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VETERINARY�PHARMACOVIGILANCE
REPORT �FOR�SUSPECTED�ADVERSE�REACT IONS�IN �ANIMALS�OR�IN �HUMANS

AFTER�THE�USE�OF�A�VETERINARY�MED ICINE

DRAFT�REPORT

�1.�ADDRESS�OF�COMPETENT�AUTHORITY �2.�NAME�AND�ADDRESS�OF�SENDER

D a te � c omp la in t � re c e iv e d � b y � se nd e r:
(dd-Mon-yyyy)

T ype�of�report In itia l Follow -up (date,�c ase�number)

Person �w ho�reported �the�reac tion�: v ete rinarian physic ian othe r:owner pharmac ist

�3. �VETERINARIAN/ PHYSICIAN/ PHARMACIST �4.�ANIMAL�OWNER�/ �HUMAN�PAT IENT

�5.�ANIMAL�DATA N o . � o f � a n ima ls � tre a t e d : N o . � o f � a n ima ls � sh ow in g � sig ns: N o . � o f � a n ima ls � d ie d :
Anima l�c harac teristic s�(animal(s)�show ing�signs):

Spec ies: Breed/ produc tion�type :

Sex/ physiolog ica l�status: othe r:neu teredpregnantma lefemale lac tating

W e igh t�(k ilos): Age:

S ta te�of�hea lth �at�time�of�treatmen t: good fair poor c ritic al

R eason(s)�for�trea tment�(p rev ention�aga inst�w ha t�d isease(s)�or�in itia l�diagnosis):

28-Jan-2025

1 1 1

Cat

4�* 13�Year(s)

--UNKNOWN--

�6. �PRODUCT�DATA�# 1
T rade �name�(inc lude �dosage �fo rm�and�streng th):

Solensia�7�mg/ml�Solution�for�Injection�for�Cats;�Dosage�Form:�Solution�for�injection
Ac tive �substanc e(s)�(IN N):

Ba tc h �No.: REQUESTED,�UNKNOWN

M .A.�number:

S torage �details:

--UNKNOWN--

Start�date �o f�treatment:

29-Jun-2023

Stop �date �or�duration:

--UNKNOWN--

W ho�administered�the�p roduc t: Veterinarian
ow ne rv ete rinarian other

exp la in :nounk nownyesU se�ac c ord ing �to �label:

D id �reac tion �abate�a fter�stopping�d rug?

D id �reac tion �reappear�a fte r�reintroduc tion?

L ist�a ll�o ther�re lev ant�medica tions�giv en �to �an imal(s):

Exp iry�date : --UNKNOWN--

yes

yes

no

no

not�ap plic ab le

not�ap plic ab le

Route/ site �o f�admin istra tion: Subcutaneous

meloxicam�NS�(Meloxicam)������CoName�-�����UNK�������Unknown������28-Apr-2023�-�3-Jul-2023���������
������������������������������Unknown�����

T reatment�Details:

D ose/ frequenc y:

42058/5004

ATC�ve t�c ode:

See�continuation�page

QN02BG90

Dose,�frequency,�ind ic ation,�dura tion �o f�
trea tment�(dates�o f�beg inning�and�end)

Route �and�site �of�
admin

Batc h �No.CompanyProduc t�name/ �

unk nown

Indication�Off-Label
Ac tion �tak en �afte r�reac tion: drug�w ithdrawn dose�reduced other

Safety�issues in�anima ls in �humans
Lac k �of�expec ted�effic ac y
W ithdraw a l�period �issues
Env ironmental�problems

Reporting �c ountry: United�Kingdom
United�KingdomPurc hase �co un try:

Report�sourc e: Owner

--UNKNOWN--

1�Vial�per�1�

Domestic�Shorthair

Frunevetmab
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�7.�REACTION�DATA Da te�of�onset�of�unexpec ted�signs:

Du ration �of�reac tion :

D esc ribe �the�sequenc e�or�ev ents�inc luding �administra tion�o f�p roduc t(s),�all�c lin ical�signs,�site �of�reac tion,�sev erity,
pertinent�lab �tests,�nec ropsy�resu lts,�possib le�c ontributing �fac to rs�(if�nec essa ry�use�extra�shee t):

W e re�the �un expec ted�signs�trea ted?��If�yes,�g iv e�the�details�o f�treatment�inc lud ing�produc t(s)�used:

Outcome �of�reac tion �to �da te:

N o �of�an imals:

D a te�when:

Killed / euthan ised died under�treatment aliv e�w ith �seque lae rec overed unk nown

�9.�PREVIOUS�EXPOSURE�AND�REACTION(S)�TO�PRODUCT(S)

Prev ious�reac tion�to �the�suspec t�produc t?

