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1.0 GENERAL SECTION 

1.1 Purpose 
The purpose of this Traceability Matrix (TM) is to establish the relationships between the 

URS, FS, POS and IQ, OQ or PQ test cases.  The TM ensures that all requirements 

specified in the URS are met and can be traced to the design elements (FS and POS) 

and IQ, OQ or PQ test cases.   

1.2 Scope 
This TM establishes traceability between the user’s requirements and design elements 

of the VSIMS-MSA application.   

1.3 References 

 COMPASS, VSIMS-MSA:  System Description, #108-SD. 

 COMPASS, VSIMS-MSA:  Validation Master Plan, #108-VMP 

 COMPASS, VSIMS-MSA   User Requirements Specifications, #108-URS 

 COMPASS, VSIMS-MSA:  Functional Specification, #108-FS 

 COMPASS, VSIMS-MSA:  Program and Object Specification, #108-POS 
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Table 1Traceability Matrix 

URS Ref # URS Description GxP 
Impact  
Y or N 

Other 
Impact 
Y or N 

FS Ref # POS 
Section # 

Test or Verification Ref, e.g., 
IQ, OQ or PQ Test Case # and 

Step # 

Comments 

URS-01-001 Completion of an access application is 
required prior to entry 

Y N FS-01-030 4.1.1 108-OQ-TC-4/3.1.3 (V8) NA 

URS-01-005 A user must have a valid user name and 
password to access the VSIMS-MSA site 

Y N FS-01-005 4.1.1 108-OQ-TC-1 / 3.1.1 NA 

FS-01-100 4.1.1 108-OQ-TC-1 / 3.7.2 NA 

FS-01-140 NA 108-OQ-TC-1 / 3.2.1 NA 

FS-01-055 NA 108-OQ-TC-1 / 3.4.3 NA 

FS-01-050 4.1.1 108-OQ-TC-1 / 3.4.1 NA 

FS-01-045 NA 108-OQ-TC-1 / 3.1.4 NA 

FS-01-035 4.1.1 108-OQ-TC-1 / 3.1.3 NA 

FS-01-030 4.1.1 108-OQ-TC-1 / 3.1.2 NA 

FS-01-025 4.1.1 108-OQ-TC-1 / 3.1.1 NA 

FS-01-020 4.1.1 108-OQ-TC-1 / 3.1.1 NA 

FS-01-010 4.1.1 108-OQ-TC-1 / 3.1.1 NA 

FS-01-015 4.1.1 108-OQ-TC-1 / 3.1.2 NA 

FS-01-036 4.1.1 108-OQ-TC-1 / 3.1.15 
(V6) 

NA 

FS-01-101 4.1.1 108-OQ-TC-1 / 3.1.2 (V6) NA 

URS-01-010 A user must select the applicable protocol from 
a protocol list 

N N FS-01-080 4.2.1 108-OQ-TC-1 / 3.1.6 
108-OQ-TC-1/3.1.1 (V8) 

NA 

URS-01-015 Only protocols to which a user has access 
rights will be displayed in the protocol list 

Y N FS-01-075 4.2.1 108-OQ-TC-1 / 3.1.5 NA 

URS-01-020 A user can change their password at any time Y N FS-01-085 4.1.1 108-OQ-TC-1 / 3.7.1 
 

NA 
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URS Ref # URS Description GxP 
Impact  
Y or N 

Other 
Impact 
Y or N 

FS Ref # POS 
Section # 

Test or Verification Ref, e.g., 
IQ, OQ or PQ Test Case # and 

Step # 

Comments 

108-OQ-TC-1 / 3.1.1 (V6) 

FS-01-090 4.1.1 108-OQ-TC-1 / 3.7.2 
 
108-OQ-TC-1 / 3.1.1 (V6) 

NA 

FS-01-100 4.1.1 108-OQ-TC-1 / 3.7.2 NA 

FS-01-102 4.1.1 108-OQ-TC-1 / 3.1.1, 
3.1.4, 3.1.8 (V6) 

NA 

FS-01-105 4.1.1 108-OQ-TC-1 / 3.1.2 NA 

FS-01-106 4.1.1 108-OQ-TC-1 / 3.1.6 (V6) NA 

FS-01-095 4.1.1 108-OQ-TC-1 / 3.7.3 
 
108-OQ-TC-7 / 3.1.4(V4) 

NA 

FS-01-110 4.1.1 108-OQ-TC-1 / 3.7.5 NA 

URS-01-025 A user can obtain their password via a Forgot 
Password function if they forget their password 

N N FS-01-115 4.1.1 108-OQ-TC-1 / 3.7.5 NA 

FS-01-120 4.1.1 108-OQ-TC-1 / 3.6.1 
 
108-OQ-TC-7 / 3.1.2(V4) 

NA 

FS-01-125 4.1.1 108-OQ-TC-1 / 3.6.3 NA 

FS-01-130 4.1.1 108-OQ-TC-1 / 3.6.4 NA 

FS-01-135 4.1.1 108-OQ-TC-1 / 3.6.5 NA 

FS-01-160 4.1.1 108-OQ-TC-1 / 3.6.2 NA 

URS-01-030 All passwords must expire after six months Y N FS-01-145 NA NA Will be 
monitored 
as part of 

post-
production 

activity 
reports and 



 

 

 

VSIMS - MSA Validation Study 

 Version 8.0 

Traceability Matrix  

Document #:  

108-TM 

Version:  8.0 

Page 6 of  80 

 

 

URS Ref # URS Description GxP 
Impact  
Y or N 

Other 
Impact 
Y or N 

FS Ref # POS 
Section # 

Test or Verification Ref, e.g., 
IQ, OQ or PQ Test Case # and 

Step # 

Comments 

procedures 
specified in 

the 
VSIMS/DM
CC-MOO 

URS-01-035 A user’s session will be timed out by the 
system after 20 minutes of inactivity 

Y N FS-01-150 5 108-OQ-TC-1 / 3.1.3 
 
108-OQ-TC-7 / 3.1.6(V4) 

NA 

URS-01-040 Users who do not select Logout to leave the 
VSIMS site must login twice the next time 

N N FS-01-155 5 108-OQ-TC-1 / 3.3.1 NA 

URS-01-045 After three failed login attempts a user must be 
locked out of the system for 30 minutes 

Y N FS-01-055 NA 108-OQ-TC-1 / 3.4.3 NA 

URS-01-050 User accounts not used for six months will be 
deactivated 

Y N FS-01-170 4.2.8.6 NA Will be 
monitored 
as part of 

post-
production 

activity 
reports and 
procedures 
specified in 

the 
VSIMS/DM
CC-MOO 

URS-01-055 Deactivated accounts will be deleted after one 
year of inactivity 

Y N FS-01-165 4.2.1, 
4.2.8.6 

NA 

URS-01-060 All login activity and information must be 
tracked in a database for 6 months, and then 
archived. 

Y N FS-01-185 5 108-PQ-TC-2/3.1.4 (V8) 

URS-01-065 Upon access to the VSIMS site the browser’s 
menu bar  must be eliminated 

N N FS-01-065 4.1.1 108-OQ-TC-1 / 3.1.6 NA 

FS-01-070 4.1.1 108-OQ-TC-1 / 3.1.6 NA 

FS-01-175 5 108-OQ-TC-1 / 3.1.6 NA 
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URS Ref # URS Description GxP 
Impact  
Y or N 

Other 
Impact 
Y or N 

FS Ref # POS 
Section # 

Test or Verification Ref, e.g., 
IQ, OQ or PQ Test Case # and 

Step # 

Comments 

URS-01-070 The system must provide VSIMS menu bar 
functions within the system and when viewing 
PDF documents and forms 

N N FS-01-190 5 108-PQ-TC-5 / 3.1.2 NA 

FS-01-175 5 108-OQ-TC-1 / 3.1.6 NA 

URS-01-075 The system requires MS IE 5.01 or Netscape 
7.0 or greater 

N N FS-01-195 NA 108-OQ-TC-1 / 3.1.1 
108-PQ-TC-2 / 3.1.1 

NA 

URS-01-080 No two users can have the same combination 
of user name and password 

Y N FS-01-180 NA 108-IQ-TC-10 / 3.7 NA 

URS-01-085 The system displays an Enter link on the Enter 
Page 

N N FS-01-040 4.1.1 108-OQ-TC-1 / 3.1.4 NA 

URS-01-090 The system requires a user to change 
password and answer forgot password 
question upon first login 

Y N FS-01-140 NA 108-OQ-TC-1 / 3.2.1 NA 

FS-01-060 5 108-OQ-TC-1 / 3.2.3 NA 

URS-01-095 The system requires Data Access Rights and 
VSIMS User Rights 

Y N FS-01-200 4.2.2.1, 
5 

108-OQ-TC-1 / 3.8.4 NA 

FS-01-201 4.2.3.1 108-OQ-TC-2/3.2.4, 
3.3.4, 3.4.6, 3.4.12, 
3.4.17, 3.4.27, 3.4.33, 
3.4.38, 3.6.4, 3.7.6, 
3.7.12, 3.7.19, 3.7.25, 
3.7.31, 3.7.38(V6) 

FS-01-205 5 108-OQ-TC-1 / 3.8.5 

FS-01-206 4.2.4, 
5 

108-OQ-TC-2/3.4.47, 
3.5.23, 3.6.23, 3.6.25, 
3.7.41 (V6) 

FS-01-210 5 108-OQ-TC-1 / 3.9.1 
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URS Ref # URS Description GxP 
Impact  
Y or N 

Other 
Impact 
Y or N 

FS Ref # POS 
Section # 

Test or Verification Ref, e.g., 
IQ, OQ or PQ Test Case # and 

Step # 

Comments 

 
108-OQ-TC-2/3.6.1, 3.7.1 
(V6) 

FS-01-215 5 108-OQ-TC-1 / 3.9.4 

FS-01-216 5 108-OQ-TC-2/3.2.8, 
3.2.10, 3.2.11, 3.2.15, 
3.2.16, 3.2.20, 3.2.25, 
3.2.32, 3.2.34, 3.2.36, 
3.2.38, 3.2.40, 3.2.42, 
3.2.52, 3.2.56, 3.2.57, 
3.2.59, 3.2.62, 3.2.65 
(V6) 
 
108-OQ-TC-1/3.1.241, 
3.1.242 (V7) 

FS-01-220 5 108-OQ-TC-1 / 3.10.4 

FS-01-221 5 108-OQ-TC-2/3.6.9, 
3.6.12, 3.6.17, 3.6.20, 
3.7.16, 3.7.35 (V6) 

FS-01-225 5 108-OQ-TC-1 / 3.12.6 

FS-01-230 5 108-OQ-TC-1 / 3.10.8 
 
108-OQ-TC-2/3.5.4, 
3.5.9, 3.5.12, 3.5.17, 
3.5.20, 3.5.55, 3.5.57, 
3.5.59, 3.5.61, 3.5.63, 
3.5.65, 3.5.67, 3.5.68, 
3.5.78, 3.5.82, 3.5.83, 
3.5.86, 3.5.89, 3.5.92, 
3.6.37, 3.6.38 (V6) 
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URS Ref # URS Description GxP 
Impact  
Y or N 

Other 
Impact 
Y or N 

FS Ref # POS 
Section # 

Test or Verification Ref, e.g., 
IQ, OQ or PQ Test Case # and 

Step # 

Comments 

FS-01-235 5 108-OQ-TC-1 / 3.17.5 
 
108-OQ-TC-2/3.4.56, 
3.4.57, 3.4.76, 3.4.79, 
3.4.82, 3.4.85, 3.4.87, 
3.4.88, 3.4.90, 3.4.99, 
3.4.103, 3.4.104, 3.4.106, 
3.4.109, 3.4.112, 3.5.35, 
3.5.36 (V6) 

FS-01-240 5 108-OQ-TC-1 / 3.11.2 
108-OQ-TC-2/3.3.4, 
3.3.8, 3.3.9, 3.3.11, 
3.3.12, 3.3.16, 3.3.17, 
3.3.19, 3.3.20, 3.3.23, 
3.3.25, 3.3.27, 3.3.29, 
3.3.32, 3.3.34, 3.3.36, 
3.3.38, 3.3.40, 3.3.42, 
3.3.44, 3.3.45, 3.3.48, 
3.3.50, 3.3.52, 3.3.55, 
3.3.57, 3.3.59, 3.3.60, 
3.3.62, 3.3.63, 3.3.66, 
3.3.69, 3.3.73, 3.3.74, 
3.3.75, 3.3.76(V6) 

NA 

FS-01-245 5 108-OQ-TC-1 / 3.14.2 
108-OQ-TC-2/3.2.4, 
3.2.10, 3.2.11, 3.2.15, 
3.2.16, 3.2.23, 3.2.27, 
3.2.29, 3.2.32, 3.2.34, 
3.2.36, 3.2.38, 3.2.42, 
3.2.43, 3.2.52, 3.2.56, 
3.2.57, 3.2.59, 3.2.62, 
3.2.65, 3.2.77 (V6) 
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URS Ref # URS Description GxP 
Impact  
Y or N 

Other 
Impact 
Y or N 

FS Ref # POS 
Section # 

Test or Verification Ref, e.g., 
IQ, OQ or PQ Test Case # and 

Step # 

Comments 

 

FS-01-250 5 108-OQ-TC-1 / 3.13.1 
108-OQ-TC-2/3.1.1 (V6) 

FS-01-255 5 108-OQ-TC-2/3.6.60, 
3.6.62, 3.6.64, 3.6.66, 
3.6.68, 3.6.70, 3.6.71, 
3.6.81, 3.6.85, 3.6.89, 
3.6.92, 3.6.95 (V6) 

FS-01-260 5 108-OQ-TC-2/3.7.72, 
3.7.77, 3.7.80, 3.7.82, 
3.7.84, 3.7.86, 3.7.88, 
3.7.89, 3.7.98, 3.7.101, 
3.7.105, 3.7.106, 3.7.109, 
3.7.114, 3.7.118, 3.7.121 
(V6) 

URS-02-005 Participant and Specimen (original or child) 
IDs must be generated by the DMCC 

N N FS-02-010 4.2.3.2 108-OQ-TC-1/3.1.21, 
3.1.22, 3/1/23 (V8) 

NA 

FS-02-010 4.2.2.2 108-OQ-TC-2 / 3.1.4 NA 

FS-02-005 4.2.4.1 108-OQ-TC-2 / 3.2.3 
108-PQ-TC-3/3.1.7, 
3.1.9, 3.1.11, 3.1.13 (V8) 

URS-02-010 System must not allow the use of duplicate IDs N N FS-02-010 4.2.2.2 108-OQ-TC-2 / 3.1.4 NA 

FS-02-005 4.2.4.1 108-OQ-TC-2 / 3.2.3 NA 

FS-02-020 4.2.2.1 108-OQ-TC-2 / 3.3.1 

FS-02-030 4.2.3.1 
4.2.5.1 
4.2.5.2 
4.2.5.3 

108-OQ-TC-2 / 3.3.3 
 
108-PQ-TC-16 / 3.1.6, 
3.1.8(V3) 

