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Purpose of this Tutorial

AAHRPP requires PDF files to be submitted as specific sections of the electronic application where
you submit one PDF file containing Sections A-D and one PDF file containing Section E.

Requirements for the PDF files in these sections include:

— All files must be converted into PDF

— All electronic forms (electronic application forms and review systems) must be
converted into PDF

— Each PDF file must be readable and searchable

— Each PDF file must contain page numbers (You want two sets of page numbers. One is for each
individual document used within your Supporting Documents so that they can be referenced in your
element-by-element review. The second is the complete file for Sections A-D and Section E.)

— Each PDF file must be bookmarked

The purpose of this tutorial is to show you how to create PDF files using Microsoft Office files,
websites, electronic forms, and scanned documents. These instructions are based on Adobe Acrobat
7.0 Professional and Microsoft Windows XP Professional Version 2002.
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AAHRPP Submission Requirements

Self-Assessment

Element-by-Element
Evaluation

using
Evaluafion Instrument

[

Application

Section A:
Application Form

Review HRFF i

Section B:
Cnervien
of HRPP

Section C:
Element-by-Element
Indest to Supporting

Documents

Section D:
Supporting

Meddify HRPP
to meet
AARHRPF Sandards

Docurments

Section E:
Agenda, Minutes,
and Other
Correspondence

Section F:
|RB Rosier

Section G:
List of Active
Protozols

This diagram shows the seven sections comprising an AAHRPP
accreditation application (see blue shading).

In your AAHRPP application, you will submit an electronic copy of
all the materials and hard copies of sections A-D.

Adobe Acrobat 7.0 Professional will be used to create two
separate files in your application. Documents that were created
In another type of computer program, such as word processing
software, are converted into PDF files with Adobe Acrobat. Your
application will contain two PDF files and two spreadsheet files
that are readable by Microsoft Excel:

One PDF file contains Sections A-D
One PDF file containing Section E
One spreadsheet containing Section F
One spreadsheet containing Section G

ronNRE

We will now briefly discuss each section and describe how to
create PDF files.
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Section A: Application Form

Application Form for

-

-

L
- , AAHRPP Accreditation

(Compiete, sgn and seimd origing! with your completed appicstion)

O Mew Applicant
O Renewal Applicant

Mame of Organization applying for accradiation

Parent Organization, If gifferent from abowe

Agdress

Agdress

Agdress

City Slata Couniry

Mumber of aciive protocols:
Sxempt
Expedited review:

Full IRB review:

Tatal number of
acthve protocaols:

Postal Coda

Section A is the AAHRPP application form,
downloaded from AAHRPP’s website. Itis a
two-page document that needs to be completed
and signed as the first section of your
application. Also, send the original signed copy
to AAHRPP. It is best to paper clip this and put it
In a separate folder.

As part of the application, you will include the
name of the primary contact individual as well as
the name of the responsible organizational
official. The application also asks you to list the
number of active protocols. To qualify as active,
the protocol must be reviewed and approved by
the IRB. Include all exempt determinations
made in the past 12 months prior to the
application submission date.

For example, if a protocol was reviewed by a
fully convened IRB committee three months prior
to the application but had not been approved
pending approval of modifications, it is still
defined as an active protocol and should be
included on your application.
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http://aahrpp.org/Documents/D000042.RTF

Section B: Overview of the Human
Research Program

{""Seif.Assessment ;[ Application Section B is the second part of your AAHRPP
[ N\ setons application. Itis an overview of your institution’s human
' . Appheation Fomn . H
HLT research protection program. It needs to contain the
Element-by-Element : . .
Evaluation [ sotons following in no more than 10 pages:
| ae _
Review HRFP e A W N ame
E'.'aluati:rﬁlrlfstrumen1 _.EmimeﬁTEEnem I - OVerVIGW and pUI’pOSG
Indes to Supporing | | . . .
] Doners | | 3 — Description
%’“E%ZE:E : — Key representatives
s 1 — Accreditation history
: Section E:
Ao, Minues — Types of human research conducted
. Comespondence . .
Mody HRPF : — Other organizations
to meet ' action F: .
anrRppsandarss || ! || BERRE — Other relevant background (this may be left
: : blank if there are no unique characteristics of
: . Sechion G: 1 1
\ PRI your organization)
Use a font that is easily readable for the final document,

such as Arial 12 point font.
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Section B: Overview of the Human
Research Program

Self-Assessment

Element-by-Element
Evaluation

using
Evaluafion Instrument

[

: | Application

Section A:
Appieation Form

Section B:
Cnervien
of HRPP

Review HRFP i

Secfion C:

Indest to Supporting
Documents

Section D:
Supporting

Medify HRPP
to maet
AAHRPPF Sandards

Docurrents

Section E:
Agenda, Minutes,
and Other
Comespondence

Section F:
|RE Rosier

Section G:
List of Active
Protozols

Element-ty-Elemend| | ©

Other Organizations:

List and describe other organizations whose research is
overseen by your HRPP. Include those organizations
that abide by your policies and procedures.

sExamples include:

CBOCs that are listed on your FWA

Divisions within your healthcare system (e.g.
another campus that is listed on your FWA)

A smaller VA that uses your R&D Committee as
well as the IRB

*Do not include a VA that you serve as the IRB for but
who has their own R&D Committee.
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Sections C & D: Element-by-Element
Index and Supporting Documents

Evaluafion Instrument

Review HRFP
using

[

of HRPP

Secfion C:

Indest to Supporting
Documents

Element-ty-Elemend| | ©

Section D:
Supporting

Docurments

Section E:

Sections C and D are the self-assessment parts of the

Self-Assessment : | Application ) . .
; AAHRPP application. There are 77 elements in the
Section A: . .
Begicaion Fom AAHRPP accreditation standards.
Element-by-Element
Evaluation
Section B:
Oyervien

Section C is the element-by-element index to the
supporting documents included in Section D. Include in
this section the headers for each domain (without
commentary), standard, and element as this will make
bookmarking easier later on. Do not use more than one
page for each element and do not separate elements

s, linges with page breaks. The description for an element can
| Corespondence roll over to the next page, just keep the length to under a
i e page. Use a font that is easily readable for the final
ARHRPP Standards Section P : )
document, such as Arial 12 point font.

Secfion G:

List of Active
Protocols

In Section D, include a copy of each supporting
document referenced in Section C. If a supporting
documents addresses multiple elements, only include

one copy of the supporting document.
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Section E: Other Documents

Section E consists of agenda, minutes, and
correspondence with oversight agencies about

: Selt-Assessment | Application problems or their resolution in the year prior to the
: ( ) || St AAHRPP application submission. Include the
o LT following documents:
ement-by-Element
Evaluation Section B:
ey 1. Agendas and minutes for the three most recent
el I Rt Ty meetings of each IRB. (If you use the IRB of
Sistensnmert| || eniytene | another institution, you do not need to submit
] Oocerts IRB agendas and minutes if they are
— undergoing their own AAHRPP review.)
Suparing 2. Also, you will need to include agendas and
.................... minutes for the three most recent R&D
e Committee meetings.
Coegntene 3. Correspondence with oversight agencies in the
Moy P past year about problems or their resolution.
AAHRPP Standards 8 P 4. Internal and external audits or reviews within the
past year. (Only include those that pertain to
secon the overall institution's HRPP, not individual
pncly |nve§tlgators. Do not include anything with
................................. PHI.
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Section F: IRB Rosters

Section F in your AAHRPP application includes a list of
IRB members. It needs to be in a single file in a form

:  Self-Assessment ;| Application readable by Microsoft Excel. (If you use the IRB of
¥4 \ | s a another institution, you do not need to submit IRB rosters
' | | Aoetcaion Fom if they are undergoing their own AAHRPP review.)
o | . If you have multiple IRBs, you may want to have a
| e separate sheet for each IRB. You could also choose to
- | include a column indicating the IRB in which the member
S winc. || NAS an appointment. The following information must be
—fmeamm| | . included for each IRB member:
i Documents H
S || — Name
Docurments H
.................... — Earned degree
e e — Scientific status
and Other . .
;| [ Corespencence — Representative capacity
A I . — Indications of experience
R I — Relationship of the member to the organization
: A — Affiliation status
\ JHIR: =5 — IRB position

— Membership status
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Section F: R&D Committee Rosters

Self-Assessment

Element-by-Element
Evaluation

using
Evaluafion Instrument

[

: | Application

Section A:
Appieation Form

Review HRFP i

Section B:
Onerview
of HRPP

Secfion C:

Element-ty-Elemend| | ©

Indest to Supporting
Documents

Section D:
Supporting

Medify HRPP
to maet
AAHRPPF Sandards

Docurrents

Section E:
Agenda, Minutes,
and Other
Comespondence

Section F:
|RB Rosier

Section G:
List of Active
Protozols

Section F in your AAHRPP application also
includes a list of R&D Committee members. This
can be submitted as a separate sheet within the
spreadsheet containing the IRB Roster. The
spreadsheet needs to be readable by Microsoft
Excel. The following information must be included
for each R&D Committee member:

— Name

— Earned degree
— Scientific status
— Area of specialty
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Section F: IRB and R&D Rosters

Below is an example of how your spreadsheet could be set up with a separate sheet for
the IRB and R&D Committee Rosters. Click here for the sample template and instructions
for the IRB Roster and R&D committee roster.

