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Department of Health Consumer Protection and Pharmacy Administration,

Facalty of Pharmacy, Silpakorn University?

Abstract

Background: Paclitaxel is a widely used chemotherapy drug. Hypersensitivity reactions are
among the most common adverse reactions to paclitaxel. During the years 2021-2023, the
reported incidence of hypersensitivity was 4.75%, Which was the highest compared to the

other chemotherapy drusgs.

Objective: This study aimed to investigate the relationship between different premedication
regimens and hypersensitivity, and to determine the factors associated with the occurrence
of hypersensitivity in patients receiving Paclitaxel.

Materials and Methods: Data were collected from the hospital database of Maharaj Nakhon
Si Thammarat Hospital. This study included cancer patients treated with Paclitaxel between
October 1, 2022 and February 29, 2024.

Results: The results showed that a total of 217 patients had hypersensitivity 21 patients
(9.67%) experienced hypersensitivity. The highest incidence of hypersensitivity occurred in
patients who received premedication regimen A (Dexamethasone 20 mg IV, Chlorpheniramine
10 mg IV, Famotidine 20 mg oral), followed by regimen B (Dexamethasone 20 mg IV,
Diphenhydramine 25 mg oral, Dexamethasone 4 mg oral 12,6 hr. before Paclitaxel) and C
(Dexamethasone 20 mg IV, Diphenhydramine 25 mg oral, Famotidine 20 mg oral), respectively.
Compared to patients who received premedication regimen C, Patients who received
premedication regimens A and B had 1.1 times (95% Cl; 0.301-4.153) and 0.8 times (95% (I,
0.253-3.076) the likelihood of developing hypersensitivity, respectively.

Conclusion: Although no statistically significant association was found, it was revealed that
regimen C was observed to have the lowest incidence of hypersensitivity. The study's findings
may provide a basis for consideration to select a premedication regimen to prevent
hypersensitivity from Paclitaxel.

Keywords: Chemotherapy, Hypersensitivity, Paclitaxel, Premedication
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ART - ANALYSIS OF RESOURCES FOR TRIALS (binary version 2.8 88nov2021)

Ella Marley-Zagar and Ian White

A sample size program by Abdel Babiker, Patrick Royston, Friederike Barthel,

MRC Clinical Trials Unit at UCL, London WC1V &L3J, UK.
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M131991 1 Jeyaviluvesnguiiogns

anwauen19natin

N =217

Age (years), mean(SD)

58.79 (10.62)

Age (years), n(%)

< 60 118 (54.38)
> 60 99 (45.62)
Sex, n(%)
Male 74 (34.1)
Female 143 (65.9)
Premedication, n(%)
ans A 66 (30.4)
Dexamethasone 20 mg IV
Chlorpheniramine 10 mg IV
Famotidine 20 mg oral
gns B 69 (31.8)
Dexamethasone 20 mg IV
Diphenhydramine 25 mg oral
Dexamethasone 4 mg oral (12,6 hr. before Paclitaxel)
gns C 82 (37.8)
Dexamethasone 20 mg IV
Diphenhydramine 25 mg oral
Famotidine 20 mg oral
BSA (m?), mean(SD) 1.53+0.14
BSA (m?), n(%)
<14 36 (16.6)
1.4-1.6 123 (56.7)
> 1.6 58 (26.7)
Clinical tumor, n(%)
Breast 77 (35.5)
Gynecology 68 (33.1)
Lung 44 (20.3)
Esophagus 22 (10.1)
Others 6 (2.8)
Having any comorbidity, n(%) 39 (18.0)
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ANWZNIIAALN N =217
Comorbidities, n(%)
Hypertension 20 (9.2)
Dyslipidemia 10 (4.6)
Diabetes 10 (4.6)
Ischaemic heart disease 2(0.9)
Menthal disorder 3(1.4)
Rheumatoid 1(0.5)
Tuberculosis 1(0.5)
Immune Deficiency Diseases 1 (0.5)
Having any comedication, n(%) 46 (21.2)

Regimen of chemotherapy, n(%)

Paclitaxel g 1 week 5(2.3)

Paclitaxel g 3 weeks 34 (15.7)
Paclitaxel + Carboplatin g 1 week 31(14.3)
Paclitaxel + Carboplatin g 3 weeks 147 (67.7)

