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Impact of pain control with Ultracet® on the Quality of Life of cancer patients
Hong Suk Song, M.D., Young Rok Do, M.D., Keon Uk Park, MD. and In Ki Sohn, MD.?

Department of Internal Medicine, Dongsan Medical Center,
Keimyung University School of Medicine, Daegu, Korea;
Departments of Internal Mediciné® and Psychiatry3,
Dongguk University College of Medicine, Gyeongju, Korea

Background : Cancer pain impacts the patient and improved pain management increases the
quality of life (QOL) for the patient and entire family. One tablet of Ultracet® is composed of 37.5
mg of tramadol hydrochloride and 325 mg acetaminophen. Mechanism of action of Ultracet® is
multiple blocking to pain transmission with 3 synergistic actions. Ultracet® shows high performance
analgesic efficacy with good tolerability and fast onset in previous studies.

Methods : From February 2003 to January 2004, we treated 97 patients who had cancer pain.
Brief pain inventory, WHO QOL-BREF, and EORTC QLQ-C30 were evaluated before, and after
median duration of treatment of 17.9 days with Ultracet®.

Results : Among 97 patients, male was 59 (61%) and female was 38 (39%). Mean age was
60.3+12.0 (range: 25-81 years). Stomach cancer was in 19, lung cancer in 14, lymphoma in 11,
unknown primary carcinoma in 8, colorectal cancer in 7, in order of frequency. Pre/post treatment
visual analogue scale (VAS) score was 6.43/4.46 (p=0.000). Mild pain in 11 patients and pre/post
treatment VAS score of 2.09/1.91 (p=0.875), moderate pain in 33 and 5.21/3.64 (p=0.000), and severe
pain in 53 and 8.09/5.51 (p=0.000). Change of QOL after pain management was significant in emotion
(65.9/72.1, p=0.012) in functional scales, and pain in symptom scales (62.0/50.9, p=0.000), sleep
disturbance (p=0.018), and constipation (p=0.038) in symptom scales. We compared a QOL scales of
3 groups by response to Ultracet™; improvement (67), no change (17), and aggravation (13). Global
health (p=0.000). fatigue (p=0.019), and sleep disturbance (p=0.003) were statistically different among
3 groups.

Conclusion : Ultracet® is effective in moderate to severe cancer pain and contribute an
improvement of quality of life (QOL) of cancer patients.(Korean J Med 68:544-551, 2005)

Key Words : Analgesic agents, Cancer, Pain, Quality of life
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Table 1. Characteristics of patients

325 mgeol 53 g JEAR A 5o A &
o] Ao A 5% AFEHN} ke Bast okt
9lo] Ultracet™e] &&

A3 5248 dolr uzl 39om Ultracet” o2 %
TS AT T YeRd ghe] Fo] wWlel dis) atwa

B 9E 20039 2956 20049 1974A] U2l A
23S BHo = Ultracet™S T3 9799 3
Aoz 9t = Ao Awel ake] Ao
gk 3 ]—E brief pain inventory (BPI)2} WHO QOL-
t= W93 EORTC QLQ-C30 (Version 3.0)
e }% stk Ultracet™ s $633l7] A3} Fof
A 2~4F7F Ak Al A BxpE A5 Ghe] Aol
g Ao AEAE AAee dHE A7 19y
A3 FEX R tigh F2-8-9] H7H= common toxicity

criteria (CTC) version 2.0 °]&3t9t) A5 A&

=

2

Enrolled patients 97
Out patient 40
Admission 57
Mean age (range) 60.3£12.0 (25-81)
Sex Male 59 (60.8%)
Female 38 (39.2%)
Diagnosis Stomach cancer 19
Lung cancer 14
Malignant lymphoma 11
Hepatobiliary cancer 8
Carcinoma of unknown primary 8
Colorectal cancer 7
Pancreas cancer 6
Multiple myeloma 5
Leukemia 4
Breast cancer 3
Others 12
ECOG performance status 1 65 (67.0%)
il 27 (27.8%)
11T 5 (5.2%)
Stage I 7 (7.2%)
it 22 (22.7%)
v 60 (61.8%)

