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VETERINARY PHARMACOVIGILANCE
REPORT  FOR SUSPECT ED ADVERSE REACT IONS IN  ANIMALS OR IN  HUMANS

AFT ER T HE USE OF A VET ERINARY MEDICINE

DRAFT REPORT

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

D a te  c o mp la in t  re c e iv e d  b y se n d e r:
(dd-M on-yyyy)

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

Person w ho reported  the reac tion : v eterinarian physic ian other:ow ner pharmac ist

 3.  VETERINARIAN/ PHYSICIAN/ PHARMACIST  4. ANIMAL OW NER /  HUMAN PATIENT

 5. ANIMAL DATA N o .  o f  a n ima ls tre a te d : N o .  o f  a n ima ls  sh o w in g  sig n s: N o .  o f  a n ima ls d ie d :

Animal c harac teristic s (an ima l(s) show ing signs):

Spec ies: Breed/ produc tion type :

Sex/ physiolog ic a l status: other:neuteredpregnantmalefemale lac tating

W eight (k ilos): Age:

Sta te of hea lth  at time of trea tment: good fair poor c ritic al

R eason(s) for trea tment (prev ention aga inst w hat d isease(s) o r in itia l d iagnosis):

28-Apr-2025

1 1 1

Dog

34 12 Year(s)

--UNKNOWN--

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

Librela 20 mg Solution for Injection for Dogs; Dosage Form: Solution for injection
Ac tiv e  substanc e(s) (IN N ):

Batc h  N o.: UNKNOWN

M .A. number:

Storage deta ils:

--UNKNOWN--

Start date  o f treatment:

28-Dec-2023

Stop date  or duration :

--UNKNOWN--

W ho administe red  the produc t: Unknown
ow nerv eterinarian other

exp lain :nounk now nyesU se ac c ord ing  to  label:

D id  reac tion  abate a fte r stopping drug?

D id  reac tion  reappear a fte r re in troduc tion?

L ist a ll other re lev ant med ic a tions giv en to  an imal(s):

Expiry date : --UNKNOWN--

yes

yes

no

no

not applic ab le

not applic ab le

R oute/ site o f administra tion: Subcutaneous

gabapentin (gabapentin)       CoName -     UNKNOWN   Oral         300 Milligram(s) per 1  (1-      
                              Unknown                             Dec-2023)                        
Onsior NS (Robenacoxib)       Elanco       UNKNOWN   Oral         40 Milligram(s) per 1  (1-Dec-   
                                                                  2023)                            
YuMove Advanced 360           UNK          UNKNOWN   Oral         2 Tablet per 1  (1-Dec-2023)     

T reatment D etails:

D ose/ frequenc y:

42058/5032

AT C v et c ode:

See continuation page

QN02BG91

D ose, frequenc y, indic ation , dura tion o f 

treatment (da tes of beginning and end)

R oute  and site  o f 

admin

Batc h  N o.CompanyProduc t name/  

unk now n

Overdosed
Ac tion  tak en a fte r reac tion: drug  w ithdraw n dose reduc ed other

Safety issues in animals in  humans

Lac k  o f expec ted  effic ac y

W ithdraw al period  issues

Env ironmental problems

R eporting  c ountry: United Kingdom

United KingdomPurc hase c ountry:

R eport sourc e: Owner

--UNKNOWN--

2 Vial per 1 

Retriever - Labrador

Bedinvetmab
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 7. REACTION DATA D ate of onset of unexpec ted signs:

D uration  of reac tion :

D esc ribe  the sequenc e or ev ents inc lud ing  administra tion o f p roduc t(s), a ll c lin ic a l signs, site  of reac tion , sev erity,

pertinent lab  tests, nec ropsy results, possib le c ontribu ting  fac tors (if nec essary use extra sheet):

W ere the  unexpec ted signs treated?  If yes, g iv e the de tails o f trea tment inc lud ing produc t(s) used:

Outc ome of reac tion  to  da te :

N o of an ima ls:

D ate w hen:

Killed / euthan ised d ied under trea tment a liv e w ith  sequelae rec ov ered unk now n

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

Prev ious reac tion  to the  suspec t p roduc t?

