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MODIFICATION (M), UNANTICIPATED PROBLEMS (UP), AND VIOLATIONS (V) ELECTRONIC PROCESS
STEPS FOR SUBMITTING MODIFICATIONS (M), UPS, OR VIOLATIONS (V) TO ORI VIA EMAIL:

1. Fill out the applicable IRB form (e.g., Modification, Internal Unanticipated
Problem, etc.).

2. All applicable IRB forms and attachments (e.g., Revised Sponsor Protocol,
safety reports, etc.) must be submitted as one PDF document that is
readable/searchable (Step D) and bookmarked (Step H). This requires Adobe
Acrobat Software (Adobe Reader is not adequate). Instructions on obtaining the
software and preparing the document are available below. Click the following
links for detailed instructions:

DOWNLOADING ADOBE ACROBAT FROM UK SOFTWARE

CONVERTING WORD DOCUMENTS TO PDF

CHECKING TO SEE IF TEXT IS READABLE & SEARCHABLE

MAKING PDFS READABLE AND SEARCHABLE

MERGING PDFS INTO PORTFOLIO PROCESS

Follow Step E when merging files with an electronic signature into a Portfolio

COMBINING MULTIPLE PDFE FILES INTO 1 PDF

Follow Step F when combining multiple PDF files from a file saved to desktop folder

G. INSERTING ADDITIONAL ADOBE PDES INTO 1 PDF
Follow Step G when inserting additional PDFs while working in Adobe

H. LABELING BOOKMARKS TO GUIDE THE IRB REVIEW

[

J

moowz

n

NAMING BOOKMARKS CHART FOR MODIFICATIONS
NAMING BOOKMARKS CHART FOR UNANTICIPATED PROBLEMS &
SAFETY REPORTING

K. NAMING BOOKMARK CHART FOR VIOLATIONS

3. Use the Naming Bookmark Charts to label the applicable documents
included in your submission.

4. Attach the submission to an email then send to IRBSubmission@uky.edu.
5. Attachments should not be encrypted or password protected.

6. The email subject line must include PI's Last Name, type of submission:
M IRB# PI's Last Name/ UP IRB# PI's Last Name/V IRB# PI's Last Name.

7. ORI will print out a copy of the submission to go into the file. Please do not submit a paper
copy.

8. Upon receipt, the email application is distributed to appropriate ORI staff. An
automated response will be sent to you with notification that the email and
attachment has been received. The ORI administrative and professional
associates managing the submission may contact you regarding any
guestions that they may have.


mailto:IRBSubmission@uky.edu
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A._ DOWNLOADING ADOBE ACROBAT FROM UK SOFTWARE DOWNLOADS:
In order to work with PDF documents, (combine, make readable and searchable,

bookmark) you will need Adobe Acrobat Software. Adobe Reader is not adequate as it
only allows you to read PDF documents.

1. LOG INTO THE UK SOFTWARE DOWNLOADS WEBSITE

HTTPS://DOWNLOAD.UKY.EDU/ WITH YOUR LINK BLUE USERNAME
AND PASSWORD.

W UK Soltware Downlcads X

8 htps//downloadluky edu

UK SOFTWARE
DO

2. SEARCH FOR ADOBE ACROBAT. CLICK SEE DOWNLOADS.

University of Kentucky
Software Downloads

Welcome Belinda, Legout

Search Software
Featured Software \ Adobe Acrobat m
Mathematics/Statistical
Operating Systems u}*‘ ko Srorahi
Office Adobe Acrobat allows you to create. edit. and sign PDF documents.
Design Features Include editing text and Images, approving with electronic

signatures, merging multiple files into one POF and integrating with

Security SharePoint
Utilities
SAP Utilitles
Classroom

3. CHOOSE ACROBAT PRO AND CLICK DOWNLOAD FOR EITHER THE
WINDOWS OR MAC VERSION.

Downloads for Adobe Acrobat

Version List

Acrobat Pro X1 (Windows) 518 MB Download

MD5S Checksum: 4052620 18a1014b57 19f24a51ee802

Acrobat Pro X1 (Mac) 582 MB Download

MD5 Checksum:fas1as45337 1265993594747 3135494

CLICK HERE TO RETURN TO STEPS


https://download.uky.edu/
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B.__CONVERTING WORD DOCUMENTS TO PDF:
1. CREATE AWORD DOCUMENT.

