DMID Oracle Argus Safety Workflow Process Guide for DMID Sponsors:

CRMS Viewing the Case Narrative and Routing the Case
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This workflow process guide will show DMID Sponsors how to view the casenarrativeand then route the caseto the appropriate

PVG specialistinthe Oracle Argus Safety System. Please note that as the DMID Sponsor you have Read Only access to the caseand
casenarrative.

This workflow process guide will explain howto perform the followingtasks:

Logging into the OracleArgus Safety System
Opening a Case

Checking all casesfor the same Subject ID
Viewing the Case Narrativeand Case Causality
Routing the Case and Adding Comments

Logging in tothe Oracle Argus Safety System

1. Enter your Username and Password.
2. ClickLogin.

oracLe  Argus Safety

HEALTH SCIENCES

Username

Password

Database

| |
| BR[| Leain |

DMID Workflow Process Guide for Sponsors: Viewing the Case Narrative and Routing the Case —Page 1 February 2016



Opening a Case

1. After loggingin, the first page Argus displays is your Personal Dashboard. Your Personal Dashboard will show all of the cases

assigned to you.

Home Help Logout
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2. To open a case,clickthe case number link (for example, 10-0065-00052).
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3. The General tab appears after opening a case. All the fields will begrayed out and you will have Read Only access. You can
view additional caseinformation by selectingindividualtabs.
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Checking all cases for the same Subject ID

1. Under the Case Actions tab, click Opento displaythe caseopen page.

S Cases Assignes (2

2. Under the Search For tab, select Patient ID.
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3. Enter the Patient ID and click Search to displaythelistof cases for the subject.

Dty Roves IR Page ias [T
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4. Right click on the Case number to open the Case Summary window. Then click on Case Summary, this will provide more

information aboutthe case.
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Viewing the Case Narrative and Case Causality

1. Click on the Medical Review icon ;ﬁ} located on the upper righthand corner of the General Tab screen to open the case

narrativeina separatewindow.

Home  Help  Lopout
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2. Inthe pop-up window, the casenarrativewill appear onthe left hand side of the screen. Review the casenarrativeandalsothe
information inthe As Reported Causality/As Determined Causality box. When you have completed your review, click the Save
and Close button. A yellow highlightappears: “Case has been saved successfully.”

Medical Review - Case Form - 10-0069-00024 10-0069 "05H5F229"
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Note: When the text inthe As Reported Causality/As Determined Causality box is red, this indicates a related event.
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Routing the Case and Adding Comments

Routing the caseto the next state is determined by your assessmentof the case.You will approve, disapprove or expedite the case
and add your comments at this step inthe process.Below is a brief description of each routing state:

Approved: You aresatisfied with the casenarrative. You approve the casefor queries or for closure.

Disapproved: You disapprovethe casenarrativeand will need to providecomments explaining why you selected this
option. You will reroutethe casebackto PVG. PVG will need to submita new revised casenarrativefor your review.

Expedited Report: You aresatisfied with the casenarrative. You approvethe casefor queries. You have determined that a
caseis aserious, unexpected and suspected adversereaction (SUSAR), and must provide comments to justify whyyou
selected this option. The casewill be routed back to PVG. PVG will draftan Expedited Safety Report and provide you with a
timeline.

To route the caseto the next state, do the followingsteps. Note: These steps are applicableto all three routing state options.

1. Clickonthe iconwith the green arrow@ on the top rightside of the General Tab screen to open the Case Routing box.

ORACLE Argus Safety ‘kcome sponsrview, Tussday, June &, 2015 (DMIDDEV-DMID) R
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2. The Case Routing box will display. Goto Route to Next State and do the following:

a. Clickonthe drop-down menu andselect an option Approved, Disapproved, or Expedited Report.
b. Enter your comments, includingthoserelated to anychange request, inthe Comments box. For example, enter
“Approved by [Your Name]” or “Disapproved by [Your Name]”.

