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PREPARATION OF eCTD COMPLIANT DOCUMENTS:  

AREAS TO FOCUS ON 
 

General Comment:   
Draft View – How to view the formatting that has been applied to a document?   
Go to the View Tab, under Views Group, select ‘Draft’.  If you cannot see the ‘Draft View’ on 
the left-hand side of the document, go to the File Tab, Options, Advanced: under Display update 
the ‘Style Area Pane Width in Draft and Outline views’ to be at least 1”.  In addition, under 
General, make sure ‘Allow Opening a Document in Draft View’ is checked.  

 
1. Use the Correct Font Styles:  Apply the following font styles to appropriate text and/or 

section headings.  Applying the appropriate font style to all section headings will allow 
them to appear in the Table of Contents. 

Font Style Style Buttons in Word Toolbar Font Specifications Examples 
 
 Admin Title (not a default style 
setting in word, must be created) 

  

Times New Roman, font size 16, 
bolded, center-aligned 

Signature page, TOC, LOF, 
LOT, List of Abbreviations, 
Statement of Compliance, 

Protocol Summary 

Heading 1 

 

Times New Roman, font size 16, 
bolded, numbered, left-aligned 

1. Background Information and 
Scientific Rationale 

, 2. Objectives and Outcome 
Measures 

 
Heading 2 

 

Times New Roman, font size 14, 
bolded, numbered, left-aligned 

2.2 Rationale,  
3.1 Study Objectives 

Heading 3 

 

Times New Roman, font size 12, 
bolded, numbered, left-aligned 

3.1.1 Primary, 
 6.1.1 Acquisition 

 
 

Normal (important that this is set 
properly)  

 

 

Times New Roman (TNR), font 
size 12, left-aligned 

Non-numbered/non-bulleted 
general body text 

How to set (as default): 
Go to the Home tab, click the 
arrow in the lower right-hand 

corner of the Font Group.  Select 
TNR 12.  In the lower left-hand 
corner, select ‘set as default’.  

Choose ‘this document only’ or 
‘all documents based on the 

Normal.dotm template?’ Click 
OK to apply the changes and 
save.  This will automatically 

update your Normal Font Style 
in the Style Gallery. 

List Paragraph 

 

Times New Roman, font size 12, 
left-aligned, bulleted/numbered 

Numbered/bulleted general body 
text 
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2. Caption Tables and Figures:  Insert Captions for all tables and figures.  This allows 
them to pull into a List of Tables (LOT) or List of Figures (LOF).  You do not need to 
create an additional heading for your tables and figures if they are captioned. 

o Navigate to the “References” tab and click on the “Insert Caption” option under 
the Captions group. 

o Select the appropriate Label (either Table or Figure) 
o To name the table, use a colon and enter the table name at the end of the field. 
o Select “Above Selected Item” for position 
o Optional:  Under “Numbering” option, check box to “include chapter number”. 

This will include the section or ‘chapter’ number in your table caption. 
 Select Heading 1 in the “Chapter starts with style” field and click “OK” 

3. Table of Contents:  Insert a Table of Contents (TOC) if the document is more than 5 
pages.  A TOC is generated only if the appropriate font styles are applied to section 
headings.  

o Place cursor where you would like to insert the TOC 
o Navigate to the “References” tab and click on the “Table of Contents” option 

under the Table of Contents group.  
o Click to choose the appropriate table of contents template. 

4. LOT and LOF:  Insert a List of Tables (LOT) and List of Figures (LOF).  A LOT and 
LOF are generated only if the figures and tables are appropriately captioned. 

o Place cursor where you would like to insert the LOT/LOF 
o Navigate to the “References” tab and click on the “Insert Table of Figures” 

option under the Captions group.  
o Under the “Table of Figure” tab, check the following boxes: “Show page 

numbers”, “Right align page numbers”, “Use hyperlinks instead of page 
numbers” and “Include label and number”.  

o Under the “General” section –  
 select the option ‘from template’ in the “Formats” field 
 select Figure/Table in the “Caption Label” field 

 
5. Use Cross-References:  Insert in-text cross-references for all tables, figures, sections and 

appendices.  
o Place cursor where you would like to insert the reference. 
o Navigate to the “References” tab and click on the “Cross-reference” option 

under the Captions group. 
o In the reference type field select Table, Figure or Heading from the drop-down 

menu. 
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o In the Insert reference to field, choose “Only label and number” when linking to 
Tables and Figures and “Heading text” and/or “Heading number” when linking 
to specific section Headings.  

o Select the entity you would like to insert and click Insert. 
 