2. CLICK FILE THEN SELECT SAVE AS ADOBE PDF.
OEH - O -

FILE HOME INSERT DESIGM
- Cut .
D Times Mew R~ |
P Copy
aste -~ abe
- ~ Format Painter B I U
Clipboard =

3. SAVE MODIFICATIONS AS M IRB# PI'S LAST NAME.
SAVE UNANTICIPATED PROBLEMS AS UP IRB# PI'S LAST NAME.
SAVE NON-PROMPT UPS AS NP IRB# PI'S LAST NAME.
SAVE VIOLATIONS AS V IRB# PI'S LAST NAME.

=
Info

MNew

Researchers Go

Researchers Guide-CR Submission (v5

Open

I: = Electronic Process Training Manuals » Training Manuals Word
Save =
§ Protect Document
Save As .ﬁ Control what types of changes people can make to this document.

Save as Adobe
PDF

Print T Inspect Document

T ! Before publhizshing this file, be aware that it contains:
Share Elhcck for Document properties, author's name, related dates and cropped out image data
ssues Headers
Expacart
Custom XML data
Close Content that people with disabilities are unable to read
—1 -
Account By Versions
‘ @' Today, 1:54 PM (autosave 3
Options Manage Eg
Versions - B Today, L:44 PM (autosave)

CLICK HERE TO RETURN TO STEPS
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C._ CHECKING TO SEE IF TEXT IS READABLE & SEARCHABLE:
Documents that were originally created using Adobe Acrobat or documents that
were saved as PDF are readable and searchable. To check whether the document
is readable and searchable, select ctrl+a then all searchable text will be highlighted
in blue. If the process has begun and you receive the below message then the
document is already readable & searchable and Step D may be skipped.

Adobe Acroba li—:hj

i ) Acrobat could not perform recognition (OCR) on this page because:

This page contains renderable text.

[ lIgnore future errors in this document

OK ‘ | Cancel

CLICK HERE TO RETURN TO STEPS
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D._MAKING PDFS READABLE & SEARCHABLE:
1. CLICK THE ADOBE ““ DROP DOWN BOX AND SELECT OPEN WITH ADOBE

O

ACROBAT TO OPEN A DOCUMENT USING ADOBE ACROBAT.

=

« Heather » Training » ORI E-Processes

Organize ~ £=| Open with Adobe Acrobat XI | = Print Burn
2 Documents Name Open with Adobe Acrobat XI }
4. Music
o . CR Submission (2)
&, Pictures =
WG @E| E Approval Letters Process
PEN PDF FILE.

New folder =~ 1 @
Date modified Type
4/12/2016 8:59 AM  Adobe Acrobat D..)
4/1/2016 3:40 PM Microsoft Word D..

= |E e

@_Q.M « Medical IRB#2 Tuesday » Agendas » 7.2815 } EAgenda [y |[ Search EAgend 0
Organize » | B Open with Adobe Reader XI| » | Print Burn New folder R :D 9
| Favorites Name ’ ¥ Date modified Type Size
M Desktop L IR 15-0516-F2L Tupayachi Ortiz (part 1, G..  7/8/2015413PM  Adobe AcrobatD..  24,019KB

n

3. CLICK TOOLS.

= | (5]

*
Customize ~ ‘ E

Tools Sign Comment

Show Toals pane

4. CLICK TEXT RECOGNITION.

= | G S|

»

| e

Customize ~

Tools Sign Comment

Content Editing

Pages

Interactive Objects

Action Wizard

>
-
»
» Forms
.
L3

Text Recognition
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5. CLICK IN THIS FILE.
I | = e |

