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L DMS Reconciliation Review

LDMS Reconciliations are one of our most
import QA/QC processes

Ensure SCHARP has an accurate picture of
available samples

Ensure that samples are stored with correct
information

Pick up problems early in studies to correct
processes
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Old/MTN-015 Reconciliation

Lab Enters ..
. Clinic Enters
Information into Information on CRF
LDMS

Lab Exports LDMS Clinic Data Faxes

to FTSRF CRF to SCHARP

FSTRF Sends data to SCHARP process
SCHARP CRF’s into Database

SCHARP Creates Reconciliation Reports




New/MTN-025 Reconciliation

Process

Lab Enters
Information into
LDMS

Clinic Enters Info
into Medidata

Lab Exports LDMS
to FTSRF

FSTRF Sends data to

SCHARP

SCHARP Creates Reconciliation Reports




Future Reconciliation Process

Lab Enters
Information into
Web LDMS

Clinic Enters Info
into Medidata

SCHARP Creates Reconciliation Reports




Web LDMS Update

* FTSRF has started migrating labs slowly and
working out bugs

* <15 labs have migrated so far; FTSRF first
working with testing and network labs
before CRS

e Some of your labs will likely migrate in 2018
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Make sure you understand the
report format

LDMS only

CRF only

Same sample on LDMS and CRF only?
Partial

Errors

Storage



Make sure you understand report
logic

e Only data entered into LDMS or CRF/Rave
affects LDMS reconciliations

e Sample requisitions and chain of custody
documents are good for internal
investigation. They don’t help LC or SCHARP
troubleshoot



MTN-025
#1 LDMS reconciliation Problem

*Who has a guess?



MTN-025
#1 LDMS reconciliation Problem

VR Ring code



Ring code on LDMS reports

Affected
Specimen CRF Visit LDMS Visit CRF LDMS Global Corrective
Type Code Code CRF Date LDMS Date Timepoint Timepoint Discrepancy | Specimen IDs action Submitted by Date
Lab Data Only-No
CRF Specimen
Ring 6 25JuL2017 6 RAN Match AJ20W4CD-01
Lab Data Only-No
CRF Specimen
Ring 6 17JUL2017 3 RAN Match C920W373-01
Lab Data Only-No
CRF Specimen
Ring 6 17JUL2017 4 RAN Match D920W375-01
Lab Data Only-No
CRF Specimen
Ring G 17JUL2017 5 RAN Match AI20W3TT7-01
Lab Data Only-No
CRF Specimen
Hair g 20JuL2017 Match AY20W3YZ-01
K920W3YN-01,
K920W3YN-02,
Lab Data Only-No| K920W3YN-03,
Plasma - Routine CRF Specimen | K320W3YN-04,
Storage 5 20JuL2017 Match K920W3YN-05
Lab Data Only-No
CRF Specimen
Vaginal Swab 5 20JuL2017 Match E920W3YV-01
Lab Data Only-No
CRF Specimen
Ring 3 18JUL2017 1 RAN Match AJ20W388-01




MTN-015 is still using datafax

e Re-fax CRF’s once. Don’t refax multiple
times.

e After 1re-fax, if problem persists, request
assistance



Why should | get on the
reconciliations ASAP?

 ———
]

JUST S'I'ﬂll'l'lll!i LOMS RECONCILIATIONS

/ ‘in
il @

S'I'Ill WIIIII(IHE IIN 'I'IIEM




LDMS Export date is crucial
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Questions?
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Shipping
IALWAYS EI:'IA ll;lh;I'lE WEEPY

' I'MEH'I'S ﬂIIlIWE




NEC Shipment tracking:
Sites to LC only

Number of Shipments Percent with no problems

2010 49 91%
2011 197 80%
2012 251 82%
2013 98 93%
2014 230 99%
2015 236 100%
2016-17* 115 91%

*Reporting period Changed
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Permits

e Parexel reminds: always make sure you have
current import permit.
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"ANY QUESTIONS?
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