Case Routing

Current State Sponsor Reviess Route to Hext State I(Currerrt)
Date 09-JUN-201514:15 Route to User
Password
Date User Comments Routings(6}
09-JUm-2015 1415 sponsrview Lt}
09-JUN-2015 12:56 Lincia Mguysn Casze routed from Medical Reviewy by Linda Mguyen to Sponsor
Review, sponsrvien
Routing to Sponsor Review
DR 20T 20 Linda Mouyen Caze routed from Quality Control 2 by Linda Mguyen to Medical —
Rewview, Loy
Routing to Medical Rewview
AR R L LR Caze routed from Quality Control 1 by Linda Mguyen to Quality
Contral 2, Any
Routing to Guality Cortral 2 _I
-
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c.  Next, clickonthe Route to User drop-down menu, and keep the default option Any. Click OK.

Case Routing

Current State Sponsor Review Route to Hext State
Date 09-JUM-2013 14:15 Route to User

Password | |

d. A Case Routing box will appear statingthatthe casehas been routed and saved successfully. Click OK.

Case Routing

Case has been routed to a workflow state for which the workflow
restrictions are different. The caze will be saved and clozed.

i

e. A Case Save box will appearindicatingthatyour casehas been saved successfully. When you have completed your
assessment, an automated email thatincludes your decision and comments will besent to PVG@dmidcroms.com.

3 Argus Safety -- Webpage Dialog il

.-'E Caze has been zaved successtully.

f. Clickthe Home button inthe upper right hand corner to return to the Worklist -> New page to review other cases.You
must always usethe Logout button to logout of the application. Failureto do so may lock up the applicationand
prevent you or others from further processingthe case.

H Help Logout
Welcome sponsrview, Tuesday, June 0, 2015 (DMIDDEY-DMID) b o Sl o
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Viewing Cases Assigned to another User

1.

Argus Safety 8.0 - Internet Explorer
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2. You will beableto view cases assigned to others, as well as unassigned cases. As before, clickon the case
number to open the case.
. Welcome John Adam, Wednesday, January 20, 2016 (DMIDTST-
ORACLE' Argus Safety ay ry ( BNID) Home  Help Logout
seecos | vt | esoncions | vunes | oo [N
Worklist > New
NEW
Search Case -
Filter Value
|Case Number [ | |2 Searm
[:] Only view locked Cases requiring Follow-up Open View @ Individual C) Group
Total Number of Rows (10)
Priority - ceipt  pavs Case Number Product N Case T Reporter _:_‘:5'9““
Lock Open/ Workflow State / - ype
Stat SUSAR .l\'l\lareA R ining Group Generic Name Study ID Country FE
[F"Uj "0 a7.ul2015 153 11-0034-00051 Pneumococcal 13-val... Diverticulitis YIYIN Sponsored ... Physician John Adam A
o § 20-Aug20.. 145 Sponsor Review . Pneumococcal 13-val. Diverticuliis ~ H 11-0034 US(GA) (Unassigned)
[Fu: 0 27-Jul-2015 153 11-0034-00055 Pneumococcal 13-val... Diverticulitis YIYIN Sponsored ... Physician (Unassigned)
@, 4] * 20-Aug-20... -172 Sponsor Review ... Pneumococcal 13-val... Diverticulitis H 11-0034 US(GA) (Unassigned)
[Cinitial 0 gg.sep-20.. 133 15US000003 RotaTeq Bronchiolitis  YZYIY. Sponsored ... (Unassigned)
QI- t+ 09-Sep-20... -118 Sponsor Review ... Rotavirus Vaccine, Liv... Bronchiolitis H 08-0017 US(Georgia)  (Unassigned)
[Ciniial 0 ng genon . 133 1505000009 RotaTeq Bronchiolitis ~ Y/Y/Y  Sponsored ... {Unassigned)
e ¢ 09-Sep20.. 128 Sponsor Review . Rotavirus Vaccine, Liv... Bronchiolitis ~ H 08-0017 US(Georgia)  (Unassigned)
[Ciniial 0 5o gepon . 133 08-0017-00056  RotaTeq Bronchiolits  Y/Y/Y  Sponsored ... Steve Nunes v
[N * 09-Sep-20... -125 Sponsor Review ... Rotavirus Waccine, Liv... Bronchiolitis H 08-0017 US(Georgia)  (Unassigned)
Routing Details

To view cases thatare unassigned, or assigned to another user, clickon the Worklist Tab, and go down and select
New:

We welcome your feedback on this Workflow Process Guide. Please send your comments to training@dmidcroms.com.
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