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PDFs and Adobe® Reader®

The PDF Quick Reference provides an overview of the Portable Document Format (PDF) files
generated by the CRF Submit software and instructions for viewing PDFs.

The CRF Submit application is used to format and generate study PDFs. You must have Adobe
Reader installed on your computer to open and view PDFs. Oracle recommends that you use Adobe
Reader version 9.0 or higher to view PDFs. For more information and a free download, visit the
Adobe website (www.adobe.com).

PDF file structure

PDFs and the associated files have a predefined folder hierarchy. The following example uses the
CRF Submit default settings for generating a PDF. The study name is pfst47a. A table of contents
was generated and the PDFs were generated as one file per CRB.

Folders X || Mame =
= 55 CRF_PDFs N ()
= 12 erfspdfs D10 [ ) ) )
B T3 o ¢ i R l crf—Top-level folder in the hierarchy.
3 CRFIndex 4 s 1 ’
Iahlankorrfs ™\
Do yon biookaark, sl FRFIndex—A ft?lder that conta|n§
D 10 = crftoc. pdid— |nde)f—related files. This ft'JIder exists
o 11 % e ] only if you generated an index. )
o 14 t study-desian, pHf | <
—p () blank-crfs 2] verfficationLog bt <study name>—A folder is created for
=) wml each study and given the name of the
L study in the InForm application.
J
Table of contents—The <study name> folder contains a table of contents file
(called crftoc.pdf) for the study. This file provides a top-level organization of the
sites, and subjects included in the PDFs related to the study. It also links to the
directory location for each file associated with the PDFs.
J
N\
blank-crfs—A subfolder that contains a
( set of form templates that do not
L contain any data.
J
/site-specific folders—There is one subfolder that contains site-specific dath
for each site that was selected for PDF generation. The name of this folder
is the Site Name in the InForm study.
e If you generate PDFs as one file per CRB (per subject) the site-
specific folder contains the subject PDFs. One PDF is created per
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subject.

e If you generate PDFs as one file per Visit, the site-specific folder
contains one subfolder for each subject. One PDF is created per

\ visit per subject.




PDFs and Adobe® Reader®

Opening a PDF

When PDF generation is complete, you can open the PDF file in Adobe Reader.

e In Windows Explorer, locate the table of contents file (erftoc.pdf) and double click the file.

or

1 Open Adobe Reader.

Select File > Open.

E G 8]

Select erftoc.pdf and click Open.

Printing a PDF

Navigate to a PDF file and do one of the following:

e Open the PDF and select File > Print.
e Open the PDF and press Ctrl+P.
e Right click the PDF and select Print.

PDF navigation

Browse to the location where the table of contents file (crftoc.pdf) is stored.

gl crftoc.pdf - Adobe Reader |31 x|
Fle Edit Wiew Document Tools ‘Window Help x
T R et

|§ Bookmarks I

r

b

Bookmarks tab—Select to view the Bookmarks pane.

=[] StudyDesign ‘
=HE] (01) Massachusetts
General Hospital

[E] 2091555) .
B 316(ww) Study StudyDesign

] zs0UKC) Patient Identification
[ 451(CcPO)

CRF Summary

(01) Massachusetts General Hospital

[E] 777 @)

Top-level bookmark—

[ s1500%) 209(SGS) Click to return to the
E EEE’?(LBE) 316(RWW) table of contents.
Subject R d
T:'Jar-litc:er He;?];ry %%1 { || '\
EE ?:;g;:; ey 4 Hyperlink—Click to
E Subject Record B15(10%) l navigate to a PDF.
Transfer History 832(1BE) )
=HE] (14) International Clinic of Subject Record Transfer History = {
gaf;;(soz) B44(TCN) ( Bookmark—Click to
M 1sapoT) C _: ) L navigate to a PDF.
Subject Record Transfer History
= 18¢0m) .50 % 11,00 et I (%) -)
' N\
t | CRF data pane—Contains CRF data and links to audit trails,
sighatures, and comments.
J
~N

( Bookmarks pane—Contains bookmarks for sections

the study data. Selections appear in the CRF data pane.

