~— R How to Audit a Document
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APPLICABLE TO: d Administrators M eTMF
M Editors O Study Start-Up
@ Readers O myTIl

™ Training Team eTMF Room ~
Quality Review / Quality Revig . . . . . .
TEIAL 1. Login to a room and click the Quality Review application from

the Navigation grid.

a &R

Tip: Contact the room Administrator if the Quality Review application is not visible

[~

CRA

&

Reconciliation Quality Review
Choose View By £ R
. )
2. Click the drop-down menu above the
Index Pane to select a specific audit. BN ocvtysonder | fudtniing
Document Type Query By Site
Recipient
Country
3. Choose your preferred view. Qualty Review | Test udt -
Document Status | Pending Y
By Auditor & Reader 104 -
4. Click the filter to choose Document e
. Make default for all rooms
Status and click Select.
Cancel Select

Note: Documents awaiting audit are in Pending

Submitted Name ) - status.
Uy il jy InvestigatorAgreement_295ep2014

Quality Review Test Audit 1-10of 1(0 selected) I =1
Document Status Pending -

Auditor Reader 104

o -
I & HAL

- tm 05k Management 31 5. Click and expand a folder to view the

b B site- Potter Harry 1 . .
¥ B site - The House EIf Doby 7 documents ln the grld
w B 05 Site Management 7

B 05.02 Site Set-up 6

m 05.02.01 Acceptance ... 1
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[ INTERACTIVE TIv10.1

B9 Open in New Window 3¢ Start Redaction s pulation @ Translate Documentll = Eeoan & More ~

"esCB = EHa>>l Qumame i = 6. Select and open a
The House EIf AcceptiB The House EIF D_26Fe...

R EaCs .| document to review the
metadata.

1 have .)ddtlllxk\lpul\.ul mlnk.} “Mubticenter, Randomired, Active-Controlled Efficacy

a ence on Harmonssaton (K H) Tripartste
L o Chinmeal Pracice (GOF) and applacabie Fousd amd lhu; Adminatral hon (FDIA)
:;.un nes sl farth s 21 CFR Parts 11, 50, 54, 56, and 312 and all locally applicable . . .
e oo P Do St e o 7. Examine to determine if

¥ ncluding, if applicable, my wpowse or legal pariner aned dependent children)

My b inycdtigators (incheding. 1f applicable. their spouses [of kigal pariers| and dependent
children)

audit criteria have been
met.

efore sudy instiation, duning the study if there are changes that affect vwr financial disclosure
siatus, and afber e sty is completed

| e 1o ensure that the confidemtial information contaened in this document will not be wied for
any purpose other than the svabaation or conduct of the clinkal investigation without the prior
wiithén consent of] Pharmaceuticals, Inc

Metadata [Audit | Versions
8. Click on AUd1t> then select the The House EIf AcceptiB_The House EIf D_26}
appropriate Status from the drop down

Audit S
Enter other applicable information such
as Comments. Status
Comments should always be entered for Coniients

failed documents so that the Audit
Responder can take appropriate action.

Responder

Responsible Party

Once finished, click Save or Save and
Next to move onto the next document

Note: See related job aid “How to Respond to an Audit Finding” in Trial Interactive
for more information
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