E! Microsoft Excel - Sample IRB AND R&D Roster- Section F 5-25-06.xls

Eile Edit Yiew Insert Format Tools Data  Window  Help

DeEdsasm SRV ¥ BB <t @ = -2 %2 j 0w -3
Arial -2 ~[Blru =SE=EE %, 3% EE O -2-A
A - #& Section F: IRE Roster
A | B | C | D | E | F | G | H |
Section F: IRB Roster
1
Mame Eamed Degree’  Scientific  Representative  Indications of ©  Relationship " Affiliation Status® IRE Paostion ~  Membership
5 Status Capacity Experience Status
3 |
4
.
A E | C D
Section F: R&D Roster
1
> Mame Earned Degree Scientific Status Area of Specialty
3 |
4 1
i
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Section G: Active Protocols

" Self-Assessment ;| Application Section G in your AAHRPP application is a list of active
L/ I, IRB protocols (do not include those that have been
: | | AssicsionFom reviewed but not approved by the IRB). This needs to be
Element by Element | ; in a single file, using software readable by Microsoft
D] St Excel. The following information needs to be included :
' of HRPP
Review HRFF ) | — . — Title
using — ' .
i — IRB tracking number (when used)
‘ —F — Investigator (or investigator code number)
%’“E%ZE:E — Date of initial approval
e |; — Type of sponsor or funding entity
| [ s —  Type of initial review (e.g., full, expedited, or
| | Commsponcen exempt)
Meddify HRPP ' . . - .
o | sestione — Only include all exempt determinations made in
AAHRPP Standards : IRB Roster . . .
: the 12 months prior to the application
: A submission date.
. . List of Acive
i \ j E Protoccls
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Section G: Active Protocols

Below is an example of how your spreadsheet could be set up. Click here for the
sample template and instructions for the active protocol roster.

E Microsoft Excel - Sample Active Protocol Roster- Section G 5-18-06.xls
Eile Edit ‘“iew Insert Format Tools Data  Window  Help

DeEdsy &RV R % = -2 %l 400w -
pria -2 -[Bl7u EEEE S %, W8 EE L -2-A
A - & Section G: Active Pratocaols
A | B | E | D e E | G | H
Section G: Active Protocols
1
Pratocal Title " IRE Tracking °  Investigator = Initial Approval Type of Initial Review " Type of Spansar
L] Mumber Date or Funding Entity
3 fwhen used) {or code number) Full " Expedited™ Exempt ™
4 1
" .5 1
E 1
?- 1
- B 1
9
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Adobe Acrobat 7.0 Professional

Information on the Adobe Acrobat 7.0 Professional product can be found here.

If you would like to give the product a try, you can create five Adobe documents for free
by downloading the software here.

Remember- all VA software must be purchased and installed on VA computers by
your IT staff. It may take a lengthy amount of time to order, receive, and install the
software. Please allow yourself time for this process.
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http://www.adobe.com/services/createpdf/pdfprodinfo.html
http://createpdf.adobe.com/

Before You Begin

Important: Before beginning this project, do not add any headers, footers, or other text
to scanned documents at this time. This will be addressed when you create your final
document.

— Allow yourself at least one week to assemble the AAHRPP electronic application.
— Avoid use of “funny fonts” in documents to be converted to PDF.

— There should be few scanned documents in the application submission.

— Do not scan in grayscale or color, use black and white when scanning.

— Scan in 300 dpi.

— If you want page numbers in your individual documents, create these in the
original before converting to PDF.

— Avoid having other programs (such as your email and Word documents) open
when converting documents into PDF files using Adobe Acrobat 7.0.
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File Management Tips

Keep all documents related to your application in one place.
Name the documents so that everyone is clear which document it is.

Date each document after its name so that you can keep up with versions. If you
make another change on the same day, add a letter at the end of the date. For
example: AAHRPP Application.60606B.

You may want to save each of the documents used for your Supporting
Documents with both the number and title (e.g. Document 1- FWA). This makes
it easier to write your element-by-element index and merge the documents into
the A-D pdf file.

If there are documents on several computers, you may want to keep them all on
a removable source, such as a USB Memory Key, an external hard drive, or a
rewritable CD-ROM.

Remember to back up your files. Make a habit of backing them up at the end of
each day.
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Converting Websites

You can download and convert web pages from the top level of a URL, with each web
page becoming multiple PDF pages if necessary. You can determine whether to
download pages from the top level of a site, from a specified number of levels below the
top level, or the entire site.

