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= S
Main motivation

ED U.S. Food and Drug Administration
m Protecting and Promoting Your Health

20 Data Tabulations ...

’ (SDTM datasets .xpt)

Study Data Specifications

July 18, 2012 » 3.1 Data Definition/Metadata......
(Define.xml/Define.pdf)
Version 2.0 04 Annotated Case Report Form
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Secondary motivation

Annotations,

Loty J

but why?

AEACH AEACH NSAEREAC |[AE AEACH
AEACH AEACH SAE_ 201 AE AEACH
AEACHOTH |AEACNOTH |SAE_201 AE AEACNOTH
AECTMYN AECTMYN N3AEREAC |[AE AECONTRT
AEDUR AEDUR NSAEREAC |[AE AEDUR
AEDUR AEDUR SAE_ 201 AE AEDUR
AEENDTC  [AEENDTC, |NSAEREAC |[AE AEENDTC
AEENDTC  |AEENDTC SAE_201 AE AEENDTC
AEQUTCOM [AEQUTCOM |NSAEREAC |AE AEOUT
AEOQUT AEOUT SAE_201 AE AEOUT
AEREL AEREL NSAEREAC |[AE AEREL
AEREL AEREL SAE_201 AE AEREL
AERELNST |[AERELNST |NSAEREAC |[AE AERELNST
SER_CANC |SER_CANC |3AE_Z201 AE AESCAN
SER_CONG |SER_CONG |SAE_201 AE AESCONG \/53
SER_DISA |SER_DISA |SAE_Z201 AE AESDISAB
SER_DEAD |SER_DEAD |SAE_201 AE AESOTH
AESER AESER N3AEREAC |[AE AESER
SERIQUS SERIQUS SAE_201 AE AESER
AEINTENS |[AEINTENS |NSAEREAC |[AE AESEW
AESEV AESEV SAE_201 AE AESEWV
SER_HOSF |SER_HOSF |SAE_Z201 AE AESHOSP
SER_RISK |SER_RISK |SAE_201 AE AESLIFE
SER_MEDS |SER_MEDS |SAE_Z201 AE AESMIE
SER_0ODOS |SER_ODOS |SAE_201 AE AESOD
AEERUT run HTRGD oA o oM e AEenTR
31-05-2013

Adverse Event Report Mo | |AEAESPID

1. ADVERSE EVENT _JAE.AETEHM

Additional Description [if necessaryl

[SUPPAE.REACCODE |

COCOVAL

2. Intensity: + ] Ml o] Moderate 400 Severe  |AEAESEYV
3. Adverse Event Start: | 'ﬁ'E AE‘JTDTC L l ] Adverse Ev
AE AEDUR
AEAEDUR |
Duration of Event if Less than 1 Day: i Secs W
Indicate Time from Most Recent Dose =
of Study Drug to Onset of Event |‘JUPP'&EAEDNJT!E -3 oW

Stwdy Drug Dose and Schaedule
at Onset of Event:

4, Did Event Require Treatment with Counteractive Hedinw
g Mo J[J¥es, specily on Concomitant Médication page. AEAECONTRT

Enmstlgamt 5 Causallty: Relationship to Study Drug

[SUPPAE AEONSDOS |

] Definitely Ratated * if unlikaly, or not related, alternative sxplanation iz
[ Probable {Check one most ikely choice)
] Concoamitant Medication, specify on Concomila

30 Fugsunle* 3] Concurrent Niness, spacify below
4] Unlikely . 4] Other Knewn ar Suspectsd Cause, spacify balc
s] Mot Ralated

AE AERELNST

Action Taken with Study Drug [check anky anali |'-"- Qutcame
m [0 Asduced dose duse o avant |"‘|._,IF'F',£|.E ,&ENE'-.-'."DCI"“ |Ewan

al] Increasad dose due lo event —— STEBAE. AEMEme | Even
a0 Therapy wnchanged due 1o 'EUEH'IT frynia
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Prologue

Dirk Spruck and Monika
Kawohl (2004): Write FDF",
import to PDF.

Move manually.
Multiply to copies of page.

Legacy studies:
CRF already annotated

Export-Change-Import

Newer EDMs:
Annotated CRF as PDF

Other requirements

*: See PDF documentation
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What'’s required

Documentation of
mappings

A reasonably

annotated crf

A bit of patience,
sas and a minimum
of programming
skills
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Examples: The good

Loty J

or at least OK

DATASET:
AEDS
AED MEDICATION HISTORY
{Wvithin tha last two years)
D Date Medication Start Date Date
Medication ﬁ‘rtnﬂdd;:f S{;npmww} (mrmeddhyy) {rrrddiyy)
[REDTEXT 'FEEETETG [AEDENDTC | // /7
) Y /L | i 4
. /S /L | LS L
. /7 /L |s L/ 4

DATASET:
AEDHX v

the patient experiencing any adverse signs and
mptoms related to their current AED therapy? ..