“ECOG, Eastern Cooperative Oncology Group

“Others, 2 cases of esophageal cancer, sarcoma, ovarian cancer, renal cancer and 1 case of prostate cancer, skin cancer,

thymoma, nasopharyngeal cancer
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Table 2. Pattern of Ultracet® treatment
Mild Moderate Severe Total
Ultracet™ only 10 27 30 67
Ultracet™ + weak opioid 1 1 3 5
Ultracet® + strong opioid 0 5 20 25
Total 11 33 53 97
SPSS PC Ver 110 ol &4 9, 22, WEsl 9 643019000} Ultracet™e %ol o)F B3¢l Zut
Bgn BAasigon I87F vuE eAE x-test 44602 FoletA FAaEATHP=0.000)(:% 3, 198 1).
2 t-testE ©o]&3ATh B TS 7HR 117 9] SApoll A FoF He] FF A=
= 209901 FoF o] Fell = 1912 28 ol gl
2 = CHp-08T5). 5% 558 741 333e] Bapol 4] Fof
Mo TF FEE 52104 Fok ¥ 3648 o3t 2}01
1. & gXlel EM =
£ RO (p=0000), 59 TF& 549 5349 &
2003 2944 20041 1€ 714 <2l 407, 49 579 Aol Ae FoF d 809004 FoF ¥ 551% FEF Ao
o] FAE gde R s H A8 60.3x12.04% £ 23 tHp=0.000)
31, 22} 50 (60.8%), 14t 38%(39.2%9) 9] ¥EE BT Ultracet™s w502 Algsto] B35S 243 44
hApe] ke 919t 19¢, #9t 144, F=ZF 11, = % 67HolR e FoF Ho 5 AEE 6.004 F
271 B 8, gy 74 59 oItk ECOG
(Eastern Cooperative Oncology Group)oll 2|3+ 4235
g ol w2 FXE B 170] 66H(67%), 28] 27

olo)

8(28%), 3% 0] 5H(6%)o.= Fgx o] ATt Bl
wE SR 27178 TH(7.2%), 3717F 2298(22.7%), 471
7} 607 (61.8%) 0.2 1A 4A7F gl S A4A 8
ATHE 1). 5% 24S 918 Ultracet™ S AH&-a
©]9aL, Ultracet® ¥} oFat wlobd W54

59, Ultracet™ ¥} 78+ whobd 2242
ATHE 2). g Hrhes
B 17.9¢ 0 o] Fo

2
Hhel Aol o
/\}\T;]—-
2. Ultracet® Sofof =

97 2] Aol A Ultracet® A}

0110

Pretreatment

Posttreatment

[ Pretreatment Bl Postireatment

Figure 1. VAS score changes after Ultracet® treatment
in total patients (n=97, p=0.000)

Table 3. Visual analogue scale (VAS) score change after Ultracet® management in total patients

Mean VAS score

No p value
pretreatment posttreatment
Total patients 97 6.43 4.46 0.000
Mild 11 2.09 191 0.875
Moderate 33 521 3.64 0.000
Severe 53 8.09 551 0.000
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Table 4. Changes of VAS score after Ultracet® only treatment

% B3 2ol o $49] del Q0L VA 3

o

No Mean VAS score p value
pretreatment posttreatment
Total patients 67 6.00 4.03 0.000
Mild 10 2.00 2.10 0.936
Moderate 27 522 3.67 0.001
Severe 30 8.03 5.00 0.000
oF Foli 40302 FeIF NG BATR-0000GE — ©d FEof 1owt TR A5t /5ol
4). Ultracet"& @502 3% 55, 55 55
g3k9e o), of A7 Rof Fo) $F wahe

