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Introduction

v

Did the current data transfer significantly change any of
the results?

Did any of the p-value's change significantly in those 600
outputs since we re-ran the programs after the latest data
transfer?

Could you come up with a list of outputs that has a TEAE of
dizziness out of those 600 outputs? By the way we need
that list before noon's meeting.



Process Flow

The HTML and SAS Enterprise
Guide interface which acts as an
interface between the user and
communicates with the SAS macro

The %reviewfiles SAS utility macro
that reads in the RTF files and
processes the data.

The XML output files, which
provides the summary of findings
along with the corresponding titles
and file names for quick access

RTF Outputs

(version x)

RTFOutputs

(version y)

Select the files that Select the files that

need to be reviewed need to be reviewed

from html front end using SAS EG

Extract the contents directly
from the files and convert
them in to SAS datasets using

Y%reviewfile SAS macro

Analyse the extracted
contents and create a

summary of findings

XML Output file that has
titles along with
hyperlinks and summary
of findings




SAS Enterprise Guide Interface

Web/SAS EG project Interface:
1. Browse File Folder/Path
2. Select Filters(Optional)

Run Web Script/ SAS EG
project to Connect with
SAS Macro

Results in XML files/Display in
the Web interface




Input parameters

Base file name and Compare filename 1 Sy o g
parameters: used to specify the RTF file () S
name to be reviewed at the location specified |

in the folder path parameters 4
Keywords Parameter which is optional, o

allows the user to search the files for a

specific keyword such as P-value. p———
Cutoffs parameter(optional): To fetch the N
differences beyond a specific cutoff value |
Limit records parameter(optional): To limit G
the number of records of output that are
displayed, which is limited to 6 observations Ll
in the current example |
HeporsCyters)

Save review results to folder parameter: To
save the comparison results in an XML file S M et
format with the file name specified using the

script below. —

Run button will initiate the review process




Creating Interface using SAS Enterprise Guide us

Manager

R (e A &

Add Edit 2<% Delete

base_ file_name__ reviewfile (Process Flow)
base_ folder_path__  reviewfile (Process Flow)
compare_file_na_ .. reviewfile (Process Flow)
compare_folder___ . reviewfile (Process Flow)
cutof reviewfile (Process Flow)
ey reviewfile (Process Flow)
limit reviewfile (Process Flow)
outfile reviewfile (Process Flow)
outpath reviewfile (Process Flow)
< >

=] Edit Prompt

General Prompt Type and Values
Name:

|base_ﬁle_name

Displayed text:

IBase file name (required)

Description:

Options

[] Hide atruntime [ Requires a non-blank value
[] Read-only values [] Use prompt value throughout project




XML output

- Findings | T
Title Base file mpare file mmary Findings on key search
Summary and Analysis of Heart Rate Lowering Medication Use During Study Acceptable pvalue:exactly same or
|Page 1 of 4 facmlowhral facmiowhral differences acceptable range

ummary and Analysis of Heart Rate Lowering Medication Use During Study cceptable pvalue:exactly same or
Page 1 of 3 ifferences acceptable range
Summary of Heart Rate Lowering Medication Use During Study Page 1 of 2 |facmlowhrel cr facmlowhrel cr ff::g:?les ?::'I‘t;e:Strmg: palue- not

ummary and Analysis of Serotonergic Medication Use During Study cceptable pvalue:exactly same or

excluding PRN Use) Page 1 of 5

Summary and Analysis of Serotonergic Medication Use During Study tocmseronombs facmseronprnbl cceptable pvalue:exactly same or
(excluding PRN Use) Page 1 of 4 [ACMSEronprnb2 - [IdcMSeronpinb. ifferences acceptable range

ummary of Serotonergic Medication Use During Study (excluding PRN Use) ptable pvalue:String: pvalue- not
Page 1 of 4 ifferences found

Summary of duration for TEAE of interest Page 1 of 2

ummary of TEAE Duration Page 1 of 1

pvalue:String: pvalue- not
found

pvalue:String: pvalue- not
found




sreviewfiles SAS macro process flo

D
T

Do the RTF files that need to be
compared exist in the folder
location?