Prev 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 deta ils Sex: Age/ date o f b irth : Oc c upation (if re lev ant):

D ate o f exposure:

N ature  and duration  of exposure, reac tion de tails (inc lud ing  symptoms) and ou tc ome:

D ate  of reac tion :

--UNKNOWN--D e-c ha llenge in fo rmation:

8. ATTENDING VETERINARIAN'S LEVEL OF SUSPICION THAT DRUG CAUSED 

possib le un lik e ly no a ttend ing  v e t --U N KN OW N --

29-Dec-2023

Adverse Events

On the 05Apr25 a pet owner reported a suspected adverse event and lack of efficacy involving a 
canine (12 year old, female neutered, Labrador retriever weighing 34 kg and in unknown condition 
prior to starting treatment with the product) and Librela 20mg, given for unspecified reasons.  
Despite request, the lot number is unknown. On 28Dec23 the dog was administered 2 vials of 
Librela.  Previously the dog had Librela monthly since 17May23.  Other concomitant medications 
include Gabapentin 300mg administered 3 times daily by mouth by the owner, Onsior 40mg 
administered once daily by mouth by the owner. Yumove Advanced 260, 2 tablets administered  daily 
by mouth by the owner.  Date of start of administration approximated to 01Dec23 for all other 

14 Month(s)

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

--UNKNOWN-- --UNKNOWN--

--UNKNOWN--

1 0 0 0 0 0

See continuation page

 

Pregnant

--UNKNOWN--

--UNKNOWN--
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T rade name (inc lude dosage fo rm and strength):

 6.  PRODUCT DATA

gabapentin

Ac tiv e  substanc e(s) (IN N ):

Batc h  N o.: UNKNOWN

--UNKNOWN--

T reatment deta ils:

D ose/ frequenc y:

Start date  o f treatment:

1-Dec-2023

Stop date  or dura tion:

Expiry date: --UNKNOWN--

M .A. number:

Storage deta ils:

Oral

Animal OwnerW ho administe red  the produc t:

R oute/ site o f administra tion:

v eterinarian ow ner other

exp lain:

no t applic able

nounk now nyesU se ac c ord ing  to  label:

D id  reac tion  abate a fte r stopping drug? yes

not applic ableno

no

yesD id  reac tion  reappear a fte r re in troduc tion?

--UNKNOWN--

gabapentin AT C v et c ode: UNKNOWN

Unknown

--UNKNOWN--

300 Milligram(s) per 1 

--UNKNOWN--

#  2

8. ATTENDING VETERINARIAN'S LEVEL OF SUSPICION THAT DRUG CAUSED 

Possib le unlik e ly no attending v et --U N KN OW N --

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

Prev ious exposure to  the suspec t produc t?

Prev ious reac tion  to the  suspec t p roduc t?

D e-c ha llenge in fo rmation:

no

no

--UNKNOWN--

yes

yes

D ate(s): Unknown
--UNKNOWN--D esc ribe: --UNKNOWN--
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T rade name (inc lude dosage fo rm and strength):

 6.  PRODUCT DATA

Onsior NS

Ac tiv e  substanc e(s) (IN N ):

Batc h  N o.: UNKNOWN

--UNKNOWN--

T reatment deta ils:

D ose/ frequenc y:

Start date  o f treatment:

1-Dec-2023

Stop date  or dura tion:

Expiry date: --UNKNOWN--

M .A. number:

Storage deta ils:

Oral

Animal OwnerW ho administe red  the produc t:

R oute/ site o f administra tion:

v eterinarian ow ner other

exp lain:

no t applic able

nounk now nyesU se ac c ord ing  to  label:

D id  reac tion  abate a fte r stopping drug? yes

not applic ableno

no

yesD id  reac tion  reappear a fte r re in troduc tion?

