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TG > AC US Oncology Research Trial 9735
Jones S, et al. J Clinl Oncol 27:1177-83, 2009
(T: Docetaxel, C: Cyclophosphamide, A: Adriamycin)
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TC > AC US Oncology Research Trial 9735

Jones S, et al. J Clinl Oncol 24:5381-7, 2006

TC Patients (n = 506}

Grade (%) All grade

Adverse Event 1 2 3 4
Hematologic

Anemia 2 2l = <7

Neutropenia = 1 10 &l

Thrombocytopenia = o 0 <1
Nonhematologic

Asthenia 43 32 3 <1

Edema  Zf& 27 7 <1 0 35

Fever %%& 14 5 3 2 24

Infection 8 4 7 =]

Myalgia  FRPNSE 22 10 1 <1 33

Nausea =il 38 13 2 < 53

Phiebitis 8 B < 0

Stomatitis 23 10 <1 <1

Vomiting 9 B 1 <1
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TC - side effect
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TC > AC US Oncology Research Trial 9735

Jones §, et al. J Clinl Oncol 24:5381-7, 2006

TC Patients (n = 506)

Grade (%) All grade

Adverse Event” 1 2 3 4
Hematologic

Anemia 3 2 <1 <1

Neutropenia < T 1 10 51

Thrombocytopenia <1 = 0 =1
Nonhematologic

Asthenia 43 32 3 <1

Edema =z 77 7 <1 0 KAl

Fever FE 14 5 3 2 24 33

Infection 8 4 7 <1

Myalgia  BRP9SE 22 10 1 <1 33 .86

Nausea  EEil» 38 13 2 <1 53 64

Phlebitis 8 3 <1 0

Stomatitis 23 10 Ly &

Vomiting 9 5 <1 <1

TC + Herceptin, phase 2

Jones SE, et al: Lancet Oncol

14:1121-1128, 2013

Non-haematological Grade 1 Grade2 Grade3. Grade 4 All grade
Fatigue fgﬁg 161 (331%) 102 (21-0%) 21(43%) Q 58.4 98
Nausea B 164 (337%) 48(9.9%) 5(10%) 0 446 44.6
Diarrhoea 125{25:7%) 45 (9:3%) 15(31%) 1(0-2%)
Rash BE S7{117%) 41 (84%) 6 {1:2%) 0 21.3 86
Nevropathy | TN % 88 (181%) 8 (16%) 3 (06%) 0 20.3 88
Constipation 62{12.8%) 27 (5-6%) 1{0-2%) 0
Oedema . SRIE 72(14:8%) 12(25%) 2[04%) o 17.1 11
. HRE 50(10:3%) 27(5:6%) 4(0.8%) 0 16.7 86
Arthralgia BRI SE 37 (7:6%) 25 (5:1%) 4(0:8%) Q 13.5 62
Pain 40(8:2%) 20 (4:1%) 4(0-8%) 0
Mucositis 56 {11:5%) 31(6-4%) 3 (0-6%) Q
Anorexia 47(97%) B (1:6%) 1(0:2%) 0
Headache 36.(7-4%) 14(2:9%) 5 (1-0%) 0
Hot flushes 34(7-0%) 15 (3:1%) 1(0-2%) 0
Fever FEEL 37(7-6%) 4 (0-8%) 2(0:4%) 3(0:6%) 8.8 33
Vomiting 31{6:4%) 12 (2.5%) 3(06%) 0
Shartness of breath 32(6:6%) 3 (06%) 5 (1-0%) 1(02%)
Cardiac dysfunction 12(2:5%) 15 {31%) 2 (0-4%) 0

BlI{ERDLLE (ATACEERAN D)

The ATAC Trialists’s Group. Lancet 2005;365:60-62
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FHARbOV—  BEXITzv  PE
RybIovia 35.7 % 1409 s <0.0001
5 5.4 10.2 <0.0001
43 35 13.2 <0.0001
FEAKE 0.2 0.8 0.02
Bt 4 i B P 2.0 2.8 0.03
BORMAREE 2.8 45 0.0004
FREDER IR M0 42 FE 1.6 2.4 0.02
=1o] 3 5.9 6.9 0.1
B, g 12.7 12.4 0.7
gt 18.6 17.6 0.3
TR 19.3 17.9 0.2
EmiEORE 4.1 3.4 0.1
B 29.4 <0.0001
B 11.0 7.7 <0.0001
R 1.2 1.0 0.5
Egid 1.5 0.9 0.03
FH 2.3 2.0 0.4
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Morales L et al: Breast Cancer Res Treat 2007;104:87-91

Lancet Oncol 2008;9:45-53
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FACT-B  ATAC trial
Cella D, et al: Breast Cancer Res Treat 100:273-84, 2006
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Absolute difference 25%1 21 Visit (months)
o T T T — t T T i No. evaluable:
[u} 1 2 3 4 5 6 8 9 Anastrozole 319 281 285 264 252 243 228 217 217 200 191 153
Tamoxifen 331 304 307 275 251 243 220 207 207 186 176 149
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FACT-ES subscale ATAC trial
Cella D, et al: Breast Cancer Res Treat 100:273-84, 2006
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Visit (months)
No. evaluable:
Anastrozole spess 292 271 254 245 233 216 216 200 187 155
Tamozifen 330809304 278 254 248 280 o1 207 175 172 150

The use of quality of life findings from phase I trials
in oncology practice: An international study
University of Birmingham, Canada

ASCO 2014

My lack of time is a barrier to discussing
HROL outcomes with my patients in’
clinis:

My concerms about the generalizability of.
HROL cutcomes are a barier to using,
~ them in clinical practice: ;
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The toxicity gap: Do real life patients get hospitalized more
during chemotherapy compared to trial patients? ASCO 2014
Princess Margaret Cancer Center, Canada

Aggregate hospitalization rate in real life patients was significantly
higher than trial patients:

49% : 16%, OR 7.7 (95% Cl 7-8.5, p<0.0001)
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Stop the silent misdiagnosis: patients’ preferences matter
Mulley Al, et al: BMJ 2012;345:¢6572

Correct treatment recommendations require accurate diagnosis not
only of the medical condition but of patients’ treatment preferences.

Data based predictors of preference will never provide a definitive
conclusion.

The doctor is the expert on medicine, while the patient is the expert
on his or her priorities.

NBM: Narrative based medicine
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