With Carboplatin

No 38 (17.5)

Yes 179 (82.5)
Paclitaxel dose

Low (<175 mg/m?) 34 (15.7)

High (2175 mg/m?) 183 (84.3)

*BSA; Body Surface Area, HR; Hypersensitivity reaction, N; number
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A13197 2 FegavgUreinn1iegiiluiy (Hypersensitivity) wenn1ugnsenii (premedication) 7

Adaelasu
Swauflae  SwaudUaeiiia
gnsen R amepdilaiu
(570) U (5oeaz)
ans A 66 9 (13.63)
Dexamethasone 20 mg IV
Chlorpheniramine 10 mg IV
Famotidine 20 mg oral
gns B 69 6 (8.69)
Dexamethasone 20 mg IV
Diphenhydramine 25 mg oral
Dexamethasone 4 mg oral (12,6 hr.before Paclitaxel)
ans C 82 6 (7.31)
Dexamethasone 20 mg IV
Diphenhydramine 25 mg oral
Famotidine 20 mg oral
394 217 21 (9.67)
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Sovaz 67.7 Iawlasuen Paclitaxel TuuFuna

2175 mg/m?5avay 84.3 qmmﬁiﬂumi

Ua9iunsiin hypersensitivity maﬁqm laun
gn5 CUsenaunle Dexamethasone 20 mg IV,
Diphenhydramine 25 mg oral, Famotidine
20 mg oral wu 82 518 Amduiesaz 37.8
T999911AREAT B F0Ua¥31.8% LAY gnT A
Sowaz 30.4 MUEIAU
YovazfUlsiiAinninzgiilaiy
(Hypersensitivity) henauanse1dnngUae
1650 wanafenns19dl 2 91nran1sAng) wu
gUiEinsalnneafilaAvlugvieildsueii
an3 Aunfigniesar 13.63 sesasunliun

gn3 B uay C Souag 8.69 wag 7.31 Anuaau
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M19197 3 aneANNFIRUSTENINeUadesneg Aunsiinnnegilufiumeadd chai-square test

(ViS® Fisher exact test MUALLMINEANVRITOYA)

HR group Non-HR group

Uady N=21 N=196 p-value
(9.67%) (90.33%)
Age (year), n(%) 0.847
< 60 11 (52.4) 107 (54.6)
> 60 10 (47.6) 89 (45.4)
Sex, n(%) 0.044"
Male 3(14.3) 71 (36.2)
Female 18 (85.7) 125 (63.8)
Premedication, n(%) 0.442
ans A 9 (42.9) 57 (29.1)
Dexamethasone 20 mg IV
Chlorpheniramine 10 mg IV
Famotidine 20 mg oral
an3 B 6 (28.6) 63 (32.1)
Dexamethasone 20 mg IV
Diphenhydramine 25 mg oral
Dexamethasone 4 mg oral
(12,6 hr.before Paclitaxel)
gns C 6 (28.6) 76 (38.8)
Dexamethasone 20 mg IV
Diphenhydramine 25 mg oral
Famotidine 20 mg oral
BSA (m?) 0.554
<l.4 2(9.5) 34 (17.3)
1.4-1.6 14 (66.7) 109 (55.6)
>1.6 5(23.8) 53 (27)
Clinical tumor, n(%) 0.212
Breast 5(23.8) 72 (36.7)
Gynecology 11 (52.4) 57 (29.1)
Lung 4(19) 40 (20.4)
Esophagus 1(4.8) 21 (10.7)
Others 0(0) 6 (2.8)
Having any comorbidity, n (%) 4(19.0) 35(17.9) 0.893
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HR group Non-HR group
Uade N=21 N=196 p-value
(9.67%) (90.33%)
Comorbidities, n (%)
Hypertension 20(9.2) 197 (90.8) 0.648
Dyslipidemia 10 (4.6) 207 (95.4) 0.312
Diabetes 10 (4.6) 207 (95.4) 0.312
Ischaemic heart disease 2(0.9) 215(99.1) 0.522
Mental disorder 3(1.4) 214 (98.6) 0.015
Rheumatoid 1(0.5) 216 (99.5) 0.651
Tuberculosis 1(0.5) 216 (99.5) 0.651
Immune Deficiency Diseases 1 (0.5) 216 (99.5) 0.030
Having any comedication, n (%) 5(23.8) 41 (20.9) 0.087
Regimen of chemotherapy, n (%) 0.756
Paclitaxel g 1 wk. 0(0) 5(2.6)
Paclitaxel g 3 wk.s 4(19) 30 (15.3)
Paclitaxel + Carboplatin g 1 wk. 3(14.3) 28 (14.3)
Paclitaxel + Carboplatin g 3 wks. 14 (66.7) 133 (67.9)
With Carboplatin, n (%) 0.847
No 4(19.0) 34 (17.3)
Yes 17 (81.0) 162 (82.7)
Paclitaxel dose, n (%) 0.388
Low (<175mg/m?) 2 (9.5) 32 (16.3)
High (175mg/m?) 19 (90.5) 164 (83.7)