--UNKNOWN--

Robenacoxib AT C v et c ode: QM01AH91

Unknown

--UNKNOWN--

40 Milligram(s) per 1 

--UNKNOWN--

#  3

8. ATTENDING VETERINARIAN'S LEVEL OF SUSPICION THAT DRUG CAUSED 

Possib le unlik e ly no attending v et --U N KN OW N --

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

Prev ious exposure to  the suspec t produc t?

Prev ious reac tion  to the  suspec t p roduc t?

D e-c ha llenge in fo rmation:

no

no

--UNKNOWN--

yes

yes

D ate(s): Unknown
--UNKNOWN--D esc ribe: --UNKNOWN--

Version : unapprov ed
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T rade name (inc lude dosage fo rm and strength):

 6.  PRODUCT DATA

YuMove Advanced 360

Ac tiv e  substanc e(s) (IN N ):

Batc h  N o.: UNKNOWN

--UNKNOWN--

T reatment deta ils:

D ose/ frequenc y:

Start date  o f treatment:

1-Dec-2023

Stop date  or dura tion:

Expiry date: --UNKNOWN--

M .A. number:

Storage deta ils:

Oral

Animal OwnerW ho administe red  the produc t:

R oute/ site o f administra tion:

v eterinarian ow ner other

exp lain:

no t applic able

nounk now nyesU se ac c ord ing  to  label:

D id  reac tion  abate a fte r stopping drug? yes

not applic ableno

no

yesD id  reac tion  reappear a fte r re in troduc tion?

--UNKNOWN--

AT C v et c ode: UNKNOWN

--UNKNOWN--

2 Tablet per 1 

--UNKNOWN--

#  4

8. ATTENDING VETERINARIAN'S LEVEL OF SUSPICION THAT DRUG CAUSED 

Possib le unlik e ly no attending v et --U N KN OW N --

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

Prev ious exposure to  the suspec t produc t?

Prev ious reac tion  to the  suspec t p roduc t?

D e-c ha llenge in fo rmation:

no

no

--UNKNOWN--

yes

yes

D ate(s): Unknown
--UNKNOWN--D esc ribe: --UNKNOWN--

 7.  REACTION DATA (continued)

Adverse Events

concomitant medication as this was not specified. On 29Dec23 a fatty lump was noted. On 30Jan24 a 
worsening cough was noted. On 07Feb24 a blood test revealed raised ALT and laryngeal paralysis 
was confirmed. The dog was treated with Amantadine.  The decision was made to discontinue Librela 
In Jan24. On 06Mar24 the dog was restless at night and tachypnoeic.  The dog was treated with 
increased doses of Gabapentin.  On 06APr24 the owner noted the dog deteriorated (VEDDRA malaise). 
The dog was bloated secondary to aerophagia.  The owner noted that the following signs were 
oberseved during the time the dog was on Librela but no date was specified and has thus been 
approximated to 01Jan24 for these signs which include General lethargy,Urinary Incontinence, 
Potential lack of efficacy of Librela, Excessive thirst, Occasional diarrhoea unattributed to 
anything else, Dementia-like symptoms (VEDDRA Cognitive disorder). 
No treatment was specified.  Later that same day on 06Apr24 the dog was euthanised. The vets 
suspicion was not known.  No further information available, but if received, the case will be 
updated.
(Lipoma, Cough, Elevated liver enzymes, Cranial nerve disorder, Hyperactivity, Tachypnoea, 
Malaise, Flatulence, bloating and distension, Behavioural disorder NOS, Death, Lethargy, Urinary 
incontinence, Lack of efficacy, Polydipsia, Diarrhoea, Cognitive disorder NOS),  (Outcome :  
Euthanasia)

Medical History

Version : unapprov ed