*If YES, indicate below AED name and associated adverse shgns and symptoms

AED Name Adverse Signs & Symptoms
1. AEDTEXT [RETEXT |
2
NOT FOR PROMOTIONALUSE
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Spelling

errors

Algorithm for
pairing dataset
and fieldname?

Easy to work

with the
annotations




Loty J

Examples: The bad, is also the best

Form: Completion Withdrawal Autogenerated

Generated Om: 03 Nov 2010 18:07:30

Date of completion or withdrawal:

Date of Last Dose:

Iind the patient complete the trial as planned?

Adverse Event 4
If yes, identify the Primary AE Description:
A sinple GTCS (If GTCE were not previously reported) or a new onset [
seizuTe Types
ILAE Codde: Partial seizures
Slmqﬂ.epmnalsumo
Complex partal seizures
Simple partial ensat followed by )

Form: ComplefionWithdrawal
Generated Om: 03 Nov 2010 15:07:30

Field Name Diata Type  Field Label Units

Pre-Filled Include Field
Valuas o

@ CWDC ddMMAL  Dateof
Y¥YVY completion or
withdrawal:

@cwm dd M Date of Last
YYVY Dipse:

@cwcomL 31 Did the patient
complete the
tmial as
plammed?

CWCOMPL

&"} CWAE 1 Adverse Event

CWAE

@ PRIMAE 50 If yes, identify
the Primary
AE

NOT FOR PROMOTIONALUSE
31-05-2013
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No Spelling
errors

Only one
dataset per

page

No annotations to

read, so how do
we proceed?




&
Examples: The truly ugly

ate of diagnosis of refractory partial epilepsy ~ ©wincres | tl,?"‘ e

Severity of disease CEVER A4S

| Notsevere O v | Midlysovore D T | Veysewere O v
SPECIF  » 74y

- What to do?

Are there any relevant diseases or ilinesses in the subject’s medical history? O No [ Yes
& If VES, please specify, “E§“‘sr$4 % b
Ongoing at
Medical eventidisease Date started Scraoning visk if NO, date ended

y fdent  dwond) (year) No Yes Kayl  (cety)
[‘]—!\j_sl\.::’l__ bty .| W@OF yOY Ll_kl__l__.Ll_A_A_J

VSTARTA 404 ONah, UM M

B
[2]““\_1 Stadp Loy g A oo 0| wOn o> v i oWy g |
pSTALTL BAL olvh;s“_ v e Osvary
s
M_Ysv3 Sibe Lo, ., ) @Y O Lo, .|
DSTARTT LA .;,ucgéL VR VLier:
A
[ STy $1g Lot o o] W0v 40 Lo, wnt |
DSTNRTY $A%  cncelh Uu vh Ditry
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Importing FDF into SAS

Lundied,

Export

annotations

-

NOT FOR PROMOTIONALUSE
31-05-2013

Tools Comment

ations

* Drawing Markups

» Review

* Comments List (290)

(), Find | 4- @~ [B5-
CEr Expand All

“pa;e Collapse All

PROTY Print with Comment Summary

:T : C Create Comment Summary

Page -

SITETD Import Data File...

" d Export Selected to Data File...
page|  Export All to Data File..

FTID

Export to Word...

BFDF-1. 2%aaid

1 0 obje</FDOF<</annots[2 O R 3 0OR 4 0O R
00R141 O R 142 O R 143 O R 144 0 R 14°
E0R 2609 0R 2/7/00R 271 O R 272 O R 27:
amily:Helvetica,sz
5214344—DS'DDL)KD-
e iellaliu: S V/erylong record
nt-weight :normal;

bj(Text Box)/Subt
0080205215223-05"(
ispec="2.0.2" st
="font-family:Helwve - AT P
f 12.Dpt; text-align:left; color:#FF0O000
:8.0.0" xfa:spec="2.0.2" style="font-s51:
{SEan style="font-family:Helvetica"=EXCR]
color :#FF0000 ) /F 4/M(D:20080209223957-0°
47.714 72.85719 667.714] /Subtype/FreeText
L0/ xfarapIversion="Acrobat:10.1.3" xfa:
vetica,sans-serif 12.0pt; text-align:left
ifont-stretch:normal "><p>=5EX, 3$40</p></bt
e 4/RC{<?xm] version="1.0"7?><body xmlns='
i color :#FF0000; font-weight :normal; font-s1
28 0 obj=</C[1 1 1]/Contents(HXONGO) /Cre:

Delimiter: ‘endobj’

10
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Lty

Exporting FDF from SAS

Required elements:
Header
Catalog

Annotations
Trailer

Can PROC TEMPLATE
be used?