Updated 

in Version 

3.1 of 

POS 
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URS Ref # URS Description GxP 
Impact  
Y or N 

Other 
Impact 
Y or N 

FS Ref # POS 
Section # 

Test or Verification Ref, e.g., 
IQ, OQ or PQ Test Case # and 

Step # 

Comments 

URS-02-015 A user must be able to scan a Participant ID 
assigned to their site only 

N N FS-02-010 4.2.2.2, 
4.2.4.1 

108-OQ-TC-2 / 3.1.4 NA 

FS-02-015 4.2.2.2 108-OQ-TC-2 / 3.1.8 NA 

URS-02-020 A user must be able to enter a Participant ID 
assigned to their site only 

N N FS-02-010 4.2.2.2, 
4.2.4.1 

108-OQ-TC-2 / 3.1.4 NA 

URS-02-025 A user must be able to scan a Specimen ID 
assigned to the protocol 

N N FS-02-005 4.2.4.1 108-OQ-TC-2 / 3.2.3 NA 

FS-02-025  108-OQ-TC-2 / 3.2.7(V3) NA 

FS-02-030  108-PQ-TC-16 / 3.1.6, 
3.1.8(V3) 

 

URS-02-030 A user must be able to enter a Specimen ID 
assigned to the protocol 

N N FS-02-005 4.2.4.1 108-OQ-TC-2 / 3.2.3 NA 

URS-02-035 Designated users with DMCC Administrative 
Rights must be able to generate participant 
IDs at <website 
address>/vs/bin/studies/upn.asp and 
specimen IDs under Specimens “Tools” by 
selecting Site and # of IDs needed (version 
2.0) 

N N FS-02-005 4.2.4.1 108-OQ-TC-2 / 3.2.3 NA 

FS-02-010 4.2.3.2 108-PQ-TC-1/3.1.8 (V8) 

FS-06-110 4.2.4.1 108-PQ-TC-1 / 3.1.3 (V2) 

URS-03-005 Data elements entered and maintained at 
<website address>/enterEDRN display on 
MSA form screens 

N N FS-03-005 4.2.2.1, 
4.2.2.2 

108-PQ-TC-2 / 3.1.6 NA 

4.2.2,  
4.2.3.1, 
4.2.3.2 

108-OQ-TC-1/ 3.1.45, 
3.1.50, 3.1.55, 3.1.58(V4) 

FS-03-010 4.2.2.1, 
4.2.2.2 

108-PQ-TC-2 / 3.1.6 NA 

http://www.compass.fhcrc.org/vs/bin/studies/upn.asp
http://www.compass.fhcrc.org/vs/bin/studies/upn.asp
http://www.compass.fhcrc.org/vs/bin/studies/upn.asp
http://www.compass.fhcrc.org/vs/bin/studies/upn.asp
http://www.compass.fhcrc.org/enterEDRN
http://www.compass.fhcrc.org/enterEDRN
http://www.compass.fhcrc.org/enterEDRN
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URS Ref # URS Description GxP 
Impact  
Y or N 

Other 
Impact 
Y or N 

FS Ref # POS 
Section # 

Test or Verification Ref, e.g., 
IQ, OQ or PQ Test Case # and 

Step # 

Comments 

4.2.2, 
4.2.3.1, 
4.2.3.2 

108-OQ-TC-1 / 3.1.151, 
3.1.211, 3.1.227, 
3.1.236(V4) 

FS-03-015 4.2.2.2 108-PQ-TC-2 / 3.1.6 NA 

4.2.2, 
4.2.3.2 

108-OQ-TC-2/ 3.1.48(V4) 

FS-03-020 4.2.2.2 108-PQ-TC-2 / 3.1.6 NA 

FS-03-025 NA 108-PQ-TC-2 / 3.1.6 NA 

FS-03-030 4.2.2 108-PQ-TC-3 / 3.1.11 
(V3) 

NA 

FS-03-035 4.2.2, 
4.2.3.1 

108-PQ-TC-1 / 3.1.9, 
3.1.14, 3.1.18, 3.1.23, 
3.1.26(V3) 
 
108-OQ-TC-1/ 3.1.39, 
3.1.64, 3.1.75, 3.1.80, 
3.1.85, 3.1.96, 3.1.102, 
3.1.113, 3.1.118, 3.1.129, 
3.1.134, 3.1.145, 3.1.152, 
3.1.155, 3.1.161, 3.1.167, 
3.1.172, 3.1.182, 3.1.187, 
3.1.192, 3.1.211, 3.1.227, 
3.1.236(V4) 
 
108-OQ-TC-4/3.1.5(V4) 
 
108-OQ-TC-1/3.1.55, 
3.1.57(V7) 

NA 

FS-03-040 4.2.2 108-PQ-TC-1 / 3.1.2 NA 

FS-03-045 4.2.2 108-PQ-TC-1 / 3.1.2, 
3.1.26(V3) 

NA 
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URS Ref # URS Description GxP 
Impact  
Y or N 

Other 
Impact 
Y or N 

FS Ref # POS 
Section # 

Test or Verification Ref, e.g., 
IQ, OQ or PQ Test Case # and 

Step # 

Comments 

 
108-PQ-TC-21 / 3.1.3, 
3.1.8(V3) 

URS-04-002 Current form versions display at top of 
Baseline/Follow-up Entry List and Expired 
Forms display at bottom 

N N FS-04-002 4.2.3.1 108-PQ-TC-1 /3 .1.4(V3) 
 
108-PQ-TC-21 / 3.1.8, 
3.1.27(V3) 

NA 

URS-04-003 Sites can enter either a current form version or 
an expired version 

N N FS-04-004 4.2.3.1 108-PQ-TC-21 / 3.1.3, 
3.1.8, 3.1.30, 3.1.39(V3) 

NA 

URS-04-004 Only registered sites with IRB approval dates 
and IRB numbers are allowed to access the 
“submit data” sub-menus 

Y N FS-04-003 5 108-PQ-TC-6 / 3.1.3(V3) NA 

URS-04-005 Only users with Data Access Rights equal to 
Data Entry may enter, verify, update or delete 
participant data for their own site.  

N N FS-04-050 4.2.2.1 108-OQ-TC-4 / 3.1.3 NA 

URS-04-010 Users with Data Access Rights equal to Site 
Read Only and Master Read Only can only 
view participant data.   

N N FS-04-055 4.2.2.1 108-OQ-TC-4 / 3.8.3 NA 

4.2.3.1 108-OQ-TC-1/3.1.241, 
3.1.242 (V7) 

FS-04-056 4.2.2.1  108-OQ-TC-1 / 3.9.9 NA 

URS-04-015 A user must select the radio button for a form 
and click the submit button to enter the form 
data 

N N FS-04-050 4.2.2.1 108-OQ-TC-4 / 3.1.3 NA 

FS-04-070 4.2.2.1 108-OQ-TC-4 / 3.1.3 NA 

FS-04-075 4.2.2.1 108-OQ-TC-4 / 3.1.8 NA 

4.2.3.1 108-OQ-TC-1/3.1.234 
(V7) 

URS-04-020 The Participant ID must be a required field on 
each form 

N N FS-04-035 4.2.2.1 108-OQ-TC-4 / 3.1.9 NA 
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URS Ref # URS Description GxP 
Impact  
Y or N 

Other 
Impact 
Y or N 

FS Ref # POS 
Section # 

Test or Verification Ref, e.g., 
IQ, OQ or PQ Test Case # and 

Step # 

Comments 

URS-04-025 The Protocol ID and Site ID pre-populate on 
each form 

N N FS-04-010 NA 108-OQ-TC-4 / 3.1.9 NA 

URS-04-030 The Visit Code calculates and pre-populates 
on each follow-up form 

N N FS-04-015 NA 108-OQ-TC-4 / 3.7.9 
 
108-OQ-TC-1 / 3.1.182, 
3.1.197(V4) 

NA 

4.2.3.1 108-OQ-TC-1/3.1.223 
(V7) 

FS-04-016 NA 108-OQ-TC-1/3.1.156 
(V7) 

NA 

URS-04-035 The system must automatically step through 
the form based on the answers provided 
(Reference 108-FS Appendix 1) 

N N FS-04-025 4.2.2.1 108-OQ-TC-4 / 3.1.10  
 
108-PQ-TC-2 / 3.1.11, 
3.2.11, 3.3.11, 3.4.4 (V2) 

NA 

4.2.3.1 108-PQ-TC-1 /3 .1.9, 
3.1.14, 3.1.18, 3.1.23, 
3.1.26(V3) 
 
108-PQ-TC-2 / 3.1.6, 
3.1.11, 3.1.16, 3.1.21, 
3.1.26, 3.1.31(V3) 
 
108-PQ-TC-3 / 3.1.6, 
3.1.12, 3.1.17, 3.1.22, 
3.1.27, 3.1.32(V3) 
 
108-PQ-TC-4 / 3.1.6, 
3.1.11, 3.1.13, 3.1.17, 
3.1.22, 3.1.27, 3.1.32(V3) 
 
108-PQ-TC-5 / 3.1.6, 
3.1.11, 3.1.15, 3.1.20, 

NA 
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Impact  
Y or N 

Other 
Impact 
Y or N 

FS Ref # POS 
Section # 

Test or Verification Ref, e.g., 
IQ, OQ or PQ Test Case # and 

Step # 

Comments 

3.1.25, 3.2.4, 3.2.9(V3) 
 
108-PQ-TC-6 / 3.1.10, 
3.1.14, 3.1.15, 3.1.20, 
3.1.25, 3.1.30, 3.1.35, 
3.1.40, 3.1.45(V3) 
 
108-PQ-TC-13 / 3.1.5, 
3.1.10, 3.1.15, 3.1.20, 
3.1.25, 3.1.30(V3) 
 
108-PQ-TC-20 / 3.1.29 
(V3) 
 
108-PQ-TC-21 / 3.1.11 
(V3) 
 
108-OQ-TC-1/ 3.1.64, 
3.1.75, 3.1.80, 3.1.85, 
3.1.96, 3.1.102, 3.1.113, 
3.1.118, 3.1.129, 3.1.134, 
3.1.145(V4) 
 
108-OQ-TC-2 / 3.1.42 
(V4) 
 
108-OQ-TC-3/3.1.106 
(V6) 
 
108-OQ-TC-6/3.1.3 (V6) 
 
108-OQ-TC-1/3.1.12, 
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URS Ref # URS Description GxP 
Impact  
Y or N 

Other 
Impact 
Y or N 

FS Ref # POS 
Section # 

Test or Verification Ref, e.g., 
IQ, OQ or PQ Test Case # and 

Step # 

Comments 

3.1.21, 3.1.125, 3.1.131, 
3.1.149 (V7) 

FS-04-030 4.2.2.1 108-PQ-TC-2 / 3.1.11, 
3.2.11, 3.3.11, 3.4.4 (V2) 

NA 

URS-04-040 The system must perform edit checks for MSA 
Consent and MSA Eligibility and ensure 
acceptable ranges during entry (Reference 
108-FS Appendix 1.) 

N N FS-04-030 4.2.2.1 108-OQ-TC-4 / 3.1.10 NA 

4.2.3.1 108-PQ-TC-1 / 3.1.9, 
3.1.14, 3.1.18, 3.1.23, 
3.1.26(V3) 
 
108-PQ-TC-2 / 3.1.11, 
3.1.16, 3.1.21, 3.1.26, 
3.1.31(V3) 
 
108-PQ-TC-3 / 3.1.6, 
3.1.12, 3.1.17, 3.1.22, 
3.1.27, 3.1.32(V3) 
 
108-PQ-TC-5 / 3.1.6, 
3.1.11, 3.1.15, 3.1.20, 
3.1.25, 3.2.4, 3.2.9(V3) 
 
108-PQ-TC-4 / 3.1.6, 
3.1.11, 3.1.13, 3.1.17, 
3.1.22, 3.1.27, 3.1.32 
 
108-PQ-TC-6 / 3.1.10, 
3.1.14, 3.1.15, 3.1.20, 
3.1.25, 3.1.30, 3.1.35, 
3.1.40, 3.1.45(V3) 

NA 
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IQ, OQ or PQ Test Case # and 

Step # 

Comments 

 
108-PQ-TC-13 / 3.1.5, 
3.1.10, 3.1.15, 3.1.20, 
3.1.25, 3.1.30(V3) 
 
108-PQ-TC-21 / 3.1.11 
(V3) 
 
108-OQ-TC-3/3.1.16 (V6) 
 
108-OQ-TC-1/3.1.4, 
3.1.8, 3.1.10, 3.1.18, 
3.1.55, 3.1.57, 3.1.61, 
3.1.135, 3.1.139, 3.1.143, 
3.1.147, 3.1.153, 3.1.160, 
3.1.164, 3.1.169, 3.1.172, 
3.1.177, 3.1.180, 3.1.184, 
3.1.187, 3.1.192, 3.1.195, 
3.1.199, 3.1.201, 3.1.207, 
3.1.210, 3.1.213, 3.1.217 
(V7) 

URS-04-045 The system should permit a User to display N N FS-04-030 4.2.2.1 108-OQ-TC-4 / 3.1.10 NA 
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URS Ref # URS Description GxP 
Impact  
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Other 
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FS Ref # POS 
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Test or Verification Ref, e.g., 
IQ, OQ or PQ Test Case # and 

Step # 

Comments 

confirmation page 4.2.3.1 108-PQ-TC-1 / 3.1.9, 
3.1.14, 3.1.18, 3.1.23, 
3.1.26(V3) 
 
108-PQ-TC-2 / 3.1.11, 
3.1.16, 3.1.21, 3.1.26, 
3.1.31(V3) 
 
108-PQ-TC-3 / 3.1.6, 
3.1.12, 3.1.17, 3.1.22, 
3.1.27, 3.1.32(V3) 
 
108-PQ-TC-4 / 3.1.6, 
3.1.11, 3.1.13, 3.1.17, 
3.1.22, 3.1.27, 3.1.32(V3) 
 
108-PQ-TC-5 / 3.1.6, 
3.1.11, 3.1.15, 3.2.4, 
3.2.9(V3) 
 
108-PQ-TC-6 / 3.1.10, 
3.1.14, 3.1.15, 3.1.20, 
3.1.25, 3.1.30, 3.1.35, 
3.1.40, 3.1.45(V3) 
 
108-PQ-TC-13 / 3.1.5, 
3.1.10, 3.1.15, 3.1.20, 
3.1.25, 3.1.30(V3) 
 
108-PQ-TC-21 / 
3.1.11(V3) 
 

NA 
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Impact  
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Other 
Impact 
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FS Ref # POS 
Section # 

Test or Verification Ref, e.g., 
IQ, OQ or PQ Test Case # and 

Step # 

Comments 

108-OQ-TC-3/3.1.16, 
3.1.19, 3.1.29, 3.1.32, 
3.1.42, 3.1.45, 3.1.56, 
3.1.59, 3.1.69, 3.1.72, 
3.1.82, 3.1.85 (V6) 
 
