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+ Direct Reports are voluntarily submitted directly to FDA through the MedWatch program by consumers and healthcare
* Mandatory Reports are submitted by manufacturers and are categorized as:
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Case Count by Reaction

Category Q Number of Cases Percentage
Acute Kidney Injury 4,947 447%
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Transplant Rejection 3916 3.54%
Diarrhoea 3,835 3.46%
Pneumonia 3,544 3.20%
Pyrexia 3,504 3.16%
Cytomegalovirus Infection 3411 3.88%
Toxicity To Various Agents 3,340 3.02%
Covid-19 2,982 2.67%
RenalImpairment 2,824 2.55%
Sepsis 2,784 2.51%
Post Transplant Lymphoproliferative 2484 2.22%
Disorder

Totals 110,776 108.80%
Data as of September 30, 2024
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Number of Cases

Vulnerability Disclosure Policy

This page displays the number of cases identified for the product/reaction term of interest by “Reaction”. “Reaction” is the suspected side effect (also known as adverse event or adverse drug reaction) reported by the reporter and is based on the
MedDRA dicticnary Preferred Term (PT). A “Reaction” is a unique medical concept for a symptom, sign, disease, diagnosis, therapeutic indication, investigation, surgical or medical procedure, etc. A case may contain more than one “Reaction”.
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This page displays the number of cases identified for the product/reaction term of interest by “Reaction Group”, “Reaction”, patient age and sex, and report outcome. A case may describe one or more “Reaction Group”, “Reaction’, or outcome. “Reaction Groups” are based on a
classification of the side effect (also known as “Reaction” or adverse event or adverse drug reaction), using the MedDRA dictionary of adverse event terms. For example, “Cardiac Disorders” is one of the “Reaction Groups” defined by the MedDRA dictionary as a grouping of
several related “Reactions” such as “Cardiac Arrest”, and “Cyanosis”. “Reaction” correspends to the suspected reaction reported by the Reporter. The “Reaction” is based on the MedDRA dictionary Preferred Term (PT). Including one or more of these outcomes or reported
reactions in & report does not necessarily mean that the suspect product of interest was the cause of the reported outcomes or reactions. A case may have one or more reported outcomes,
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Home Demographics Reaction Group Reaction Disclaimer Report a Problem Q Search by Product x
TACROLIMUS (G); CYCLOSPORINE\TACROLIMUS (G); TACROLIMUS 0.1% (P); byggesoongcl Ao e S
TACROLIMUS ANHYDROUS (G); TACROLIMUS EXTENDED-RELEASE CAPSULES 1729 a
(P)

Received Year CaseID Q  SuspectProductNames @ SuspectProductActiveingredients ~ Q  Reasonfor Use Q  Reactions Q Serous Q Outcomes Q Sex Q FEventDate  Q LatestFDAR

23513116 Zoryve Roflumilast;Tacrolimus;Triamcinclone Psoriasis Diarrhoes;Anal Incortine.. Non-Serious  Non-Serious NotSpecified  SEP-2823 16-MAY-282

19909793 ~ Prednisolone;Mycophenolate MofetitTacr..  Product Used For Unknown Indication  Apathy;Hyperproteinae..  Serious Other Outcomes ~ Female - 28-APR-202

oot 23787771 S i Tecr Used... iplopiaiVerti.. Serious Other Outcomes Female - 26-APR-202

208125582 - Mycophenolate MofetiiTscrolmusiPre 0 4), %o K — ary Incontinence:Dis... Serious Other Outcomes Female = 25-APR-202

Serious 23750582 = Predrisolone;Tacrolmus;Mycophenoit ary Incontinence;Mu... Serious OtherOutcomes  Female : 17-APR-202

23170927 Ultomiris;Cellcept;Benadryl Dishenhydramine HydrochloridesTaceq w & ZEE al Paresis;Biister;Sta.. Serious Other Outcomes Male 24-JAN-2023 18-NOV-262

22837104 Prograf Tacrolimus ary Incontinence:An...  Serlous Other Outcomes Male 31-0UL-2023 18-AUG-202

Outcome 22198615 - @ TR lsory Disturbance;Uri... Serious Other Outcomes Male - 11-APR-202

19894077 - Thymocyte Immune Globulin NosTach w2 g2y » [ligo:Headache;Hyper.. Serious OtherOutcomes  Female - 29-5EP-202

R U 17880369 - Mycophenolate Mofeti|Tacrolimus;Prd coplakia Gastrointe... Serious Hospitalized;Other... Male = 18-JUN-282

