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D . Withdraw Data Withdraw Data
Clinical DB _ -
from ! Data Files 4 ETL & Stat
Metadata Analytics
Japan/US DB < Engine~System
! \_
N 2
I Output Data(>¢1)/TFLs i (Taiho-CRO
| Analysis program files I [ user 1
PK/PD data : ithdraw Data Execution Logs I
Other data I .
All Data should be traceable and under version control
[TWYJVS';RO Scope of the Repository

*1 Data & metadata file format is SAS XPT, CSV, XLS, XML(CDISC) etc...
*2 ETL & Stat Analytic Engine can be outside of the Repository system, in this case the Engine
must strongly integrated with the Repository in order to remain Data Traceability. 11
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No Requirement category - E”ﬁﬁ:/_ |‘737_':| U -

1  Standardization & management of input data = — = —

2 Addition & management of data ZEATIN—ONRIZKHEELT

3  Management of workflow Requ|reErln£nt,_Pr|orlty’&ﬁ’—:7_-. : :
4  Development of standard dataset %*il:?mo%é':)H‘Z:ITéEPrIO[Ity’C*‘nght
5 Disp|ay of data 1T.|-(-J—L/, J D:/I7 kA2 \_—GE¥1ﬁ sz:
6 Data review

7  Output & save of line list

8 Repository

9 Development and execution of SAS program

10 Management of computer system OutPut Image

1 Audit trail EREFLEROLNTSTTT. )

12 System environment and structure
13 regulatory compliance

14 CSV

15 Project Management

16 Price quotation

17 Software performance

18 System support

19 Time for delivery

20 Product roadmap
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%LET DRUG=DrugXxX; * &BRZE&=Project(J TIZEHEIN TSI L);
%LET PROT=DrugXXXXXxXX; *4{Ep957ArILEF ; R EEE->TINDT=8

— ﬁ : ’

%LET PROT_PATH=%STR(/TH/&DRUG./&PROT.):; CCAELTET A TOK !
%LET DRUG_PATH=%STR(/TH/&DRUG.); e
%LET TEMPLATE=%STR(template02);

* create protocol ;
%sasdrugdev_createanalysis(SDD_PATH=&PROT_PATH.);
* create group ;
%sasdrugdev_creategroup(SDD_PATH=&PROT_PATH., SDD_GROUP=DM);
%sasdrugdev_creategroup(SDD_PATH=&PROT_PATH., SDD_GROUP=STAT);
o, B
* inherit roles ;
%sasdrugdev_assignrole(SDD_PATH=&PROT_PATH., SDD_ROLE=Study Member, SDD_ROLE_CONTEXT=/TH);
%sasdrugdev_assignrole(SDD_PATH=&PROT_PATH., SDD_ROLE=Study Lead, SDD_ROLE_CONTEXT=/TH);
%sasdrugdev_assignrole(SDD_PATH=&PROT_PATH., SDD_ROLE=Administrator, SDD_ROLE_CONTEXT=/TH);
LSO B
* create folders ;
%sasdrugdev_createfolder(sdd_path=&PROT_PATH./Files/Documents);
%sasdrugdev_createfolder(sdd_path=&PROT_PATH./Files/Documents/DM);
LSO B
* load ACL file ;
data tmp1l;
set lib.&TEMPLATE. acls;
path = tranwrd(path, "ITH/admin/&TEMPLATE.", "/[TH/&PROT_PATH.") ;
grpSrcCtxt = tranwrd(grpSrcCtxt, "/TH/admin/&TEMPLATE.", "/TH/&PROT_PATH.") ;

run; 20
%sasdrugdev_updateacls(sas_dsname=tmpl);
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%LET
BASE_PATH=%STR(/TH/&PROJ./&ANALYSIS./Files) ;
* get OBJECTS under protocol folders;
%sasdrugdev_getchildren(sdd_path=&BASE_PATH.,
sas_dsname=work.objects, sdd_recursive=99) ;