Note: Some websites have hundreds of pages and can take a long time to download, as
well as use up your systems hard disk space and available memory, causing your system
to crash. Begin by downloading only a few levels at a time.
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Converting Websites

Open the AdObe AcrObat E.-—'u‘lr:-hr Acrobat Professional
SOftware program- —> FIEN Edit Wiew Document Comments Tooks  Advanced  Window Help
l-:%:.:‘r;.ﬁ C"H"‘U ;ﬁ:ﬁr&mdum--;saﬂglﬁqeﬂga-ﬁmra-fﬁim' ' Forms -
E;Ur_gaulz;f R 'IE.-‘Frcm ﬂul;:iiﬂe Fles...
From the menu, select i b % i Wb P, SRICHID |
— File asing
— Create PDF
— From Web Page o Ser o .. i
Form Data 3

i History k
LEMHors to Aaply Updated 2-10-06, pdf
2 T\ Phoanie 100 armouncemeant 2-8-2006. 000
FEN N the Applcation for Acored 2. pdf
4 O Erica-Doruska-Anrwal-12-05. pdl
5 £\ Ericar Donuska-Anrual- 1205, pdf

Exit i+
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Converting Websites

- Enter the Web Slte URL Create PDF from Web Page

— Enter settings
. LRL: EII"II;IIIII'WMH.HIIHIIH.I:IIIII s | Browse... |
» 5 levels (depending on how ntnee
many pages you Want) e A |ﬁ level(s) ) Get cntire site
» Stay on same path ety [ i e
« Stay on same server = EStnyunsome sorver
- CIICk Create — l Crealy || Carmze| || Settings... |

Note: Word documents on the website
will need to be converted using the
instructions “To Convert Files”, described
in the previous screens.
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Converting Electronic Forms

Let's say you want to convert the AAHRPP
Application Form into a PDF.

The first thing you need to do open a
Internet browser window (Explorer or
Netscape) and bring up a web page.

Note: This conversion technique could
also be helpful if you want to reference a
specific policy posted on a webpage.

B

tame of Organzaban apohang for accrediatian
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Converting Electronic Forms

From the menu select:

g http://aahrpp.org/Documents/D000042.RTF -

— File

— Print ) RSN Edit View Insert Format Tools Table Go To Favorit
New » O Search ¢ Favorites €2 |
Open... Ctrl+0
CUES T nents/D000042.RTF
Save As... ;

_ Page Setup = - -
— T 2 o

Import and Export...
Properties
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Converting Electronic Forms

— Click on the Properties button

Printer

Name:
~“yAdobe PDF
Status:

Find Printer...

Type: Adube PDF Converter
Where: My Documents
Comment:

Page range

@ all

O Current page

O Pages: ‘

Enter page numbers and/or page ranges
separated by commas. For example, 1,3,5-12

Print what: | Document v |

Print: |AII pages in range v |

[ Print to file
] Manual duplex

Coples
Number of copies:

=

q? Collate

Zoom
Pages per sheet: | 1 page ¥ ‘
Scale to paper size: |No Scaling 8 ‘

[ oK ] [ Cancel ]
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Converting Electronic Forms

— Click on the Adobe PDF Settings
tab

— Make sure the Adobe PDF Page
Size is Tabloid

.
i’" Adobe PDF Document Praperties

Layout Fapcr.fuumtyil 25 Adabe POF Settings

- Muh;a PDF Comversion Settings

Usa these settings o create Adobe PUEF documents suitable tor relinhle vicwing and printing
business documents. Created PLE docurnents ean be opened with Acrobak and Adobe Bead

W

and later,
Diefault Settings: [Standard - Ed
Aulubie POF Seourity: |Nl:ll1l3 b Ed
Adobe PFDF Output Falder |I-'rnrrq'rt tar Adnbe: PLIE tilename = Ciraw

e sl PO P S (T - | A

v Wiew Adobe POT results

[ Auld Document lformation
[ Do et seaal Tomas o “Bdule PO
|'f_ | Tesleste Ir|[| tiles bor samzeessiul jnhs

[ Ask i Neplace axisting POF Gila
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Converting Electronic Forms

Click on the layout tab

Make sure the orientation is

landscape

Click OK

5
ﬁ" Adobe PDF Document Properties

Layout |Papa.r.-1m.;a|it,-ll ! fj:_:f Adioke FOF Sallings|
| . |

Crientaton
"t Portrart

el (& L andscape

3 Ralaled Landsoape

Pages Par Sheal: | 1
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Converting Electronic Forms

— Make sure the printer is “Adobe
PDF”

— Click OK

Printer

Name:
~“yAdobe PDF
Status:

i

Type: Adube PDF Converter

Where: My Documents

Comment:

Page range

@ Al

O Current page

O Pages: ‘ |

Enter page numbers and/or page ranges
separated by commas. For example, 1,3,5-12

Print what: | Document v |

Print: |AII pages in range v |

Find Printer...
[ Print to file
] Manual duplex

Coples

Number of copies: 1 &

=

q? Collate

Zoom
Pages per sheet: | 1 page v ‘
Scale to paper size: |No Scaling v ‘
—b [ OK ] [ Cancel ]
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Converting Electronic Forms