L within the study. Use the bookmarks to navigate through
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Viewing PDFs

Reviewing subject data and adverse events

EHE] by visit ¢

EHE StudyDesign-{01) Massachusetts

zeneral Hospital-111

1. Use the + nodes to expand the bookmarks to view
the by Visit or by CRF nodes.

E| paze

2. Continue to select + nodes to expand the list of visits

BN wh 1
R wk 2
FHE] ik 4
=& kg

or CRFs. Then select the CRF you want to view.

The CRF appears in the right pane.

-

Common Cross Trial links—Forms that are included in

J

! Final

more than one place across a study are grouped under

&) aEfcm l

E| Unsch -1

=HE comman (Crass Trial)
] Dosing Record (DOSE)

|[| Concormitant Medications
(CM)

the Common (Cross Trial) bookmark. J

/Adverse events—Generally found in Common (Cross \
Trial) forms. Depending on the setup of the study, you

can usually navigate to adverse event data from the
bookmark pane by doing one of the following:

& adverse Events (AE) 4
& by crRF
= ] adverse Events (AE) 4

e Expand nodes by Visit > Common (Cross Trial) >
Adverse Events (AE).

E] common (Cross Trial)

&) paseline Electrocardiogram

ECG)
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\- Expand nodes by CRF > Adverse Events (AE).

J




Viewing PDFs

Viewing blank forms
Blank forms are generated in one of the following balnk form formats:
e Unique Forms
e Casebook

The following example compares the bookmarks of both formats.

Bookmarks

|§ Bookmarks

f# b
=HE] ShudyDesign

h *
=& StudyDesign

F_. A study-design-1-0-0-(english) B study-design-1-0-0-(english)
] adverse Events (AE) B by visit
|[| Baseline Electrocardiogram |[| Base
(ECi) EHE] ik 1

|[| Baseline Physical
Examination (PE)

K] Clinical Global Impression

—>| & Date of visit (DOV)
E wital signs (vs)
i Diosing Record (DOSE)

(CGI)
& cancomitant Medications =HE] ik 2
(Ch) — | 5] Date of Visit (DOV)

r}rm Date of Visit (DOV) |
K Demographics (DEM)
K Dosing Record (DOSE)

K] vital Signs (vs)
i Diosing Record (DOSE)
|[| Electrocardiogram

K] Electrocardiogram (ECG) (ECG)
& Eligibility (ELIG) & Serum Chemistry
{(CHEM

|[| Hamilbon Rating Scale for
Depression (HAMD?

&) He matology (HEMA)

Unique Forms—Click to view Casebook—Click either bookmark
the Date of Visit (DOV) blank to view the Date of Visit (DOV)
form. One copy of each unique blank form. Copies of all the forms
form in the study version are in the study version are arranged by
arranged alphabetically. visit as they appear in the casebook.

4 InForm CRF Submit 3.1.2
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Viewing repeating forms

Repeating forms are organized in an item-detail relationship. The initial view displayed is a summary

page. The summary page is for navigational purposes only, and shows only the data for the first key
itemsets in a single table. Subsequent pages contain the details of each form.

Common (Cross Tnial) : Adverse Events - Form Version: 12/10/2008 05:59:02
Site: 01  Patient: POT  Sulbyect No: 198

StudyDesign

# | Seq. i Event Start Date and Form Instance
u Event (MedDRA-J) Time Outcome

L.|1 Headache Juli23/2007 09:43

Recovered/Resolved with segelae, provide | Repeating
End date and time Pages

Jul/29/2007 09:43 Association '
SUnMunary

Repeating Pages link—Click to view details that relate to the Adverse Event.

~
Association Summary link—Click to view the associated form.

This example links to the associated Concomitant Medications.
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Viewing PDFs

Viewing comments

Comments appear on a form if an item has comments associated with it.