13687087 Prograf;Myfortic Mycophenolate Sedium;PrednisoneiLs & . & LTHTLO—F * |oiratory Fallure;Blos...  Serious Other OutcomesH... Male 31-0CT-2815 31-DEC281

16092651 - Tacrolimus:Methylprednisolone mmunesuRRTEssant Drug Therapy,L. Mental Status Changes:..  Serfous Hospitalized;Died ~ Male - 18-MAR-291

Age Group 15264006 - Tacrolimus Heart Transplant;Product Used For..  Anal Incontinence;Head... Serious Hospitalized NotSpecified - 18-AUG-281

T 14482649 - Prednisolone;Mycophenolate MofetitTacr..  Diabetes Mellitus;Liver Transplant;Pr... Histoplasmosis Disseml...  Serious Life Threatening;Ot.. Not Specified  @1-JAN-2014 17-APR-281

= 13767365 - Tacrolimus;Sirolimus Heart Transplant;Product Used For..  Cardiac Fallure Congesti... Serious Hospitalized;Other... Female - 19-JuL-201°

13536242 - Tacrolimus Product Used For Unknown Indicati...  Anal Incontinence;Loss... Serious Other Outcomes Male 26-NOV-2815 07-JUN-201

19247191 Myfortic Mycophenolate Sodium;Tacrofimus Complications Of Transplanted Kidn... Back Disorder;Heart Rat... Serious Other Outcomes;H... Female 17-8EP-2013 25-MAR-201

Sender 6613507 Fludarabine ; ine Pt o Bone Marrow G oRegimen... TremoriDeafness:Urinar...  Serious Died:Other Outco...  Male = 29-DEC-201

9159815 Prograf Tacrolimus ProductUsed For Unknown Indication Renal Transplant;Renal P... Serious Other Qutcomes Male 2081 26-MAY-281

9199525 Prograf Tacrolimus;Cidofovir Adenovirus Infection:Depression;Gr..  Off Label Use:Pneumoni..  Serious Died:Other Qutco...  Male 24-MAR-2012 29-MAR 201

PO e 9125155 - Prednisolone;Tacrolimus Dermatomyositis ProteinuriaiLoss Of Con...  Serious Hospitalized Female - e6-MAR-201

9153637 . Prednisolone:Tacrolimus Dermatomvositis:Steroid Theraov Loss Of Consclousness:..  Serious Hosoitalized Female 160UL-2012 08-FEB-201

Data as of September 30, 2024 Vuinerability Disclosure Palicy

To download data, Right-Click anywhere on the list and click on "Download as" and then click "Data”.
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_ Suspect Product Suspect Product | | | ] ~ Latest FDA |
Case ID = Names |~ Active Ingredien = |Reason for Use ~ |Reactions |~ Serious [~ Qutcomes  Sex \~ Event Date  * Received Date |~ (

Hyponatraemia;Anal Incontinence;Renal Failure;Pleural EffusionClostridial

Liver Infection,Dysarthria;Hydrocephalus Ascites Disseminated Cryptococcesis;Meningitis
Amphetericin TransplantMeningi CryptococcalCenfusional StateGait Disturbance Haemodialysis BacterasmiaDiarrhosa Sepsis; Urinary Died Hospitalized;
49 6643939 PrografAmbisome B:Tacrolimus tis Cryptococcal [Incontinence Serious Other Qutcomes  Male - 01-MAY-2008
Azathioprine Myce
phenolate Meningitis CryptococcalMusculoskeletal Stiffress Renal
MofetilCyclospori Failure;Bacteraemia;Ascites, Trismus Oliguria:Gait
ne Methylprednisol Disturhance;Sepsis;Photophobia;Hydroce phalus;Reflexes AbnormalNeurological
one;Tacrolimus;Pr Immunosuppressio Symptom Cryptococcosis;Bacterial Test
42 6633718 - ednisone n Posithve, Diarrhoea;Haemedialysis,Dysarthria, Myoclenus Incontinence Hyperreflexia Serious Died Male = 23-APR-2008 E

Cytomegalovirus Infection,Demyelina tion Wertigo; Somnolence;Urinary
Incontinence;Diserientation; Tremor;Blindness;Mood Swings:Csf Test AbnormalHemiancpia
Homonymous; DeafressInflammationAnal Incontinence; Magnetic Resonance Imaging Head

