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

Source Document: CVB-SOP-0038, Receipt of Adverse Event Reports Submitted to the Center for Veterinary
Biologics from the Public

This document describes the procedures for reviewing, coding, and assessing Adverse Event
Reports (AERSs) received from the public in the PV-Works database application.

Adverse Event Reports (also called cases) from the public are entered and verified within PV-
Works as per CVB-WI-0123, Entering and Verifying Adverse Event Reports from the public in
PV Works.

To find the list of cases ready for review, select the query “Cases to Review” on the left panel of
the main screen. Only verified cases will appear when the “Cases to Review” query is run.
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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:

B4 PV-Works Production - m] X
File Cases Data Report Tasks External Help

@ New Q Update e Coding ~ [‘é Reports |- *| Letters ~
B rnd 2020 JP4ru Sooo1s

To Do List | ) Action Bd (&g Help £ ext

USDA review 2 i= Drag a column header here to gr. -~ by that column
[;\\ Cases by creation date £ Case number - Ve... || Date first ... Case owner |\, | Case type | Brand name (primary) v Spe... |s.| C.. |y Product probl...
(@, Cases by NADA and inpar... |2020-Us-00267 |pog |Unit... |Adverse reactior
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The case will open in the Complaints screen (the default screen) as shown below:

Ensure the case has been verified and there is a checkmark present, as noted below in the
‘Complaint types’ section.

Review the information on the screen as a summary of the case.

21

2021-US-03658:Update Production - O X

512 €| = | S 22-Mar-2021

Case Details

Co S A
e Case/Calltype | Animal Complaint + | nformation type | Confirmed AE report v | source  [NoS Other v
Patients First received [22 [Mar [2021]F Caseowner  [Rick Dewald v | country [united states v |
Contacts
. Date case frstvalid [22 [Mer [2021] Responsble [ Rick Dewald v | Method  [pvx (public v
Case Identification Datelatestfolowwn [ [ [ [7E Callrecipient  Migration
Product Defect
Laboratory Tests Patient Details
CRRctew sc [Femse v weosuus[eviered v Femoeps[ ]
Call History Approx
AT .. . . o rom) [ et [ e —
Follow-up Management Weight from [5.200 ] to [ ”Pounds - ] Approx

Product Details

Product [Modified Live Virus 16D1.20 190 - Zoets Inc. | @&  Productrole Product#1of1 4 4 » M| & =

StartDate 10 [Mar [2021[7~E5 EndDate [10[Mar [2021[7[~EF Ongoing Product Serial #

poasttots[ | oo ot S

Notes .

Call Notes <« » types

Q_ V| Verification complete
Standard Complaint v |
Narrative We vac. 23 cats on 3/10/21. Cats started dyeing 2 days later We are into 12 days and
still lost a cat today. we have lost 10 cats.. Cats healthy and Happy till vac. Vomiting and
Listless and constant drooling, till death.
Standard Condlusion ~
Condusion
No more information expected
v
< >

Go to the Products screen to ensure that a biological product is selected as a “suspect product” as
shown below:

More than one product may have been administered and will be listed at the bottom of the
screen. Determine the “suspect product(s).”

Note: Typically, all products are listed as suspect, but at least one must be selected in order to
assign ‘case serious’ and ‘causality’ in the Assessment screen.
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Product Definition A
L other combinantion
Dictonary Product'v] ¢4 [Tg 0] O Product Rol__ [ suspect product v | )Product ||| Adverse reaction
fents Productline | 190 - Zoetis Inc. | GenericName Type
: BrandName |Kiled Virus (Zoetis VANGUARD CIV) ]
dentificatio Formulat [ | stwength | ]
e = TR Product Unsubstantiated
o ) Brand Description [Kiled Virus 15Q5.20 190 - Zoetis Inc. ] Satisfaction Guarantee
Actual Dose zZ
ongoing apx
Startdate [28[lan [221[ [E) Enddate  [2[3an [2021] [~ [ | Ouration [1 |[Days v || Duration (text) [1Days
o o (] I 2 ) —
Do ge AP 3PX  Time to onset last
Time to onset Time to
s b s s meo [ 1 VIO eges |
Route Site of Admin Administered by m Data s for recommended dose |
Y N2
Exposed to concentrate prior to dilution 1]
X
Reason for use I b I LOE reason I |vaberofpaﬁentsassodahed :I 2
Y N? Y N?
Was product used correctly? FEE) Has patient had this product before? | [x| | When / details
Ww:‘:é) 12| | Dosage A Has patient reacted to this product before?| [x| | When /details
dnccatod Has vet seen similar reaction before? | | | Details
Intentional v
Attending veterinarian's level of suspicion | Possible/Medium - B b
Batch / Lot Details
| T — 700 ol
Expiry date m ~& investigation requested | Prod Lot No | Qualifier iry Date | Inv Reg| Serials (Prod /D
Product Defects /4 [20-3ul-
Serials: Product - 412652
Save and exit
Generic / Brand Name | Start Date | End Date | Duration |
Save Leptospira Canicola-Grippotyphosa-Icterohaemorrhagiae-Pomona Bacterin / Not giver 28-Jan-2021 29-Jan-2021 1Days
a e flue aca NS ed oet ARD 0 a 0 Da
udit Trail is on Audit scope is not set »
o < >
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VeDDRA Coding a Case:

To VeDDRA code a case, select the Event Narrative screen from the left menu as shown here:

2020-US-00181: Complaints Production

2020-US-00181

Case Details
Case / Call type I

24 |Ju1 |20 v
Date case first valid 24|Jun |2020 v
Date latest follow up | | ~&

Patient Details
Spedies | Dog
sex |Female v| Rep

Date of birth | | ' v Age

Complaints
Products
Patients
Contacts

First received

Event Narrative

Case Identification
Product Defect
Laboratory Tests

Assessment v | Bree

CVB Review

Call History

Document Management

The Event Narrative Screen will appear as follows:

[B) 2020-US-00181 : Event Narrative Production - o x

AFEEEE <
il Sace CallNotes K<D D
[ view/Edit Coding

Preferred Term System Organ Class Low-level term | Level Term [Number of animals
Event Narrative >
Case Identification
Product Defect
Laboratory Tests
Assessment < 2
CVB Review Narrative Abstract Summary
Call History Auto Generate Auto Generate Date and time Author

Document Management Pet started having labored breathing, dry heaving, and was lethargic for 2 days after IN bord.
By the time owner alerted us on 6/5/20, her respiratory symptoms had subsided, but she was
stil lethargic. Owner has not called back, so presumably dog has made a full recovery at this
point.

16-5ep-20208:36... John Schiltz

Follow-up Management

< >

Narrative

Pet started having labored breathing, dry
heaving, and was lethargic for 2 days after
IN bord, By the time owner alerted us on

Duration of event

stertdate [3 [ [220] 5 ,

Was the adverse reaction treated?

CVB-WI-0124.

Audit Trail is on

N? Oves Oneo O Unknown
enddate [ | | [ o] Ongoing [ [ |
e ] =
Duration | |
(text)
Outcome of reaction to date Reaction Type Inddent Site
[Recoveres gl ] [ ~ [ v]
When reaction appeared, treatment... ...and the reaction
| V]| J v L ]

Audit scope is not set

02
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Select the View/Edit Coding icon as shown:

2020-US-00181: Event Narrative Production

?oetis Vanguard Rapid Resp 3

AFSEEEE

Complaints Clinical Signs
Products 3 view/Edit Coding
Fobens Low-level term igh Level Term INumber of animals
Contacts
Event Narrative
Case Identification
Product Defect
Laboratory Tests
Assessment s 2
The VedDRA Coding screen will appear as this:
w VedDRA Coding Production X
Narrative PV Works VedDRA Coding Version: 15.0 Date: October 2018 | -
Pet started having labored breathing, dry heaving, and was lethargic for 2 days after IN bord. By the time owner alerted us on 6/5/20, her respiratory symptoms had CallNotes K 4>
subsided, but she was still lethargic. Owner has not called back, so presumably dog has made a full recovery at this point.
Search By e
Search text || | @ LowHevel Term (O Preferred Term O All Levels @ 52 clete | =2l Date and time Author
Company Clinical Signs 16-Sep-2020 8:36... John Schiltz
System Organ Class|High Level Term Preferred Term Low Level Term Start date End date [Duration of si Number of animals [Time to onset
< >
Save | Cancel | Help || < >
Search the narrative text for all clinical signs and use the search function to find the respective
VeDDRA Low-level term for each sign.
In the narrative, the clinical signs reported are lethargy, vomiting (dry heaves) and labored
breathing (dyspnea). So, in this example, enter lethargy in the search text field and search by
selecting the search button as shown here:
CVB-WI-0124.02 Page 6 of 15
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& VedDRA Coding Production

Narrative PV Works VedDRA Coding Version: 15.(

Pet started having labored breathing, dry heaving, and was lethargic for 2 days after IN bord. By the time owner alerted us on 6/5/20, her respiratory s
subsided, but she was still lethargic. Owner has not called back, so presumably dog has made a full recovery at this point.