P rev ious�exposure�to�the�suspec t�produc t? no yes

no yes

D ate(s):

D esc ribe:

10. �DETAILS�OF�SUSPECTED�ADVERSE�REACTION(S)�IN�HUMANS
Patien t�details Sex: Age/ date �of�b irth : Oc cupation�(if�re levan t):

D a te�of�exposure :

N ature �and�duration�of�exposure,�reac tion�de tails�(inc luding �symp toms)�and�ou tc ome:

Da te�of�reac tion:

--UNKNOWN--De-cha llenge �in formation:

29-Jun-2023

Adverse�Events

On�07Jan25�a�pet�owner�reported�a�suspected�adverse�reaction�involving�their�cat,�(a�13-year-old�
female�neutered�domestic�shorthair,�approx.�4�kg�in�fair�condition)�and�SOLENSIA�7�MG/ML�SOLUTION�
FOR�INJECTION�FOR�CATS.��She�had�a�long�standing�heart�murmur,�a�history�of�feline�asthma�and�
vaccines�reactions�as�a�young�cat�(details�not�provided).��
On�29Jun23�the�vet�administered�1�x�vial�of�SOLENSIA�7�MG/ML�SOLUTION�FOR�INJECTION�FOR�CATS�for�
treatment�of�pain�associated�with�a�torn�ligament�(off-label�-�indication).��The�cat�was�already�
on�meloxicam,�start�date�28Apr23.��The�owner�reported�that�the�cat�became�ataxic�on�her�hindlimbs�
and�was�glazed�over/vacant,�staring/unresponsive�(Veddra�PT-�Impaired�consciousness).

4�Day(s)

--UNKNOWN--

--UNKNOWN-- --UNKNOWN-- --UNKNOWN--

--UNKNOWN-- --UNKNOWN--

--UNKNOWN--

1 0 0 0 0 0

See�continuation�page

�

Pregnant

3-Jul-2023
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T rade �name�(inc lude �dosage �fo rm�and�streng th):

�6. �PRODUCT�DATA

meloxicam�NS
Ac tive �substanc e(s)�(IN N):

Ba tc h �No.: --UNKNOWN--

--UNKNOWN--
T reatment�deta ils:

D ose/ frequenc y:

S tart�date �o f�treatment:

28-Apr-2023
Stop�date �o r�duration:

Exp iry�da te: --UNKNOWN--

M.A.�number:

S torage �details:

Unknown
UnknownW ho�administered�the�p roduc t:

Route/ site �o f�admin istra tion:

v ete rinarian ow ne r other

exp la in :

not�app licab le

nounknow nyesU se�ac c ord ing �to �label:

D id �reac tion �abate�a fter�stopping�d rug? yes

not�app licab leno

no

yesD id �reac tion �reappear�a fte r�reintroduc tion?

3-Jul-2023

Meloxicam ATC�ve t�c ode: QM01AC06

Unknown

--UNKNOWN--

--UNKNOWN--

--UNKNOWN--

# �2

�9.�PREVIOUS�EXPOSURE�AND�REACTION(S)�TO�PRODUCT(S)
Prev ious�exposure�to�the�suspec t�produc t?

P rev ious�reac tion�to �the�suspec t�produc t?

D e-cha llenge �in formation:

no

no

--UNKNOWN--

yes

yes

Da te(s): Unknown
--UNKNOWN--Desc ribe: --UNKNOWN--

�7. �REACTION�DATA�(continued)

Adverse�Events

03Jul23�the�cat�presented�as�not�eaten�since�Solensia�was�administered,�lethargic,�quiet�and�
vomiting�overnight.��On�clinical�examination�the�cat�was�pale,�lethargic,�heart�murmur�(pre-
existing),�hyperpnoea�and�dehydrated.�Bloods�showed�a�mild�neutrophilia�and�renal�disease,�
elevated�creatinine,�urea�and�also�amylase�and�total�proteins.��Radiographs�show�the�kidneys�
appear�slightly�larger.��Phosphorus�was�high�and�potassium�was�low.��The�cat�was�euthanised�due�
to�the�poor�prognosis.�� ��The�pet�owner�believes�
Solensia�was�the�cause�of�her�cats�death.��No�further�information�is�expected.
(Death,�Anorexia,�Lethargy,�Pale�mucous�membrane,�Dyspnoea,�Dehydration,�Hyperphosphataemia,�
Neutrophilia,�Renal�insufficiency,�Abnormal�radiograph�finding,�Emesis,�Hypokalaemia,�Ataxia,�
Impaired�consciousness,�Loss�of�consciousness,�Elevated�pancreatic�enzymes,�Hyperalbuminaemia,�
Increased�blood�urea�nitrogen�(BUN)�or�creatinine,�Increased�blood�urea�nitrogen�(BUN)�or�
creatinine),��(Outcome�:��Euthanasia)

Medical�History
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