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Pinnacle 21 Validator Report

1
2
3 | Configuration: C:\Users\sarlix\Documents\Pinnacle 21 Community\configs\1307 21SDTMHG 3.2 (FDA) xmi
4 |Define xml: Not provided

5 |Generated: 2020-10-05T15:34:29+02:00

6 |CDISC SDTM CT Version: 2019-12-20

7 |MedDRA: 22.1

8 |UNI: 2013-03-07

9 [NDF-RT: 2018-02-05

10 |Validation Engine Version: 19072

11 |Software Version: 3.1.0

=)
13
Problems with your Validator installation detected
" which may cause inaccurate validation results
W
16 Problem Detai Linl

SNOMED is a icensed dictionary, therefoe it s not included in Pinnacle 21 Communiy. Community

users must configure SNOMED manually. Without SNOMED configured, validation rules that check
SNOMED not configured iz 1ngication and Diagnosis Group in Trial Summary wil not be executed. Please follow the link on
17 the right for instructions.

How to configure
SNOMED

Validation Summary | Dataset Summary | Issue Summary | Details | Rules |
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BT is deploying a series of updates to Syneos Health computers. These include security enhancements that should be installed promptly. Slower performance may occur during the updates but this should resolve itself after the installation is

complete. Learn more here: Windows & Mac Software Updates.

HOME

Let's Continue Building Our
Virtual Community

A page where employees can share the creative ways they are
staying connected and fighting isolation during the COVID-19 crisis.

MORE THAN 100 SUBMISSIONS RECEIVED TO DATE... SEE

WHAT YOUR COLLEAGUES HAVE CONTRIBUTED, AND ADD
YOURS!

INTERNAL ANNOUNCEMENTS

September 16,2020
An Update on Our Commitment to Diversity, Equity &
Inclusion

September 15,2020
Black Employee Resource Group Hosts Kickoff Meeting
September 14,2020

Syneos Health Employees Reach the Finals of the 2020
PharmaTimes Clinical Researcher of the Year Competitions
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New Poll Coming Sool ALISTAIR'S BLOG

Stay Tuned!
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Pl Domain _Record _ Cour Variables Values Pinnacle 21 ID_Publisher ID Message Category _Severity
2 |GLOBAL DD0101 CTD 1736 Missing define.xmi e Presence  Reject
3 |GLOBAL DOMAIN 8 spti07 FDABOO4  Missing LB datasst Presence
4 |GLOBAL DOMAIN vs spt108 FDABOO4 Missing VS dataset Presence
FDABOOS,
5 |GLoBAL DOMAIN Ex sDt109 ce0407 Missing EX datasst Presence
6 |GLOBAL DOMAIN oS spi110 FDABOO4 Missing DS dataset Presence
7 |GLOBAL DOMAIN sE sprit1 FDABOO4 Missing SE dataset Presence
8 |GLOBAL DOMAIN TA spi12 FDABO1  Missing TA datasst Presence
9 |GLOBAL DOMAIN TE spi113 FDABO1  Missing TE datasst Presence
10 |GLOBAL DOMAIN TS spi1ts oCTD 1734 Missing TS datasst Presence  Reject
No Treatment Emergent nfo for Adverse Event (missing
11cLoBAL DOMAIN SUPPAE sp1321 FDABOO1  SUPPAE) Presence
FDABOT,
1| 17 EPOCH PARTAPERIOD1  CT2002 ce0o21 EPOCH valus ot found in ‘Epoch’ extensible codelist Terminology
FDABOTY,
13 9 EPOCH PARTAPERIOD2  CT2002 ce0o21 EPOCH valus ot found in ‘Epoch’ extensible codelist Terminology
FDABOTY,
1) 6 EPOCH PARTBPERIOD1  CT2002 ce0o21 EPOCH valus ot found in ‘Epoch’ extensible codelist Terminology
FDABOTY,
15| 10 EPOCH PARTBPERIOD2  CT2002 ce0o21 EPOCH valus ot found in ‘Epoch’ extensible codelist Terminology
REST PART A PERIOD FDABOTT.
15|aE 4 EPOCH 12 cra002 ce0o21 EPOCH valus ot found in ‘Epoch’ extensible codelist Terminology
FDABOTY,
17[aE 4 EPOCH REST PART AB cra002 ce0o21 EPOCH valus ot found in ‘Epoch’ extensible codelist Terminology
REST PART B PERIOD FDABOTT.
18[ae 2 EPOCH 12 cra002 ce0o21 EPOCH valus ot found in ‘Epoch’ extensible codelist Terminology
FDABOTY,
13[ae 1 EPOCH STUDY EXIT cra002 ce0021 EPOCH valus ot found in ‘Epoch’ extensible codelist Terminology
20|ae 10 AEENDTC nul SD0021 FDAB038  Missing End Time-Point value Consistency
2| 1 AEENDTC nul sD0021 FDAB038  Missing End Time-Point value Consistency
2| Variable, Length AESCAN, 0 s1078 ce00ts Permissible vriable with missing value for al records Presence
2| Variable, Length AESCONG, 0 sto7s ce00ts Permissible variable with missing value for al records Presence
2 Variable, Length AESDISAB, 0 sto7s ce00ts Permissible variable with missing value for al records Presence
25 |ae Variable, Length AESDTH, 0 sto7s ce00ts Permissible variable with missing value for al records Presence
25 |e Variable, Length AESHOSP, 0 sto7s ce00ts Permissible variable with missing value for al records Presence
27| Variable, Length AESLIFE, 0 sto7s ce00ts Permissible variable with missing value for al records Presence
2s|e Variable, Length AESOD, 0 sto7s ce00ts Permissible variable with missing value for al records Presence !
Missing EPOCH value, when a star or obsenvation date is
2 |aE 10 EPOCH, AESTDTC  null, 2020-08-07T07:40  SD1339 FDABO22  provided Presence
Missing EPOCH value, when a start or obsenvation date is
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BT is deploying a series of updates to Syneos Health computers. These include security enhancements that should be installed promptly. Slower performance may occur during the updates but this should resolve itself after the installation is
complete. Learn more here: Windows & Mac Software Updates.

HOME ‘OUR COMPANY

New Webex Features and
Design Coming Soon

Upgrades to debut on Oct. 9

INTERNAL ANNOUNCEMENT:

September 16,2020
An Update on Our Commitment to Diversity, Equity &
Inclusion

September 15,2020
Black Employee Resource Group Hosts Kickoff Meeting
September 14,2020

Syneos Health Employees Reach the Finals of the 2020
PharmaTimes Clinical Researcher of the Year Competitions
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