2.0/2.1 (p=0.936), 5.22/3.67 (p=0.001), 8.03/5.0 (p=0.

o7 T FT T FAEA

3. Ultracet® SEojof = Ao =9

EORTC QLQ-C30% ©]-&3te] 9789 $atel A &5
24 olF el Aol vl WaE wH, %A H ol
e BA e FdollA X7 A/F 65.9/721 (p=0.012)

FE ARG BelFYLh S Aol Ez—cﬂ
=3

=

/% 62.0/50.9 (p=0.000)2.% +2]3tA 5

Table 5. Changes of QOL scores during study period measured by EORTC QLQ-C30

wukgal ohahel

7(4 °]

Al A

Al gHE, A

174 (p= 0000) J] .
7 SelsA 2R HALHE 6).

WHO QLQ-BREFE ©
o ojnE Wrkel B A,
14 zyoh AR A A%, AEA DA, B 1)

9lo} 979 AA| Sk} Ultracet™ 2

o] )\L o] ;‘ajl
,

gato] are) Aol o A4

AL A7

Pretreatment Posttreatment p value
Functional scales
Global health 36.6+2.1" 40.7+2.2 0.073
Physical 53.7+2.3 50.3+2.5 0.106
Role 447+2.8 44.2+3.2 0.855
Emotional 65.9+2.2 72.1+2.1 0.012
Cognitive 61.7+2.1 60.7+2.2 0.530
Social 55.5+2.2 54.8+2.1 0.784
Symptom scales
Fatigue 54.1+2.3 52.9+2.2 0.597
Nausea/vomiting 16.0+2.7 20.3+2.6 0.155
Pain 62.0+2.4 50.9+2.8 0.000
Single items
Dyspnea 26.1+3.0 21.0+2.7 0.054
Sleep disturbance 48.8+3.8 39.5+£35 0.018
Appetite loss 46.7+£3.6 52.2+35 0.114
Constipation 21.0+3.1 28.2+35 0.038
Diarrhea 9.3+2.2 5.2+15 0.057
Financial impact 43.0£2.3 44325 0.620

* : MeantSE
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Table 6. Responsiveness of QOL scores to Ultracet® measured by EORTC QLQ-C30

Improved No change Aggravated
p value
(n=67) (n=17) (n=13)
Functional scales Pre Post Pre Post Pre Post
Global health 34.0 44.2 41.7 35.3 43.6 30.1 0.000
Physical 51.0 50.0 61.2 54.9 574 45.6 0.176
Role 43.3 435 48.0 52.9 474 35.9 0.256
Emotional 64.3 71.3 69.1 725 69.9 75.6 0.863
Cognitive 63.2 61.2 69.6 59.8 69.2 59.0 0.307
Social 54.7 56.2 60.8 56.9 52.6 44.9 0.397
Symptom scales
Fatigue 56.1 50.9 484 549 51.3 60.7 0.019
Nausea/vomiting 19.9 204 78 20.6 6.4 192 0.166
Pain 64.9 44.8 58.8 61.8 51.3 67.9 0.000
Single items
Dyspnea 249 179 29.4 215 28.2 28.2 0.585
Sleep disturbance 54.7 36.8 39.2 47.1 30.7 436 0.003
Appetite loss 47.3 52.7 549 549 33.3 46.2 0.595
Constipation 234 31.8 15.7 157 154 25.6 0.620
Diarrhea 8.0 45 11.8 39 12.8 10.3 0.723
Financial impact 42.8 43.8 43.1 41.2 43.6 51.3 0.620
Pre, pretreatment; Post, posttreatment
Table 7. Responsiveness of QOL scores to Ultracet® measured by WHO QOL-BREF
Total patients (n=97) Ultracet only (n=67)
Pre Post p value Pre Post p value
A ghol 4 2.57 2.66 0.301 2.60 2.82 0.050
WA A7 8 2.23 2.15 0.461 2.24 2.31 0.545
2A A A% 10.20 9.74 0.068 10.15 10.20 0.864
A A 1% 10.94 1093 0.973 11.22 11.32 0.705
AL A A 12.51 12.38 0.538 12.34 12.58 0.303
37 10.00 9.76 0.247 10.18 9.99 0.443
A B 263 2.58 0.231 2.66 267 0.808