* keep necessary variables ;
data work.&DSNAME. (keep=dir path name lastModifiedBy
lastModified) ;
length dir $255. ;
set objects ;
if objectType /= "sas:folder" then do ;
dir = substr(substr(path, 1, length(path) - length(Name)),
length("&BASE_PATH.") + 1) ;
output ;
end ;
run ;
* add isNew/isUpdated variable;
proc sql ;
create table tmpl as
select curr.*
, case when prev.path is null then 1 else . end as isnew
, case when prev.lastModified is not null and
prev.lastModified = curr.lastModified then 1 else . end as
isupdated
from &DSNAME. curr left outer join lib.prev_&DSNAME.
prev on curr.path=prev.path
order by curr.path ;
quit ;

KIUBREIZES TSI EAR ZLTOAS sasav s

* add isDeleted ;
proc sql ;
create table tmp2 as
select prev.*
, 1 as isdeleted
from &DSNAME. curr right outer join lib.prev_&DSNAME.
prev on curr.path=prev.path
where curr.path is null ;
quit ;

%LET isSendMail=0;

data tmp_merged ;
set tmpl tmp2 ;
if isnew = 1 or isupdated = 1 or isdeleted=1 then do ;
call symputx('isSendMail’, '1) ;
output ;
end ;
run ;
proc sort data=tmp_merged ;
by path ;
run ;

%macro sendMail ;

* if there is no change, then return ;
%if &isSendMail.=0 %then %return ;

22
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%macro sendMail ;
* if there is no change, then return ;
%if &isSendMail.=0 %then %return ;

*kkkkkkkkkk get Emall Address from SDD********** ’
%sasdrugdev_getassignedmembers(sdd_path=/TH/&P
ROJ./&ANALYSIS., sas_dsname=assigned_users) ;
%sasdrugdev_getallusers(sas_dsname=all_users) ;
* all members with email address ;
proc sql ;
create table emails as
select max(email) as email
from all_users a, assigned_users b
where a.userid = b.principalld and b.type='"USER' and
a.email is not null
group by email;
quit ;

%LET ADDRESS=%STR() ;

data NULL _;
set emails ;
call symput(ADDRESS', symget('ADDRESS") || ™ ||
trim(email) || ™) ;
run ;

*kkkkkkhkhkhkk get E mal | Add ress E N D********** ’

KRiamEtiliE s 3 ML K. ZLUSAS sasavla

*kkkkkkkkkk Create Emall Contents *kkkkkkkkk ’

filename mail EMAIL "dummy@taiho.co.jp"
Subject="SDD: update files information: &BASE_PATH."
to=(&ADDRESS.) ;

data _null_;
length prev_dir $500. ; length line $500. ;
file mail ; settmp_merged ;
retain prev_dir " ;

line ="----" || name ;
if N =1thendo;
put "Hello," ;
put "There are update files in &BASE_PATH.." ;
end ;
if trim(prev_dir) ~= trim(dir) then do ;
put ; put ; put dir ; put"----"; end;
if isnew =1then line =trim(line) ||" **ADDED by " ||
trim(lastModifiedBY) ;

if isupdated = 1 then line = trim(line) || " **UPDATED by "
|| trim(lastModifiedBy) ;
if isdeleted = 1 then line = trim(line) || " **DELETED";
put line ;
prev_dir = dir;
run;

%mend sendMail ;%sendMail ;
* keep files information for next execution ;
data lib.prev_&DSNAME. ;

set &DSNAME. ;

run ; 23
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e Java APIZF AWV E=A—TavbREAE
SDD 4.5TldAudit TrailZERY T 15 &, Java APIDNLETHS.
Z M Java APID#BAY (SAStLiR{ttIava APIZFIF. )

avoR7RVTNEILS EITA.
cd AYURIZTSASHMSIREEZIT-H U TILHBEMNM TSI ATEE.
({51 cd C:¥SDD_API¥sdd-java-api-client-1.7.1

3.  Setcp EA B Llava APIZHREENT B.

4. java sample.SASDrugDevCommand -exportAudit c:¥temp¥sddaudit¥audit.txt
-s [URL] -u [User ID] -p [Password] -loc [FEEEL =L Path*]
-ps http://[ProxyDH—7/\—441:8080

KA LRA—REANBET, FROEHRERSHES.

Note:
FERS EProxyZE ALNTULNSIES. HelplZHEEELZLND T, ZERATIL.
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