDF.

Home Developer Insert Page Layout References Mailings Fewiew Wiew Add-Ins EndMote X6 Acrobat

S o o8 §F@ F o >
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Create Preferences Create and hAail Create and Send  Acrobat Create FOF and Embed
FO:F Attach to Email Merge For Rewiew Comments © Run Action = Flash
Create Adabe PDF Create and Email Reviews And Camment Create and Run Action|  Flash
R Aokt FOEEEREY =
Settings | Security | ‘word || Bookmarks | Seftings | Security | Word | Bookmarks |
— PDFtaker Settings ~Bookmark Options
Conversion Settings: | (gl IE 1) S [7 Convert Word Headings to Bookmarks
U;e these settings to create ddobe POF documents for quality pri_nting on desklop _« [~ Convertword Styles to Bookmarks
printers and proofers. Created PDF documents can be opened with Acrobat and  _x [ Convertword Bookmatks
|7 “iew Adobe POF result Element | Type | Bookmark | Level | =
v Frompt for Adobe POF file name fHeadfnm Head!ng ] !
A Advanced Settings I =Heading 2 Heading [ 2 L
™ Convert Document Information =Heading 3 Heading =] 3
PDF/& Compliance: INQne vl =Heading 4 Heading O 4
=Heading 5 Heading O 5
— Application Settings =Heading B Heading O E
[ Attach source fils =Heading 7 Heading O 7
W Create Bookmarks fHeadmg 8 Heading O ¢
. =Heading 9 Heading O g
[v Add Links 9] Balloon Test Style O 1
¥ | Enatile Accessitilty and B efow with tagged &dote POF ¥ Biblingraphy Style O 1
X 1] Block Text Shyle O 1
¥ Enable advanced tagging ] By Test Sty 0 1
9] Body Text 2 Style O o=l




eCTD - MS Word Format Specifications (7)

® The designated headings will convert to PDF Bookmarks. Provide PDF
Bookmarks for all items listed in the TOC and preserve the hierarchy
(sequence and nesting of headings).

Include a Bookmark for the Title Page, Table of Contents, and Schema.

® Please note that PDF Bookmarks are required.
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eCTD - PDF Format Specifications (1)

If you will be submitting your protocols/informed consents in PDF format,
you are required to also follow the instructions below.

® CTEP cannot accept PDF documents that are:

v’ password-protected or have any security settings
v’ saved as portfolios
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v’ saved with attachments, annotations, JavaScript, or dynamic content

® All PDF documents should be text-based (created directly from an electronic
source such as a Word document) rather than image-based (scanned
paper). Image-based documents are more difficult to read and cannot be
electronically searched.

® If necessary, scan paper source documents at resolution that will ensure the
pages are legible both on the screen and when printed. The recommended
resolution for black ink is 300 dpi; b/w photographs — 600 dpi (8 bit gray
scale); and color photographs — 600 dpi (24 bit RGB). After scanning, avoid
re-sampling to a lower resolution.
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eCTD - PDF Format Specifications (2)

® Use PDF versions 1.4 through 1.7. Document Properties

| Description | Security | Fonts |I:'|.i.ti.al View | Custom | Advanced

o In AdObe PDF Settlngs, CheCk Off Fonts Used in this Document
Optimize for fast web view o 7] Arial-BoldtalichT (Embedded Subset)

Type: TrueType

to reduce file sizes and opening times. Encoding: Ans
=] @ Arial-BoldMT (Embedded Subset)
Type: TrueType

Standard - Adobe PDF Settings ﬂ E di Ansi
ncoding: Ansi
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3 Standard 1 | . i )
(2 Generdl « =l [#r] Arial-talichT (Embedded Subset)
(23 Images .
2 Fonts - Deseription Type: TrueType
23 Colar Uze these settings ta create Adobe PDF documents suitable for refiable viewing and Encoding: Ansi
printing of business documents. Created PDF documents can be opened with .
g :‘:ﬂv‘:‘czd 4erobat and Adobe Reader 6.0 2nd later. = @ ArialMT (Embedded Subset]
andards

Type: TrueType

i~ File Options . .
A Encoding: Ansi
Compatiblity: | Acrobat 6.0 [PDF 1.5] j 5 ArialMT (E bedded Sub et]
) Aciobat 4.0 [PDF1.3) rna mopedded >ubs
(Object Lewvel Compressjor: | '| T)"FIE: Tru ETypE (CID':I
Auto-Rotate Pages: ﬁz;sg:{ g g {ESH % Encoding: Identity-H
bt ; = [7| Calibri (Embedded Subset)
= = Type: TrueType
Fesolution: IBUU dots per inch Encoding: Ansi
* Al Pages
" Pages From: | Ta I

[~ Embed thumbnails

[ o st | ® Embed all fonts (including

r~ Default Page Size

] —- subsets) to ensure that they
sttty il (LN are available to the reviewer.

Save Az.. | ] 4 I Cancel Help
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eCTD - PDF Format Specifications (3)

® In the Initial View tab, set the Navigation tab to open to Bookmarks Panel
and Page, Page layout and Magnification to Default, and Open to page to
the first page of the document.

® Set the magnification of PDF Bookmarks to Inherit Zoom.

Boockmark Properties u

National Cancer Institute

's ™
Document Properties u
= Appearance | Actions
Description I Security | Fonts | Initial View | Custom | Advanced |
Layout and Magnification Add an Action
Seect Action .
Page layout: [Default v]
Add...
Magpnification:  Default h
Open to page; !l of 1 Actions
Window Options = Goto a page in this document
|| Resize window te initial page Page:7 -
X Zoom level: Inherit Zoom
[ Center window on screen
] Open in Full Screen mode
User Interface Options
[C]Hide menu bar
[l Hide tool bars Up Do | Edit ||| Deete |
[“]Hide window contrals
I 0K ] [ Cancel l
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eCTD - CTEP Requirements

Following FDA'’s requirements, CTEP PIO is asking sites to submit the
protocol and informed consent documents as two separate electronic files.

® Include the NCI Protocol # and Version Date in all protocol and informed

consent document headers.
NCI Protocol #: 9426

Version Date: 10/01/2012
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® For protocol and informed consent amendments, include the Change
Memo/Summary of Changes at the beginning of the document and hyperlink
to the corresponding document Sections.

Section | Page(s) | Change

Eligibility Criteria: History of congenital long QT syndrome has been
added as a third bullet.

.| 3.1.2.2 35

#
1
2
3.
4
5

® The Protocol Submission Worksheet is available at
http://ctep.cancer.gov/protocolDevelopment/default.htm.
This document contains prompts for required administrative information.
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http://ctep.cancer.gov/protocolDevelopment/default.htm
http://ctep.cancer.gov/protocolDevelopment/default.htm

References and Contact Information

® This presentation is based on the following FDA documents:

1. FDA PDF Specification: Portable Document Format Specifications,
Version 4.0
http://www.fda.gov/downloads/Drugs/DevelopmentApprovalProcess/Form
sSubmissionRequirements/ElectronicSubmissions/UCM163565.pdf
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2. Final Guidance for Industry: Providing Regulatory Submissions in
Electronic Format--Human Pharmaceutical Applications and Related
Submissions Using the eCTD Specifications , June 2008
http://www.fda.gov/downloads/Drugs/GuidanceComplianceReqgulatorylnfo
rmation/Guidances/UCM072349.pdf

® For problems or questions, please contact the CTEP Protocol and
Information Office (PIO) by telephone (240-276-6535), or e-mail at
pio@ctep.nci.nih.gov

Thank you
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