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What if we ?

- update Requirements

- split or merge

- delete

- change release date of a URS
- or re-scope by release

What is the impact on?

- FS,
- Use Case,

- PQ’
- Business Process,
- Release schedule, budget etc.

What is needed?

Traceability Matrix
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001_SCR_Traceability_Matrix_1[1 s [Compatibility

Mode] - Microsoft Excel

ul Home Insert Page Layout Formulas Data Review View Developer -8 Xx
= & Cut e =T = == Z AutoSum - &
B sabon -l A& A || |[StwrapText General - j‘;j Normal Bad Good Neutral o 7 g?a
=3 Copy = & Filt -
Paste P Formal Painter |||l | e o] ||| = Merge & Center ~ |E‘} TR | e R (undrtlt_:nal Format as | ylculation ||| v || Extr vT Followed Hyp = Insert Delete Format e S_urt& Find &
~ =— Formatting = Table ~ o i & Filter = Select -
Clipboard El Font Il Alignment E Number E] Styles Cells Editing
x
@ Security Warning Some active content has been disabled. Options...
146 - S | [¥]
A B c D E H -
1
tayloda5: —|
2 > = o o = The User Requirements Specification (SCR_SP_URS001) is the definitive
~ Rel 10 |r‘ Rel. 20 ~ Rel. 3.0 ~ Show All source for each URS. The detail of each URS is induded only to provide
3 St context within the TM.
4
- SCR PQ Testing
6 [~ |uRs# Description Criticality | it FRS Section FRS # PQ Script No. PQ Test Case
38 [Rel 10 Basic checks may be reported in release 1 only As above As above
Rel 10 URS_WBS03_B_03 The system must access globally standard r=ference data to support standard operations. These |Essential Unit convarsion, 4.1.4.2.3 STANDARD UNIT FS-BUCS-010
includs MadDRA adverss svant (AE) & Structursd MadDRA Querias (SMQ) dictionariss, unit CONVERSION INTO STANDARD UNIT |FS-BUCS-020
conwvarsion panels for Laboratory data, data panals that hold the pracision of sach numeric & 5 = ki = -
39 [ variida on s FS-BUCS-030
40 Rel. 1.0 Medical dictionariss, Cannot find this Cannot find this
41 Rel. 10 Lab . CTC grading Cannot find this Cannot find this
42 Rel. 10 Male specific | famale specific advarss events. Cannot find this Cannot find this
Rel 10 Cusrantly 3 member of thase data are ownasd and N/A N/A
maintained by EDM — any raquirsmant for change would
43 be raised with the EMD
Rel. 1.0 Full specifications of rafarance data raquired will ba 4.1.2.42 REFERENCE DATA N/A
44 includad in the FRS
Rel 10 URS_WES03_B_04 The system must allow vsers to manage reposting activity-specific reference data to support | Essential Abnormality eriteria, 4.1.42 8 Standard Normal Range Flagging |[FS-BNRF-001
standard operations. This would be 2 combination of matadata not captured in the imported 4.1.4.3.3 Standard Custom Flagging FS.BNRF-010
ata and any task spacific metadata for 2 specific raport. This data would b2 ezptur=d on the Wtk i Fs BA\?.RF 020
3CR. database o s
FS-BCFL-001
FS-BCFL-002
45 FS-BCFL-010
46 Rel. 1.0 Lab/ CTC grading,
47 Rel. 1.0 Dopulation membarship,
48 Rel. 1.0 Reporting subsats
Rel. 1.0 URS_WES(3_B_03 The system mmest snsers that any spdates to refarance
processing. A check should be available for the end-user
49 macros are updated th v reports are shown to o
Rel. 1.0 URS_WES03_B_06 The system must havs the ability to subsst data - = 0 vse 2 list
50
Rel 10 URS_WEB503_B_07 The systam must contain a library of standard