B 198.pdf - Adobe Reader

ol
File Edit View Document Tools window Help *®
i = @-‘@ @ e iew ®® [ - o B fomer - 4 kY
=]
§ | Bookmarks =
=]

Base - Medical History - Form Version: 12/10/2008 05:57:50
Site: 01 Patient: POT  Subject No: 198
StudyDesign

f,'uv

=¥ StudyDesign-(01)
Massachusetts General

Blank Jganese Fo%

Hospital-198 i
iospi eCRFE Audit Trail History
EE by visit
5 pace 8. :}astrmntestmal LLT Code
[E] ate of visit (DOV) erms Low Level Term:

E Subject Identification
(sh Preferred Term:
[E] bemagraphics (DEM)‘ High Level Term
E Medical History i
D Inclusion / Exclusion
Criteria (INCEXC)

High Level Group Term:
System Organ Class:

D Baseline Physical 9. | Genitourinary Normal

Examination (PE)

Comments

= s G50x1100in 4]

7

~
Comments—Click to go to the comments section,
which directly follows the form and is shown below.
- ’
=loi|
Fie Edit View Document Tools Window Help *
= @-\@ i &l?ﬂzw ® ® [ - o
=
B | Bockmarks ‘
n o
-] StudyDesign-(01)
2 Massachusetts General
’ Rocoialdod Base - Medical History - Comments [
] by visit Site: 0JAPatient: POT  Subject No- 198
2 pace StudyDds1gn
5] Date of visit (DOW) Slank Japanese Formy
D Suhject Identification Ttem Date User Comment
(=0 9. 2/20/2009 16:34:41Eastern Standard Time Marianne Meyer (mmeyer) Looks interesting
E Demographics (DEM)

D Medical History
M)

D Inclusion / Exclusion
Criteria (INCEXC)

D Baseline Physical
Exarnination (PE)

e J B50x1L00n 4]

T

Form title—From the comments section, click the form title to return to the form.
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Viewing sighature history

1 Do one of the following:
e  Sclect Edit > Find.
o  Select Edit > Search.

2 Search for the word signature.

—) |[Base : Vital Sions - Form Version: 12/10/2008 05:57:13
Site: 01 Patient: POT  Subject No: 198
StudyDesign
Andit Trail

This form requires signing by a member of each of the following signature groups:
« Investigator Sigs
» CRA Sigs

Name Signature Meaning | Date | Type | Action

-,
Signature information—Located in the audit trail at

the bottom of each form that requires a signature.

Form title—From the audit trail information, click the form title to return to the form.

InForm CRF Submit 3.1.2 7



Viewing PDFs

Viewing audit trail information

98.pdf - Adobe Reader

=gl

File Edt Yiew Document Tools ‘window Help
H %&jv | @ &l 1 o247 ® [oo% - E::l sSignature E NS

E Bookmarks
n *

=Y studyDesign-(01)
2] Massachusetts General
Hospital-198

Base ; Date of Visit - Form Version: 12/10/2008 05:55:36
Site: 01 Patient: POT  Subject No: 198
StudyDesign

= by Wisit
¥ pase

Blank J. apagese Fc%

P [ <CRE Audit Tradt Ftony

E Subject Identification

[Ein)
K Demagraphics (DEM) Visit Date and Time
E] Wecical History 1| Date and Tame of Vist | Jaw/17/2007
(k) 12:25 24-hour clock

E Inclusion / Exclusion

Criteria (INCEXC)
T s ssoxifooin 4|

el

N
eCRF Audit Trail History link—Click to view the audit trail summary for an entire form.
7
o
File Edt Yiew Document Tools window Help ®
H %ﬁ - @ g Y & [1is] 247 @ @ [wow - = E::l signature ENE
=
B  Bookmarks .
n e
=Y studyDesign-ro1y
24 Massachusetts General
? EEEiEHIES —’ Base - Date of Visit - eCRF Audit Trail History
S by visit Site: 01 Patient: POT  Subject No: 198
Y] pase StudyDesign
[ Date of visit (DOV) Blonk Japanese Form
[¥] Subject Identification 1 -
=1 i

[¥] Demographics (DEM) Date | Location User |

Value Reason

E WMedical History
(MH) 06:13:29(GMT+09:00) Osaka, Sapporo, Tokye

Transferred from (10) HFAEFR = to (14) International Clinic of Prague at 06-Mar-2009

E Inclusion f Exclusion

Criteria (INCEXC) 06:00) Central Time (US & Canada)

Transferred from (13) Hospital General de México to (10) RREFR % at 05-Mar-2009 15:00:03(GMT-