Search By

Search text |LE'HARGY| | @ LowHevel Term (O Preferred Term O All Levels 2% De
Company Clinical Signs
CVB-WI-0124.02 Page 7 of 15
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Select the respective Low-level term in the search result field as shown below:

Call Notes K4g PP

Date and time Author
16-5ep-2020 8:36... John Schiltz

<

Narrative

& Code VedDRA Low-Level Term Production
Case Reference  2020-US-00181
Dictionary Version: 15.0 Date: October 2018
Search Method S e
Search Text Clinical Sign Qualification
EH P O BestFit
l A Start date v Earliest dose : 3-Jun-2020
(® Exhaustive
SearchResult 2 Matches Found End date E i) Latest dose : 3-Jun-2020
|Low4evel Term Code |Low~level term | A Y N2
2670 Low thyroxine (T4) Ongoing Duration v
» Lethargy (see also Central nervous system depre, Number of pts L apx Duration
affected (Freetext)
apx R ——
o onset Time to onset
R L D&l L
Reported sign
Notes
v
VedDRA Hierarchy
|System Organ Class ]HJgh Level Term |Preferred Term
ﬂSystemlc disorders General signs or symptoms Lethargy
] save Cancel Help

Pet started having labored breathing, dry
heaving, and was lethargic for 2 days after
IN bord. By the time owner alerted us on
6/5/20, her respiratory symptoms had
subsided, but she was still lethargic. Owner
has not called back, so presumably dog has
made a full recovery at this point.

After you select the proper Low-level term, save the code by selecting the Save button.
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 in the narrative until all are coded.

Reaszon For Change

Bdding Audit Trail Save
old

Mew  Lethargy (see also Central nervous system depression in Ne. .. Help

CVB-WI-0124.02
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When the list of codes are complete for the case, save the VeDDRA coding screen:

Document Number: CVB-WI-0124.03

m VedDRA Ceding Production

Narrative PV Works VedDRA Coding Version: 15.0 Date: October 2018

Pet started having labored breathing, dry heaving, and was lethargic for 2 days after IN bord. By the time owner alerted us on 6/5/20, her respiratory symptoms had
subsided, but she was still lethargic. Owner has not called back, so presumably dog has made a full recovery at this point.

Search By

Search text [EMESIS I @® Lowdevel Term (O Preferred Term (O All Levels X Delete Edit
Company Clinical Signs
System Organ Class|High Level Term Preferred Term JLow Level Term Start date Duration of Number of animals | Time to onset

Lethargy (see also d
Dyspnoea 1
Emesis 1

Respiratory tract dis Bronchial and lung di Dyspnoea
Digestive tract disor¢Stomach disorders  Emesis

If the following message appears, select NO:

lm Confirm

X

%y The Clinical Sign start date is different from the Adverse
S |’Q event start date, do you want to update the Adverse
S|\ event?
\a 0 Yes No

5

(1EM I

If the following message appears, select YES:

m Confirm
1
€

(1)

X

Overall event start date is "'28+Jan-2021", but no clinical ~ \y
sign start date is given. lgnore this?

Yes No

CVB-WI-0124.02
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Assessing a case

Select the Assessment link on the left-hand side of the screen as follows:

2020-US-00181 : Assessment Production

Complaints Assessment

Products Assessor Serious? labele
Patients
Contacts

Event Narrative

Company Assessment for US

YN
Case Identification USDA |
Product Defect . .
Laboratory Tests Detis Vanguard Rapid Resp 3

As ent Causality Assessment

CVB Review Company Assessment
Call History Comment
Document Management

Follow-up Management

CVMP Algorithm Assessment  Insuffid

Narrative

Pet started having labored breathing, dry heay
owner alerted us on 6/5/20, her respiratory sy
called back, so presumably dog has made a full

Clinical Signs

Cuctam MNrazan lennh | avral Tarm 'Drnfnrrﬂd T
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Provide an ABON assessment to the case utilizing the drop-down menu for the USDA

Assessment AND Company Assessment field, as shown below:

Note: USDA Assessment does not query in the grid, but Company Assessment does, so provide

the same ABON assessment for both.

2020-US-00181 : Assessment Production

Assessment

Complaints i ok
Products Assessor Serious? labeled? Reportabity indls ded [John Schitz | [16]sep [00]~EF
Patients | affected /
Company Assessment for US exposed:
Contacts
Event Narrative YN 0/1 Reason for difference
Case Identification USDA I |
Product Defect
Laboratory Tests Zoetis Vanguard Rapid Resp 3
As: Causality Assessment
CVB Revie Coiosn Aaseaaient » Expected? YIN USDA Assessment |[TT7 ]|
Call History Comment USDA Summary
Document Management
Follow-up Management
RA Assessment
CVMP Algorithm Assessment  Insuffident Data - Suggest ‘0" Algorithm ‘

Narrative

Pet started having labored breathing, dry heaving, and was lethargic for 2 days after IN bord. By the time
owner alerted us on 6/5/20, her respiratory symptoms had subsided, but she was still lethargic. Owner has not
called back, so presumably dog has made a full recovery at this point.