4
Customize - | Izl
E=-
» Content Editing
= Pages
» Interactive Objects
» Forms
» Action Wizard

~ Text Recognition
| : Aa In This File

[EE] Inptaeeicao oo

|Recogn|ze text in this file
OCR Suspects

i

6. SELECT @ALL PAGES.
[ Recognize Text (] |

Pages
@il A

) Current page

Il @ EFrom page 1 to I2

Settings l

Primary OCR Language: English (US)
PDF Output Style: Searchable Image
Downsample To: 600 dpi

o ] [ e ]

e

7. TO CHECK IF TEXT IS READABLE,
SELECT CTRL+A. READABLE TEXT WILL

BE HIGHLIGHTED IN BLUE.
T L . | AT | W

~< ow Wocon s
" G- |8 .;ij-.*_:..:!nr'.u‘«
(B0 BB RN - foals | Sign | Comment

F1.2000
FORM 2
SIGNATURE ASSURANCE SHEET

8. TO SEARCH FOR AWORD, SELECT CTRL+F.
TYPE THE WORD INTO THE POP UP BOX.

CLICK HERE TO RETURN TO STEPS
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E._MERGING PDES INTO PORTFOLIO:

Follow Step E when merging files with an electronic signature into a Portfolio.

1. SELECT FILE.

- - - 0 - | o— El g
%| | . = Heather » Training » ORI E-Processes - Search ORI E-Proce.. P |
Organize ~ £=| Open with Adobe Acrobat XI ~ Print Burn New folder =+ 1 @

* Name Date modified Type
] Libraries ; — .
|"1 CR Submission (2) 471272016 8:59 AM  Adobe Acrobat D...
.*L Documents — :
. = E Approval Letters Process 4/1/2016 3:40 PM Microsoft Word D..
. Music
2. RIGHT CLICK COMBINE FILES.
weith Adobe Acrobat X1 Share with - Prinmt MNew folder
- || Eme '7m_|
)‘e ’LB - Orpen with Adobe Acrobat 2L
Chapter Chapter o Print
1.polf | 2.pdf — —
T . " o " By Combine files in Acrobat...
/’/’a N Mowell Copyr...
Share with [
Send to -
Cut
Copy

Create shortcut
Delete

Rename

Properties

3. DRAG FILES INTO THE COMBINE FILES POP-UP BOX.
r@ Combine Files l = |[=] g1

[& Add Files... - B8 =] options | [ Help |
MName Page Range Size Modified Bookmark for File Warnings/Errors
=) Downloading Adobe A... All Pages 18196 KB 4/29/20.. Downloading Ado...

== Combine Files ][ Cancel ]
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4. |IF THE ORDER OF THE FILES NEEDS TO BE CHANGED, DRAG THE
INDIVIDUAL FILE INTO THE APPROPRIATE LOCATION.
r@ Combine Files @M‘

[& Add Files... - [88 =] [ options | [ Help |
MName Page Range Size Modified Bookmark for File Warnings/Errors

74 Downloading Adobe A.. All Pages 181.96 KB 4/29/20.. Downloading Ado..

b1 IRB Members Manual (.. All Pages 4.39 MB 4/19/20... IRB Members Manu...

Name: IRB Members Manual (v 4.19.16).pdf

Page Range: All Pages

Size: 439 MB

Modified: 4/19/2016 9:31:58 AM

Bookmark for File: IRE Members Manual (v 4.19.16)

5. CLICK OPTIONS.
| S -
|EE =

8 = [ Optigns. | [ Help |

Warnings/Errors

6. IN THE OPTIONS POP-UP BOX, CLICK PORTFOLIO THEN CLICK OK.

Options

Frle Sizer

File Type: ) Single PDF

@ Fortfolic]
Other options
= Advways enable accessibility and reflow
Adwverays add bookmarks to Adobe PDF
Continue combining if an error occurs
[ Show page numbers in Thumbnail WView

Conwvert all files to PDF when creating a portfolio

[ ox ][ conca |

7. CLICK FILE.

(518 Edit View Window Help
r T =

8. CLICK SAVE AS:
SAVE MODIFICATIONS AS M IRB# PI'S LAST NAME.
SAVE UNANTICIPATED PROBLEMS AS UP IRB# PI'S LAST NAME.
SAVE NON-PROMPT UPS AS NP IRB# PI'S LAST NAME.
SAVE VIOLATIONS AS V IRB# PI'S LAST NAME.

File | Edit Image Layer Select Filter WView W
MNew... Ctrl+MN
Open... Ctrl+ O
Browse... Alt+ Cerl+ O
Open As... Alt+Shift+ Ctrl+ O
Open As Smart Object...