*BSA; Body Surface Area, HR; Hypersensitivity reaction, N; number

NmMsIATsimanududdosdy
Tngld @df Chi-square test 139 Fisher exact
test szninaladpfidnudunisiinanzgilh
Auluguaedlaiuen Paclitaxel dauandly
a5197 3 nudrdadeiiduiussunisinnnne
QiIlAuaInen Paclitaxel agelifadAnynsg

atn Lawn e InenudEUismanganun 1y

ailAuiiuduuinninenayie (p-

value=0.044) uardadedu launlsnsay

a v Y

N9AUIALIY (p-value=0.015) lsagiiAuiy

q

UNN3as (p-value=0.030) nun1ziilaLiu

Winy guienilenyteunii 60 U tinn1iegil

[ aa

TaAu wannan weldfided1Agnisai s
U

dy Y o dl Y v
wonanidnuguignlasuerdigas A
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(Dexamethasone 20 mg IV/ Chlorpheniramine
10 mg IV/ Famotidine 20 mg oral a3l

Tufunnitgn (Judau 9 519) uslinuaiy

[ N

wansenueg1sldedrAgileiisuiugUqen

4

1aSue11dngns B (Dexamethasone 20 mg IV/

Diphenhydramine 25 mg/ Dexamethasone 4
mg oral 12 uaz 6 2lua Aewlien Paclitaxel)
waegns C (Dexamethasone 20 mg IV/
Diphenhydramine 25 mg oral/ Famotidine
20 mg oral)

M131991 4 Yadeidwmarionisiianizgillufiuvesen Paclitaxel Mmensinseiannsslagly

Logistic regression

Univariable logistic

Multivariable logistic

Factor regression regression
OR (95%CI) p-value OR (95%CI) p-value
Premedication
ans A 2.000 0.212 1.118 0.867
Dexamethasone 20 mg IV (0.673, 5.940) (0.301, 4.153)
Chlorpheniramine 10 mg IV
Famotidine 20 mg oral
gn3 B 1.206 0.755 0.883 0.883
Dexamethasone 20 ¢ IV (0.371, 3.925) (0.253, 3.076)
Diphenhydramine 25 mg oral
Dexamethasone 4 mg oral
(12,6 hr.before Paclitaxel)
gns C Ref ref
Dexamethasone 20 mg IV
Diphenhydramine 25 mg oral
Famotidine 20 mg oral
Age group (260 years) 0.915 0.847 0.815 0.668
(0.371, 2.253) (0.319,2.082)
Regimen of chemotherapy
Paclitaxel ref ref
Paclitaxel + Carboplatin 0.892 0.846 1.035 0.963
(0.282, 2.818) (0.242,4.428)
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Univariable logistic

Multivariable logistic

Factor regression regression
OR (95%CI) p-value OR (95%CI) p-value
Dose
Low (<175mg/m?) Ref Ref
High (=175mg/m?) 1.854 0.422 1.424 0.664
(0.411, 8.353) (0.289,7.018)
Female 3.408 0.560 3.833 0.064

(0.970,11.972)

(0.926,15.856)
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£ v 6 d' U
wansauduiusvasgasenldlunisdesiu
nsiinnegiibaiy wudn gUaeiilasuanse
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