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Background
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M Clinical Study Report (CSR)
B Author:Medical Writer(MW)

M Source for CSR by ...

M Statistician
v Statistical Analysis Plan (SAP)
v Statistical Analysis Report (SAR)

BProgrammer
v’ Table/Listing/Figure
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Background
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Programmer Clinical Study Report (CSR)
Table/Listing/Figure

= \Word Format
m Table/Listing  Word
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Background

SAS output / Word

StudyCode : XXXXXXXXX

JAPANESE

NON-
JAPANESE
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Table/Listing
SUGI-J'96 “Tabulate
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SAS Macro Excel Macro

Tabulate Excel
Word

Figure

“cgm”TYERL L. WordIZImport
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Previous method
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]
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1.S0P

CSR

Clinical Study Report (CSR)
Lead Author:
Medical communication scientist(MCS)
Co-Author

Statistician
Statistical Analysis Plan (SAP)
Programmer

Table/Listing/Figure L IR
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2.Word Template
CSR Table/Listing

StudyCode: X XXXXXXXX

XXX XXXXXX
XXX XXXX XXXXX XXX XX XXX X XXX TOTAL
JAPANESE ) 9,9.90.9.9.9.0.9.9.0.9,.9.9.¢ XXX.X XXX.X XXX.X XXX.X
OTHER XXX.X XXX.X XXX.X
TOTAL XXX.X XXX.X XXX.X XXX.X
NON-JAPANESE XXXXXXXXXXXXXX XXX.X XXX.X XXX.X XXX.X
OTHER XXX.X XXX.X XXX.X XXX.X
TOTAL XXX.X XXX.X XXX.X XXX.X XXX.X
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1.Programmer Clinical Study Report (CSR)
Appendix Author

2.Programmer Clinical Study Report (CSR)
Table/Listing/Figure

Format
Table/Listing
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To WORD

SAS Style Word

SAS Macro x
VBS (Visual Basic Script)
Word Template & Word Macro

B2
SAS ODS html
SAS VBS
VBS SAS
VBS Word Macro
Word Macro html Import  Style
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%ToWordO1_Start (ToWord PNAME=. ¥output, ToWord FNAME=test) ;

skokokokkkRRRRksk kR ok |
proc report data=a. a;
column patient I[TEM day TIM value;

run
Fskekokskokskkskokokskkskkokskkskkokkkskoksk |

%ToWordO1_End (ToWord_TmpPNAME=. ¥common,
ToWord_TmpFNAME=ToWord_TemplateO1) ;
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SAS Macro:ToWord01_Start
ODS(html) Template
SAS Program
Output (html)(Proc Report/Freq...etc.)
SAS Macro:ToWord01 End
VBS
VBS
VBS
Word Macro
Word Macro
html Import
Style

2005/11/30
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SAS Program

%ToWordO1_ Start

FFrOC Reriort Output (html)
req...etc.
! Word Template

%ToWordO1 End VBS
Word Macro
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SAS Program

%ToWordO1l_ Start

Proc Report
/Freq...etc.

%ToWord01 End
VBS

2005/11/30
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Samplel

11.1.1: Disposition of enrolled subjects

Category N (%)
Enrolled XXX (XXX.X)
Randomized XXX (XX.X)
Screening failures XXX (XX.X)
Reason for screening failure *
Eligibility Criteria not Fulfilled XXX (XX.X)
Adverse Event XXX (X.X) .
Development of Study-Specific Discontinuation Criteria XXX (X.X) J
Subject not Willing to Continue Study XXX (X.X) d
Subject Lost to Follow-up XXX -
Other XXX (X.X) .|
* The denominator of a percentage is the number of all non-randomized subjects. J
-
maEmaaa00
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Sample?

Table xx.x.x.x.x.x Summary of haematology - Erythrocyte, Volume Fraction (%) [xx - xx]

Observed values Change from baseline (Pre-dose)
Cohort Treatment Protocol time N Mean SD Min Median Max N Mean SD Min Median Max
Placebo* Pre-entry X XXXX XXX XXX XX.XX XXX
Pre-dose XX XXXX XXX XXX XX XX XX.X
XX:XXa XX XXXX XXX XXX XKXX XXX XX =XXX XXX =X.X =X.XX X.X
Xx:xxb XX XXXX XXX XXX XXXX XXX XX -XXX XXX -X.X =X.XX X.X
A XXXxxxx 30mg Pre-entry X OXXXX XXX XX XX.XX XXX
Pre-dose X OXXXX XXX XXX XXXX XX
XX:XXa X OXXXX XXX XX XXXX XXX X XXX XXX XX XXX X.X
xx:xxb X OXXXX XXX XXX XKXX XXX X =XXX XXX =X.X =X.XX X.X
XXXxxxx 200mg Pre-dose X XXXX XXX XX XX XX XXX
XX:XXa X OXXXX XXX XXX XXXX XXX X XXX XXX =XX XXX X.X
xx:xxb X OXXXX XXX XXX XXXX XXX X XXX XXX -X.X -X.XX X.X
B XXXxxxx 60mg Pre-entry X XXXX XXX XXX XX XX XXX
Pre-dose X OXXXX XXX XXX XXXX XXX
XX:XXa X OXXXX XXX XXX XXXX XXX X XXX XXX -X.X XXX X.X
xx:xxb X OXXXX XXX XX XXXX XXX X -XXX XXX =X XXX X
XXXxxxx xxxmgd  Pre-dose X OXXXX XXX XXX XX XX XXX
XX:XXa X OXXXX XXX XXX XKXX XXX X =XXX XXX =X.X =X.XX X.X
xx:xxb X OXXXX XXX XXX XKXX XXX X =XXX XXX =X =X.XX X.X

* N represents the number of observations, not the number of subjects.

