How to Audit a Document
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1. Login to a room and click the Quality Review

application from the Navigation grid. A

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

|~

2. Click the drop-down menu above the Index Reconiaton

Pane to change your view and select a specific

audit.

Choose View By S
O
DOCUMENTS QUERIES OTHERS
3. Choose Document Status from the BTN ocooseds Audthindng
second dropdown before you click Document Type Queryoy sie
Select. Country
Quality Review Test Audit 5
| .. . Document Status | Pending &
Note: Documents awaiting audit are found
\ in Pending Status. By Auditor Reader 104 i
By Auditor should display your name when
you are performing a quality review. Make default
Make default for all rooms
Cancel m
| Qualiy Review Test Audit 1-10f 1 (0 selected) [0 select Columns
Document Status Pending
Auditor Reader@nd O Submitted Name
View by Index ™ .
0| 3, = InvestigatorAgreement_295ep2...
Q Search by folder n: (s =R
oo 2 4. Click and expand a folder to
v 05 Site Management 49
> st oy view documents to be audited
w [l Site - The House EIf Doby 8 ° o
» BB 03 Regulatory 1 In the grldo
+ I8 05 Site Management 7
« W 05.02 Site Set-up 6
B 05.02.01 Acceptance... 1
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o Open in New Window 8% Star | | .
pen in New Window Start Redac |.* Expand £ More 5. Select a nd o pen a
L= ¢ % = Metadata Audit Versions

e The House EIf AcceptiB_The House EIf_D_26Fe... d OC u m e n t to reVi eW its
INVESTIGATOR'S AGREEMENT o x con te N t an d me ta d a ta .

1 have read the attached protocol entitlg
and Safety Study Comparing Extended
for the Prevention of Venous Thrombod M x

e Document Description 6 . Exa m i n e a I I fi e I d S to

1 agree to comply with the Internationa
Guideline on Good Clinical Practice (C

regulations/guidelines set forth in 21 C d ete rm i n e if a u d it C rite ria

laws, Generated Name

1 agree to ensure that Financial Disclos| h a Ve b ee n m et.

Myself (including, if applicable, m

Document Date

Document Type
My sub-investigators (including, if
children) 05 Site Management\05.02 Site Set-

up\05.02.01 Acceptance of Investigator
before study initiation, during the study] | —F oo B ga &
tatus, and after the study is

Investigative Site
1 agree to ensure that the confidential i ~
any purpose other than the evaluation f ~ Site - The House EIf Doby

written consent nf- Pharmaceuti|

Metadata| Audit |Versions

7. Click on the Audit dashlet, then The House EIf AcceptIB_The House EIf D_26}
select the appropriate Status from audit -
the drop down.
Enter other applicable information —
and/or Comments. e

Comments

Comments should always be entered
for failed documents, so that the Audit
Responder can take appropriate action.

Responder
Once finished, click Save, or Save

and Next if you wish to move onto Responsible Party
the next document to audit.

* | Seerelated job aid “How to Respond to an Audit Finding” in Trial
Interactive for more information.
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