51
Rel. 1.0 URS_WES03_B_08
52
Rel. 1.0 URS_WES03_B_02 The system must provide 2 means for r=cording
53
Rel. 1.0 URS_WES03_B_10 The systam must gensrate sxcaption o _ Nzybe massazs in the loz
54 available on globally standard reference tables
Rel. 1.0 URS_WBS03_B_11 The system must mazintzin 2 library of standard impotati ithms. Thase algorithm names | Essential Full specifications of all standard imputaticn alzorithms
1555 will be specified in MDR. will be provided in the FRS
56 |Title Create Derived data (SDTM%) and Analysis data (ADaM)
57 |Rel. 1.0 URS_WES04_B_01 The system must be able to launch prozrams on the GPS environment which in tumn create  |Essential Must use the same analysis data for both standard and non-
58 Rel 10 permanent darivad/znalysis data within the GPS enviroament. Thase dats domains will suppost standard safaty raporti
59 Rel 10 both tha craation of standard and non-standard raports
Rel. 1.0 URS_WBS04_B_02 ‘The system must ensure re-usability of permanent datasets for multiple outputs to keep the Essential Must use the same analysis data for both standard and non-
60 amount of ssts at 2 minimum
Rel. 1.0 URS-WES04_B_03 The system must create derivad/analysis ata in the standard GPSII file structurs that pertains | Essential Revision of GPSIL file structures may be raquirad for
W 4 » W] Cover | SCRURS-FS-PQ Traceability < SCF FS-00 Traceability - SR DSUT Traceability -~ SCAFS /i A7 - T m
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Traceabilty Workbench o (G
=y
Traceability Workbench :
Clear Check Marks Viewer | Editor i Messages Clear Check Marks g
E|--root Functional Specifications Use Cases Test Cases Design Specifications User Reguirements 2nd Level Traceahility : = root “
=-[CProject? 17 Project? -
g 13152 Release URSID Priority URS Desc FsID F5 Desc Use Case Test Case Test Case Status - e E@
-] Business Process Model 1.0 URS_OMUO_0AD critical System Must declare specific va FS_0AEQ_OMO The templates ft  UC_3 authenticate TC_WC_140 ok g g
[ 13 URS_OMU1_0A1 medium The system must verify that the { FS_1AEQ_OMA1 DS_Messaging!  UC_3 Authorize TC_CC_140 failed G- ‘_3,_
- 1.3 URS_OMUZ_0A2 lowe The system must provide a comp FS_2AE0_OM2 The status and ' UC_3: dizpatch Mes TC_WVV_140 unknown [+ @
B 22 URS_0OMU3_0A3 TBD The system must provide a user FS_3AE0_OM3 The access righ UC_3: print Report TC_CX_140 pending [ g
B 1.0 URS_1MUO_1AQ critical System Must declare specific va FS_0AE1_1MO The templates ft  UC_3 authenticate TC_WC_140 ok - -
8 13 URS_1MU1_141 medium The system must verify that the ! FS_1AE1_1M1 DS_Messaging!  UC_3 Authorize TC_CC_140 failed g g A
B 1.3 URS_1MUZ_1A2 lowe The system must provide a comp FS_2AE1_1M2 The status and ' UC_3: dizpatch Mes TC_WVV_140 unknown & %
[z 22 URS_1MU3_1A3 TBD The system must provide a user FS_3AE1_1M3 The access righ UC_3: print Report TC_CX_140 pending - §
[ 1.0 URS_2MU0_2A0 critical System Must declare specific va FS_0AEZ_2M0 The templates ft  UC_3 authenticate TC_WC_140 ok - §
[ 13 URS_2ZMU1_241 medium The system must verify that the { FS_1AE2_2M1 DS_Messaging!  UC_3 Authorize TC_CC_140 failed G- g
[ ser Interface Model 1.3 URS_2MUZ_2a82 low The system must provide a comg FS_2AE2 2M2 The status and ' UC_3: dispatch Mes TC_WV_140 unknown L9 [#-[—| User Interface Modi “