Save PDF File As

Savein: ‘ ¥ My Computer

- | & B Ev

a1 -

= ““Local Disk (C:)
& 2 DVD-RW Drive (D:)
My Recent “* Fuji Drive (E:)
Documents | =Shared Documents
E (D Erica Doruska's Documents
| | &
Desktop
l: _.\_‘a
l",-/
My Documents
My Computer
My Networl
A File name: [D360A78 < > | Save
Save as type: IPDF files (*.PDF) - | Cancel v
= 774

Save the file with a
descriptive name and
today’s date
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Converting Microsoft Office Files

You can convert your Microsoft Office Files either individually or in the process of

creating your PDF from multiple files. If you want to convert them individually, follow
these directions.

ﬂ Adobe Acrobat Professional

Open the Adobe

Acrobat software B - I .
IPE P PSR- - 8 i Search| T Create FOF = S Comment & Markip - w2 Send for Revew - [ Senure - € Sign = i Farms =
program | Tk Eeloct G b TR T & 1T+ ] sr | i Help -

_»Hle Edit  View Document Comments Tools Advanced  Window  Help

From the menu select
file
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Converting Microsoft Office Files

Then select:

Create PDF
From File

o ik, SR

fuz | B froicizhan e

DOCLOEr RO EriEsr, | CIr|HT

Wint=ehias H LR b
:I:;_:mnt.., Ciyl=f
|Emr\_{.!.-xtr o TV 5 T l::t.rl 1T

i = L R S LG =5
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Converting Microsoft Office Files

Lastly, browse to select the files to be
converted and click OK. 00 B e T s e R s e e e

{75 T o g 1 o ||

';l Flawwr arkd Bie Flam st voa wank i3 soniiee
e B i Ondet W Vo WEE BV 10 spper in the sy
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Use of Scanned Documents

A few documents will require scanning as part of your application submission.
Documents that need to be scanned include those that have a signature, such as the
AAHRPP application, a Memorandum of Understanding (MOU), or a Federal Wide
Assurance (FWA). Every AAHRPP application will include a completed scanned
application form as Section A.

Do not use scanned documents when an electronic version is available.
For example, do not scan an investigator's handbook when it is available as a word
document. Convert the word document into a PDF file using Adobe Acrobat.

Do not scan policies and procedures even if they are signed individually.
Send unsigned copies in the AAHRPP application. Signatures will be verified during the
site visit.

Do not use grayscale or color scanning, use black and white when scanning. Scan
in 300 dpi.
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http://aahrpp.org/Documents/D000042.RTF

Compiling Your Application
Sections A-D

It is best to have this organized prior to merging your files into a
single PDF.

Have your application form signed, scanned, and converted to a
PDF document.

You may want to view the margins of all your documents. You will

want to have your final document show page numbers on all the
pages. You will need at least 0.25” of space as either a header or a

footer for your page numbers.
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Merging Several Documents Into One PDF File

You can convert different types of files and
combine them into one PDF file. This is
what is expected for application sections A

% Adobe Acrobat Professional

through E. —_—
- Fie Eit View JUCATUEIE Comments Tools Iedvanced Window  Help
— Open the Adobe Acrobat software — 2&& {7 |Connet & Maku o S Rt {Secue- /i o
program M TnSelect | 4dd Hoaders & Footers. ¥!| @Help-

/ Digital Signatures
— From the menu select Lol

* File
 Create PDF
* From multiple files

" Recognize Text Using OCR
Compare Documents...
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Merging Several Documents Into One PDF File

— Click Browse to select the files to be Create PDF from Multiple Documents
added. You will do this several times, until
a” the flles you Want are In the ||St NOte Q Please add the files that you want to combine.
hel‘e that you can dlrectly |mp0rt your Arrange them in the order in which you want them to appear in the new
PDF.
Microsoft Word files. They do not have

to be converted to PDF first. e it
> [_Bowse... | AAHRPP Cohort 1.doc
. . . . — Arrange Files ———————— m' ) .

— Tip: You can add files multiple times. For S Certficate of Completion te
example, you might want to add blank > v 1{: Application Form.pdf
pages between sections. ' 5T

» | Move Down | Online Submission Instruct
. — Preview iles [1Indude all open PDF documents

— To arrange files, use Move Up and Move reven PorA

Down bu%tons p Preview... Include recently combined files:
— [ [ ]

— Click OK
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Optical Character Recognition

You can create an Adobe PDF file directly from a paper document using a scannetr.