108-OQ-TC-1/3.1.4, 
3.1.8, 3.1.10, 3.1.18, 
3.1.55, 3.1.57, 3.1.61, 
3.1.135, 3.1.139, 3.1.143, 
3.1.147, 3.1.153, 3.1.160, 
3.1.164, 3.1.169, 3.1.172, 
3.1.177, 3.1.180, 3.1.184, 
3.1.187, 3.1.192, 3.1.195, 
3.1.199, 3.1.201, 3.1.207, 
3.1.210, 3.1.213, 3.1.217 
(V7) 
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URS Ref # URS Description GxP 
Impact  
Y or N 

Other 
Impact 
Y or N 

FS Ref # POS 
Section # 

Test or Verification Ref, e.g., 
IQ, OQ or PQ Test Case # and 

Step # 

Comments 

FS-04-036 4.2.3.1 108-OQ-TC-1/ 
3.1.205(V4) 

NA 

URS-04-050 The system must permit a User to re-print a 
confirmation page 

N N FS-04-036 4.2.3.1 108-OQ-TC-1 / 
3.1.205(V4) 

NA 

FS-04-040 4.2.2.1 108-OQ-TC-4 / 3.13.3 NA 

4.2.3.1 108-OQ-TC-7 /3.1.17(V4) 

FS-04-041 4.2.3.1 108-OQ-TC-7 /3.1.17(V4) 
 
108-OQ-TC-1/3.1.241, 
3.1.242 (V7) 

URS-04-065 The Update task must be optional for all 
baseline forms 

N N FS-04-060 4.2.2.1 108-OQ-TC-4 / 3.8.3 NA 

4.2.3.1 108-PQ-TC-2 / 3.2.5 (V3) 
 
108-PQ-TC-4 / 3.2.5, 
3.2.12(V3) 
 
108-PQ-TC-5 / 3.3.5 (V3) 

FS-04-080 4.2.2.1 108-OQ-TC-4 / 3.14.4 NA 
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Other 
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Test or Verification Ref, e.g., 
IQ, OQ or PQ Test Case # and 

Step # 

Comments 

4.2.3.1 108-PQ-TC-2 / 3.2.6 (V3) 
 
108-PQ-TC-4 / 3.2.6, 
3.2.13(V3) 
 
108-PQ-TC-5 / 3.3.6 (V3) 
 
108-OQ-TC-2/3.4.21, 
3.4.43 (V6) 

URS-04-070 A baseline form cannot be updated after a 
participant’s eligibility has been confirmed and 
a final group assigned 

N N FS-04-080 4.2.2.1 108-OQ-TC-4 / 3.14.4 NA 

4.2.3.1 108-PQ-TC-2 / 3.2.6 (V3) 
 
108-PQ-TC-4 / 3.2.5, 
3.2.12(V3) 
 
108-PQ-TC-5 / 3.3.5 (V3) 
 
108-OQ-TC-2/3.4.21, 
3.4.43 (V6) 

FS-04-060 4.2.2.1 108-OQ-TC-4 / 3.8.3 NA 

4.2.3.1 108-PQ-TC-2 / 3.2.5 (V3) 
 
108-PQ-TC-4 / 3.2.5, 
3.2.12(V3) 
 
108-PQ-TC-5 / 3.3.6(V3) 

URS-04-075 The Update task for all baseline forms is only 
available to users with Data Access Rights 
equal to Data Entry and VSIMS User Rights 
equal to Administrative after a participant has 
been confirmed and a final group assigned 

N N FS-04-061 4.2.3.1 108-OQ-TC-1/ 3.1.25(V4) NA 

FS-04-080 4.2.2.1 108-OQ-TC-4 / 3.14.4 

4.2.3.1 108-PQ-TC-2 / 3.2.6 (V3) 
 
108-PQ-TC-4 / 3.2.6, 
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Test or Verification Ref, e.g., 
IQ, OQ or PQ Test Case # and 

Step # 

Comments 

3.2.13 (V3) 
 
108-PQ-TC-5 / 3.3.6 (V3) 
 
108-OQ-TC-2/3.4.21, 
3.4.43 (V6) 

FS-04-060 4.2.2.1 108-OQ-TC-4 / 3.8.3 
 
108-PQ-TC-5 / 3.3.5 (V3) 

NA 

4.2.3.1 108-PQ-TC-2 / 3.2.5 (V3) 
 
108-PQ-TC-4 / 3.2.5, 
3.2.12(V3) 

FS-04-075 4.2.2.1 108-PQ-TC-2 / 3.5.6, 
3.6.7, 3.7.6 (V2) 

FS-04-081 4.2.3.1 108-PQ-TC-4 / 3.2.6, 
3.2.13(V3) 
 
108-PQ-TC-5 / 3.3.6 (V3) 
 
108-PQ-TC-21 / 3.1.30 
(V3) 

URS-04-080 The Update task for all follow-up forms is only 
available to users with Data Access Rights 
equal to Data Entry 

N N FS-04-060 4.2.2.1 108-OQ-TC-4 / 3.8.3 NA 

4.2.3.1 108-PQ-TC-2 / 3.2.5 (V3) 
 
108-PQ-TC-4 / 3.2.5, 
3.2.12(V3) 
 
108-PQ-TC-5 / 3.3.5 

FS-04-090 4.2.2.1 108-OQ-TC-4 / 3.19.4 NA 
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Impact  
Y or N 

Other 
Impact 
Y or N 

FS Ref # POS 
Section # 

Test or Verification Ref, e.g., 
IQ, OQ or PQ Test Case # and 

Step # 

Comments 

URS-04-085 The system must require a reason for a 
change and track the user, date/time if a user 
is using the update task. 

Y N FS-04-080 4.2.2.1 108-OQ-TC-4 / 3.14.4 NA 

4.2.3.1 108-PQ-TC-2 / 3.2.6 (V3) 
 
108-PQ-TC-4 / 3.2.6, 
3.2.13(V3) 
 
108-PQ-TC-5 / 3.3.5 (V3) 
 
108-OQ-TC-2/3.4.21, 
3.4.43 (V6) 

FS-04-060 4.2.2.1 108-OQ-TC-4 / 3.8.3 NA 

FS-04-090 4.2.2.1 108-OQ-TC-4 / 3.19.4 NA 

URS-04-090 The system shall allow user with Data Access 
Rights equal to Data Entry to delete a baseline 
form up until eligibility has been confirmed and 
a final group assigned 

N N FS-04-085 4.2.2.1 108-OQ-TC-4 / 3.9.4 NA 

FS-04-065 4.2.2.1 108-OQ-TC-4 / 3.9.5 NA 

URS-04-095 Only users with Data Access Rights equal to 
Data Entry and VSIMS User Rights equal to 
Administrative can delete a form after eligibility 
has been confirmed and a final group 
assigned 

Y N FS-04-085 4.2.2.1 108-OQ-TC-4 / 3.9.4 NA 

FS-04-065 4.2.2.1 108-OQ-TC-4 / 3.9.5 NA 

FS-04-095 4.2.2.1 108-OQ-TC-4 / 3.19.4 NA 

URS-04-100 The system shall require a reason and track 
the user and date/time if a user is using the 
delete task. 

Y N FS-04-065 4.2.2.1 108-OQ-TC-4 / 3.9.5 NA 

URS-04-105 The system limits access to Core Pathology 
and Follow-up Core Pathology Forms 

N N FS-04-020 NA 108-OQ-TC-4 / 3.20.2 NA 
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Other 
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Test or Verification Ref, e.g., 
IQ, OQ or PQ Test Case # and 

Step # 

Comments 

URS-04-110 Forms are uniquely identified by primary keys 
and primary keys are the only way to 
subsequently access a form screen 

N N FS-04-005 4.2.2.1 108-OQ-TC-4 / 3.1.3 NA 

4.2.3.1 108-OQ-TC-3/3.1.93, 
3.1.96, 3.1.98, 3.1.101 
(V6) 

FS-04-006 4.2.3.1 108-OQ-TC-1/ 3.1.28, 
3.1.152, 3.1.161, 
3.1.199(V4) 

NA 

FS-04-045 4.2.3.3 108-PQ-TC-1(V3) NA 

FS-04-101 4.2.3.1 108-OQ-TC-1/ 
3.1.152(V4) 

NA 

URS-04-115 The system shall allow users with Data Access 
Rights equal to Data Entry to enter the 
following forms: 

N N FS-04-025 
 

4.2.2.1 108-OQ-TC-4 / 3.1.10 NA 

4.2.3.1 
 

108-PQ-TC-1 / 3.1.9, 
3.1.14, 3.1.18, 3.1.23, 
3.1.26(V3) 
 
108-PQ-TC-2 / 3.1.6, 
3.1.11, 3.1.16, 3.1.21, 
3.1.26, 3.1.31(V3) 
 
108-PQ-TC-3 / 3.1.6, 
3.1.12, 3.1.17, 3.1.22, 
3.1.27, 3.1.32(V3) 
 
108-PQ-TC-4 / 3.1.6, 
3.1.11, 3.1.13, 3.1.17, 
3.1.22, 3.1.27, 3.1.32(V3) 
 
108-PQ-TC-5 / 3.1.6, 
3.1.11, 3.1.15, 3.1.20, 
3.1.25, 3.2.4, 3.2.9(V3) 
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IQ, OQ or PQ Test Case # and 

Step # 

Comments 

108-PQ-TC-6 / 3.1.10, 
3.1.14, 3.1.15, 3.1.20, 
3.1.25, 3.1.30, 3.1.35, 
3.1.40, 3.1.45(V3) 
 
108-PQ-TC-13 / 3.1.5, 
3.1.10, 3.1.15, 3.1.20, 
3.1.25, 3.1.30(V3) 
 
108-PQ-TC-20 / 3.1.29 
(V3) 
 
108-PQ-TC-21 / 3.1.11 
(V3) 
 
108-OQ-TC-1/ 3.1.64, 
3.1.75, 3.1.80, 3.1.85, 
3.1.96, 3.1.102, 3.1.113, 
3.1.118, 3.1.129, 3.1.134, 
3.1.145(V4) 
 
108-OQ-TC-2 / 3.1.42 
(V4) 
 
108-OQ-TC-3/3.1.106 
(V6)  
 
108-OQ-TC-6/3.1.3 (V6) 
 
108-OQ-TC-1/3.1.12, 
3.1.21, 3.1.125, 3.1.131, 
3.1.149  (V7) 
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IQ, OQ or PQ Test Case # and 

Step # 

Comments 

FS-04-101 4.2.3.1 108-PQ-TC-1 / 3.1.18 
(V3) 

NA 

URS-04-120 -          MSA Consent Form ID 210 N N FS-04-025 4.2.2.1 108-OQ-TC-4 / 3.1.10 NA 

4.2.3.1 108-PQ-TC-1 / 3.1.9, 
3.1.14, 3.1.18, 3.1.23, 
3.1.26(V3) 
 
108-PQ-TC-2 / 3.1.6, 
3.1.11, 3.1.16, 3.1.21, 
3.1.26, 3.1.31(V3) 
 
108-PQ-TC-3 / 3.1.6, 
3.1.12, 3.1.17, 3.1.22, 
3.1.27, 3.1.32 
 
108-PQ-TC-4 / 3.1.6, 
3.1.11, 3.1.13, 3.1.17, 
3.1.22, 3.1.27, 3.1.32(V3) 
 
108-PQ-TC-5 / 3.1.6, 
3.1.11, 3.1.15, 3.1.20, 
3.1.25, 3.2.4, 3.2.9(V3) 
 
108-PQ-TC-6 / 3.1.10, 
3.1.14, 3.1.15, 3.1.20, 
3.1.25, 3.1.30, 3.1.35, 
3.1.40, 3.1.45(V3) 
 
108-PQ-TC-13 / 3.1.5, 
3.1.10, 3.1.15, 3.1.20, 
3.1.25, 3.1.30(V3) 
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Step # 
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108-PQ-TC-20 / 3.1.29 
(V3) 
 
108-PQ-TC-21 / 3.1.11 
(V3) 
 
108-OQ-TC-1/ 3.1.64, 
3.1.75, 3.1.80, 3.1.85, 
3.1.96, 3.1.102, 3.1.113, 
3.1.118, 3.1.129, 3.1.134, 
3.1.145 (V4) 
 
108-OQ-TC-2 / 3.1.42 
(V4) 
 
108-OQ-TC-3/3.1.106 
(V6) 
 
108-OQ-TC-6/3.1.3 (V6) 
 
108-OQ-TC-1/3.1.12, 
3.1.21, 3.1.125, 3.1.131, 
3.1.149  (V7) 
 
108-OQ-TC-1/3.1.1, 
3.1.4, 3.1.13 (V8) 

FS-04-060 4.2.3.1 108-OQ-TC-1/3.1.4, 
3.1.13 (V8) 

NA 

URS-04-125 -          MSA Eligibility Form ID 211 N N FS-04-025 4.2.2.1 108-OQ-TC-4 / 3.1.10 NA 

4.2.3.1 108-PQ-TC-1 / 3.1.9, 
3.1.14, 3.1.18, 3.1.23, 
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Impact  
Y or N 

Other 
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Section # 
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IQ, OQ or PQ Test Case # and 

Step # 

Comments 

3.1.26(V3) 
 
108-PQ-TC-2 / 3.1.6, 
3.1.11, 3.1.16, 3.1.21, 
3.1.26, 3.1.31(V3) 
 
108-PQ-TC-3 / 3.1.6, 
3.1.12, 3.1.17, 3.1.22, 
3.1.27, 3.1.32 
 
108-PQ-TC-4 / 3.1.6, 
3.1.11, 3.1.13, 3.1.17, 
3.1.22, 3.1.27, 3.1.32(V3) 
 
108-PQ-TC-5 / 3.1.6, 
3.1.11, 3.1.15, 3.1.20, 
3.1.25, 3.2.4, 3.2.9(V3) 
 
108-PQ-TC-6 / 3.1.10, 
3.1.14, 3.1.15, 3.1.20, 
3.1.25, 3.1.30, 3.1.35, 
3.1.40, 3.1.45(V3) 
 
108-PQ-TC-13 / 3.1.5, 
3.1.10, 3.1.15, 3.1.20, 
3.1.25, 3.1.30(V3) 
 
108-PQ-TC-20 / 3.1.29 
(V3) 
 
108-PQ-TC-21 / 3.1.11 
(V3) 
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Step # 

Comments 

 
108-OQ-TC-1/ 3.1.64, 
3.1.75 (V4) 
 
108-OQ-TC-2 / 3.1.42 
(V4) 
 
108-OQ-TC-3/3.1.106 
(V6) 
 
108-OQ-TC-6/3.1.3 (V6) 
 
108-OQ-TC-1/3.1.12, 
3.1.21, 3.1.125, 3.1.131, 
3.1.149  (V7) 

URS-04-130 -          MSA Baseline Form ID 214 N N FS-04-025 4.2.2.1 108-OQ-TC-4 / 3.1.10 NA 

4.2.3.1 108-PQ-TC-1 / 3.1.9, 
3.1.14, 3.1.18, 3.1.23, 
3.1.26(V3) 
 
108-PQ-TC-2 / 3.1.6, 
3.1.11, 3.1.16, 3.1.21, 
3.1.26, 3.1.31(V3) 
 