6. Set Table Dimensions:  Modify the table dimensions as follows, to 6.5 inches width for 
tables found on pages that are in portrait and 9 inches width for tables found on pages 
that are in landscape. 

o Select the appropriate table. 
o Right-click on the table and select the “Table Properties” option in the drop-

down menu. 
o Under the “Table” tab, check the box associated with “Preferred width” option 

and select Inches in the “Measure in” field.  
o Select/Enter the width value (6.5 in - portrait and 9 in - landscape) in the 

“Preferred width” field. 
 

7. Delete any unrequired blank pages. 
 

8. Update TOC, LOT, LOF:  Select “Update field” for TOC, LOT and LOF before saving 
the document to reflect the changes that were made.  

o Select the appropriate table. 
o Step 1 

 Navigate to the “References” tab and click on the “Update table” option 
under the Table of Contents group (For TOC). 

 Right-click on the appropriate table and select the “Update field” option 
in the drop-down menu (For TOC and LOT/LOF). 

o Step 2 
 In the “Update Table of Contents” window, select “Update entire table” 

option and click “OK” (For TOC). 
 In the “Update Table of Figures” window, select “Update entire table” 

option and click “OK” (For LOT and LOF). 
 




Accessibility Report



		Filename: 

		Preparation of eCTD Compliant Documents- Areas to Focus on_V 3.0 dated 3.26.2018.pdf






		Report created by: 

		


		Organization: 

		





[Enter personal and organization information through the Preferences > Identity dialog.]


Summary


The checker found no problems in this document.



		Needs manual check: 2


		Passed manually: 0


		Failed manually: 0


		Skipped: 1


		Passed: 29


		Failed: 0





Detailed Report



		Document




		Rule Name		Status		Description


		Accessibility permission flag		Passed		Accessibility permission flag must be set


		Image-only PDF		Passed		Document is not image-only PDF


		Tagged PDF		Passed		Document is tagged PDF


		Logical Reading Order		Needs manual check		Document structure provides a logical reading order


		Primary language		Passed		Text language is specified


		Title		Passed		Document title is showing in title bar


		Bookmarks		Passed		Bookmarks are present in large documents


		Color contrast		Needs manual check		Document has appropriate color contrast


		Page Content




		Rule Name		Status		Description


		Tagged content		Passed		All page content is tagged


		Tagged annotations		Passed		All annotations are tagged


		Tab order		Passed		Tab order is consistent with structure order


		Character encoding		Passed		Reliable character encoding is provided


		Tagged multimedia		Passed		All multimedia objects are tagged


		Screen flicker		Passed		Page will not cause screen flicker


		Scripts		Passed		No inaccessible scripts


		Timed responses		Passed		Page does not require timed responses


		Navigation links		Passed		Navigation links are not repetitive


		Forms




		Rule Name		Status		Description


		Tagged form fields		Passed		All form fields are tagged


		Field descriptions		Passed		All form fields have description


		Alternate Text




		Rule Name		Status		Description


		Figures alternate text		Passed		Figures require alternate text


		Nested alternate text		Passed		Alternate text that will never be read


		Associated with content		Passed		Alternate text must be associated with some content


		Hides annotation		Passed		Alternate text should not hide annotation


		Other elements alternate text		Passed		Other elements that require alternate text


		Tables




		Rule Name		Status		Description


		Rows		Passed		TR must be a child of Table, THead, TBody, or TFoot


		TH and TD		Passed		TH and TD must be children of TR


		Headers		Passed		Tables should have headers


		Regularity		Passed		Tables must contain the same number of columns in each row and rows in each column


		Summary		Skipped		Tables must have a summary


		Lists




		Rule Name		Status		Description


		List items		Passed		LI must be a child of L


		Lbl and LBody		Passed		Lbl and LBody must be children of LI


		Headings




		Rule Name		Status		Description


		Appropriate nesting		Passed		Appropriate nesting







Back to Top