22 URS_2MU3_2A3 TBD The system must provide a user FS_3AE2 M3 The access righ UC_3: print Report TC_CX_140 pending A
1.0 URS_3MU0_3A0 critical System Must declare specific va FS_0AE3_3M0 The templates ft  UC_3 authenticate TC_WC_140 ok
13 URS_3MU1_3A1 medium The system must verify that the ! FS_1AE3_3M1 DS_Messaging!  UC_3 Authorize TC_CC_140 failed
1.3 URS_3MUZ_3A2 lowr The system must provide a comp FS_2AE3 3M2 The status and * UC_3: dispatch Mes TC_WVV_140 unknown
22 URS_3MU3_3A3 TBD The system must provide a user F5_3AE3 3M3 The access righ UC_3: print Report TC_CX_140 pending
1.0 URS_OMUD_0AD critical System Must declare specificva  FS_0AED_OMO The templates ft  UC_3 authenticate TC_VC_140 ok
13 URS_OMU1_0A1 medium The system must verify that the FS_1AE0_OM1 DS_Messaging!  UC_3 Authorize TC_CC_140 failed
1.3 URS_OMUZ_0A2 lowe The system must provide a comp FS_2AE0_OM2 The status and ' UC_3: dizpatch Mes TC_WVV_140 unknown
22 URS_0OMU3_0A3 TBD The system must provide a user FS_3AE0_OM3 The access righ UC_3: print Report TC_CX_140 pending
1.0 URS_1MUO_1AQ critical System Must declare specific va FS_0AE1_1MO The templates ft  UC_3 authenticate TC_WC_140 ok
13 URS_1MU1_141 medium The system must verify that the ! FS_1AE1_1M1 DS_Messaging!  UC_3 Authorize TC_CC_140 failed
1.3 URS_1MUZ_1A2 lowe The system must provide a comp FS_2AE1_1M2 The status and ' UC_3: dizpatch Mes TC_WVV_140 unknown
22 URS_1MU3_1A3 TBD The system must provide a user FS_3AE1_1M3 The access righ UC_3: print Report TC_CX_140 pending
1.0 URS_2MU0_2A0 critical System Must declare specific va FS_0AEZ_2M0 The templates ft  UC_3 authenticate TC_WC_140 ok
13 URS_2ZMU1_241 medium The system must verify that the ! FS_1AE2_2M1 DS_Messaging!  UC_3 Authorize TC_CC_140 failed
1.3 URS_ZMUZ_2A2 lowe The system must provide a comp FS_2AE2 2M2 The status and ' UC_3: dizpatch Mes TC_WVV_140 unknown
22 URS_2MU3_2A3 TBD The system must provide a user FS_3AE2 M3 The access righ UC_3: print Report TC_CX_140 pending
1.0 URS_3MU0_3A0 critical System Must declare specific va FS_0AE3_3M0 The templates ft  UC_3 authenticate TC_WC_140 ok o T
checkBacd 13 URS_3MU1_3A1 medium The system must verify that the ! FS_1AE3_3M1 DS_Messaging!  UC_3 Authorize TC_CC_140 failed ~
4 Start Page\ Traceability Workbench ] b
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Requirement Editor =
(=8
= CRAS é
- Introduction E
i b Detail :
| [
= BUSINESS REQUIREMENTS Requirement Id: URS_WESD1_B_D1 %
: o
e 1 Category:  URS = s
Lz
[l Business Crticality: High - W
(=]
Status: Approved - é
Import source data =
N - Sgreen imported data
.- LSH Requirement Descnphon: %
- CAMCOS ' The GPSII/SCR environmert has been setup for the necessary user and reporting task —
- APAC User has access to SCR @
User is able to access necessary data for task E
Uszer has access to all needed folder structures =2
User has access create portfolio =
| Comment
t Meed close interaction with the GPSIl environment. Meed to facilitate the setting up of GPS environment varable sand SCR
I speciic setup needs.
| Update || Delete || Close
< 1 | 3
4 Start Page™,  Requirement Editor | b
Ready CAP WUM SCRL
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(1) Compelling Documentation,
and
(2) Requirement Lifecycle Management.
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