Tacrolimus:Gyclos Stem Gell AbnormalProgressive Multifocal Leukoencephalopathy;Acute Graft Wersus Host Disease In Skinule Died Other
43 6608833 — porine Transplant Virus Infection Serious Qutcomes Male = 07-APR-2008 E
44 | 6538388 Prograf Tacrolimus Liver Transplant  Hallucinations, Mixed;Ha luciration:Aggression:AgitationDysarthria Incontinence Serious Hespitalized Female DEC-2007 18-JAN-2008 &
Other
Outcomes;Hospital
3950877 Prograf Tacrolimus Heart Trarsplant  Encephalitis ViralGraft InfectiomiWest Nils Viral InfectionDiarrhesaIncontinence Searious. ized MMale AUG-2002 12-JUN-2003 3

Erythema;Pleural EffusionNeck PairLymphopeniaNasal Congestion;Skin
Irritation;Haematechezia Anorectal Disorder;Normochromic Normocytic AnaemiaAnal
Incontinence:Haemaorrhoids:Non-Hodgkin's Lymphoma Gastrointestinal Haemorrhage:Anal Sphincter
TacrolinusSiolin fnmunceapprassisiAbory Shit To: The LekiSims: Headat he (i rophuynges! Bain i tetion VanatncukrDrg Level
3807551 Rapamune;Prograf usPrednisone  rLung Transplant |Changed;Proctalgia;Ejection Fraction Decreased Serious Hespitalized hisle 08-APR-2002  18-JUN-2002
Seizure Electroencephalogram AbnormalUrinary Incontinence Tremor;Neuropathy PeripheralMental
DisortlerHypotensionHyperhidrosisBinocular Eye Movement DisorderHallucinationGonfusional
StateAsthenia;Hypothermia;Amnesia;Orthostatic Hypotension;HypertensionAutonomic MNervous
3432885 Prograf Tacrolimus Prophylaxis System Imbalance;Anal Incontinence Serious Hespitalized Female 18-NOV-1988 10-FEB-2000
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Case ID 9125155 \ ]
Suspect Product Names . Y
Suspect Product Active Ingredients Prednisolone; Tacrolimus Vi |
Reason for Use Dermatomyositis ViR |

Proteinuria;Loss Of Consciousness;Haematuria;Posterior Reversible Enc

Syndrome;Blood Pressure Increased;Dyspnoea Exertional;Renal Impairm
Convulsion;Anal Incontinence;Visual Impairment;Scleroderma Renal Crisi
Reactions Thrombocytopenic Purpura;Oedema

Serious Serious \ @ ©
Outcomes Hospitalized \ u
\

Sex Female

Event Date - Vi
Latest FDA Received Date 06-MAR-2013 VY
Case Priority Expedited \
Patient Age 51 YR U N
Patient Weight Not Specified N
Sender Sandoz \ Y
Reporter Type Healthcare Professional \ e
Report Source Not Specified \ e
Concomitant Product Names . \ p
Latest Manufacturer Received Date 05-MAR-2013 \ A
Initial FDA Received Date 21-JAN-2013 s
Country where Event occurred Jp y ]
Reported to Manufacturer? Not Specified AT
Manufacturer Control Number PHHY2013JP004712 ARy |

Matsui A, Ikeuchi H, Shimizu A, Takahashi S, Mishima K, Sakurai N, et al.. Case report:

posterior reversible encephalopathy syndrome and scleroderma renal crisis developed in a

patient with overlap syndrome after treatment with high dose steroids and tacrolimus..
Literature Reference Nippon Naika Gakkai Zasshi. 2012;101 (7):2051-4
Compounded Flag -
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Pneumocystis pneumonia - PCP

- Pneumocystis jirovecii (C &2 B RAE
HIVOHOAES., EHRBHEEEREREETESCHET S

- FTR(IIEHIVEET30-50%

- RBZIBETSEIERROERBIREVRIZEHS

- JL RZYVDOY#E20 mg/BRLE, 4 BEMULEEEETNTNS
BETREAZDINDERN SIS S FHIEEMNHEREINSD

Up To Date “Treatment and prevention of Pneumocystis pneumonia in patients without HIV”
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No matter the complexity of the implemented analysis/method, the “signal” will
never be more than a hypothesis and remains an alert rather than an alarm.

Emanuel R et al BrJ Clin Pharmacol 1-4, 2023
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Disproportionality analyses of spontaneous reporting data: If disproportionality analyses are
complemented by additional evidence, we would recommend authors follow the READUS-PV reporting
guidelines (Fusaroli M, et al. Drug Safety 2024;47:585-599). However, given the limitations inherent in
spontaneous reporting data, in general PDS will not consider papers based only on disproportionality
analysis of spontaneous reporting data.
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