Open Recent L
Close Ctrl+W
Sawve Cirl+5

Shift+ Ctrl+S

CLICK HERE TO RETURN TO STEPS
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F._COMBINING MULTIPLE PDE FILES INTO 1 PDF FILE:

Follow Step F when combining multiple PDF files from a file saved to a desktop folder.

1. SELECT FILE.
[ = @ 4 ™

%M « Heather » Training » ORI E-Processes _ Search ORI E-Proce.. P
Organize ~ A Open with Adobe Acrobat XI ~ Print ~ Bumn New folder = - j 9
* Name Date modified Type
) Libraries ;
5 : |“1 CR Submission (2) 4/12/2016 859 AM  Adobe Acrobat D..|
-". Documents =
{@:| E Approval Letters Process 4/1/2016 340 PM  Microsoft Word D.,

&, Music

2. RIGHT CLICK COMBINE FILES.

with Adobe Acrobat XTI Share with - Print Mew folder
[ - Sror e [Cror |
}‘b ,&b - Orpen with Adobe Acrobat XL
Chapter Chapter Cow Print
1.pdf 2.pdf —
. . : 5, Combine files in Acrobat...
/ I Mowvell Copy...
Share with »
Send to »
Cut
Copy

Create shortcut
Delete

Rename

Properties

3. DRAG FILES INTO THE COMBINE FILES POP-UP BOX.
ESB Combine Files

(& Add Files...~

Name Page Range Size Modified Bookmark for File
iy Downloading Adobe A.. All Pages 18196 KB 4/29/20.. Downloading Ado..
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4. CHANGE ORDER OF FILES BY DRAGGING FILES TO THE CORRECT ORDER.

@ Combine Files ==hL
(& Add Files.. - |88 =] [ options | [
Name Page Range Size Modified Bookmark for File Warnings/Errors
= Downloading Adobe A.. All Pages 18196 KB 4/28/20.. Downloading Ado...
k2| IRE Members Manual (.. All Pages 439 MB 4/19/20.. IRB Members Manu...

MName: IRB Members Manual (v 4.19.16).pdf

Page Range: All Pages

Size: 4.39 MB

Modified: 4/19/2016 9:31:58 AM

Bookmark for File: IRB Members Manual (v 4.19.16)

2 S o b __Combine Files ] [«

5. CLICK COMBINE FILES.

@ Combine Files l e | [
[& Add Files... - . — Options [
MName Page Range Size Modified Bookmark for File Warnings/Errors
= Downloading Adobe A.. All Pages 181.96 KB 4/29/20... Downloading Ado...

-] IRE Members Manual (... All Pages 4.39 MB 4/19/20... IRB Members Manu...

I®
9
&

Combine Files 1

6. CLICK FILE THEN SELECT SAVE AS:
SAVE MODIFICATIONS AS M IRB# PI'S LAST NAME.
SAVE UNANTICIPATED PROBLEMS AS UP IRB# PI'S LAST NAME.
SAVE NON-PROMPT UPS AS NP IRB# PI'S LAST NAME.
SAVE VIOLATIONS AS V IRB# PI'S LAST NAME.

File | Edit Image Layer Select Filter View W

Mews... Ctrl+ M
Open.. Ctrl+ O
Browse... Alt+ Cerl+ O
O pen As... Alt+Shift+ Ctrl+- O
Open As Smart Object...

Open Recent Ly
Close Crl+ W
Sawve Ctrl+ 5
Sawve As... Shift+ Ctrl+ 5
Sawve for Web 8 Devices... Alt+ Shift+ Ctrl+ 5
Rewert F12

CLICK HERE TO RETURN TO STEPS
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G._INSERTING ADDITIONAL PDF

SINTO 1 PDE FILE:

Follow Step G when inserting additional PDFs while working in Adobe.
1. IN ADOBE ACROBAT PRO, CLICK TOOLS.

