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Background

Minimise time spend on creating the
aCRF by implementing an in-house Due to complexity a simple
developed tool that supports the solution that copies annotations

process of generating a SDTM from already annotated forms
annotated CRF to a blank CRF

A A
| 1
| |
| 1
| 1

Manually annotating Discussions on how Go-live

the CRF takes time and to automate the 29-APR-2016
consists of many process

routine tasks Q@
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Challenges and Considerations
How to ensure optimal Usability and Benefits

aCRF tool - based on Keywords aCRF tool — based on copying

Very automated, but difficult to Less automated, but easy to
use use

Likelihood approach — possibility What you see is what you get
for errors Maintenance of aCRFs in the
Maintenance of Keywords CRF Library
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CRF Library
Contains aCRF forms used by the aCRF tool

[0 crFTitle CRF Link aCRF Link XFDF Link Status Comment Minimum Content

= CRF Type : Electronic (71)

B3 Assessment : Adverse Event (1)
Adwverse Event 3.1.3 2015-06- Adverse Event Adverse Adverse
26 Event Ewvent
3 Assessment @ Alcohol Breath Test (1)
Alcohol Breath Test 3.1.3 2015-06- Alcchol Breath Test
26
= Assessment ; Body Measurements (4)

Body Measurements 3.1.3 2015-06- Body Measurements Design 1 contains all the standard guestions.
1 26 1

Body Measurements 3.1.3 2015-06- Body Measurements Design 2 is used when height and weight are collected.
2 25 2

Body Measurements 3.1.3 2015-06- Body Measurements Design 3 is used when weight is collected.
25 3

Body Measurements 3.1.3 2015-06- Body Measurements Design 4 is used when repeated hip and waist are
4 26 4 collected.

B Aszsez=ment ¢ Chest X-Ray (1)

novo nordisk”

aCRF tool




Experience of Implementing an aCRF Tool 15-JUN-2016

The aCRF Tool

Ensure the appropriate Can compare two or
version of Controlled more annotated trials
Terminology and SDTM

are available and used
A

|
i
A\

Can copy annotations from
annotated forms in the CRF
library to a blank CRF

Ensures alignment of
SDTM annotations
across trials
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The aCRF Tool

Supports the process of generating a SDTM annotated CRF
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aCRF Tool Process

XFDF file

Page number mapping sheet

conear |

Blank CRF

aCRF tool
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UNIX SCE

aCRF tool
SAS EG

15-JUN-2016

New annotated CRF

oy Ve 11 SITTAT

s
DS=Disposition

Blank CRF
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aCRF Tool Process

1. Setup Copy annotation excel sheet and Map old CRF pages to new pages
« Setup copy annotation mapping excel sheet (Use standard template)
* Map old pages from old CRF to new pages in new CRF

2. Export Annotation file (.xfdf) from old CRF or take from CRF library
« Export annotation file (.xfdf) from old CRF or take from the CRF library
* Place the XFDF files in the same folder on UNIX SCE

3. Run SAS EG project
+ Open SAS EG project
« Specify parameters in the form and run the program

4. Import new annotation file
« Import new annotation file in the target PDF
« Reposition and QC annotations
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Adobe — CRF to be Annotated

Body Measurements - Form Version: 27-Nov-2013 09:25
Site:  Subject:  Subject No:

Trial ID:

Trcight [ ] OwmOi
.| Body weight [ ] OkeOlb

. | BMI (calculated) [ 1] kg/m2
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dizable
To
disable a
row put

X

neEw page new domain

New Page ;
New Domain Name

Number
{Not Mandatory)

{Mandatory)

1 Front

2 Flowchart

3 Inform Screening

4 Inform Enrollment

5 Date of visit

o Informed Consent and Demography
7 Informed Consent and Demography

2
3
4
5
7]
7
8
9

8 Exclusion Criteria
9 Exclusion Criteria
10 Inclusion Criteria
11 Inclusion Criteria
12 Medical History
13-14 Physical Examination
15 Physical Examination
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od vivie  Bd

newr tithe

old_page n ald domain n

Old Page
Number
{Mandatory)

Old Form Name
{Not Mandatory)

Old Domain Name
{Not Mandatory)

MNew Form Name
{Not Mandatory)
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new page new_domain

New Page
Number
{Mandatory)

MNew Domain Name
{Not Mandatary]

1 Front

2 Flowchart

3 Inform Screening

4 Inform Enrollment

5 Date of visit

6 Informed Consent and Demography
7 Informed Consent and Demography

2
3
4
5
li]
7
8
9

8 Exclusion Criteria
9 Exclusion Criteria
10 Inclusion Criteria
11 Inclusion Criteria
12 Medical History
13-14 Physical Examination
15 Physical Examination
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type old page Type new page

Specify Old Page Type if different Specify New Page Type if
from Old PDF Type option on the = different from New PDF Type
screen option on the screen

A3 Landscape (Size -16.54in * 11.69in) A4 Portrait (Size -8.26in * 11.69in)

rrame_diff_xfdf file
If XFDF File is from any other study,
enter the name of XFDF here.
Copy the XFDF file in the same
location as the original

Informed Consent and Demography.xfdf
Exclusion Criteria.xfdf
Inclusion Criteria.xfdf

Medical History.xfdf
Physical Examination L.xfdf
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Adobe Acrobat Standard - Export XFDF File(s) /-

File Edit View Window Help ®

Open | @Creabe' | Customize - | Iz‘

Tools Fill & Sign Comment

mgelsuﬂ

VS=Vital Signs » Annotations

+ Drawing Markups

Movo Nordisk CORE Library: Body measurements { Body Meas) [BODY_MEASUREMENT_2]
Triad ID: MNIDOOKHO0OK