108-PQ-TC-3 / 3.1.6, 
3.1.12, 3.1.17, 3.1.22, 
3.1.27, 3.1.32 
 
108-PQ-TC-4 / 3.1.6, 
3.1.11, 3.1.13, 3.1.17, 
3.1.22, 3.1.27, 3.1.32(V3) 
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Comments 

108-PQ-TC-5 / 3.1.6, 
3.1.11, 3.1.15, 3.1.20, 
3.1.25, 3.2.4, 3.2.9(V3) 
 
108-PQ-TC-6 / 3.1.10, 
3.1.14, 3.1.15, 3.1.20, 
3.1.25, 3.1.30, 3.1.35, 
3.1.40, 3.1.45(V3) 
 
108-PQ-TC-13 / 3.1.5, 
3.1.10, 3.1.15, 3.1.20, 
3.1.25, 3.1.30(V3) 
 
108-PQ-TC-20 / 3.1.29 
(V3) 
 
108-PQ-TC-21/3.1.11(V3) 
 
108-OQ-TC-1/ 3.1.64, 
3.1.75 (V4) 
 
108-OQ-TC-2 / 3.1.42 
(V4) 
 
108-OQ-TC-3/3.1.106 
(V6) 
 
108-OQ-TC-6/3.1.3 (V6) 
 
108-OQ-TC-1/3.1.12, 
3.1.21, 3.1.125, 3.1.131, 
3.1.149  (V7) 
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Step # 

Comments 

URS-04-135 -          MSA Specimen Collection Form ID 220 N N FS-04-025 4.2.2.1 108-OQ-TC-4 / 3.1.10 NA 

4.2.3.1 108-PQ-TC-1 / 3.1.9, 
3.1.14, 3.1.18, 3.1.23, 
3.1.26(V3) 
 
108-PQ-TC-2 / 3.1.6, 
3.1.11, 3.1.16, 3.1.21, 
3.1.26, 3.1.31(V3) 
 
108-PQ-TC-3 / 3.1.6, 
3.1.12, 3.1.17, 3.1.22, 
3.1.27, 3.1.32 
 
108-PQ-TC-4 / 3.1.6, 
3.1.11, 3.1.13, 3.1.17, 
3.1.22, 3.1.27, 3.1.32(V3) 
 
108-PQ-TC-5 / 3.1.6, 
3.1.11, 3.1.15, 3.1.20, 
3.1.25, 3.2.4, 3.2.9(V3) 
 
108-PQ-TC-6 / 3.1.10, 
3.1.14, 3.1.15, 3.1.20, 
3.1.25, 3.1.30, 3.1.35, 
3.1.40, 3.1.45(V3) 
 
108-PQ-TC-13 / 3.1.5, 
3.1.10, 3.1.15, 3.1.20, 
3.1.25, 3.1.30(V3) 
 
108-PQ-TC-20 / 3.1.29 
(V3) 
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Step # 
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108-PQ-TC-21 / 3.1.11 
(V3) 
 
108-OQ-TC-1/ 3.1.64, 
3.1.75 (V4) 
 
108-OQ-TC-2 / 3.1.42 
(V4) 
 
108-OQ-TC-3/3.1.106 
(V6) 
 
108-OQ-TC-6/3.1.3 (V6) 
 
108-OQ-TC-1/3.1.12, 
3.1.21, 3.1.125, 3.1.131, 
3.1.149  (V7) 

URS-04-140 -          MSA Urinalysis Results Form ID 242 N N FS-04-025 4.2.2.1 108-OQ-TC-4 / 3.1.10 NA 

4.2.3.1 108-PQ-TC-1 / 3.1.9, 
3.1.14, 3.1.18, 3.1.23, 
3.1.26(V3) 
 
108-PQ-TC-2 / 3.1.6, 
3.1.11, 3.1.16, 3.1.21, 
3.1.26, 3.1.31(V3) 
 
108-PQ-TC-3 / 3.1.6, 
3.1.12, 3.1.17, 3.1.22, 
3.1.27, 3.1.32 
 
108-PQ-TC-4 / 3.1.6, 
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Step # 

Comments 

3.1.11, 3.1.13, 3.1.17, 
3.1.22, 3.1.27, 3.1.32(V3) 
 
108-PQ-TC-5 / 3.1.6, 
3.1.11, 3.1.15, 3.1.20, 
3.1.25, 3.2.4, 3.2.9(V3) 
 
108-PQ-TC-6 / 3.1.10, 
3.1.14, 3.1.15, 3.1.20, 
3.1.25, 3.1.30, 3.1.35, 
3.1.40, 3.1.45(V3) 
 
108-PQ-TC-13 / 3.1.5, 
3.1.10, 3.1.15, 3.1.20, 
3.1.25, 3.1.30(V3) 
 
108-PQ-TC-20 / 3.1.29 
(V3) 
 
108-PQ-TC-21 / 3.1.11 
(V3) 
 
108-OQ-TC-1/ 3.1.64, 
3.1.75 (V4) 
 
108-OQ-TC-2 / 3.1.42 
(V4) 
 
108-OQ-TC-3/3.1.106 
(V6) 
 
108-OQ-TC-6/3.1.3 (V6) 
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IQ, OQ or PQ Test Case # and 

Step # 

Comments 

 
108-OQ-TC-1/3.1.12, 
3.1.21, 3.1.125, 3.1.131, 
3.1.149  (V7) 

URS-04-145 -          MSA Culture and Sensitivity Results Form 
ID 243 

N N FS-04-025 4.2.2.1 108-OQ-TC-4 / 3.1.10 NA 

4.2.3.1 108-PQ-TC-1 / 3.1.9, 
3.1.14, 3.1.18, 3.1.23, 
3.1.26(V3) 
 
108-PQ-TC-2 / 3.1.6, 
3.1.11, 3.1.16, 3.1.21, 
3.1.26, 3.1.31(V3) 
 
108-PQ-TC-3 / 3.1.6, 
3.1.12, 3.1.17, 3.1.22, 
3.1.27, 3.1.32 
 
108-PQ-TC-4 / 3.1.6, 
3.1.11, 3.1.13, 3.1.17, 
3.1.22, 3.1.27, 3.1.32(V3) 
 
108-PQ-TC-5 / 3.1.6, 
3.1.11, 3.1.15, 3.1.20, 
3.1.25, 3.2.4, 3.2.9(V3) 
 
108-PQ-TC-6 / 3.1.10, 
3.1.14, 3.1.15, 3.1.20, 
3.1.25, 3.1.30, 3.1.35, 
3.1.40, 3.1.45(V3) 
 
108-PQ-TC-13 / 3.1.5, 
3.1.10, 3.1.15, 3.1.20, 



 

 

 

VSIMS - MSA Validation Study 

 Version 8.0 

Traceability Matrix  

Document #:  

108-TM 

Version:  8.0 

Page 35 of  80 

 

 

URS Ref # URS Description GxP 
Impact  
Y or N 

Other 
Impact 
Y or N 

FS Ref # POS 
Section # 

Test or Verification Ref, e.g., 
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Step # 

Comments 

3.1.25, 3.1.30(V3) 
 
108-PQ-TC-20 / 3.1.29 
(V3) 
 
108-PQ-TC-21 / 3.1.11 
(V3) 
 
108-OQ-TC-1/ 3.1.64, 
3.1.75 (V4) 
 
108-OQ-TC-2 / 3.1.42 
(V4) 
 
108-OQ-TC-3/3.1.106 
(V6) 
 
108-OQ-TC-6/3.1.3 (V6) 
 
108-OQ-TC-1/3.1.12, 
3.1.21, 3.1.125, 3.1.131, 
3.1.149  (V7) 

URS-04-150 -          MSA Urine Cytology Form ID 224 N N FS-04-025 4.2.2.1 108-OQ-TC-4 / 3.1.10 NA 

4.2.3.1 108-PQ-TC-1 / 3.1.9, 
3.1.14, 3.1.18, 3.1.23, 
3.1.26(V3) 
 
108-PQ-TC-2 / 3.1.6, 
3.1.11, 3.1.16, 3.1.21, 
3.1.26, 3.1.31(V3) 
 
108-PQ-TC-3 / 3.1.6, 
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Step # 

Comments 

3.1.12, 3.1.17, 3.1.22, 
3.1.27, 3.1.32 
 
108-PQ-TC-4 / 3.1.6, 
3.1.11, 3.1.13, 3.1.17, 
3.1.22, 3.1.27, 3.1.32(V3) 
 
108-PQ-TC-5 / 3.1.6, 
3.1.11, 3.1.15, 3.1.20, 
3.1.25, 3.2.4, 3.2.9(V3) 
 
108-PQ-TC-6 / 3.1.10, 
3.1.14, 3.1.15, 3.1.20, 
3.1.25, 3.1.30, 3.1.35, 
3.1.40, 3.1.45(V3) 
 
108-PQ-TC-13 / 3.1.5, 
3.1.10, 3.1.15, 3.1.20, 
3.1.25, 3.1.30(V3) 
 
108-PQ-TC-20 / 3.1.29 
(V3) 
 
108-PQ-TC-21 / 3.1.11 
(V3) 
 
108-OQ-TC-1/ 3.1.64, 
3.1.75 (V4) 
 
108-OQ-TC-2 / 3.1.42 
(V4) 
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Comments 

108-OQ-TC-3/3.1.106 
(V6) 
 
108-OQ-TC-6/3.1.3 (V6) 
 
108-OQ-TC-1/3.1.12, 
3.1.21, 3.1.125, 3.1.131, 
3.1.149  (V7) 

URS-04-155 -          MSA Cystoscopy Procedure and Results 
Form ID 194 

N N FS-04-025 4.2.2.1 108-OQ-TC-4 / 3.1.10 NA 

4.2.3.1 108-PQ-TC-1 / 3.1.9, 
3.1.14, 3.1.18, 3.1.23, 
3.1.26(V3) 
 
108-PQ-TC-2 / 3.1.6, 
3.1.11, 3.1.16, 3.1.21, 
3.1.26, 3.1.31(V3) 
 
108-PQ-TC-3 / 3.1.6, 
3.1.12, 3.1.17, 3.1.22, 
3.1.27, 3.1.32 
 
108-PQ-TC-4 / 3.1.6, 
3.1.11, 3.1.13, 3.1.17, 
3.1.22, 3.1.27, 3.1.32(V3) 
 
108-PQ-TC-5 / 3.1.6, 
3.1.11, 3.1.15, 3.1.20, 
3.1.25, 3.2.4, 3.2.9(V3) 
 
108-PQ-TC-6 / 3.1.10, 
3.1.14, 3.1.15, 3.1.20, 
3.1.25, 3.1.30, 3.1.35, 
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Comments 

3.1.40, 3.1.45(V3) 
 
108-PQ-TC-13 / 3.1.5, 
3.1.10, 3.1.15, 3.1.20, 
3.1.25, 3.1.30(V3) 
 
108-PQ-TC-20 / 3.1.29 
(V3) 
 
108-PQ-TC-21 / 3.1.11 
(V3) 
 
108-OQ-TC-1/ 3.1.64, 
3.1.75 (V4) 
 
108-OQ-TC-2 / 3.1.42 
(V4) 
 
108-OQ-TC-3/3.1.106 
(V6) 
 
108-OQ-TC-6/3.1.3 (V6) 
 
108-OQ-TC-1/3.1.12, 
3.1.21, 3.1.125, 3.1.131, 
3.1.149  (V7) 

URS-04-160 -          MSA TURBT Procedure and Results 
Form ID 221 

N N FS-04-025 4.2.2.1 108-OQ-TC-4 / 3.1.10 NA 

4.2.3.1 108-PQ-TC-1 / 3.1.9, 
3.1.14, 3.1.18, 3.1.23, 
3.1.26(V3) 
 
108-PQ-TC-2 / 3.1.6, 
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Comments 

3.1.11, 3.1.16, 3.1.21, 
3.1.26, 3.1.31(V3) 
 
108-PQ-TC-3 / 3.1.6, 
3.1.12, 3.1.17, 3.1.22, 
3.1.27, 3.1.32 
 
108-PQ-TC-4 / 3.1.6, 
3.1.11, 3.1.13, 3.1.17, 
3.1.22, 3.1.27, 3.1.32(V3) 
 
108-PQ-TC-5 / 3.1.6, 
3.1.11, 3.1.15, 3.1.20, 
3.1.25, 3.2.4, 3.2.9(V3) 
 
108-PQ-TC-6 / 3.1.10, 
3.1.14, 3.1.15, 3.1.20, 
3.1.25, 3.1.30, 3.1.35, 
3.1.40, 3.1.45(V3) 
 
108-PQ-TC-13 / 3.1.5, 
3.1.10, 3.1.15, 3.1.20, 
3.1.25, 3.1.30(V3) 
 
108-PQ-TC-20 / 3.1.29 
(V3) 
 
108-PQ-TC-21 / 3.1.11 
(V3) 
 
108-OQ-TC-1/ 3.1.64, 
3.1.75 (V4) 
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108-OQ-TC-2 / 3.1.42 
(V4) 
 
108-OQ-TC-3/3.1.106 
(V6) 
 
108-OQ-TC-6/3.1.3 (V6) 
 
108-OQ-TC-1/3.1.12, 
3.1.21, 3.1.125, 3.1.131, 
3.1.149  (V7) 

URS-04-165 -          MSA Other Procedure and Results Form 

ID 222 

N N FS-04-025 4.2.2.1 108-OQ-TC-4 / 3.1.10 NA 

4.2.3.1 108-PQ-TC-1 / 3.1.9, 
3.1.14, 3.1.18, 3.1.23, 
3.1.26(V3) 
 
108-PQ-TC-2 / 3.1.6, 
3.1.11, 3.1.16, 3.1.21, 
3.1.26, 3.1.31(V3) 
 
108-PQ-TC-3 / 3.1.6, 
3.1.12, 3.1.17, 3.1.22, 
3.1.27, 3.1.32 
 
108-PQ-TC-4 / 3.1.6, 
3.1.11, 3.1.13, 3.1.17, 
3.1.22, 3.1.27, 3.1.32(V3) 
 
108-PQ-TC-5 / 3.1.6, 
3.1.11, 3.1.15, 3.1.20, 
3.1.25, 3.2.4, 3.2.9(V3) 
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108-PQ-TC-6 / 3.1.10, 
3.1.14, 3.1.15, 3.1.20, 
3.1.25, 3.1.30, 3.1.35, 
3.1.40, 3.1.45(V3) 
 
108-PQ-TC-13 / 3.1.5, 
3.1.10, 3.1.15, 3.1.20, 
3.1.25, 3.1.30(V3) 
 
108-PQ-TC-20 / 3.1.29 
(V3) 
 
108-PQ-TC-21 / 3.1.11 
(V3) 
 
108-OQ-TC-1/ 3.1.64, 
3.1.75, 3.1.80, 3.1.85, 
3.1.96, 3.1.102, 3.1.113, 
3.1.118, 3.1.129, 3.1.134, 
3.1.145 (V4) 
 
108-OQ-TC-2 / 3.1.42 
(V4) 
 
108-OQ-TC-3/3.1.106 
(V6) 
 
108-OQ-TC-6/3.1.3 (V6) 
 