During scanning, you can specify whether to create a searchable PDF file by applying
optical character recognition (OCR), or create an image-only PDF- that is a bitmap
picture of the pages that can be viewed but not searched. If your scanned document is
the latter, you will apply OCR in your PDF file. Either way, for AAHRPP’s application
purposes, a file with OCR is required.

Note: This process may take a long time based on the size of the document.
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Optical Character Recognition

—_ Open the AdObe AcrObat Soﬂware ;‘ Adobe Acrobat Professional
program - P i View Document Comments Tools Advanced Window Help

> Dm--“ - Cirl+0 |- . Comment & Markup - e Send for Review + (3 Secure - Sign - |1 Forms -
T Create PDE L3

— Open a previously scanned £ o e o
document:

* File
 Open
« Select a document S ——
 Double click on the file you I Tl e

Hlse

1 Send for Reyiew....

Form Data

= OOHRP Guidance Osound
Dmmem.s SEES S00e Pagers DSource

want opened @ Scicuey  — 500500 Osiati
R Heory j Evaluations j?bamm.'.m jsunue

LE\MOU\ORD_Memo_D92304|  Deskiop  \IFedEx Receipts ©Palicy- UAMS HRAC Stemalz

2 E:\Erica-Doruska-Annual-12 OEY 06 Goals Oblectives Brainstorms O posver point Dokt

3 B\ Submission Instructi ¥ SGLE Online Course SPRIDE Saurce Docs OIWXE

LEN.\.. Hons to Apoly Updatd 7 jm&llm COPRIMER ARENA Omins

3 C:\...\Phoenix 101 announcen| My Documents | ppp 1) Min version Oprimers YA Har

JHRPP 1] PHOENEX OPurchase Requets A Rul

Exlt SIHRPP 101 Scavengertunt Docs ORO0 Training Oweh i

e S lnaoes i s St Suans

My Compuler = Mas = Registration Online Docs SWork |

MyNotwork il name: h -
Places
Filos of type Adobe POF Fées (* pdf) v Cancel
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Optical Character Recognition

Once your document is open, select
document from the top menu in
Adobe

Click Recognize Text Using OCR

Click Start

Page 36
Last Updated 6-27-07




Optical Character Recognition

In the “Recognize Text” dialog box, Select

All Pages and click OK. (If the file is very
large, you may need to do 500 pages at a iecognize Text

time.)

Panes

If you get the error “Acrobat could not === @ All pages

perform recognition (OCR) on this page O Current page

because “This page contains renderable O From page o |
text” first check that you have not added

headers, footers, or other text to any seftinas

Scanned pages, Primary OCR Language: English (US)

PDF Output Style: Searchable Image (Exact)
Downsample: Lowest (600 dpi)

If not, check “Ignore future errors in this

document” and click OK.
After completing the OCR, you can check to g ok || concel |
see the process worked by trying to
highlight the scanned pages.
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Creating Bookmarks

Bookmarks are created to make navigating through a large document easier.

Bookmarks must be created for each section of the application (A, B, C, D, and E).
Within sections C, D, and E, sub-bookmarks need to be created. There is a specific
format that AAHRPP would like you to use for the sub-bookmarks. The sub-bookmarks
are created by clicking and dragging the bookmark you want to make a sub-bookmark
underneath the appropriate bookmark in the hierarchy. You WILL NOT need to make
hyperlinks to exactly the place in the document you want reviewed.

The following slides will show how to create bookmarks and provide examples of how
AAHRPP would like your bookmarks to be formatted.
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Creating Bookmarks

!_ “ File Edit View Document Comments Tools Advanced Window Help
Adabe

o Open the page where youwant the 2 & B = B & - @ §#Search - T Create PDF - =] Comment & Markup - e
bookmark to link to. (your flngl O[Dseeci@ o, 1 0 . o O3 | @Hep-
document), and adjust the view 4 |

I | EE = Options - XI

settings to about 55%.

Bookmarks

— Click the select tool and drag to select L
text where you’d like your bookmark to ¢
be. The selected text becomes the o

label of the new bookmark. 1

o

— The bookmark will appear wherever on |2
the page you began, thus you may ;
want to align the page at the top prior =
to selecting and dragging your text.
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Creating Bookmarks

— C“Ck the bOOkmarkS_ tab’ and CIICk the E Adobe Acrobat Professional - [Accreditation Procedures Updatec
bookmark under which you want to place

the new bOOkmark (Thls example does nOt ! “ File Edit View Document Comments Tools Advanced Window Help
. < Ardohe
have a list of bookmarks yet.) If youdo not -5 o = o o o rore  omment varun- o

select a bookmark, the new bookmark is O soecl i o 7]y 0 5% || T ¥ @Heb-
automatically added at the end of the list. =
| EE = Options~ x
— Choose New Bookmark from the Options 5 - T T
menu, or click the New Bookmark icon at 8
the top of the Bookmark tab. (il
— Type or edit the name of the new ;_
bookmark, and press Enter. g
g
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Creating Bookmarks

Create bookmarks for each Domain, Standard, and
Element in Section C as shown here.