[ Date of examination fidden] BODY_MEAS_DA » Review
[Exam Date s ] £ ||/ [ ] g2t 202y

Date e of e |[.wjf|‘::j:i_ﬂ-::ju ~ Comments List (5)
wam Dabe mee | L g w | S w | {2004 2000)
VSDTC
| e[| | Motk v | 2¢-nour ctock A, @
¥ I:ieiqnl (read-only) [orpHEIGHT1] Z
el W{ ey e assoy ym jacsas] oy |VSORRES/VSORRESU when VSTESTCD=HEIGHT Expand All

* | Body weight freac-ontyl [QrpBODY_WELEHT1] Collapse All
[Bady weight] [BODY_WEEGHTI] [BODY_WEIGHT_UNITI]
oo, AR kg fAm) ol |VSORRES-‘VSDR‘RESU when VSTESTCD=WEIGHT I

- | Body weight deved (calutated) fhiceen) [pooy.

WENGHT_DERIVE_2]
[Bady Weight] kgl=t Frint with Comment Summary

- | M1 (Calcutated) fread-crty]
C]

_ | cate and time of examination [hidgen]

Undock Comment List

[BMI_DERIVED V1]
oo | raimat [VSORRES/VSORRESU when VSTESTCD=EMI Create Comment Summary

Kiry: [¥ ] = Source verification regued [b] = Base Unit Import Data File..,
Niote: Source verflcation critical settings made in InFom wil overvide any settings made in Central Desgner.

|Stuc|l|r Object Descriptions: Body measurements .
|Tyee| Rertame [Description Export All to Data File...
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SAS EG (UNIX SCE) - Run Program

P4 specify Values for Project Prompts

™ Show only required items (denoted by %)

| General Reset group defaults |

% Full Name + Path of old XFDF file to be migrated
|| Browse |

Specify name of output XFDF File
If left blank then new XFDF filename is equal to new_amp It ;old x»fdf filenameamp gt ;

200000 000

* Select migration map excel file

Mame of worksheet in the migration map excel file
IMigm‘teMno
Example - Moratednne

% Old PDF Type

Press Ctr+D on old pdf page to know the dimensions of the page. M Landscape {Size _'l 554"1 = '| '| Eﬁn}
! A3 Portrait (Size -11.6%n * 16 54in)
I:resr:egﬂigipr?:w df page to know the dimensions of the page M Landscape {Size _1 1 .Eﬁn § Ezﬁn}

| —— === A4 Portrait (Size -8.26in = 11.65n)
Letter Landscape (Size -11.0in * 8.5in)
Letter Partrait (Size -8.5n ~* 11.0in)
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Adobe Acrobat Standard — Import XFDF File /-

File Edit View Window Help

Omn|ﬁerﬁte'|@@@|@@@E@@@)@h Customize'||z|
[ || = @ [w]-]]| 5 B Tools | Fill &Sign | Comment

s

— * Annotations

VS=Vita’ Signs » Drawing Markups

+ Revi

Body Measurements - Form Version: 27-Nov-2013 09:25
Site:  Subject:  Subject No:

- Comments List (5)

Q, & D~ =
- N Expand All

Trial ID: Page| Collapse All

. | Height :l Oem Qin |—|VSDTC V5=l Undack Comment List
. 5 e Print with Comment Summary
| Body weight [__] OkeOb T N

T’ange Create Comment Summary

- [BMI (caleulated) [ «om> [VSORRES/VSORRESU when VSTESTCD=HEIGHT |l | "] imeortDatafi.
—

Page

[VSORRES/VSORRESU when VSTESTCD=WEIGHT s st

Commenting Preferences...

Export All to Data File...

“r” Novo Nordisk ~
Page 1 Indeterminate

[VSORRES/VSORRESU when VSTESTCD=BMI | [ll | /20RRES/VSORRESY when
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Comparison Reports

Feature can be used when comparing internal aCRF with final aCRF to
ensure all annotations are the same.

A
Annotation Count Report

Annotation Value 3625_SDTNM_Annotation_20150406_w30_ | 3627_SDTNV_Annotation_20150406_wv20.
Migrated.xfdf - wfdf -
Count_xfdf | Count_xfdf

[

DSTERM="OTHER VIOLATIOM: " + specification
DSTERM=COMNSENT TO CONTACT FAMILY
DOCTOR

DSTERM=INFORMED COMNSENT OBTAINED
DSTERM=0OTHER

EC=Exposure As Collected

ECAD]

ECADJL in SUPPEC

ECDOSE/ECDOSU

ECDOSFRM=INJECTION
ECDOSTOT/ECDOSU

ECELTM=-P1D

ECLOC

ECSCAT=ACTUAL DOSE

ECSCAT=FIRST DOSE

ECSCAT=LAST DOSE
ECSCAT=PRESCRIBED DOSE
ECSCAT=RECOMMEMNDED DOSE

ECSTDTC

ECTPT=BEFORE VISIT

ECTRT

ECTRT=BASAL_INSULIN

ECTRT=STUDY DRUG

EG=ECG Test Results

EGDTC

EGEVAL=INVESTIGATOR

EGORRES

EGTESTCD=INTP

EJEFRAC/EIEFRACU in SUPPMH

B R TR TR TR o e [a N e (R e e R e o [N e e Tw o [m R ]=

BERERER MI‘HHHHHNNNHHWHHH 5
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Key Features, Benefits and Notes

Key Features Benefits Notes

+ Copy Annotations from Speed Repositioning of
already annotated forms annotations needed
Consistency
Annotations adjusted Single annotations cannot
automatically Comparison Reports be copied, whole page
copied
Combine multiple source Intuitive & easy to
files understand Manual QC needed

Compare annotations
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Next steps

More users

Optimise tool

Report on incidents

Knowledge sharing
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