108-OQ-TC-1/3.1.12, 
3.1.21, 3.1.125, 3.1.131, 
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3.1.149  (V7) 

URS-04-170 -          MSA Upper Tract Imaging Form ID 199 N N FS-04-025 4.2.2.1 108-OQ-TC-4 / 3.1.10 NA 

4.2.3.1 108-PQ-TC-1 / 3.1.9, 
3.1.14, 3.1.18, 3.1.23, 
3.1.26(V3) 
 
108-PQ-TC-2 / 3.1.6, 
3.1.11, 3.1.16, 3.1.21, 
3.1.26, 3.1.31(V3) 
 
108-PQ-TC-3 / 3.1.6, 
3.1.12, 3.1.17, 3.1.22, 
3.1.27, 3.1.32 
 
108-PQ-TC-4 / 3.1.6, 
3.1.11, 3.1.13, 3.1.17, 
3.1.22, 3.1.27, 3.1.32(V3) 
 
108-PQ-TC-5 / 3.1.6, 
3.1.11, 3.1.15, 3.1.20, 
3.1.25, 3.2.4, 3.2.9(V3) 
 
108-PQ-TC-6 / 3.1.10, 
3.1.14, 3.1.15, 3.1.20, 
3.1.25, 3.1.30, 3.1.35, 
3.1.40, 3.1.45(V3) 
 
108-PQ-TC-13 / 3.1.5, 
3.1.10, 3.1.15, 3.1.20, 
3.1.25, 3.1.30(V3) 
 
108-PQ-TC-20 / 3.1.29 
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URS Ref # URS Description GxP 
Impact  
Y or N 

Other 
Impact 
Y or N 

FS Ref # POS 
Section # 

Test or Verification Ref, e.g., 
IQ, OQ or PQ Test Case # and 

Step # 

Comments 

(V3) 
 
108-PQ-TC-21 / 3.1.11 
(V3) 
 
108-OQ-TC-1/ 3.1.64, 
3.1.75, 3.1.80, 3.1.85, 
3.1.96, 3.1.102, 3.1.113, 
3.1.118, 3.1.129, 3.1.134, 
3.1.145 (V4) 
 
108-OQ-TC-2 / 3.1.42 
(V4) 
 
108-OQ-TC-3/3.1.106 
(V6) 
 
108-OQ-TC-6/3.1.3 (V6) 
 
108-OQ-TC-1/3.1.12, 
3.1.21, 3.1.125, 3.1.131, 
3.1.149  (V7) 

URS-04-175 -          MSA Follow-up Medical History Form ID 
229 

N N FS-04-025 4.2.2.1 108-OQ-TC-4 / 3.1.10 NA 

4.2.3.1 108-PQ-TC-1 / 3.1.9, 
3.1.14, 3.1.18, 3.1.23, 
3.1.26(V3) 
 
108-PQ-TC-2 / 3.1.6, 
3.1.11, 3.1.16, 3.1.21, 
3.1.26, 3.1.31(V3) 
 
108-PQ-TC-3 / 3.1.6, 
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URS Ref # URS Description GxP 
Impact  
Y or N 

Other 
Impact 
Y or N 

FS Ref # POS 
Section # 

Test or Verification Ref, e.g., 
IQ, OQ or PQ Test Case # and 

Step # 

Comments 

3.1.12, 3.1.17, 3.1.22, 
3.1.27, 3.1.32 
 
108-PQ-TC-4 / 3.1.6, 
3.1.11, 3.1.13, 3.1.17, 
3.1.22, 3.1.27, 3.1.32(V3) 
 
108-PQ-TC-5 / 3.1.6, 
3.1.11, 3.1.15, 3.1.20, 
3.1.25, 3.2.4, 3.2.9(V3) 
 
108-PQ-TC-6 / 3.1.10, 
3.1.14, 3.1.15, 3.1.20, 
3.1.25, 3.1.30, 3.1.35, 
3.1.40, 3.1.45(V3) 
 
108-PQ-TC-13 / 3.1.5, 
3.1.10, 3.1.15, 3.1.20, 
3.1.25, 3.1.30(V3) 
 
108-PQ-TC-20 / 3.1.29 
(V3) 
 
108-PQ-TC-21 / 3.1.11 
(V3) 
 
108-OQ-TC-1/ 3.1.64, 
3.1.75, 3.1.80, 3.1.85, 
3.1.96, 3.1.102, 3.1.113, 
3.1.118, 3.1.129, 3.1.134, 
3.1.145 (V4) 
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URS Ref # URS Description GxP 
Impact  
Y or N 

Other 
Impact 
Y or N 

FS Ref # POS 
Section # 

Test or Verification Ref, e.g., 
IQ, OQ or PQ Test Case # and 

Step # 

Comments 

108-OQ-TC-2 / 3.1.42 
(V4) 
 
108-OQ-TC-3/3.1.106 
(V6) 
 
108-OQ-TC-6/3.1.3 (V6) 
 
108-OQ-TC-1/3.1.12, 
3.1.21, 3.1.125, 3.1.131, 
3.1.149  (V7) 

URS-04-180 -          MSA Follow-up Urine Collection Form ID 

230 

N N FS-04-025 4.2.2.1 108-OQ-TC-4 / 3.1.10 NA 

4.2.3.1 108-PQ-TC-1 / 3.1.9, 
3.1.14, 3.1.18, 3.1.23, 
3.1.26(V3) 
 
108-PQ-TC-2 / 3.1.6, 
3.1.11, 3.1.16, 3.1.21, 
3.1.26, 3.1.31(V3) 
 
108-PQ-TC-3 / 3.1.6, 
3.1.12, 3.1.17, 3.1.22, 
3.1.27, 3.1.32 
 
108-PQ-TC-4 / 3.1.6, 
3.1.11, 3.1.13, 3.1.17, 
3.1.22, 3.1.27, 3.1.32(V3) 
 
108-PQ-TC-5 / 3.1.6, 
3.1.11, 3.1.15, 3.1.20, 
3.1.25, 3.2.4, 3.2.9(V3) 
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URS Ref # URS Description GxP 
Impact  
Y or N 

Other 
Impact 
Y or N 

FS Ref # POS 
Section # 

Test or Verification Ref, e.g., 
IQ, OQ or PQ Test Case # and 

Step # 

Comments 

108-PQ-TC-6 / 3.1.10, 
3.1.14, 3.1.15, 3.1.20, 
3.1.25, 3.1.30, 3.1.35, 
3.1.40, 3.1.45(V3) 
 
108-PQ-TC-13 / 3.1.5, 
3.1.10, 3.1.15, 3.1.20, 
3.1.25, 3.1.30(V3) 
 
108-PQ-TC-20 / 3.1.29 
(V3) 
 
108-PQ-TC-21 / 3.1.11 
(V3) 
 
108-OQ-TC-1/ 3.1.64, 
3.1.75, 3.1.80, 3.1.85, 
3.1.96, 3.1.102, 3.1.113, 
3.1.118, 3.1.129, 3.1.134, 
3.1.145 (V4) 
 
108-OQ-TC-2 / 3.1.42 
(V4) 
 
108-OQ-TC-3/3.1.106 
(V6) 
 
108-OQ-TC-6/3.1.3 (V6) 
 
108-OQ-TC-1/3.1.12, 
3.1.21, 3.1.125, 3.1.131, 
3.1.149  (V7) 
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URS Ref # URS Description GxP 
Impact  
Y or N 

Other 
Impact 
Y or N 

FS Ref # POS 
Section # 

Test or Verification Ref, e.g., 
IQ, OQ or PQ Test Case # and 

Step # 

Comments 

URS-04-185 -          MSA Follow-up Urine Cytology Form ID 
235 

N N FS-04-025 4.2.2.1 108-OQ-TC-4 / 3.1.10 NA 

4.2.3.1 108-PQ-TC-1 / 3.1.9, 
3.1.14, 3.1.18, 3.1.23, 
3.1.26(V3) 
 
108-PQ-TC-2 / 3.1.6, 
3.1.11, 3.1.16, 3.1.21, 
3.1.26, 3.1.31(V3) 
 
108-PQ-TC-3 / 3.1.6, 
3.1.12, 3.1.17, 3.1.22, 
3.1.27, 3.1.32 
 
108-PQ-TC-4 / 3.1.6, 
3.1.11, 3.1.13, 3.1.17, 
3.1.22, 3.1.27, 3.1.32(V3) 
 
108-PQ-TC-5 / 3.1.6, 
3.1.11, 3.1.15, 3.1.20, 
3.1.25, 3.2.4, 3.2.9(V3) 
 
108-PQ-TC-6 / 3.1.10, 
3.1.14, 3.1.15, 3.1.20, 
3.1.25, 3.1.30, 3.1.35, 
3.1.40, 3.1.45(V3) 
 
108-PQ-TC-13 / 3.1.5, 
3.1.10, 3.1.15, 3.1.20, 
3.1.25, 3.1.30(V3) 
 
108-PQ-TC-20 / 3.1.29 
(V3) 
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URS Ref # URS Description GxP 
Impact  
Y or N 

Other 
Impact 
Y or N 

FS Ref # POS 
Section # 

Test or Verification Ref, e.g., 
IQ, OQ or PQ Test Case # and 

Step # 

Comments 

 
108-PQ-TC-21/3.1.11(V3) 
 
108-OQ-TC-1/ 3.1.64, 
3.1.75, 3.1.80, 3.1.85, 
3.1.96, 3.1.102, 3.1.113, 
3.1.118, 3.1.129, 3.1.134, 
3.1.145 (V4) 
 
108-OQ-TC-2 / 3.1.42 
(V4) 
 
108-OQ-TC-3/3.1.106 
(V6) 
 
108-OQ-TC-6/3.1.3 (V6) 
 
108-OQ-TC-1/3.1.12, 
3.1.21, 3.1.125, 3.1.131, 
3.1.149  (V7) 

URS-04-190 -          MSA Follow-up Cystoscopy Procedure 
and Results Form ID 231 

N N FS-04-025 4.2.2.1 108-OQ-TC-4 / 3.1.10 NA 

4.2.3.1 108-PQ-TC-1 / 3.1.9, 
3.1.14, 3.1.18, 3.1.23, 
3.1.26(V3) 
 
108-PQ-TC-2 / 3.1.6, 
3.1.11, 3.1.16, 3.1.21, 
3.1.26, 3.1.31(V3) 
 
108-PQ-TC-3 / 3.1.6, 
3.1.12, 3.1.17, 3.1.22, 
3.1.27, 3.1.32 
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URS Ref # URS Description GxP 
Impact  
Y or N 

Other 
Impact 
Y or N 

FS Ref # POS 
Section # 

Test or Verification Ref, e.g., 
IQ, OQ or PQ Test Case # and 

Step # 

Comments 

 
108-PQ-TC-4 / 3.1.6, 
3.1.11, 3.1.13, 3.1.17, 
3.1.22, 3.1.27, 3.1.32(V3) 
 
108-PQ-TC-5 / 3.1.6, 
3.1.11, 3.1.15, 3.1.20, 
3.1.25, 3.2.4, 3.2.9(V3) 
 
108-PQ-TC-6 / 3.1.10, 
3.1.14, 3.1.15, 3.1.20, 
3.1.25, 3.1.30, 3.1.35, 
3.1.40, 3.1.45(V3) 
 
108-PQ-TC-13 / 3.1.5, 
3.1.10, 3.1.15, 3.1.20, 
3.1.25, 3.1.30(V3) 
 
108-PQ-TC-20 / 3.1.29 
(V3) 
 
108-PQ-TC-21 / 3.1.11 
(V3) 
 
108-OQ-TC-1/ 3.1.64, 
3.1.75, 3.1.80, 3.1.85, 
3.1.96, 3.1.102, 3.1.113, 
3.1.118, 3.1.129, 3.1.134, 
3.1.145 (V4) 
 
108-OQ-TC-2 / 3.1.42 
(V4) 



 

 

 

VSIMS - MSA Validation Study 

 Version 8.0 

Traceability Matrix  

Document #:  

108-TM 

Version:  8.0 

Page 50 of  80 

 

 

URS Ref # URS Description GxP 
Impact  
Y or N 

Other 
Impact 
Y or N 

FS Ref # POS 
Section # 

Test or Verification Ref, e.g., 
IQ, OQ or PQ Test Case # and 

Step # 

Comments 

 
108-OQ-TC-3/3.1.106 
(V6) 
 
108-OQ-TC-6/3.1.3 (V6) 
 
108-OQ-TC-1/3.1.12, 
3.1.21, 3.1.125, 3.1.131, 
3.1.149  (V7) 

URS-04-195 -          MSA Follow-up TURBT Procedure and 
Results Form ID 232 

N N FS-04-025 4.2.2.1 108-OQ-TC-4 / 3.1.10 NA 

4.2.3.1 108-PQ-TC-1 / 3.1.9, 
3.1.14, 3.1.18, 3.1.23, 
3.1.26(V3) 
 
108-PQ-TC-2 / 3.1.6, 
3.1.11, 3.1.16, 3.1.21, 
3.1.26, 3.1.31(V3) 
 
108-PQ-TC-3 / 3.1.6, 
3.1.12, 3.1.17, 3.1.22, 
3.1.27, 3.1.32 
 
108-PQ-TC-4 / 3.1.6, 
3.1.11, 3.1.13, 3.1.17, 
3.1.22, 3.1.27, 3.1.32(V3) 
 
108-PQ-TC-5 / 3.1.6, 
3.1.11, 3.1.15, 3.1.20, 
3.1.25, 3.2.4, 3.2.9(V3) 
 
108-PQ-TC-6 / 3.1.10, 
3.1.14, 3.1.15, 3.1.20, 
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URS Ref # URS Description GxP 
Impact  
Y or N 

Other 
Impact 
Y or N 

FS Ref # POS 
Section # 

Test or Verification Ref, e.g., 
IQ, OQ or PQ Test Case # and 

Step # 

Comments 

3.1.25, 3.1.30, 3.1.35, 
3.1.40, 3.1.45(V3) 
 
108-PQ-TC-13 / 3.1.5, 
3.1.10, 3.1.15, 3.1.20, 
3.1.25, 3.1.30(V3) 
 
108-PQ-TC-20 / 3.1.29 
(V3) 
 
108-PQ-TC-21 / 3.1.11 
(V3) 
 
108-OQ-TC-1/ 3.1.64, 
3.1.75, 3.1.80, 3.1.85, 
3.1.96, 3.1.102, 3.1.113, 
3.1.118, 3.1.129, 3.1.134, 
3.1.145 (V4) 
 
108-OQ-TC-2 / 3.1.42 
(V4) 
 
108-OQ-TC-3/3.1.106 
(V6) 
 
108-OQ-TC-6/3.1.3 (V6) 
 
108-OQ-TC-1/3.1.12, 
3.1.21, 3.1.125, 3.1.131, 
3.1.149 (V7) 

URS-04-200 -          MSA Follow-up Other Procedure and 
Results Form ID 233 

N N FS-04-025 4.2.2.1 108-OQ-TC-4 / 3.1.10 NA 

4.2.3.1 108-PQ-TC-1 / 3.1.9, 
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URS Ref # URS Description GxP 
Impact  
Y or N 
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Impact 
Y or N 