Dechallenge ~
Mﬁ

It is not necessary to assign causality for the VeDDRA terms.

CVB-WI-0124.02
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Indicate if the case is Serious with a checkmark in one of the (Y/N) boxes below ‘Serious?’, and

assign ‘Reportability’ as Periodic or Immediate (3-Day Alert) in the drop-down menu as shown
below:

2021-US-03319 : Assessment Production = O X

Complaints
Products

Patients
Contacts

Event Narrative

Case Identification
Product Defect
Laboratory Tests Notgiven  Killed Virus

nt Causality Assessment
YN
CVB Review Company Assessment | B - Possible/Medium v Expected? [
Call History Comment
Document Management
Follow-up Management
RA Assessment
CVMP Algorithm Assessment  Insufficient Data - Suggest 'O' Algorithm
Narrative
Patient came in for Leptospirosis 1 year (SC RF) and Influenza 3wk (SC LF). Received both with no issues. A | 7
Vaccination reactions were gone over with the owner. About 3 hours later owners called stating that the Dechallenge
patient has been laying down and not wanting to move, shaking and crying out in pain when touched. Patient
also seems to be very uncomfortable. No V/D, fadial swelling, or hives. But patient is also refusing to eat. Rechallenge I e
Brought into the hospital, vaccination sites were very swollen and dog was crying out in pain when touched as Attending veterinarian's level of suspicion
per owners explanation. While in hospital dog was given injectable Diphenhydramine and Carprofen. Owner lPossi)leMe(im-B
was also given Carprofen tablets for 3 days post incident to reduce swelling and OTC Benadryl was to be ™V
Clinical Signs
System Organ (JHigh Level Term |Preferred Term Low-evel term Time to onset |Causali AN %
Systemic disordd General signs or iRemmbency 'Recumben(y ’If;w:tedtgsznset I [ v I
Systemic disorde Systemic disordet Systemic disorder NOS Shaking
Behavioural diso Other behaviourz Vocalisation Whining USDA I e I
Systemic disorde General signs or : General pain General pain (see othe v Causality
< >
: v
< >

CVB-WI-0124.02

Page 12 of 15
Printed by: CRHERR on 06 Jan 2022, 01:44:04 pm.
Controlled by: APHIS Center for Veterinary Biologics, 515-337-6100



Title: Reviewing, Coding, and Assessing Adverse Event Reports from the Public in PV-Works
Author: WHULS

Release Date: 10 Aug 2021

Document Number: CVB-WI-0124.03

CONTROLLED//PROPIN//BASIC

Select the CVB Review screen link 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.

Case Identification
Product Defect

Laboratory Tests USDA Administration
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Registered by Migration
Close case after review O
Database entryon  24-Jun-2020
Database entry by  Migration
Assigned reviewer  Migration
Reviewed on
Reviewed by
Document id Submission id Package id Received on |Repo Status
U9999 |apumMmy |a1 |24-3un-2020 | mitial |case entered into database

Save and exit

Date and time

I Reportability Voluntary report rece 16-5ep-2020 9:0(

<

Narrative

Pet started having
heaving, and was
IN bord. By the tir
6/5/20, her respiri
subsided, but she
has not called bac
made a full recove

CVB-WI-0124.02

Printed by: CRHERR on 06 Jan 2022, 01:44:04 pm.

Controlled by: APHIS Center for Veterinary Biologics, 515-337-6100

Page 13 of 15



Title: Reviewing, Coding, and Assessing Adverse Event Reports from the Public in PV-Works
Release Date: 10 Aug 2021 Author: WHULS Document Number: CVB-WI-0124.03
CONTROLLED//PROPIN//BASIC

Complete the CVB review by returning to the Complaints screen and mark the case as Reviewed
by selecting the checkmark as shown below:

2021-US-03319 : Complaints Production = O X
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Case Details
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To close the case, select Save and exit, as shown below:

2021-US-03319 : Complaints Production — O X
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Call Notes 4 » Complaint types
R reviewed
! Verification complete
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Narrative Patient came in for Leptospirosis 1 year (SC RF) and Influenza 3wk (SC LF). Received A
both with no issues. Vaccination reactions were gone over with the owner. About 3 hours
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Standard Condlusion v |
: No more information expected
v
< >
Select Save when the pop-out window appears, as shown below:
m Confirm Save Data Producti... X
Confirm that this data
'12] should be saved
; e 4
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