C LR YR
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Role Bll D ) =

Programmer
Procedure TABULATE

Medical communication scientist(MCS)
Template

Manual CSR
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Application of the method

1.Figure

mFigurel. “.cgm”T{ER L. WordIZImport
(Manual/Word Macro)

mTo WordD#EERM 5
vVBSTWord®DMacroz SASH 5

v = VBS Office Tool SAS 1
vWord template Requirement Word Macro .
mGlueFile :
v Word Import F

Jd

mGlueFile+VBS 1
maEmaaa00
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Application of the method

1.Figure

Figure 11.1.1.2 SampleFigure
Lead:Sample

test

test test test

serl ess2 5003 Sbject  wee 1 sew2 eos3 Sibject  eee1 wee2 soo3

This is a sample.

Please try to use this macro and give me your comments

2005/11/30 21



Application of the method
2.Compare Tables/Listings

mTable/Listing Double Programming QC
QC
v

vDataset Compare
vText Compare

mfo Word

vhtml
v Word

F L LLLESSE
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Application of the method
2.Compare Tables/Listings

WorkingFolder

Study

F:¥PRG¥Pro ject¥D1520¥C05289¥C D1520005289
urrent¥CSR

CompareFiles1.00___ Setun Initialize

Compare!

Confirm results ‘|

OutputFolder

OutputPerson

3

Responsible

F:¥PRG¥Pro ject¥D1520¥C05289¥C Tamura, Yousuke
urrent¥CSR¥OQutput¥11

QCFolder QCPerson

Responsible

F:¥PRG¥Pro ject¥D1520¥C05289¥C Tsubota, Kunihiro
urrent¥CSR¥Val idation¥TableFi
gure¥Output

™ even if "Not Updated" and "Passed!"

Compard ™ when output & QC file's row & column count are matahighout first

Don't write down the detail where the values of output and QC are

ImportE At files in OutputFolder and subfoldengiere folder namd=s include
t

4 doesn't include

las

0_=|row(s) and
t| 0 x|row(s)

‘ matched if thev are trimed

I_lafter convertina multiple space to sinale

Create 7 Nonel[ 2 BackUp only[] Report & BackUp

FileCount:

Planned

Passed!

Status

Registerd ¥11.02. 03. 02. htm 30 30 Data QC 18 0. 166666667 8
59 50 59 Now Workin -
ot s W Y11 0200020t 35 Sdata Dutour 19 AZDO0SD S00mg Pre-dose :
¥11.01.01.01. htm 2005/2/21 16:05 Not Updated  2005/2/2:y 11 ()2, 03, 02. htm 35 35 Data  Output 20 0. 166666667 8
HiL o oron e AT ISR ot tpdsted 2033 444”02 03.02. htm 35  35Data QC 20 AZD9056 500mg  Pre-dose 8
¥11.01.01.03. htm 2005/3/7 15:22 Not Updated 2005/3/ ¥11. 02. 03. 02. htm 25 25 Data  Output 21 1 38
Y1101, 0507 hen, Bt tutonet Updated o072t ¥11.02. 03.02. htm 25  25Data QC 21 0. 166666667 8
¥11.02.01.01. htm 2005/2/16 14:59 Not Updated  2005/2/1'¥11_(02. 03. 02. htm 35 35 Data  Output 22 AZD9056 1200mg Pre-dose 8
Y1105 0507 hen a0 ot Undared 30007 ¥11.02. 03. 02. htm 35  35Data  QC 22 1 8
¥11.02.02. 03. htm 2005/3/2 13:05 Not Updated 2005/3/:¥11. 02. 03. 02. htm 35 35 Data  Output 23 0. 166666667 8
¥11.02. 03. 02. htm 35 35 Data QC 23 AZD9056 1200mg Pre-dose 8 .
¥11.02.03. 02. htm 25 25 Data  Output 24 1 8
¥11 02 03 02 htm 25 25 Data \[H 24 0. 166666667 8
Current file F:¥PRG¥Project¥D152 .
: 0¥005289¥Current¥CS 1 8
: i . .
e 1 Tl E¥§g§g§g’;gu$$§ﬂ;g§ iber of observations, not the number of subJ<.
__ RWalidation¥TahleF
1D LogInUsername Executed Failed File Comment
6 jp00011 38385. 71072 - éphgi 07.01.03. ber of observations, not the number of subj¢ J
. : = = . . 1 of percentage change of AUC (IL-1B) from pi
S -
6 jp00011 38385. 71117 50 §}1hg$ 08.01.03. ZJ\jL\?’\)LOEQEE@'CFﬁéé i of the percentage change of IL-1B
6 jp00011 38385. 71117 -1 ¥11.03.08.01. 04. J
01. htm
7 jp00011 38386. 43597 9044 ¥11.03.07.01.03. Placebo THEEIMNEH L. F& & {EEL E L7 (Tamura)
01. htm BRTNE A, . |
8 jp00011 38386. 66723 389 ¥11.03.07.01.03. - TitleAEHEDO LS - EHZEOutputi2&HEFE
01. htm Urinary Laboratory Results 9 (Tamura)

T2 TWEERA,

A ZED & S (2Neg Trace:- &2
XFHUBHNNIFICHE>TNE
HA,

-
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Iiuture Plan
wrd /[ 22

mODS Template
m [abulate
mCopy Paste

v

vhtml
vWord Style
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Option
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Future Plan

m SAS
v Compare Tool Control
v Validation Report

m Programmer Clinical Study Report (CSR)
Appendix Author

v CSR Appendix
Control
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= OLE/DDE VBS

v SAS Style Word

o html
v Table/Listing QC

o Template Manual
v CSR QC
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