Convert the RTF files in Base and Compare folders to equivalent SAS
datasets and extract the first title of each of the RTF files using the SAS
string functions

=~

Identify the beginning and end position of each of the columns in the RTF
files and assign them to separate variables

~ -

Each of the columns is now analyzed and compared for changes to its
contents using a series of SAS functions

e

Using the rtf file name create hyperlinks for eacy access to the files

- =

[ Create a summary report in XML format that summarises the findings

< °
C = >

\

<

-

-
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%reviewfiles SAS macro ..

Step1: Check the validity of the file path

SAS Pipe option is used with the filename statement to check th
legitimacy of the file path as shown in the code below.

%A
* Using the pipe statement check the validity of the file path
%A
%let proceed f1g=0;

Filename Filename pipe "dir &base_file path ";

%l
* using infile read in the base file folder rtf file names
%A
Data _file_exist (keep=message)
Infile Filename truncover;
Input filename $200.;
Put filename=;
if filename=:"dir: cannot access" then fileok=0;
else fileok=1;
if fileok=0 then Message=" NOTE: Unable to open file. Please check the File path: &ckprogram
if fileok=1] then Message=" NOTE: Success File path: &ckprogram is accurate" ;
call symput ("fileok",fileok);
Run;

"o,
r



%reviewfiles SAS macro ...

Step 2: Read in all the RTF files that need to be reviewed from
the folder using the “Infile” and “Filename” statements

data base_&&dsetsl
infile "&&readsi" truncover;
input base_prgm $1000.;
retain pagefind pagefind inc;
length base $1000;
L H
‘ Using string functions extract the actual rtf contents from the base_prgm variable H
£ H
mergevar= n ;
x=length (base_prgm);
rev_qga_prom=trim(reverse (trim(base_prgm)));
tot_pagenum=substr (compress (REV_QA PRGM, 'fo'),1,1) ;
£ H
tin the following steps the obvious differences such as datetime stamp in the titles and file location H
¢ path in the footnotes are identified;

£ ;

if  index(lowcase(base_prgm), 'page') and substr(compress(REV_QA PRGM,'fo}{'),1,1)+0>=0 then do; pagefind=1;pagefind inc=pagefind; end;
if index(lowcase (base_prgm),'page')>0 and index(lowcase (base_prgm),'of')>0 then do; pagefind=1;pagefind inc=pagefind; end;

pagefind inc=pagefind_inc+l;
pagefind=0;
if index(base_prgm,'fslé') >0 and substr(rev_ga prgm,1,4) ne '6lsf' then base=reverse(substr(rev_ga prgm,1,index(rev_ga prgm,'6lsf')-1));

run;




%reviewfiles SAS macro ..

Step 3: The converted RTF file SAS dataset equivalent data is
now analyzed for the differences and the key parameter based
search across all the variables and records are conducted

$let keyfound=;
data base pval &datanm(keep= base typeb org base indexmerge index pval full pval location z bspval);
set base_sdatanm;

retain pval location typeb;
/*Key value search in both rows and columns to identify the values corresponding to key*/
index= index(lowcase (compress(org_base,'-')),"&key");
indexmerge= substr(base,l, index(trim(base),' ' ));
if index(lowcase (compress(org base,'-')),"&key") >0 and index(lowcase (compress(indexmerge,'-')),"&key")>0 and typeb=' ' then typeb='row';
else if index(lowcase (compress(org base,'-')),"&key") >0 and typeb=' ' then typeb='col';
if typeb ne '' then CALL SYMPUT('keyfound' , 'Y');
else CALL SYMPUT('keyfound' , 'N');
/*Convert < amd > symbol values in pvalues to an equvalent values for analysis*/

org_base n=TRANWRD (org base n,' <.001','0.0001");
org_base n=TRANWRD (org_base n,'>.99','0.9999');
keytyp="&key";
array arr(*)$20 pvl -pv30;
array arrn(*) pvbl -pvb30;
cnt=0;
do j= 1 to 30;
if location>0 then do; arr(J)=scan(org_base n,j);
arrn(J)=TRANWRD (arr(J),'_','.") +0;
if arrn(J)>=500 then arrn(J)=.;
if arrn(J) ne . then cnt+l;
end;
end;




%reviewfiles SAS macro ..