FS Ref # POS 
Section # 

Test or Verification Ref, e.g., 
IQ, OQ or PQ Test Case # and 

Step # 

Comments 

3.1.14, 3.1.18, 3.1.23, 
3.1.26(V3) 
 
108-PQ-TC-2 / 3.1.6, 
3.1.11, 3.1.16, 3.1.21, 
3.1.26, 3.1.31(V3) 
 
108-PQ-TC-3 / 3.1.6, 
3.1.12, 3.1.17, 3.1.22, 
3.1.27, 3.1.32 
 
108-PQ-TC-4 / 3.1.6, 
3.1.11, 3.1.13, 3.1.17, 
3.1.22, 3.1.27, 3.1.32(V3) 
 
108-PQ-TC-5 / 3.1.6, 
3.1.11, 3.1.15, 3.1.20, 
3.1.25, 3.2.4, 3.2.9(V3) 
 
108-PQ-TC-6 / 3.1.10, 
3.1.14, 3.1.15, 3.1.20, 
3.1.25, 3.1.30, 3.1.35, 
3.1.40, 3.1.45(V3) 
 
108-PQ-TC-13 / 3.1.5, 
3.1.10, 3.1.15, 3.1.20, 
3.1.25, 3.1.30(V3) 
 
108-PQ-TC-20 / 3.1.29 
(V3) 
 
108-PQ-TC-21 / 3.1.11 
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URS Ref # URS Description GxP 
Impact  
Y or N 

Other 
Impact 
Y or N 

FS Ref # POS 
Section # 

Test or Verification Ref, e.g., 
IQ, OQ or PQ Test Case # and 

Step # 

Comments 

(V3) 
 
108-OQ-TC-1/ 3.1.64, 
3.1.75, 3.1.80, 3.1.85, 
3.1.96, 3.1.102, 3.1.113, 
3.1.118, 3.1.129, 3.1.134, 
3.1.145 (V4) 
 
108-OQ-TC-2 / 3.1.42 
(V4) 
 
108-OQ-TC-3/3.1.106 
(V6) 
 
108-OQ-TC-6/3.1.3 (V6) 
 
108-OQ-TC-1/3.1.12, 
3.1.21, 3.1.125, 3.1.131, 
3.1.149  (V7) 

URS-04-205 -          MSA Follow-up Upper Tract Imaging 
Form ID 234 

N N FS-04-025 4.2.2.1 108-OQ-TC-4 / 3.1.10 NA 

4.2.3.1 108-PQ-TC-1 / 3.1.9, 
3.1.14, 3.1.18, 3.1.23, 
3.1.26(V3) 
 
108-PQ-TC-2 / 3.1.6, 
3.1.11, 3.1.16, 3.1.21, 
3.1.26, 3.1.31(V3) 
 
108-PQ-TC-3 / 3.1.6, 
3.1.12, 3.1.17, 3.1.22, 
3.1.27, 3.1.32 
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IQ, OQ or PQ Test Case # and 

Step # 

Comments 

108-PQ-TC-4 / 3.1.6, 
3.1.11, 3.1.13, 3.1.17, 
3.1.22, 3.1.27, 3.1.32(V3) 
 
108-PQ-TC-5 / 3.1.6, 
3.1.11, 3.1.15, 3.1.20, 
3.1.25, 3.2.4, 3.2.9(V3) 
 
108-PQ-TC-6 / 3.1.10, 
3.1.14, 3.1.15, 3.1.20, 
3.1.25, 3.1.30, 3.1.35, 
3.1.40, 3.1.45(V3) 
 
108-PQ-TC-13 / 3.1.5, 
3.1.10, 3.1.15, 3.1.20, 
3.1.25, 3.1.30(V3) 
 
108-PQ-TC-20 / 3.1.29 
(V3) 
 
108-PQ-TC-21 / 3.1.11 
(V3) 
 
108-OQ-TC-1/ 3.1.64, 
3.1.75, 3.1.80, 3.1.85, 
3.1.96, 3.1.102, 3.1.113, 
3.1.118, 3.1.129, 3.1.134, 
3.1.145 (V4) 
 
108-OQ-TC-2 / 3.1.42 
(V4) 
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IQ, OQ or PQ Test Case # and 

Step # 

Comments 

108-OQ-TC-3/3.1.106 
(V6) 
 
108-OQ-TC-6/3.1.3 (V6) 
 
108-OQ-TC-1/3.1.12, 
3.1.21, 3.1.125, 3.1.131, 
3.1.149  (V7) 

URS-04-210 -          MSA Missed Visit Form ID 238 N N FS-04-025 4.2.2.1 108-OQ-TC-4 / 3.1.10 NA 

4.2.3.1 108-PQ-TC-1 / 3.1.9, 
3.1.14, 3.1.18, 3.1.23, 
3.1.26(V3) 
 
108-PQ-TC-2 / 3.1.6, 
3.1.11, 3.1.16, 3.1.21, 
3.1.26, 3.1.31(V3) 
 
108-PQ-TC-3 / 3.1.6, 
3.1.12, 3.1.17, 3.1.22, 
3.1.27, 3.1.32 
 
108-PQ-TC-4 / 3.1.6, 
3.1.11, 3.1.13, 3.1.17, 
3.1.22, 3.1.27, 3.1.32(V3) 
 
108-PQ-TC-5 / 3.1.6, 
3.1.11, 3.1.15, 3.1.20, 
3.1.25, 3.2.4, 3.2.9(V3) 
 
108-PQ-TC-6 / 3.1.10, 
3.1.14, 3.1.15, 3.1.20, 
3.1.25, 3.1.30, 3.1.35, 
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IQ, OQ or PQ Test Case # and 

Step # 

Comments 

3.1.40, 3.1.45(V3) 
 
108-PQ-TC-13 / 3.1.5, 
3.1.10, 3.1.15, 3.1.20, 
3.1.25, 3.1.30(V3) 
 
108-PQ-TC-20 / 3.1.29 
(V3) 
 
108-PQ-TC-21 / 3.1.11 
(V3) 
 
108-OQ-TC-1/ 3.1.64, 
3.1.75, 3.1.80, 3.1.85, 
3.1.96, 3.1.102, 3.1.113, 
3.1.118, 3.1.129, 3.1.134, 
3.1.145 (V4) 
 
108-OQ-TC-2 / 3.1.42 
(V4) 
 
108-OQ-TC-3/3.1.106 
(V6) 
 
108-OQ-TC-6/3.1.3 (V6) 
 
108-OQ-TC-1/3.1.12, 
3.1.21, 3.1.125, 3.1.131, 
3.1.149  (V7) 

URS-04-215 -          MSA Study Termination Form ID 239 N N FS-04-025 4.2.2.1 108-OQ-TC-4 / 3.1.10 NA 

4.2.3.1 108-PQ-TC-1 / 3.1.9, 
3.1.14, 3.1.18, 3.1.23, 
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Y or N 
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Y or N 
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Section # 
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3.1.26(V3) 
 
108-PQ-TC-2 / 3.1.6, 
3.1.11, 3.1.16, 3.1.21, 
3.1.26, 3.1.31(V3) 
 
108-PQ-TC-3 / 3.1.6, 
3.1.12, 3.1.17, 3.1.22, 
3.1.27, 3.1.32 
 
108-PQ-TC-4 / 3.1.6, 
3.1.11, 3.1.13, 3.1.17, 
3.1.22, 3.1.27, 3.1.32(V3) 
 
108-PQ-TC-5 / 3.1.6, 
3.1.11, 3.1.15, 3.1.20, 
3.1.25, 3.2.4, 3.2.9(V3) 
 
108-PQ-TC-6 / 3.1.10, 
3.1.14, 3.1.15, 3.1.20, 
3.1.25, 3.1.30, 3.1.35, 
3.1.40, 3.1.45(V3) 
 
108-PQ-TC-13 / 3.1.5, 
3.1.10, 3.1.15, 3.1.20, 
3.1.25, 3.1.30(V3) 
 
108-PQ-TC-20 / 3.1.29 
(V3) 
 
108-PQ-TC-21 / 3.1.11 
(V3) 
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108-OQ-TC-1/ 3.1.64, 
3.1.75, 3.1.80, 3.1.85, 
3.1.96, 3.1.102, 3.1.113, 
3.1.118, 3.1.129, 3.1.134, 
3.1.145 (V4) 
 
108-OQ-TC-2 / 3.1.42 
(V4) 
 
108-OQ-TC-3/3.1.106 
(V6) 
 
108-OQ-TC-6/3.1.3 (V6) 
 
108-OQ-TC-1/3.1.12, 
3.1.21, 3.1.125, 3.1.131, 
3.1.149  (V7) 

URS-04-216 MSA Ineligibility Form ID 319 N N FS-04-025 4.2.2.1 108-OQ-TC-4 / 3.1.29 
(V3) 

NA 

4.2.3.1 108-OQ-TC-1/ 3.1.64, 
3.1.75, 3.1.80, 3.1.85, 
3.1.96, 3.1.102, 3.1.113, 
3.1.118, 3.1.129, 3.1.134, 
3.1.145 (V4) 
 
108-OQ-TC-2 / 3.1.42 
(V4) 
 
108-OQ-TC-3/3.1.106 
(V6) 
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108-OQ-TC-6/3.1.3 (V6) 
 
108-OQ-TC-1/3.1.12, 
3.1.21, 3.1.125, 3.1.131, 
3.1.149  (V7) 

URS-04-217 MSA Protocol Deviation (Version 4.0) N N FS-04-025 4.2.3.1 108-OQ-TC-1/ 3.1.64, 
3.1.75, 3.1.80, 3.1.85, 
3.1.96, 3.1.102, 3.1.113, 
3.1.118, 3.1.129, 3.1.134, 
3.1.145 
 (V4) 
 
108-OQ-TC-2/ 3.1.42(V4) 
 
108-OQ-TC-3/3.1.106 
(V6) 
 
108-OQ-TC-6/3.1.3 (V6) 
 
108-OQ-TC-1/3.1.12, 
3.1.21, 3.1.125, 3.1.131, 
3.1.149  (V7) 

NA 

URS-04-220 The system must allow all users print 
capabilities of any blank baseline or follow-up 
form 

N N FS-04-045 4.2.2.3 108-OQ-TC-4 / 3.20.2 
 
108-PQ-TC-4 / 3.1.2 (V2) 
 
108-PQ-TC-1 / 3.1.2(V3) 

NA 

FS-04-020D 4.2.2.3 108-PQ-TC-4 / 3.1.2 (V2) NA 

FS-04-102 4.2.3.3 108-PQ-TC-1 / 3.1.2 (V3) NA 

FS-04-103 4.2.3.3 108-OQ-TC-1 / 3.1.3(V4) NA 
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FS-04-104 4.2.3.3 108-OQ-TC-1 / 3.1.3, 
3.1.5(V4) 

NA 

URS-04-225 Users can download data, transfer participant 
data and transfer specimen data to another 
location and the location can upload the data 

Y N FS-04-105 4.2.8 108-PQ-TC-15 / 3.1.2(V3) 
108-OQ-TC-6 3.1.6/(V8) 

 

NA 

FS-04-110 4.2.5.3 108-PQ-TC-15 / 3.1.2(V3) NA 

FS-04-115 4.2.8 108-PQ-TC-15 3.1.10(V3) NA 

URS-05-005 The system must automatically perform a 
series of edit checks to determine a 
participant’s eligibility (Reference 108-FS 
Appendix 1) 

N N FS-05-001 4.2.4 108-OQ-TC-5 / 3.1.9, 
3.1.179, 3.1.188, 3.1.189, 
3.1.235(V4) 

NA 

FS-05-005 4.2.3 108-OQ-TC-5 / 3.1.1 

4.2.4 108-PQ-TC-1 / 3.1.14(V3) 
 
108-PQ-TC-2 / 3.1.11(V3) 
 
108-PQ-TC-7 / 3.1.1(V3) 
 
108-PQ-TC-8 / 3.1.1(V3) 
 
108-PQ-TC-10 / 3.1.1, 
3.2.1, 3.2.2(V3) 
 
108-PQ-TC-12 / 3.1.1(V3) 
 
108-OQ-TC-5/ 3.1.39, 
3.1.48, 3.1.67, 3.1.76, 
3.1.88, 3.1.100, 3.1.112, 
3.1.122, 3.1.124, 3.1.282, 
3.1.285, 3.1.287, 3.1.293, 
3.1.296(V4) 
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108-OQ-TC-1/3.1.21, 
3.1.24, 3.1.33, 3.1.42, 
3.1.51, 3.1.64, 3.1.68, 
3.1.77, 3.1.86, 3.1.95, 
3.1.104, 3.1.113, 3.1.122 
(V7) 

FS-05-025 NA 108-OQ-TC-5 / 3.1.1 
 
108-PQ-TC-3 / 3.1.1 (V2) 
 
108-PQ-TC-7 / 3.1.1(V3) 
 
108-PQ-TC-8 / 3.1.1(V3) 
 
108-PQ-TC-12 / 3.1.1(V3) 

NA 

FS-05-010 NA 108-PQ-TC-3 / 3.2.2 (V2) NA 

FS-05-015 NA 108-PQ-TC-3 / 3.3.2 (V2) NA 

FS-05-030 
 

4.2.4 108-PQ-TC-1 / 3.2.6(V3) 
 
108-PQ-TC-21 / 3.1.30, 
3.1.42(V3) 
 
108-OQ-TC-5/ 3.1.15(V4) 

NA 

FS-05-035 4.2.4 108-PQ-TC-17 / 3.1.6, 
3.1.10(V3) 
 
108-PQ-TC-20 / 3.1.29 
(V3) 
 
108-OQ-TC-3/3.1.7 (V6) 

NA 
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FS-05-045 4.2.4 108-PQ-TC-22 / 3.1.29 
(V3) 

NA 

URS-05-010 The system must automatically assign an 
eligible participant to an appropriate group 
(Reference Appendix 1 in 108-FS) 

N N FS-05-010 4.2.3 108-OQ-TC-5 / 3.1.1 NA 

4.2.4 108-OQ-TC-1/3.1.21, 
3.1.24, 3.1.33, 3.1.42, 
3.1.51 (V7) 

FS-05-011 4.2.4 108-OQ-TC-1/3.1.64 (V7) NA 

FS-05-020 4.2.3 108-OQ-TC-5 / 3.7.1 NA 

4.2.4 108-PQ-TC-7 / 3.2.2(V3) 
 
108-PQ-TC-8 / 3.2.2(V3) 
 
108-PQ-TC-9 / 3.1.1, 
3.1.2(V3) 
 
108-PQ-TC-11 / 3.1.3, 
3.1.4(V3) 
 
108-PQ-TC-12 / 3.2.2(V3) 

URS-05-015 The system must generate a contact schedule 
for participants assigned to Cases Group 3 

N N FS-05-015 4.2.3 108-OQ-TC-5 / 3.12.2 NA 

4.2.4 108-PQ-TC-12 / 3.2.2(V3) 

URS-05-020 The system must permit a User to re-print a 
contact schedule for Cases Group 3 

N N FS-05-015 4.2.3 108-OQ-TC-5 / 3.12.2 NA 

4.2.4 108-PQ-TC-12 / 3.2.2(V3) 

URS-06-005 The system shall allow users with VSIMS User 
Rights equal to Administrative to perform the 
Tools actions 

Y N FS-06-110 4.2.4.5 108-PQ-TC-4 / 3.2.3 NA 
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URS-06-010 The system shall allow an authorized user to 
create Specimen IDs that will be recognized by 
the database. 

