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ADR Signal Mining of Paclitaxel for Injection (Albumin-bound Type) Based on FDA Adverse Event
Database

WANG Yuwei', MENG Long®, LIU Xiao’ (1. Radiotherapy Center, Chongqing University Cancer Hospital,
Chongqing 400030, China; 2. Dept. of Pharmacy, the First Affiliated Hospital of Chongqing Medical
University, Chongqing 400016, China; 3. Dept. of General Surgery, Chongqing Fifth People’ s Hospital,
Chongging 400062, China)

ABSTRACT OBJECTIVE: To utilize ADR signal of Paclitaxel for injection (albumin-bound type) by using FDA adverse event
reporting system (FAERS), and to provide reference for rational use of drugs in the clinic. METHODS: The reporting odds ratio
(ROR) method was used for data mining of adverse events (AEs) related to Paclitaxel for injection (albumin-bound type) reported
by FDA public data program (Open-FDA) during Jan. Ist, 2004-Dec. 31th, 2019. The demographic characteristics, constituents
and signals of ADR were analyzed. RESULTS: A total of 1 659 AEs were identified for Paclitaxel for injection (albumin-bound
type). The female (1 169 cases, 70.5% ) was more than the male (345 cases, 20.8% ). The age was mainly 45-64 years old(519
cases, 31.3% ). ADR signal mainly involved nerve system, blood and lymphatic system, gastrointestinal system, hepatobiliary
system, respiratory system, thoracic and mediastinal system and general ADR. Twenty positive ADR signals which were not
recorded in the drug instructions were found in the study, mainly including leucopenia, lymphopenia, macular edema, abdominal
pain, dysphagia, shivering, jaundice, liver failure, cirrhosis, urinary tract infection, purulent secretion, decreased ejection
fraction, hypocalcemia, hypokalemia, hyponatremia, bone pain, facial paralysis, mental state change, epistaxis, atelectasis.
Among them, lymphopenia, macular edema and mental state changes were not recorded in the drug instructions, while others were
the specific manifestations of ADR recorded in the drug instructions. CONCLUSIONS: In the clinical application of Paclitaxel for

injection (albumin-bound type), in addition to ADR mentioned in the drug instructions, great importance should be closely paid to
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Tab 2 Demographic characteristics and serious ADR
constituent of 1 659 AE reports included in the
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Tab 3 AE signal detection results

SOC /MR ki AE Hit g ROR(95%CI FI) AR
Blood and lymphatic system disordersC LRI R 505:A%)

Ansenia Al 116 890(7.37)° &

Thrombocytopenia RIS 78 1036(8.25)° E

Leukopenia REEUS 31 9.17(6.42)" #

Lymphopenia B> 21 26.72(17.35)° &

Pancytopenia By 19 4.86(3.09)" &

Neutropenia izl Yy 123 16.71(13.91)" E

Febrile neutropenia TR 87 2421(19.50) E
Cardiac disorders( DI ETHeHG )

Cardiac arrest DR 15 201(1.21) E

Tachycardia Lt 14 2.06(1.21)" E

Cardiac failure congestive SRS 3 227(150)° &
Eye disorders( IRER T 2635

Macular oedema FHK i) 4323(2833)" #
Gastrointestinal disorders( 5 A R 4544 )

Nausea ,HE:‘[) 123 221(1. 84)° /51_‘

Diarthoea &5 106 274(225) &

Vomiting M 93 278(225)° =

Abdominal pain I 3 223(1.61)° ®

Stomatitis nfiat 37 1021(737)" &

Dysphagia TR 17 213(1.32)° &
General disorders and administration site conditions( 2 EHHEFA A Z5iH 1 & R B i)

Oedema Kl 14 3.06(1.81)" 7

Fatigue 20 9% 206(1.68)° &

Chills FEHR 2 274(1.80)° &

Pyrexia St 56 2.34(1.79)" =

Mucosal inflammation R AE 54 30.96(23.59)" =

Oedema peripheral SMRK 0 1.73(1.13) b
Hepatobiliary disorders(FFH R&:545)

Jaundice i 11 411(227)°

Hepatic failure 3 21 742(4.82)" #
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&3

Continued tab 3
SOC A%/ Hikifi AE fes it ROR(95%CITH) B R AR
Hepatic cirthosis et 18 13.85(8.70) &
Hepatic function abnormal [l Ais 18 6.72(422)" &
Alanine aminotransferase increased ARG S R 6.10(4.30)" 7
Aspartate aminotransferase increased RAERE AN 3 7.14(5.06)" 3
Tmmune system disorders( %1 RE:HeH )
Hypersensitivity i (s 23 177(1.17) ®
Infections and infestations( R J (5 ety
Infection R 30 328(229)" b
Urinary tract infection R B 18 1.66(1.05)° #
Purulent discharge et 7 11 30.85(17.02)* &
Oral candidiasis mlakN G 7 9.10(433)" &
Tnvestigations( % A2 )
Blood creatinine increased AEA 16 329(2.01)" b
Ejection fraction decreased S EOIR 15 1447(8.69)° %
Haemoglobin decreased JIEARE A3 38 524(3.80)" 72
Blood bilirubin increased MRS 4 9.91(6.62)" I
White blood cell count decreased AR AR O 68 1027(8.06)* i
Blood alkaline phosphatase increased JIlE S 20 8.49(5.46) 7
Metabolism and nutrition disorders( L8 B & FH% )
Dehydration ik 71 749(591)* 7
Hypokahemia iSalik73 14 467(2.76)" &
Hypocalcaemia mIAE 13 9.54(5.52)" #
Hyponatraemia {EHIIE 13 3.50(2.03)" E
Musculoskeletal and connective tissue disorders( & LA 8% R &5 451 AR)
Bone pain i 16 346(2.11)° e
Myalga ik 35 242(1.713)° &
Bone disorder BT 14 6.58(3.89)" =
Nervous system disorders( % 2 RGN
Facial paralysis i 13 987(572)" &
Lethargy Il 1l 23(1.3)° 7
Neurotoxicity iz 12 1251(7.08) b
Neuropathy peripheral lEliatEa 75 12.81(10.16)" b
Peripheral sensory neuropathy liaiz 35 92.28(65.81)" 7
Psychiatric disorders(§ 432
Mental status changes FRAT 11 4210233)" #
Renal and urinary disorders( B HERIDRZSE505)
Renal failure 522 20 1.57(1.01)" 3
Acute kidney injury At B 24 1.74(1.16)° 7
Respiratory, thoracic and mediastinal disorders(FEIR 245 i R A\ Reefe )
Pneumonitis % 17 10.89(6.75)* =
Epistaxis fib 21 3.64(237)" &
Pulmonary embolism iz 18 1.64(1.03)° 3
Atelectasis iRk 12 13.48(7.63) B
Dyspnoea W 56 142(1.09)° &
Interstitial lung disease llgeaile 13 393(227) =
Skin and subcutaneous tissue disorders( F k1 T AR5
Alopecia Ttk 47 336(251)" b
Nai disorder iires 13 2425(1403)" I
Celulis EE: 2% 6.68(4.53)" 2
Palmar-plantar erythrodysaesthesia syndrome EMIT R 18 9.87(620)" 7
Vascular disorders( M1 5B 2545
Hypotension e 29 2.15(1.49)" 3
Hypertension HiE 28 1.74(1.20)° 7
RN A IR
Note: “*"means found risk signal
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