Reviewing, Coding and Assessing Adverse Event Reports in PV-Works

This document describes the procedures for reviewing, coding, and assessing Adverse Event
Reports (AERs) in PVV-Works database application.

Adverse Event Reports (also called cases) are entered and verified within PV-Works as per

ICWI0117, Entering and Verifying Adverse Event Reports in PvWorks.

To find the list of cases ready for review, select the query “Cases to Review” on the left panel of

the main screen.
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Reviewing, Coding and Assessing Adverse Event Reports in PV-Works

From the list of cases to review, select a case to highlight it and then open it by double clicking
on it or selecting the red check mark next to the case number above as shown below:
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Reviewing, Coding and Assessing Adverse Event Reports in PV-Works

The case will open in the complaints screen (the default screen) as shown below:
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ICWI0119.01 Page 3 of 9

Author: Scott Taylor
Issue Date: 12Aprl7
Source Document: ICSOP0017, Receiving Adverse Event Reports at the Center for Veterinary Biologics



Reviewing, Coding and Assessing Adverse Event Reports in PV-Works

Coding a Case:

To code a case, select the Event Narrative screen from the left menu of the Complaint Screen as
shown here:
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The Event Narrative Screen will appear as follows:
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urresponsve, [mmedistely took ber to the Vet in whom administered the intra trak, The Vet

told e to kake her to the hospka immediately, in whave che spent e rest of Oct 19- Oct

20kh, 11:00 pm, The hospital had calied us and told us she was having signs of seizue and if

we wanted to say goodbye to come right then, After we were able to hug her again we had

hiev euthanized as the hospizal said she was not gong to maka it.
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Reviewing, Coding and Assessing Adverse Event Reports in PV-Works

Select the View/Edit Coding icon as shown:
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The VedDRA Coding screen will appear as this:

¥ ¥edDRA Coding
Marrative Py Works YedDRA Coding Version: 10.0 Date: October 2013

On Ockober 19th, 2015, my 3 1/2 vear old healthy Aussie/Collie mix received intra trak ke at 9:30 a.m., with no other vaccines, At 4:00 that afternoon she became ;I
lethargic with vorniting {4 times) and severe diarrhea. She then layed down, had a hard time breathing and was unresponsive, Immediately took her to the Vet in wham
adminiskered the intra trak, The Vet told me to take her ko the hospital immediately, in where she spent the rest of Qct 19- Oct 20th, 11:00 pm. The hospital had called us

and told us she was having signs of seizure and if we wanted to say goodbyve to come right then. After we were able to hug her again we had her euthanised as the

hospital said she was not going to make it

=
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Reviewing, Coding and Assessing Adverse Event Reports in PV-Works

Search the narrative text for all clinical signs and use the search function to find the respective
VVedDRA Low-level term for each sign.

In the above narrative (page 5), the first clinical sign is lethargic, followed by vomiting and

severe diarrhea. So, in this example, enter lethargy in the search text field and search by selecting
the binocular icon as shown here:

N

Select the respective Low-level term in the search result field as shown below:

Search Text
ILETH.C'.RG‘F

+¥ YedDRA Coding
Marrative Py Works YedDRA Coding Version: 10.0 Date: October 2013 F
On October 19th, 2015, my 3 1/2 vear old healthy AussiefCollie mix received intra trak ke ak 9:30 a.m., with no other vaccines, At 4:00 that afternoon she became ;I i

lethargic with womiting {4 times) and severe diarrhea, she then layed down, had a hard time breathing and was unresponsive, Immediately took her to the Vet in whom
administered the inkra trak, The Yet tald me to take her to the hospital immediately, in where she spent the rest of Oct 19- Ock 20th, 11:00 pr. The hospital had called us
and told us she was having signs of seizure and if we wanked to say goodbye to come right then. After we were able to hug her again we had her euthanised as the
hospital said she was not going to make it.
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Reviewing, Coding and Assessing Adverse Event Reports in PV-Works

After you select the proper Low-level term, save the code by selecting the Save icon.

An audit trail field will be displayed after saving the first VedDRA code as shown below. From
the pull-down menu, select “New Information Available” and then save. Proceed to the next
clinical sign n the narrative until all are coded.

Audit Trail

Reason for Change
Information able ﬂ

Adding Audit Trail S
old
Mew  Lethargy (see also Central nervous system depression in ‘MNe. ..

Help

When the list of codes are complete for the case, save the VedDRA coding screen:
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Products lethargic with vomiting {4 Emes) =nd savers diarrhea, She then layed down, had a harc time Ereathing and was unresponsive. Immediately took ber ko the Vst in whom R
) administered th= ntra trak, The Yet told m= to take her o the hospital inmediately, in where she spent the rest of Cct 19- Oct 20th, 11:00 pm, The hospital hed cdled us
Patients and told us she was having signs of selzure and If we wanted to say goodoye to come Hght then, After we were ale to hug her againwe had her euthznised as the ﬂ
Contacts hospital said she was not going ko make it.
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Reviewing, Coding and Assessing Adverse Event Reports in PV-Works

If the following message appears, select no:

w? Confirm

The Clinical Sign start date is different from the Adverse
event start date, do you want to update the Advers
event?

0 Yes N |

Assessing a case

Select the Assessment link on the left hand side of the screen as follows:
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Reviewing, Coding and Assessing Adverse Event Reports in PV-Works

Assign the time to onset and the USDA causality assessment to each clinical sign for each

product as shown below:
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rMarrative

hospital said she was not going to make it.

©On COckober 19th, 2015, my 3 12 vear old healthy Aussie/Callie mix received intra trak ke at 9:30 a.m., with no ;I
other vaccines, At 4:00 that afternoon she became lethargic with vomiting (4 times) and severe diarrhea, She

then layed down, had a hard time breathing and was unresponsive. Immediately took her to the et in whom
administered the intra trak. The Yet told me ka take her to the hospital immediately, in where she spent the rest

of Oct 19- Oct 20th, 11:00 pm. The hospital had called us and told us she was having signs of seizure and if we
wanked ko say goodbye to come right then. After we were able to hug her again we had her euthanised as the
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Audit Trail is on

|awdit scope case level

|audit reason Mew Information Available

Complete the CVB review by selecting the CVB Review on the left side of the screen. Using the
pull down menu of the Final Actions/Review outcome field, select Reviewed as complete and
select No More Information Expected toggle. Select Save and exit.
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