Y N FS-06-110 4.2.4.5 108-PQ-TC-4 / 3.2.10 NA 

URS-06-011 This program allows for a DMCC user to enter 
a Pair ID and identify the corresponding 
Participant ID 

N- N FS-06-125 4.2.5.5 108-OQ-TC-6 / 3.1.18, 
3.1.21 (V4) 

NA 

URS-06-015 The system shall provide the ability to produce 
a random selection of study IDs for each 
participating site for Quality Control purposes. 

N N FS-06-115 NA 108-OQ-TC-6 / 3.11.4 NA 

FS-06-120 4.2.4.5 108-OQ-TC-6 / 3.11.4 NA 

URS-06-016 Only sites with IRB approval have access to 
sub-menus within Specimen Tracking System 

Y N FS-06-001 NA 108-PQ-TC-16 / 3.1.47 
(V3) 

NA 

URS-06-017 Specimens can only be entered for a 
participant who has signed a Consent Form 

Y N FS-06-005 4.2.3.1 108-OQ-TC-6/ 3.1.35(V4) NA 

4.2.5.1 108-PQ-TC-16 / 3.1.4, 
3.1.11, 3.1.15, 3.1.18a, 
3.1.21, 3.1.25, 3.1.29, 
3.1.33(V3) 
 
108-OQ-TC-6/ 3.1.35(V4) 

URS-06-018 Defective/Lost requires a reason Y N FS-06-023 4.2.5.1 108-PQ-TC-16 / 
3.1.32(V3) 

NA 

URS-06-020 The system shall allow a user assigned to a 
laboratory or DMCC site with VSIMS User 
Rights equal to Key Staff, Working or 
Administrative the ability to perform the 
Enter/Update action to update an original 
specimen, create/update a Child Specimen ID 

Y N FS-06-010 4.2.4.1 108-OQ-TC-6 / 3.1.10 NA 

4.2.5.1 108-OQ-TC-6 / 
3.1.53(V4) 
 
108-OQ-TC-5/3.1.3 (V8) 

FS-06-011 4.2.4.1 108-OQ-TC-6 / 3.1.24 
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FS-06-012 4.2.5.1 108-PQ-TC-16 / 3.1.42 
(V3) 

FS-06-015 4.2.4.1 108-PQ-TC-3 / 3.1.9 

FS-06-022 4.2.5.1 108-PQ-TC-16 / 3.1.1(V3) 

FS-06-022-1 4.2.5.1 108-OQ-TC-2/3.3.27, 
3.6.30, 3.6.33, 3.6.41, 
3.7.47 (V6) 

FS-06-22-2 4.2.5.1 108-OQ-TC-2/3.3.27, 
3.4.52, 3.4.55, 3.4.60, 
3.5.28, 3.5.31, 3.5.34, 
3.5.39, 3.6.36, 3.7.50, 
(V6) 

URS-06-025 The system shall allow users with Data Access 
Rights equal to Data Entry the ability to 
perform Enter/Update action to enter/update 
an original specimen via a hyperlink on the 
MSA Specimen Collection Form or the Follow-
up Urine Collection Form up until specimen is 
shipped 

Y N FS-04-100 4.2.2.1 108-OQ-TC-4 / 3.1.46 NA 

FS-06-005 4.2.2.1, 
4.2.4.1 

108-OQ-TC-6 / 3.1.3 

4.2.5.1 108-PQ-TC-16 / 3.1.4, 
3.1.11, 3.1.15, 3.1.18a, 
3.1.21, 3.1.25, 3.1.29, 
3.1.33(V3) 

FS-06-006 4.2.4.1 108-OQ-TC-6 / 3.1.16 

FS-04-100D 4.2.3.1 108-PQ-TC-1 / 3.1.4(V3) 
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URS-06-030 The system shall display the specimen 
processing questions after assigning all 
original specimen IDs. 

N N FS-06-020 
 

4.2.4.1 108-OQ-TC-6 / 3.1.20 
 
108-PQ-TC-2 / 3.1.28, 
3.2.26, 3.3.24 (V2) 

NA 

FS-06-021 4.2.5.1 108-PQ-TC-16 / 3.1.11, 
3.1.15, 3.1.21, 3.1.25, 
3.1.29, 3.1.33(V3) 

FS-06-024 4.2.5.1 108-OQ-TC-6 /3.1.27, 
3.1.65(V4) 

URS-06-033 Assay results can be entered N N FS-06-032 4.2.5.1 108-OQ-TC-6 /3.1.62(V4) NA 

URS-06-034 Users with DMCC administrative rights can 
replace specimen IDs, which automatically 
changes Pair ID 

Y N FS-06-033 NA 108-OQ-TC-1/ 3.1.13(V5) NA 

URS-06-035 All users with VSIMS User Rights equal to Key 
Staff, Working or Administrative must be 
allowed to access the Specimens: Shipping 
action 

Y N FS-06-025 4.2.4.2 108-OQ-TC-6 / 3.1.30 NA 

4.2.5.2 108-OQ-PQ-6 / 3.1.6, 
3.1.12(V4) 

FS-06-026 4.2.4.2 108-OQ-TC-6 / 3.2.8 

FS-06-26-1 4.2.5.2 108-OQ-TC-2/3.3.29, 
3.6.49, 3.6.56, 3.6.57.1, 
3.7.67 (V6) 

FS-06-26-2 4.2.5.2 108-OQ-TC-2/3.3.29, 
3.4.68, 3.4.69, 3.5.47, 
3.5.48 (V6) 

FS-06-027 4.2.5.2 108-PQ-TC-16 / 3.2.3(V3) 

FS-06-028 4.2.5.2 108-PQ-TC-16 / 3.2.2(V3) 

FS-06-029 4.2.5.2 108-PQ-TC-16 / 3.4.2(V3) 

FS-06-030 4.2.4.2 108-OQ-TC-6 / 3.2.3 

4.2.5.2 108-OQ-TC-2/3.4.146, 
3.4.150 (V6) 
 
108-OQ-TC-4/3.1.4 (V7) 
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FS-06-031 4.2.5.1 108-OQ-TC-2/3.6.36, 
3.7.50 (V6) 

FS-06-034 5 108-OQ-TC-2/3.1.2 (V8) 

FS-06-041 4.2.5.2 108-PQ-TC-16 / 3.2.2(V3) 

FS-06-041-1 4.2.5.2 108-OQ-TC-2/3.6.44, 
3.6.45, 3.6.51, 3.6.52, 
3.7.62, 3.7.63 (V6) 

FS-06-041-2 4.2.5.2 108-OQ-TC-2/3.4.63, 
3.4.64, 3.5.42, 3.5.43 
(V6) 

FS-06-042 4.2.5.2 108-PQ-TC-16 / 3.1.42, 
3.2.2(V3) 

FS-06-043 4.2.5.2 108-OQ-TC-6 / 3.1.48 
(V4) 

URS-06-040 All users with VSIMS User Rights equal to 
Master Visitor or Visitor are not allowed access 
to the Specimens: Shipping action. 

Y N FS-06-035 4.2.4.2 108-OQ-TC-6 / 3.2.3 NA 

URS-06-045 The system shall display the specimen 
processing questions prior to shipment if not 
answered during original specimen ID 
assignment 

N N FS-06-040 4.2.4.2 108-OQ-TC-6 / 3.2.5 NA 

URS-06-050 All laboratory site users or DMCC users with 
VSIMS User Rights equal to Key Staff, 
Working or Administrative must be allowed to 
access the Specimens: Receiving action 

Y N FS-06-045 4.2.4.3 108-OQ-TC-6 / 3.3.5 NA 

4.2.5.3 108-OQ-TC-2/3.4.132 
(V6) 

FS-06-046 4.2.4.3 108-OQ-TC-6 / 3.3.7 NA 

4.2.5.3 108-OQ-TC-2/3.4.142 
(V6) 

FS-06-047 4.2.5.3 108-PQ-TC-16 / 3.3.3(V3) 
 

NA 
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108-OQ-TC-6 / 3.1.170 
(V4) 

FS-06-050 4.2.4.3 108-OQ-TC-6 / 3.3.3 NA 

4.2.5.3 108-OQ-TC-2/3.4.71, 
3.4.72, 3.4.73, 3.4.137, 
3.5.50, 3.5.51, 3.5.52 
(V6) 

FS-06-061 4.2.5.3 108-PQ-TC-16 / 3.3.1(V3) 
 
108-OQ-TC-2/3.7.72 (V6) 

NA 

URS-06-055 All laboratory site users or DMCC users with 
VSIMS User Rights equal to Master Visitor or 
Visitor are not allowed access to the 
Specimens: Receiving action. 

Y N FS-06-055 4.2.4.3 108-OQ-TC-6 / 3.3.17 NA 

URS-06-060 The system displays the specimen processing 
question link on every page 

N N FS-06-060 4.2.4.3 108-OQ-TC-6 / 3.3.12 NA 

URS-06-065 The system shall allow all users to access the 
Specimens: Search action 

N N FS-06-070 4.2.4.4 108-OQ-TC-6 / 3.3.21 

FS-06-075 4.2.4.4 108-OQ-TC-6 / 3.5.2 NA 

4.2.5.4 108-PQ-TC-16 / 3.4.3(V3) 
 
108-OQ-TC-6 /3.1.59(V4) 
 
108-OQ-TC-2/3.1.49 (V7) 

FS-06-080 4.2.4.4 108-OQ-TC-6 / 3.6.3 
 
108-PQ-TC-16 / 3.4.5(V3) 

NA 

4.2.5.4 108-OQ-TC-2/3.1.52 (V7) 
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FS-06-085 4.2.4.4 108-OQ-TC-6 / 3.7.2 NA 

FS-06-086 4.2.5.4 108-OQ-TC-2/3.1.46 (V7) NA 

FS-06-095 4.2.4.3 108-OQ-TC-6 / 3.9.4 NA 

4.2.5.3 108-PQ-TC-16 / 3.3.3(V3) 

FS-06-090 4.2.4.2, 
4.2.4.3 

108-OQ-TC-6 / 3.8.2 NA 

4.2.5.2 108-PQ-TC-16 / 3.2.3(V3) 

FS-06-100 4.2.4.4 108-OQ-TC-6 / 3.10.4 NA 

FS-06-105 4.2.4.4 108-OQ-TC-6 / 3.10.3 NA 

URS-06-070 A user shall only be able to view specimen 
information for their site  

N N FS-06-065 NA 108-PQ-TC-3 / 3.1.12 NA 

URS-06-075 The system shall not allow users from an 
analysis laboratory site (Primary MSA Lab or 
QC Lab) to see Participant ID, only Pair ID.  

N N FS-06-066 4.2.5.1 108-OQ-TC-1 / 3.1.26, 
3.1.29, 3.1.31 (V5) 

NA 

FS-06-090 4.2.4.2, 
4.2.4.3 

108-OQ-TC-6 / 3.8.2 

FS-06-100 4.2.5.2 108-PQ-TC-16 / 3.2.3 

FS-06-105 4.2.4.4 108-OQ-TC-6 / 3.10.4 NA 

FS-07-005 4.2.4.4 108-OQ-TC-6 / 3.10.3 NA 

URS-07-005 The system will allow all users to access the 
Reports function 

N N FS-07-005 
 

4.2.5.1 108-OQ-TC-7 / 3.1.2 NA 

4.2.6.1 108-OQ-TC-2/3.2.46, 
3.3.48, 3.4.93, 3.5.71, 
3.6.74, 3.7.92 (V6) 
 
108-PQ-TC-1/3.1.11, 
3.1.13, 3.1.15, 3.1.50 
(V7) 
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Step # 

Comments 

 
108-OQ-TC-2/3.1.14 (V7) 
 
108-OQ-TC-3/3.1.3 (V7) 

FS-07-006 4.2.6.1 108-PQ-TC-17 / 3.1.1, 
3.1.6(V3) 
 
108-OQ-TC-2/ 3.1.55(V4) 

4.2.6.2 108-OQ-TC-2/3.6.81 (V6) 
 
108-OQ-TC-3/3.1.2 (V6) 
 
108-PQ-TC-1/3.1.18, 
3.1.20, 3.1.22 (V7) 

FS-07-006 
 

4.2.5.1 108-PQ-TC-5 / 3.1.2, 
3.1.3 (V2) 

4.2.6.2 108-OQ-TC-2/3.2.52, 
3.3.55, 3.4.99, 3.5.78, 
3.7.101 (V6) 
 
108-OQ-TC-2/3.1.22, 
3.1.23, 3.1.40 (V7) 
 
108-OQ-TC-3/3.1.16 (V7) 

FS-07-007 4.2.6.2 108-PQ-TC-17 / 3.1.4, 
3.1.10(V3) 
 
108-OQ-TC-2/ 3.1.18, 
3.1.26(V4) 
 
108-OQ-TC-5/ 3.1.127, 
3.1.128, 3.1.137, 3.1.138, 
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Comments 

3.1.182, 3.1.183, 3.1.185, 
3.1.238, 3.1.239, 3.1.241, 
3.1.298, 3.1.307(V4) 

FS-07-008 
 

4.2.5.1 108-PQ-TC-5 / 3.2.2, 
3.2.3 (V2) 

FS-07-008 
FS-07-009 

4.2.5.1 
 

108-PQ-TC-5 / 3.3.5, 
3.3.6 (V2) 
 

4.2.6.6 
 

108-PQ-TC-17 / 3.1.7(V3) 

FS-07-011 4.2.6.7 108-PQ-TC-17 / 3.1.10 
(V3) 

4.2.6.9 108-PQ-TC-3/3.1.15 (V8) 

FS-07-012 4.2.6.9 108-OQ-TC-1 / 3.1.34 
(V5) 
108-PQ-TC-3/3.1.15 (V8) 

FS-07-013 4.2.6.9 108-OQ-TC-5/3.1.3, 
3.1.4, 3.1.16 (V6) 
108-PQ-TC-3/3.1.15 (V8) 

FS-07-020 4.2.6.8 108-OQ-TC-2/ 3.1.52(V4) 

FS-07-021 4.2.6.1 108-OQ-TC-2/3.2.48, 
3.3.50, 3.4.95, 3.5.73, 
3.6.76, 3.7.94 (V6) 
 
108-OQ-TC-4/3.1.20, 
3.1.28 (V6) 
 
108-OQ-TC-2/3.1.12, 
3.1.35 (V7) 
 
108-OQ-TC-3/3.1.9 (V7) 
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FS-07-022 4.2.6.1 108-OQ-TC-2/3.2.50, 
3.3.52, 3.4.97, 3.5.75, 
3.6.78, 3.7.96 (V6) 
 
108-OQ-TC-4/3.1.22, 
3.1.30 (V6) 
 
