LOUIS STOKES CLEVELAND DEPARTMART OF VETERANS AFFAIRS MEDICAL CENTER

Navigating the IRB Forms 

IRB Forms 1 through 7
All of the IRB forms are “protected”; this means that the user has limited access to the form.  Users can insert information in the fill-in fields, but are not able to change or alter the document.

Saving the Document
It is important that the user rename and save the document in a location other than the folder in the “Public Drive.” 

Check Boxes

 FORMCHECKBOX 
  Using your mouse, left click to select the option, left click again to clear the option

Text Fields

       This field allows users to enter text into the item or option indicated.  The maximum length of the text is unlimited so the user is able to type as much text as necessary.  Formatting is limited (no bullet lists, numbering, etc.).  Please note that formatting will be lost if you cut and paste from another document.  

Cross Reference Fields

There are several fields throughout the document that are cross referenced, this option allows the user to insert text in one area and that same information appears in another section of the form.  This function is used primarily for the last page in each document that is “For IRB Office Use Only.”  If a field is a cross-referenced field, the user will not be able to type in this field.  The information will appear in the cross-referenced section once the document is saved/closed and then re-opened.

VA Research Consent Form/Script
These forms are not protected documents.

Format

· Margins – 0.75 inches

· Left justification

· 12 point size fonts

· Helvetica font or other sans serif fonts

· Blank lines above and below each of the 8 section headings

· Blank lines between paragraphs

· No orphan headings

Inserting the Title of Study and Principal Investigator into the Header Section

1.  Go to the top of the document by hitting Ctrl+Home.

2.  Hit F11 (field becomes highlighted).

3.  Hit F9.  Type the title of the study in the fill-in field area.

4.  Hit “OK.”

5.  Hit F11 (field becomes highlighted).

6.  Hit F9.  Type the name of the Principal Investigator in the fill-in field area.

7.  Hit “OK.”

8.  Fields will be propagated during printing or when viewing print preview.

Boilerplate language

Several areas in the consent form contain boilerplate language.  The text in these areas should not be altered in any way.  The following areas of the consent form are considered boilerplate language:

· All text that appears above the section heading “Purpose of the Study”

· Headers and footers (except for Study Title and Principal Investigator)

· Last page/signature page of the consent (except for study contact information)

Misc. Information 

· Delete all help text that appears in italics throughout the document.

· It is strongly suggested that a version date or number appear in the footer section of the consent form.

Additional Information Concerning “Protected” Documents
A “protected” or locked document allows the user to insert text into fields.  In the event that the user is unable to navigate through the protected document or would like to format a document, the user can disable the “protected” feature.  

To unprotect a document:

1.  Select “Tools” on the toolbar.

2.  Select “Unprotect Document.”  Once this feature has been selected, the user will disable all of the fill-in fields (clicking on a check box will no longer function, the text fields will disappear if you insert text, etc.).  The user will be able to insert text freely throughout the document and format with no limitations.  If you should attempt to re-protect the document all previous information inserted into the fill-in fields will be lost.

Please Note:  If you are using Word XP (2002) or higher, you may now “unlock” the protected fields without losing info when re-locking them.  

1.  Select “View” on the toolbar.

2.  Select “Toolbars.”

3.  Select “Forms” toolbar.  This will insert the following toolbar on the viewing screen
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4.  The padlock “locks” and “unlocks” the document without reinitializing the form.

If you have any questions or need any assistance with the format of the forms, contact Rachel Floyd at (216) 791-3800 ext. 4653.