Note the hierarchy used for the sub-
bookmarks.

! i:'ages\! Layers\ﬁ Signatures \I Bookmarks .|

= ! Comments ] ftachmerts ST

M EE F= opfions » x

5] Section A Application
@ Section B Overview

B @ Section C Element by Element Index:

=Y Damain |

= Standard |1
[ Element 11.A
[ Element 1.1.B
[ Element 11.C
[ Element 1.1.D

= Standard 1.2
[ Element 1.2.A
[ Element 1.2.6
[ Element 12.C
[ Element 1.2.0

= Standard 13
[ Element 1.3.A
[ Element 1.3.6
[ Element 13.
[ Element 1.3.0
[ Element 1.3.E
[ Element 1.3F
[ Element 1.3.G
[ Element |3.H
[ Element 3.
[ Element 1.3.)
[ Element 13K
5] |E|ement 13.L

-
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Creating Bookmarks

Create bookmarks with the document number and
title for each document in Section D as shown here.

|§ Pages\i§ Layers\IE Signatures \I Bookmarks

Comments \l{ Attachments

M EE E¢ options» x

5] Section A Application
@ Section B Overview
SlSection C Element by Element Index
= Section D Supperting Documents
B Autharity And Purpose
[5] 2 Activities Requiring IRB Review
@ 3 Polices and Procedures Maintenance
@ 4: S0P Revison Worksheet
[ 5: S0P Revision Log
B B S0P Template
[517: Motification Of SOP Change
B 8: Training and Education
e Bibliography & Resource List

@ 10: Checklist & Documentation -Membe d

B 11: Checklist and Documentation-Staff
[H12 Management of Huran Subject Res
B 13 Associate Director

ER Secretary Functions

@ 16: Director Functions

[5117: IRE Coordinator. pdf

@ 18: Conflict of Interest

ERE Signatary Authority

E i Cornpasition of the Boards

@ 21: Member Roster Fields

B 22: IRB Member recusal agreement
52 Management of the Board

s

[=] 24 Nelw termber Welcome Letter _Iﬂ
»
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Creating Bookmarks

Create bookmarks with the document number and
title for each document in Section E as shown here.

Comments \q Attac:hmerrts! PageSQ! Layers\l Signatures \1 Bookmarks \\“9

M Ef ¢ optors -

=04 IRB A Agenda
[0 Octobers, 2005
[0 Movernber 2, 2008
[ December 9, 2008
=0 IRE A Minutes
[ October 5, 2008
[0 November 2, 2008
[ December 9, 2008
=% IRE B Agenda
[ October 21, 2008
[ Movember 19, 2006
[ December 20, 2006
2% IRE B Minutes
[ October 21, 2008
[ November 19, 2006
[ December 20, 2006
B @ Audits
[ FDA Audit Letter
@ Intemal Audit Letter

][
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Adding Headers and Footers

Headers and footers are used to

present information, such as the date, B #cobe acrobat professiona
page numbers, or the title of the e d T ———
document, in the top or bottom margins ™ 2= e de e B T N
i% Organizer v i Help ~
of the document. A e
— Open the Adobe Acrobat =
software program PR
— Open the FINAL document — S— —
(the one you plan on e s O e o s
submitting): g |5 S St
* File G O -
e I e e S
® O p e n irtxmm to Apply Updats s jf;‘;ﬁilm jm j%
5 C:\...\Phoenix 101 announcen| My Documants SHRPP 101 Mind Version © Primers . jm
e Select a document I Sl
. . My Computer = Maps S Reaistration Online Docs Owork |
» Double click on the file o ¢ »
e — .
you Want Opened ""m Filos of type Adobe POF Fles (* pdf) ” é
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Adding Headers and Footers

After the document iS opened SeleCt E Adobe Acrobat Profe ssional - [Accreditation Procedures Updated 1-5-(
Document” from the top menu % o edt vView
| deiobel

2 & E QA g I AtachaEle.. A

DLGIES Comments  Tools  Advanced Window Help

i | I Select s
Click Add Headers & Footers /I Select i, g, . [ Add Headers & Footers... |
Add Watermark & Background...

- Z Digital Signatures 4
; & Security 4
E

'§ Recognize Text Using OCR 4
m
v Compare Documents...

%]

% Set Page Transitions...