108-OQ-TC-3/3.1.11 (V7) 

FS-07-023 4.2.6.17 108-OQ-TC-2/3.1.17, 
3.1.19 (V7) 
 
108-OQ-TC-3/3.1.6 (V7) 

FS-07-025 4.2.6.1 108-OQ-TC-2 / 3.1.4, 
3.1.14(V4) 

FS-07-026 4.2.6.12 108-OQ-TC-2/3.7.98 (V6) 
 
108-OQ-TC-4/3.1.34, 
3.1.40, 3.1.44 (V6) 
 
108-OQ-TC-3/3.1.13 (V7) 

FS-07-030 4.2.6.1 108-OQ-TC-2/ 3.1.16(V4) 

4.2.6.4 108-OQ-TC-2/3.2.54, 
3.3.57, 3.4.101, 3.5.80, 
3.6.83, 3.7.103 (V6) 
 
108-OQ-TC-3/3.1.18 (V7) 

FS-07-035 4.2.6.14 108-OQ-TC-2/3.2.65, 
3.3.69, 3.4.112, 3.5.92, 
3.6.95, 3.7.121 (V6) 
 
108-OQ-TC-3/3.1.4, 
3.1.10 (V6) 



 

 

 

VSIMS - MSA Validation Study 

 Version 8.0 

Traceability Matrix  

Document #:  

108-TM 

Version:  8.0 

Page 72 of  80 

 

 

URS Ref # URS Description GxP 
Impact  
Y or N 

Other 
Impact 
Y or N 

FS Ref # POS 
Section # 

Test or Verification Ref, e.g., 
IQ, OQ or PQ Test Case # and 

Step # 

Comments 

 
 

4.2.3.1 108-PQ-TC-1/3.1.31, 
3.1.34, 3.1.36, 3.1.38, 
3.1.40, 3.1.42, 3.1.44 
(V7) 
 
108-OQ-TC-2/3.1.29 (V7) 
 
108-OQ-TC-3/3.1.35 (V7) 

4.2.6.14 108-OQ-TC-2/3.1.8, 
3.1.16, 3.1.24, 3.1.34 
(V8) 

FS-07-036 NA 108-OQ-TC-3/3.1.4 (V6) 

FS-07-040 4.2.6.10 108-OQ-TC-2/3.7.111 
(V6) 
 
108-OQ-TC-4/3.1.2 (V6) 
 
108-OQ-TC-3/3.1.27 (V7) 

FS-07-045 4.2.6.10 108-OQ-TC-2/3.2.62, 
3.3.66, 3.4.109, 3.5.89, 
3.6.92, 3.7.114 (V6) 
 
108-OQ-TC-4/3.1.5 (V6) 
 
108-OQ-TC-3/3.1.30 (V7) 

FS-07-046 4.2.6.2 108-OQ-TC-4/3.1.9 (V6) 
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FS-07-050 4.2.6.11 108-OQ-TC-2/3.2.59, 
3.3.60, 3.3.63, 3.4.106, 
3.5.86, 3.6.89, 3.7.109 
(V6) 
 
108-OQ-TC-4/3.1.12 (V6) 
 
108-OQ-TC-2/3.1.26 (V7) 
 
108-OQ-TC-3/3.1.25 (V7) 

FS-07-051 4.2.6.11 108-OQ-TC-4/3.1.15, 
3.1.16 (V6) 

FS-07-055 4.2.6.13 108-OQ-TC-2/3.2.56, 
3.2.57, 3.3.59, 3.3.60, 
3.4.103, 3.4.104, 3.5.82, 
3.5.83, 3.6.85, 3.6.86 , 
3.7.105, 3.7.106(V6) 
 
108-OQ-TC-4/3.1.47, 
3.1.48 (V6) 
 
108-OQ-TC-2/3.1.55, 
3.1.57, 3.1.58, 3.1.61, 
3.1.63 (V7) 
 
108-OQ-TC-3/3.1.21, 
3.1.22 (V7) 

FS-07-060 4.2.6.15 108-PQ-TC-1/3.1.5, 
3.7.118 (V6) 
 
108-PQ-TC-1/3.1.5, 
3.1.8, 3.1.27 (V7) 
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108-OQ-TC-3/3.1.32 (V7) 
 
108-PQ-TC-1/3.1.6 (V8) 
 
108-OQ-TC-2/3.1.40, 
3.1.44 (V8) 

FS-07-065 4.2.6.16 108-OQ-TC-2/3.1.3 (V7) 
 
108-OQ-TC-3/3.1.38 (V7) 

FS-07-070 4.2.6.18 108-OQ-TC-2/3.1.26 (V8) 

FS-08-005 4.2.6.4 108-OQ-TC-2/ 3.1.28 

URS-07-010 Disable ability for Site to view Specimen Data Y Y FS07-075 5 108-PQ-TC-3/3.1.3 (V8) NA 

URS-08-005 Directory functions for assigning VSIMS User 
Rights and Data Access Rights shall be limited 
to users with VSIMS User Rights equal to 
Administrative. 

Y N FS-08-006 4.2.9.1 108-OQ-TC-2/3.2.67 (V6) NA 

FS-08-010 4.2.7.1  108-OQ-TC-1 / 3.1.9 

FS-08-015 4.2.9.1 108-OQ-TC-2/3.2.68, 
3.2.69, 3.2.70, 3.3.72, 
3.3.73, 3.3.74, 3.4.115, 
3.4.117, 3.4.118, 3.4.120, 
3.4.121, 3.4.123, 3.5.97, 
3.5.100, 3.5.103, 3.6.100, 
3.6.104, 3.6.107, 3.6.111, 
3.6.116, 3.6.120, 3.7.126, 
3.7.130, 3.7.135 (V6) 

FS-08-016 4.2.9.1 108-OQ-TC-2/3.2.71, 
3.2.72, 3.3.75, 3.3.76, 
3.4.124, 3.4.125, 3.5.105, 
3.6.122, 3.7.137 (V6) 
 
108-PQ-TC-2/3.1.4 (V7) 
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108-OQ-TC-5/3.1.4 (V7) 

FS-08-115 4.2.7.1  108-OQ-TC-1 / 3.1.9 

FS-08-120 4.2.7.1  108-OQ-TC-1 / 3.1.9 

FS-08-130 4.2.7.1  108-OQ-TC-1 / 3.1.9 

4.2.9.1 108-OQ-TC-2/3.1.1 (V6) 

FS-08-135 4.2.7.1  108-OQ-TC-1 / 3.13.1 

FS-08-125 4.2.7.1  108-OQ-TC-1 / 3.1.11 

URS-08-010 The system shall be capable of allowing 
VISMS User Rights and Data Access Rights to 
be assigned by protocol (e.g., a user may have 
a different set access rights and permissions 
for each protocol) 

Y N FS-08-010 4.2.9.1 108-OQ-TC-3/3.1.4 (V8) NA 

FS-08-015 4.2.9.1 108-OQ-TC-2/3.2.68, 
3.2.69, 3.2.70, 3.3.72, 
3.3.73, 3.3.74, 3.4.115, 
3.4.117, 3.4.118, 3.4.120, 
3.4.121, 3.4.123, 3.5.97, 
3.5.100, 3.5.103, 3.6.100, 
3.6.104, 3.6.107, 3.6.111, 
3.6.116, 3.6.120, 3.7.126, 
3.7.130, 3.7.135 (V6) 

FS-08-016 4.2.9.1 108-OQ-TC-2/3.2.71, 
3.2.72, 3.3.75, 3.3.76, 
3.4.124, 3.4.125, 3.5.105, 
3.6.122, 3.7.137 (V6) 
 
108-PQ-TC-2/3.1.4 (V7) 
 
108-OQ-TC-5/3.1.4 (V7) 
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FS-08-126 4.2.9.1 108-OQ-TC-2/3.6.112, 
3.7.131 (V6) 

FS-08-131 4.2.9.1 108-OQ-TC-3/3.1.11, 
3.1.16 (V8) 

FS-09-005 4.2.7.1 108-OQ-TC-1 / 3.1.9 

URS-09-005 This system component shall be limited to staff 
with VSIMS Users Rights equal to 
Administrative. 

Y N FS-09-005 4.2.8.1 108-OQ-TC-9 / 3.2.2 
 

NA 

4.2.10.1 108-OQ-TC-2/3.2.1, 
3.3.1, 3.4.1, 3.5.1, 3.6.1, 
3.7.1(V6) 

URS-09-010 The system shall allow an authorized user to 
email a VSIMS user their VSIMS user name 
and password.  The password will be 
encrypted such that the sender cannot 
determine the password. 

Y N FS-09-020 4.2.8.1 108-OQ-TC-9 / 3.2.8 NA 

FS-09-010 4.2.8.1 108-OQ-TC-9 / 3.2.8 NA 

FS-09-005 4.2.10.1 108-OQ-TC-2/3.2.1, 
3.3.1, 3.4.1, 3.5.1, 3.6.1, 
3.7.1 (V6) 

URS-09-015 The system shall allow authorized users to 
reset their password reminder questions 

Y N FS-09-015 4.1.1, 
4.2.8.1, 
5 

108-OQ-TC-7 / 3.3.2 NA 

FS-09-020 4.2.8.1 108-OQ-TC-9 / 3.3.3 NA 

URS-09-020 The system shall encrypt passwords such that 
only the owner of the password has 
knowledge of it. 

Y N FS-10-005 4.2.8.1 108-OQ-TC-9 / 3.3.8 NA 

URS-10-005 System component limited to staff with DMCC 
Administrative Rights. 

Y N FS-10-010 4.2.8.4 108-OQ-TC-9 / 3.3.11 NA 

FS-10-015 4.2.8.4 108-OQ-TC-9 / 3.3.14 NA 

FS-10-015 4.2.8.4 108-OQ-TC-9 / 3.3.14 NA 
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URS-10-010 The system shall provide the ability to permit 
an authorized user(s) to enter and update files 
and message profiles in the VSIMS database. 
This provides a description of the file or 
message and creates document links or text 
messages to appear on a web page. 

N N FS-11-005- 4.2.8.4 108-OQ-TC-9 / 3.3.14 NA 

URS-11-005 This System function shall be limited to staff 
with VSIMS User Rights equal to 
Administrative 

Y N FS-11-010- 4.2.8.6, 
5.F3 

108-OQ-TC-9 / 3.3.11 NA 

URS-11-010 The system shall provide a Login Report that 
will be used to determine who has logged in 
from a particular site, or from all EDRN sites, 
within a specified time period 

Y N FS-11-015 4.2.8.6 108-OQ-TC-9 / 3.4.1 NA 

URS-11-015 The system shall provide the ability to report 
on users who have access to an EDRN secure 
web site, but have not used their access 
accounts in the past 6 months. 

Y N FS-11-020 4.2.8.6 108-OQ-TC-9 / 3.4.4 NA 

FS-11-025 4.2.8.6 108-OQ-TC-9 / 3.4.5 NA 

FS-11-030 4.2.8.6 108-OQ-TC-9 / 3.4.4 NA 

URS-11-020 The system shall provide the ability to report 
on users who have access to an EDRN secure 
web site, but have not used their access 
accounts in the past 12 months. 

Y N FS-11-035 4.2.8.6 108-OQ-TC-9 / 3.4.4 NA 

FS-11-040 4.2.8.6 108-OQ-TC-9 / 3.4.5 NA 

FS-07-010 4.2.8.6 108-OQ-TC-9 / 3.4.5 NA 

URS-12-005 System must provide an Audit Trail related to 
each: 

Y N FS-07-010 
 

4.2.5.2 108-OQ-TC-7 / 3.2.2 NA 
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FS-07-015 4.2.6.3 108-OQ-TC-2/ 3.1.34(V4) 

4.2.6.5 108-OQ-TC-2/3.1.7, 3.1.9 
(V7) 

FS-07-010 4.2.5.3 108-OQ-TC-7 / 3.3.2 NA 

URS-12-010 -          Participant by Baseline or Follow-up Form Y N FS-07-010 
FS-07-015 

4.2.5.2 108-OQ-TC-7 / 3.2.2 NA 

4.2.6.3 108-OQ-TC-2/ 3.1.34(V4) 

URS-12-015 -          Specimen Y N FS-07-010 4.2.5.3 108-OQ-TC-7 / 3.3.2 NA 

FS-07-015 4.2.6.5 108-OQ-TC-2/3.1.7, 3.1.9 
(V7) 

URS-12-020 The audit trail must include the date and time, 
the action performed, and the user ID or user 
name. 

Y N FS-07-010 
 

4.2.5.2 108-OQ-TC-7 / 3.2.2 NA 

4.2.5.3 108-OQ-TC-7 / 3.3.2 

FS-07-015 4.2.6.3 108-OQ-TC-2/ 3.1.34(V4) 

4.2.6.5 108-OQ-TC-2/3.1.7, 3.1.9 
(V7) 

URS-12-025 The audit trail must identify each data element 
of the form to which a change is being made 
and must contain the data in their original state 
and the data in their changed state. 

Y N NA 4.2.5.2 108-OQ-TC-7 / 3.2.2 NA 

URS-13-005 The system will use the same user accounts 
(user name and password) as the EDRN 
Secure Website when the users are the same 
users and complete the appropriate access 
application. 

N N NA NA NA Updated in 
URS 

Version 
3.1. 

URS-13-010 The system will be maintained on the same 
server as the EDRN Secure Website. 

N N FS-13-010 5 108-PQ-TC-3/3.1.4 (V8) Updated in 
URS 

Version 
3.1. 
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URS-13-015 Except for maintenance or unexpected 
outages, the system will be available 24/7.  
Routine maintenance will be performed 
outside the hours of 5:00 AM PST to 5:00 PM 
PST Monday through Friday.  System users 
will be notified if an outage greater than 15 
minutes occurs within this window. 

N N NA NA NA Reference 
System 

Manageme
nt SOP 

(Document 
# 3) 

URS-13-020 The system will be developed to be used for all 
EDRN Validation Studies. It must be flexible 
and data driven. 

N N NA NA NA Updated in 
URS 

Version 
3.1. 

URS-13-040 VSIMS-MSA shall be operated in an 
environment that meets the hardware 
manufacturing specifications. 

Y N NA NA 108-IQ-TC-1 
108-IQ-TC-2 
108-IQ-TC-5 
108-IQ-TC1, 2, 5, 7, 15 
(V8) 

NA 

URS-13-045 VSIMS-MSA must have at least one backup 
per weekday to ensure no loss of data 

Y N NA NA NA Reference 
System 

Manageme
nt SOP 

(Document 
# 3) 

URS-13-050 The system shall comply with all applicable 
institutional and government regulations 
regarding data security and participant privacy 
(e.g. HIPAA, etc) 

Y N NA NA NA 
108-IQ-TC-9, 10, 11, 16, 
17 (V8) 

Reference 
Part 11 

assessmen
t (108-

CFR11) 

URS-13-055 The system user interface shall be compatible 
with Internet Explorer and Netscape on 
multiple platforms 

N N  NA 108-OQ-TC-1 / 3.2.1 
108-PQ-TC-2 / 3.1.1 
108-IQ-TC-3, 4,6-15 (V8) 

NA 
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