2 0 obj

Type /

Type /Annot

fsuEty e /FreeText

/ReCT IE 1 598.509 91 &12.509 ]
JC [ 11 ]

Joa ([1 0 0] r fHelv 10 TF)
/BS =< /W 1l ==

JF 4

JContents (SUPPDM. SCRNO)
/Page 2

>

Fndohj
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Importing standard PDF

x’F'i"i'ter,-”F'Iaﬂtenecgdelf'irsi: '22,-E”Length %Sﬁf Steal and Adapt
A5 4e{msd |07 E—he* ftY! - "EX3¥ I DVThU .
mnnot(s.m[ﬂn!j 6 R 517 DIRT 518 0 R 519 0 l‘:j Using C# or Python

s W Ldm3~;, <8~ AN, I- =TA2TO¥x0 3 =10 . 0
3" LQEFTE- +nfT—-xTIxV+AfThZ}ES§,{Y£'| DzB* 42.000" rotate="0"> SCI"IptS to extract InfO
.Xa(4%aL 12 3.779,770.669">

fFilter/ A 770,669

JORAT"E] 59.509,243,229,770.669" size="11.160"=0</

/ANNOtS [¢ : 50.509,248.229,770. 669" size="11.160">1</
‘xfb!Ee- Not readily 2 59.500,253.229,770.669" size="11.160">5</
/Filter/§ 59.509,258.229,770. 669" size="11.160">7</
LE0™+— <G readable : 59.509,260.729,770.669" size="11.160"> </

fAnnDts[' 59.509,265.729,770.669" size="11.160">1</
AT Yogo- A 59,509,270.729,770.669" size="11.160">3</
BOvSGH? Y. 50.500,275.729,770.669" s5ize="11.160">1</
x’F'l'Iter,-"F'IatEDEl:DdEfF'lrﬂ 54,-"Length 3[}4 59.509,280.729,770.669" size="11.160">8</
LDc?2 wH. T Tw2pd+ JA,, DXAK~C#Dg i 50,500,285.729,770.669" size="11.160">1</
x’Annot5[531 ORrR 532 0R5320R 534 0OR 50,500,292.940,770.669" size="11.160">A</
[~ LlEUgh "HS  ERwHIg/ =-0Rg a71620mCa 59.509,295.449,770.669" size="11.160"> </
el U-vARRTO-"T- #rlazwli-k Podod®0liw.=" 50.5009,302.669,770.669" size="11.160">Vv</
307 nx3is, jkq 59.509,307.109,770.669" size="11.160">e</
/Filter /FlateDecode/First 46/Length 299, 59.509,310.439,770.669" size="11.160">r</
=PKA7 < o NEleqvTR JaA-1TH_. 5, e OLIM=T 50.500,314,329,770.669" s5ize="11.160">5</

Jannots[537 O R 538 O R]/Contents 83 O size="11.160">i</

IFCTEPSL e "'BFATRE, »Band T AEs2aADPhep f#_Lo E I . size="11.160">0</
x’llfc'i'Iter_,-fl_ri'latEDEl:cE)dEfF'irst Zéfléen th 255, Xamp e. gize="11.160">n</
kgAY A TTEAME —E T Cj#YcI?; ETOLIZ(¥,32BGH . size="11.160"> </
/ANNots [540 0 R]/Contents 86 0 R/CropBo: PDFMiner by size="11.160">3</

w-(da; @<n<4E0u‘de{m1xﬂ]ﬁ»m 10T EEXN~O= gize="11.160">, «/

G0 y bl XBp5 . " dsq<AFAIIS3y jeNo 20 ) YUSUke Sh|nyama size="11.160"=0</
x’F'i'Iter,-”F'IatEDEl:DdEfF'irst 14 /Length 23?, size="11.160">0</
a@! @11 ~{OmddBAOLdA | $gk% ~2AStABENaydTis 59.509,349.609,770. 669" size="11.160"> </
Jannots[542 0 R 543 0 R]/Contents B9 0 | 59.509,352.939,770.669" size="11.160">-</
'H AEBD Udény FEFEREIE™S2v_]LeCUi%cifcZ - 50.509,355.439,770.669" s5ize="11.160"> </

59.509,360.999,770.669" size="11.160"=P</
59.509,368.219,770.669" size="11.160">D</
59.509,373.779,770.669" size="11.160">F</
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Next step

Colour coding

Popups for lengthier

5. DSTERM

RERERERE EL

explanations

5. DSTERM

Annotating values
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