[E=1 o e

Customize - | P

Tools Sign Comment

Show Tools pane‘|

2. CLICK PAGES.

[E= A =5

£

Customize — | IZI

Tools | Sign Comment
=

Content Editing

Pages

Ll

Interactive Objects

Action Wizard

=
-

-

» Forms
-

» Text Recognition
-

Protection

3. CLICK INSERT FROM FILE.

e | (ST ||

Customize - | =]
- [EaE

- Comntent Editing

~ Pages

Manipulate Pages

Il
g

Page Thumbnails

[& Rotate

(& Delete

[&>» Extract

E) Replace

[&r crop

[ split Document
Insert Pages

[&: Insert from File

4. INSERT FILE.

| Select File To Insert

==5)

OO |. <« Heather » Emods, aes, violations »
Organize ~ New folder
% Dropbox = Name #
_— B ). MICHELLE
ol Libraries )
I Sections

L. Documents
= X 03-0500-F2L sp3

& Music

- otk “X 03-0512-P2B b, ¢
= ictures

= "X 04-0475-F2L exae
i,\lldeos e

maods, aes, violations » - | +y | | Search mods, aes, violat.. 2 |

0 e

Date modified Type
4/5/2016 11:40 AM File folder
3/31/2016 10:17 A...  File folder

3/17/2016 8:23 AM Adobe Acrobat D...
3/22/2016 4.08 PM Adobe Acrobat D...
4/1/2016 10:50 AM Adobe Acrobat D...

Size

1,677 KB
4,085 KB
2,851 KB

-

11
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5. SELECT DESIRED LOCATION THEN CLICK OK.

Insert Pages

Insert File: 0O4-0475-F2L exae.pdf

Location: -

6. BOOKMARK EACH SECTION.

12

L 1B Adbe & Sharepoint Guide.pd! - Adobe Acrabat Pro
Ble Edit Wew Window fHeln
o |  BES0RBE|@C

D hhBEE
| MO | =@ [us]-]|HA

Bockmarks

* 1B Sharepoint & Adobe Training [ew oo
P Setocting Browser Process & Accessing Sharepoint
22 || Opening An Agenda Document Process
& nitial Review Contadt Info
= EXP Initial Review on Sharepoint Process

2 CR Review on Sharepoint Process

P Mods/AEs/Violatoins on Sharepoint Process
¥ Changing Display Process

¥ Adobe Functions Process o

Toals.

Selecting Browser for Sharepoint Process:

* Internet Explorer, Mozilla Firefox. and Google Chrome are browsers to access the
Internet. Internet Explorer is the best option for accessing Sharepoint since the functions
work properly.

7. CLICK FILE THEN SELECT SAVE AS:
SAVE MODIFICATIONS AS M IRB# PI'S LAST NAME.
SAVE UNANTICIPATED PROBLEMS AS UP IRB# PI'S LAST NAME.
SAVE NON-PROMPT UPS AS NP IRB# PI'S LAST NAME.
SAVE VIOLATIONS AS V IRB# PI'S LAST NAME.

Open As Smart Object...
Open Recent

File | Edit Image Layer Select Filter View W
Mlews... Ctrl+ M
Open... Ctrl+ O
Browse... Alt+Ctrl+ O
Open As.. Alt+Shift+ Cerl+ O

Clo=e

Sawve

Save for Web & Devices...
Rewvert

Crl+WwW
Ctrl+ 5

Shift+ Ctrl+ 5
Alt+ Shift+ Ctrl+ S
Fl12

CLICK HERE TO RETURN TO STEPS

o [
x|

Sign | Comment




J/Electronic Process Training Manuals Word/Researchers Guide- Mods, UPs, Violations (5.24))

H. LABELING BOOKMARKS TO GUIDE THE IRB REVIEW:
1. CLICK BOOKMARK ICON. '

P TS G s

Bie Lan Yew Window e

) Creats - (ol B = NP e 2 G @ &1
# 1 |80 v & | = [oox -] | B B

||ME‘ [

2. CLICK NEW BOOKMARK ICON. [

"L 07-0841-F2L sp.pdf - Adobe Acrobat Pro

13

File Edit View Window Help

Fl create~ | [ & & X | & © @ B @ [

@ [1]72| [N < | = @ [116% -] |

@ Bookmarks

T =

3. ON EACH PAGE OF FIRST SECTION, LABEL EACH BOOKMARK WITH

NAME OF FORM.

REFER TO NAMING BOOKMARKS CHART FOR NAMES OF FORMS.