B Baseline Physical

el §E) 17:17:16(GMT-03:00) Eastern Time (US & Canada)

Transferred from (01) Massachusetts General Hospital to (13) Hospital General de México at 24-Feb-2009

[ vital Signs (YS)

J asoxifooin 4|

] Clinical Global 02/20/2009 16:33:07 Eastern VMDIONG! | Marianne Meyer Data Entry: Changed
Ipression (CGT) Standard Time (mmeyer) Jan/17/2007 12:25 Information
%] Hamilton Rating 01/14/2009 17:14:30 Eastern VMDIONG! | Marianne Meyer Data Entry: Initial Entry
Scale for Depression Standard Time (mmeyer) Jul17/2007 12:25
(HAMD)
] paseline | , -

Form title—From the audit trail information, click the form title to return to the form.
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Viewing linked blank forms

If blank forms were generated for a multilingual study, each page in the PDF file has a link to a

corresponding blank page in the language that was specified when the work order was created was
created.

In the following example:
e The submission language is Japanese.

o The form was created with Czech labels and data was entered at a Czech site.

e The form links to a Spanish blank form.

g 162.pdf - Adobe Reader =1a] x|
Fie Edt View Document Took Window Help x
= @v | @ 1w & @M - o [ [ -

|B | Bockmarks . :I
m 2

=¥ studyDesign-(14) International Zakladni - Datum Navstévy - 7 4 —LJ\—3/ 32/ 2008-12-10 15:55
Clinic of Prague-162 MR 14 fEf-soz ERES 1‘
H tsivht StudyDesign

[ crrEE

eCRF! &l

Navitivte Datum a éas

Datum a ¢as navitévy

12:25 4B ET

7 117/2007 I

Sfx 1o 4] | _bl_l

[ Header labels—Appear in the Japanese submission language.

o

N

Link to blank form—Appears in the Japanese
submission language. Click to open the corresponding

blank page shown below. )

J

Form labels and data—Labels appear in Czech. Information entered at the Czech
site appears in the language in which it was entered into the InForm application.

r B

| Bookmarks—Appear in the Japanese submission language.

Fecha de la Visita - 7 # —L/V—37 3 2/ 2008-12-10 15:55 (
R w EAES ¢ Header labels—
StudyDesign q

Appear in the
Fecha y Hora de la Visita Japanese submission
1.[Fecha y Hora dc Ia Visita | ]| language.

J
(Form labels— \

Appear in Spanish,
the language
specified for linking
blank forms in the

work order.
\_ J

InForm CRF Submit 3.1.2 9




Viewing PDFs

Viewing the security settings for the PDF

10

Open the PDF in Adobe Reader.

Select File > Properties.

The Document Properties window appears.

Select the Security tab.

Description  Security |Fonts I Advanced'

—Docurment Security

Security Method: Mo Security

The document's Security Method restricks what can be done to the document,

Can be Opened by: Al wersions of Acrobat

Show Detais, .. |

—Document Restrickions Surnnary

Prinking:

Document Assembly:

Conkent Copying:

Conkent Copying For Accessibility:
Page Exkraction:

Cormrmenting:

Filling of Form Fields:

Signing:

Creation of Template Pages:

Allowvwed
Mat Allowed
Allowed
Allowed
Allowvwed
Mat Allowed
Allowed
Mok Allowed

Mat Allowed

Document Restrictions Summary—Contains
a summary of the security settings for the
PDF. The security settings cannot be edited

in Adobe Reader.

InForm CRF Submit 3.1.2
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Viewing the Document Information Title field

1 Open the PDF in Adobe Reader.
2 Select File > Properties.
The Document Properties window appears.

3 Select the Description tab.

Description ISecuritv I Faonts I Advanced |

—Description

File: 111.pdf

_> Title: IcrfJ study PFSTSOMWITHDATA, site (013 Massachusetts General Hospital, PID PESTSOMITHOAL

Author: I

Subject: I

Keywords:

Created:  2{1/2010 6:30:03 PM
Modified:  2f3/2010 3:14:25 PM

Application:

Advanced
PDF Producer:  Acrobat 'Web Capture 9.0
PDF Version: 1.4 (Acrobat 5.x)
Location:  DviDocumentsiHover Helpibdw20100201 crfipfstSowithdatalol’,
File Size:  7.46 MB (7,526,554 Bytes)
Page Size: 8.50x 11.0010n Mumber of Pages: 155
Tagged PDF: Mo Fast WWeb Yiew: Mo

Document Information Title field—Generated only for forms that contain data. The title cannot be

edited in Adobe Reader. Consists of:
crf, study <study name>, site <site mnemonic>, PID <study name>-<site mnemonic>-<subject number>

InForm CRF Submit 3.1.2 11



Viewing PDFs

Finding Subject Record Transfer History in the table of contents

Links to the Subject Record Transfer History are in crftoc.pdf. The data for transferred subjects is
included in the PDFs for every site in which the subject was associated, unless the Transferred
Subjects in Current Site Only option was selected for a Custom PDF with Optional Blank Forms.

=]
Fle Edit Wiew Document Tools ‘Window Help x
I I )
|§ Bookmarks —
TR
= 1] StudyDesign
=HE] (1) Massachusetts
General Hospital CRF Summary
[¥] zo9(ses) . ||
] stogomm) Study StudyDesign
) Patient Identification
[E] 4s1cPOy .
~

[E] 777Enx)
[E] s1500%)
= a3216E)

B Subject Record
Transfer History

[E] g44rTor)
= 1saPoT)

E Subject Record
Transfer History

=HE (14 International Clinic of
Prague

[E] 1621507)
[ 1saroT)
EHE] 198(POT)

(01) Massachusetts Geney’

8,50 x 11.000n

Ll

209(5G5) Subject Record Transfer History

316(RWW) link—Appears below the subject

360(UKC) number for a transferred subject in

S the table of contents. Click to view the

mmsamg Subject Record Transfer History.

832 BEl -
| Subject Record Transfer Histoggl{—l

844(TCN)

198(POT)

Subject Record Transfer History

Osaka, Sapporo, Tokyo

Final Site: 01  Final Patient: LBE  Final Patient No: 832
Transfer History
Date Reason User
06-Mar-2009 01:05:33(GMT+09:00) |Patient change of address First Last (enen)

Originating Site

Originating Subject No Originating Study Version

11 83z Study Design 1.0.0
Destination Site Destination Subject No Destination Study Version
01 832 Study Design 1.0.0
-
T ( Subject Record Transfer History—Includes subject data
L that is not filtered out by other CRF Submit functionality.
J

12
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InForm data and PDF output

Deleted items

In the InForm application, items that are deleted appear with a strike-through. In the PDFs, deleted
items are also crossed out, and the word DELETED appears in the Reason column.

6.a (Cont.)
Date Locatdon User Value Eeaszon

15/Tul2010 | EDINFORMQ174 |user (last) | Data Entry: Changed
15:20:47 sys (first) | D Information|(DELETED)
(GMT- (systeml) | waw Dose | 2 .
05:00
E ) New Daosze | 2 Bee28d6

astern S
Time (US & fart
Canada)

Images in the Protocol Guide and Study Help

If the Protocol Guide and Study Help contain graphics, these images are not immediately visible in
the PDF. In their place, the word Image appears as a link. When you click the Image link, if the

URL for an image is accessible from the computer you are using, the image appears at the end of the
PDF file.

If you want to archive or submit the images with the PDFs and the URL is not available, you must
manually add the images to the archive or submission files.

Note: Forms with data do not contain images.

Page orientation

By default, output is printed in portrait orientation. The CRF Submit application automatically
creates line-wraps in most text data. If the form data requires more space than the width of the page,
the font is reduced up to 70% of the initial font size.

Table headers

When a table is displayed across more than one page, the table header appears on all additional pages.
In rare instances, a table header might not appear on pages that contain unusually large amounts of
form data.

If a single InForm item requires multiple pages of output, the table header does not repeat for pages
after the first page.

InForm CRF Submit 3.1.2 13



InForm data and PDF output

The InForm date/time control labels

In the InForm application, each date/time control is labeled with the text 24-hour clock to help the
person performing data entry enter the correct times. The text does not appear during data review;
however, it is displayed on the CRF Submit PDF file.

14 InForm CRF Submit 3.1.2
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