% Insert Pages... Shift+Ctrl+I
175} Extract Pages...
— Replace Pages...

o Delete Pages... Shift+Ctrl+D
=f # Crop Pages... Shift+Ctrl+T
, Rotate Pages... Shift+Ctrl+R

@ Enable for Commenting and Analysis in Adobe Reader...

'_

@

e

(=]

=

Page 45
Last Updated 6-27-07



Adding Headers and Footers

In the dialog box, click the
Header tab.

Page numbers:
o Click in the right-hand box

» Select a style from the insert
page number menu

* Click insert

e Select Arial 14 as the font

* Apply to all pages

 Set the right-hand margin at
0.5.

Click OK

Add Hea lers & Footers

Header | Footer|

Tnsert Nate Pane Ontions

Style: |m/ * Insert Page Range: ‘Apply to All Pages v

From: To:

Tnsert Pane Number

Style: |1 v Insert [ start page numbers at

ﬁ Replace existing headers and footers on these pages

Font [ Prevent resizing/repositioning when printing
Font: | Arial v
o | ‘ Alternation: ‘ Do not alternate v
Font Size:
Maraqins:
Units: Inches

ql OK ] [ Preview I l Cancel
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Adding Headers and Footers

Repeat the same procedures for

the footer so that you have page e —
numbers at the top and bottom of
each page ‘ ‘
_;,tyle: mf ¥ Insert PaqeRanq;a: ‘Applytn All Pages v

If you need to renumber the

Tnsert Pane Numher [Frorm: To:
pages later because you added e [T [ st page mants
O r d e I ete d pag eS y re p eat th ese font ﬁ Replace exi.fst-ing headsir.s a|.1d foaters [)|.1 tfmse pages
. . . []Prevent resizing/repositioning when printing
Ste pS re p I aCI n g th e EXIStI n g ront: | Arel _ ‘ Alternation: ‘ Do not alternate &
header or footer. .
Margins:
Units: Inches

ql OK ] [ Preview I l Cancel

Page 47
Last Updated 6-27-07



Spreadsheet Requirements

Sections F & G consist of the IRB & R&D rosters and the active protocol list. These
sections are to be completed as a spreadsheet (Excel or Access). You do not need to
submit paper copies of the spreadsheets in your AAHRPP application submission.
However, they must be on the CD-ROM with the other sections of the application.
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Final Product

On a single CD-Rom you will have the following 4 files:

1. One Adobe PDF containing Sections A-D.
« Each section will be bookmarked.
 Page numbers will be added to header and footer.

2. One Adobe PDF containing Section E.
« Each section will be bookmarked.
 Page numbers will be added to header and footer.

3. Two spreadsheets containing IRB and R&D rosters as Section F.

4. One spreadsheet containing a list of active protocols as Section G.
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Final Product

The entire application packet will consist of:

— The original signed two-page application form (Section A) (It is best to put this in
a separate folder.)

— Paper copies of Sections A-D
— One CD-ROM containing Section A-G

Make sure all bookmarks work before sending the CD-ROM in your application.

Send in the appropriate number of paper copies. How many paper copies do you
need? This depends upon the total number of active protocols your site has. (This is
calculated as the sum of protocols reviewed by the full IRB, the number reviewed by the
expedited procedure, and the number granted exemption in the previous 12 months).

1 — 500 protocols = 3 paper copies
500 — 4000 protocols =5 paper copies
> 4000 — protocols = 7 paper copies
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Final Product

Your final product will be a CD-ROM, a file folder with the original
signed application form, and a large amount of paper copies. So how
do you best package this?

— Don’t send it in 3-ring binders. The binders often fracture in
route.

— Shrink wrap is a good option and many VA print shops can do
this for you.

— If shrink wrap is not an option, you can package it in rubber
bands. You may want to add a stiff material like cardboard to
prevent tearing the papers.

— Place it in a box with sufficient packaging to prevent it shifting in
route.
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Send the Final Product to:

Association for the Accreditation
of Human Research Protection Programs, Inc.

915 15th Street, N.W.
Suite 400
Washington, D.C. 20005

In addition to sending the final product to AAHRPP, please send one electronic copy
(no paper copies) of your AAHRPP application on CD-ROM to the following address.
Please send using a carrier such as Federal Express or UPS (not US mail).

Marisue Cody, PhD

Director, Center of Advice & Compliance Help
Department of Veterans Affairs

810 Vermont Avenue, NW (12)

Washington, DC 20420
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Who to Contact for Help

AAHRPP
— Help with instructions to apply for AAHRPP Accreditation
— Help with AAHRPP accreditation
« (202) 783-1112
 Accredit@aahrpp.com

COACH
— Help with questions regarding Adobe or how to format your application
 Erica Doruska (715) 343-1761
» doruskaerical@uams.edu or
e Marisue Cody (202) 254-0271
 Marisue.cody@va.gov
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