L] IRBE Members Manual (v 4,19.16).pdf - Adobe Acrobat Pro
File Edit View Window Help

Ficaan~r | [P ¥ & & F=E| @ 0= @B
*® @) [a3)s3s [N | & @[5 ]-] | [ 63
(L) | Bookmarks [l (3]
|un =)= T e e
T T 1nternet Explorer 8 and later
& [P Microsoft Edge
& |7 lapple safan
P set safari preferences to use Adobe Reader plug-in to
view PDFs
T pisable AdobePDFViewer Plug-in to use the default
Safari PODF viewer

4. CLICK FILE THEN SELECT SAVE AS:
SAVE MODIFICATIONS AS M IRB# PI'S LAST NAME.

SAVE UNANTICIPATED PROBLEMS AS UP IRB# PI'S LAST NAME.

SAVE NON-PROMPT UPS AS NP IRB# PI'S LAST NAME.
SAVE VIOLATIONS AS V IRB# PI'S LAST NAME.

File Edit Image Layer Select Filter Wiew i

COpen Recent

Close

Crl+
Cpen... Ctrl+ O
Browse... At Crrl+ O
Open As... Alt+Shift+ Cerl+ O

Open As Smart Object...

Crl+W

Sawe Ctrl+S
Shift+ Ctrl+ 5

Sawe for Web 8 Devices... Alt+Shift+ Cerl+ S
Rewert F12

CLICK HERE TO RETURN TO STEPS
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. NAMING BOOKMARKS CHART FOR MODIFICATIONS:

Form Bookmark Title

Memo IRB#/PI's Last Name *
GIS A/GIS/PI's Last Name*
Study Personnel SP

Research Description

Appendix A(B...C.. .etc.)
Consent Form

Non-English Speaking Consent Form

B/Research Description

C/Consent Form
C/Language/Consent Form
ex: C/Spanish/Consent

B/Appendix A, Appendix B . . .

Assent Form

Waiver of Informed Consent

Waiver of Documentation of Informed Consent
Cover Letters/Scripts

DHHS-approved Sample Informed Consent Form

Non-English Speaking Subjects

D/Assent Form
E/WIC
F/WDIC

F/Cover Letter or Script

G/DHHS

H/Non-English Speaking

HIPAA De-ldentification Certification Form I/De-ID HIPAA
HIPAA Authorization Form J/HIPAA
Waiver of Authorization Form K/WofHIPAA

Flyers/advertisements
Data Collection Instruments

L/flyers or ads
M/instruments

Use of any Drug Being Tested in Research O/Drug
Use of any Device Being Tested P/Device
Use of Radioactive Materials Q/RSF

Package insert or FDA approved label
Research Involving Adults with Impaired Consent Capacity

S/FDA or Insert
T/Impaired Consent

Research Involving Pregnant Women, Fetuses, Neonates U/Neonatal
Research Involving Prisoners V/Prisoners
Research Involving Children WI/Children
Signature Assurance Sheet Z
Grant/Contract Application AA/App
Drug Protocol/DHHS Protocol/NIH Trial BB/Protocol
Investigator Brochure/Drug Label/Monograph CC/IB/DL/M
Device Protocol/Label/Manufacturer Operating Manual, HUD Info DD/DP/L/IMOM/HUD
Institutional Biosafety Committee EE/IBC
Radioactive Drug Research Committee FF/RDRC
Medical Center/College of Medicine [I/COM

*PI's last name needs to be included in the title of the first bookmark*

CLICK HERE TO RETURN TO STEPS
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Form Bookmark Title

Internal Prompt UP Reporting Form (with PI's signature) 1UP/IRB#/ PI's Last Name
External Prompt UP Reporting Form (with PI's signature) EUP/IRB#/PI's Last Name
Non-Prompt Cover Form (with PI's signature) NP/IRB#/ PI's Last Name
Memo Memo/PI's Last Name

*P|'s last name needs to be included in the title of the first bookmark*

K. NAMING BOOKMARKS CHART FOR VIOLATIONS:

Form Bookmark Title
Protocol Violation Reporting Form (with PI's signature) V/IRB#/ PI's Last
Memo Name Memo

*P|’s last name needs to be included in the title of the first bookmark*

CLICK HERE TO RETURN TO STEPS
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