Pre, pretreatment; Post, posttreatment
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Table 8. Toxicities of Ultracet®

Grade 1 Grade 2

Nausea 16 (23.9%) 6 (9.0%)
Vomiting 6 (9.0%) 4 (6.0%)
Urinary retention 16 (23.9%) 2 (3.0%)
Dry mouth 21 (31.3%) 0 (0%)
Constipation 13 (19.4%) 0 (0%)
Confusion 1 (1.5%) 0 (0%)
gk #ao]l SoiEaL Atk v 60~70%9] s ol AN B2 ZEE Ultracet™ o] AHg AF =
o] A4 TxAeE v Ju”, $eluete] vheky Hlwatels wl, AA 97H e AN FoT T35 A
FEA AHEFS AZl=el] vls] A3 E2> FFEOR To] ATt den, 5 AR WA E FEE
o WEA ARgo] Bad P AEAES A 2@ T Tl Ao Fog S BAFI o=
2 3% 2do] B4 F& A 1T Hol Al k. WHO &4 AltkedA F5eu 55 44 350l
T ARAEL FodEd i B Agde] = E-34 %1% A (opioid-acetaminophen) & *}%6}% o]
ol Al AXe] BLFro] AHHa Uk HAsite 2A02 AR, Ulracet" S B5o2

AEA ] AFFAES F5 A= glolA A, of AHES 67T Y] A E BF Aol whet £35S o,
A k- o g Bl ks A A" gl 7 5% 9 5% 5% o] Ultracet™e] 23 744
Hala v % As = e e geltt. 534 e TIE HoFh 45 dEbel A A o T59
Ae] 2o 24 tramadol/acetaminophen (Ultracet™) ZAol 9] tramadol®] morphine®.t} F24-&-2& = o
e A4 BT, Bl €30, WA sk B B30, A 53 2delE ol g eldivke Rt 9o, of
T AR B mdM dgder F3h Ja Uk AL AR Vs R EFA ) FEst Asa niek &
’do] Frtar & ofEoltt ofgk miopyg g THA| 0] JhsAdol vtk ofAle] 540 R AdEIE &
= tramadol hydrochloride= & 7H4) 7139 98 1% o',
28-S YeEl=dl, F 83 (mu-opioid receptors)el] Ultracet® 0.2 £%& 243 o]%F 2ko] 2 Wg= 2
@%‘3}5 tekd gatel FFAAAL] T AY BE R Hoks W, 7154 HEA AFER] FHol
el A AMEEd o gz AFFE Wl skl frolshAl e 2AS BHoled], o 5o 281
B2 A5 AP MebA7)E Aolth?. Tramadole O 93 Fhate] dubHel Fasge] SN 414
oFe] 2H-8-9] JhAlel AL HE AlZto]l Ho] 5 4 F OS2 IS ZA HoR ) vehe o R A7t
T Adle REd] AMREE Ao] FAH oot & AT FAHE M 2L SA/TE
tramadol3} acetaminophen®] £&& A A2l Ultracet™ ol froldt Wbt glglo 55 2= folaHA 7l
o] TE4 540117\1 Aeatgol glgol dEA Y £ Aulo] oF Aol ek A= 2] &e] d& HAA
AA Y FHoZ B35 - 30 ol E55 ¢ 4 5 AN BT 2 TS 8219 4o S A
@r"]ﬂ = APAA7} AT, Ttramadol & ¥4 2 F AS5E e E oy 2 Aot
Q1 mhebd ZEA ] o) dahg-o] wd HIETL v 5 T A BxE FJdoly N=A HAFA FF
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