Step 4: In this step hyperlinks for one-click access to the RTF
files and XML summary output are being created using the code
below. A sample output XML file is shown in figure 6.

base_link=cats('=HYPERLINK("', 'file:///\\Xxxx',6 "sbase_folder path .", tflname,
'.re£", ', ", tflname, ') ") ;

cds path work.templ (update) sashelp.tmplmst(read) sashelp.styles(read);

ods tagsets.ExcelXP style=sansPrinter options(embedded titles='Yes'
embed_titonce='no' suppress_bylines='yes'
sheet_interval='bygroup' sheet_label=' '
absolute_column_width="&ceclsp."
autofit_height="yes'
frozen_headers="'5"
frozen_rowheaders='yes’|
embedded_footnote='Yes' tabcolor="blue")

file="goutpath./scutfilenm..xml" ;
PROC REPORT DATA=allreprots2 NOWD HEADLINE HEADSKIP SPLIT="!" MISSING;
columns Study base_rtf base_link compare_link summary n
$if zkeyn ne %$then $do; summary_key;%end;;
define study/"Study" width=25 left flow;
define base_rti/"Title" left WIDTH=100 ;
define base_link/"Base file" left WIDTH=10 flow ; * flow;
define compare_link/"Compare file" left WIDTH=10 flow;
define summary n/"Findings summary"” left WIDTH=20 flow;
$if zkeyn ne $then %do;
define summary_ key/"Findings on key search" left WIDTH=20 flow:
$end;
RUN;




Output

Index tab of the XML summary output

ummary and is of NSAID
Use During Study (excluding PRN

Page 10of3 fqcmnsaidnprna1 fqcmnsaidnprna1l Check for the differences Check
ummary of duration for TEAE of
interest
Page 10f2 fqteaedur_hl fqteaedur_hl Exact Match String: pvalue- not found
I

Detailed compare summary report

On the >= 6ih treated attack 146 (30.3]> 96

On the »= 6th treated attack 45 (30.1]> 96

(20.0) 75(15.6) 62(12.9) 33 (6.9) 12 (25) 5 |(20.0) 75(15.6) 62(12.9) 33 (6.9) 12 (25 5
fateaedur_hl fateaedur_hl (1.0) 481 (1.0) 481 Check

On the 1st treated attack <5 (18.5]> 31 (9.2) |On the 1st treated attack > 31 (9.2)
fateaeonset_hl fateaeonset_hl 24 (71) 21 (63) 19 (5.7) 7 (21) 0(0.0)336 |24 (7.1) 21 (6.3) 19 (5.7) 7 (21) 0 (0.0)339  [Check

Detailed keyword search report

fqcmnsaidnprnal fqcmnsaidnprnal

nabumetone 104 1]

0 (0.0) [0.0] 0.00 083

new record

|chmnsaidnprna1 fqcmnsaidnprnal

naproxen sodium 4(0.3) [0.3]
11 (0.3) [0.3] 1.07 (0.34,3.39) Cﬁ)

naproxen sodium 77 (5.7) [5.8]

150 (44) [44] 075 (056,099) (043D pralue diflerence >.5

|chmnsaidnprna1 fqcmnsaidnprnal

vicoprofen 0 (0.0) [0.0] 1

(0.0) [0.0] 480 new record

|fqteaedur_hl fqteaedur_hl

String: pvalue- not found



Business impact using this tool

> Better control of quality, specially in making sure that the
validated version in QA is consistent with the version in
PRD

> Significant amount of time is being saved by the medical
reviewers to identify changes to different versions of
outputs thus eliminating potential submission delays.

> The tedious process of looking for changes to the output
files with large volume is made easy using the tool (eg:
patient narrative reports )




Conclusion

» This tool will compare the RTF outputs and print any
differences that are not caused due to timestamp differences
or program mode in the file content.

» This tool can check all the files at a directory level to compare
the contents of all the RTF files in the directory with the
equivalent files in another location(eg: QA vs. PRD) .

> This tool can be used to identify reports by keyword and check
changes to contents while controlling the acceptable range of
differences (eg: P-values)

» The utility macro can be executed using the SAS EG and the
folder locations can be selected using the pop-up facility that
is featured in SAS EG without having to manipulate the actual
program to call this macro.

The utility macro creates an XML file output that has the
summary of findings and hyperlinks to facilitate the review an
easy accessibility.
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