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JAMA | Special Communication

Guidelines for Inclusion of Patient-Reported Outcomes
in Clinical Trial Protocols
The SPIRIT-PRO Extension

Melanie Calvert, PhD; Derek Kyte, PhD; Rebecca Mercieca-Bebber, PhD; Anita Slade, PhD;
An-Wen Chan, MD, DPhil; Madeleine T. King, PhD; and the SPIRIT-PRO Group
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The SPIRIT(Standard Protocol Items: Recommendations for Interventional Trials)
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JAMA. 2018;319(5):483-494. doi:10.1001/jama.2017.21903
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TABLE A1. Reasons for Missing Surveys

HETHHRE, o )

Trastuzumab Monotherapy (n = 116)

Trastuzumab Plus Chemotherapy (n = 115)

J Clin Oncol 39:2452-2462.

Parameter No. of Patients (%) No. of Patients (%)
2 months
No. of expected responses 116 115
No. of responses collected 104 (90) 94 (82)
No. of missing surveys 12 (10) 21(18)
Enrol Ied Reasons for missing surveys _
Medical staff forgot to conduct the survey 7 (58) 5 (24)
(N = 275) Lost the questionnaire before distribution — 1(5)
Lost to follow-up 1(8) —
I Exacerbation of medical condition = 1(5)
Randomly assigned Patient refusal 2 (10)
Other — 3 (14)
(N = 275) Unknown 4 (33) 9 (43)
Total 12 21
1 year
No. of expected responses 115 109
No. of responses collected 91 86 (79)
Trastuzumab monotherapy arm Trastuzumab plus chemotherapy arm No. of missing surveys 23 (21)
(n = 137) (n = 138) Reasons for missing surveys
Medical staff forgot to conduct the survey 0 (42) 7 (30)
Lost to f up 1(4)
Patient refusal (4) (9)
Withdrew before | | Withdrew before Other 2(9)
protocol treatment (n = 2) protocol treatment (n = 7) Unknown 13 (54) 1 (48)
Total 24 23
3 years
No. of expected responses 104 101
NOt surveyed before _— — NOt su rveyed befo re No. of responses collected 93 (89) 85 (84)
protocol treatment (n = 19) protocol treatment (n = 16) No. of missing surveys 11 (11) 16 (16)
Reasons for missing surveys
Missing questionnaire after distribution 1(9) =
Medical staff forgot to conduct the survey 2(18) 4 (25)
Qua”ty-Of'”fe analySiS Qua”ty_Of_life analysis Lost the questionnaire before distribution 1(9) -
(n=116) (n=115) Lost to follow-up 1(9) 1(6)
Patient refusal 2(18) 1(6)
Other — 1 (6)
Unknown 4 (36) 9 (56)
Total 11 16
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National Surgical Adjuvant Study of Breast Cancer {N-SAS BC)

Evaluation of Trastuzumab without Chemotherapy as a Postoperative Adjuvant Therapy

in HERZ2 Positive Elderly Breast Cancer Patients: Randomized Controlled Trial

(FACT-G, IADL: Tokyo Metropolitan Institute of Gerontology Index of Competence, PNQ,
PGC, HADS)

Statistical Analysis Plan

May 8, 2018 Version1.0

Prepared by:
Takuya Kawahara, Biostatistics Division, Clinical Research Support Center,
The University of Tokyo Hospital
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This is a sound secondary analysis of data from the
RESPECT trial. The statistical methods were pre-specified
and carried out appropriately.

I have only minor comments:

1) Please revise first sentence of Analysis section to avoid
confusion with "population” and "target" and "subgroup."
suggest something like: The target group for the HRQoL
subgroup analysis was drawn from all registered RESPECT
participants, excluding those that....

2) Add percentage in abstract and Results section to indicate
231/275 who could be included in the analysis.
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B SPECIAL COMMUNICATION

Reporting of Patient-Reported Outcomes

in Randomized Trials
The CONSORT PRO Extension
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JAMA. 2013;309(8):814-822
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Randomized Controlled Trial of Trastuzumab Wi %
or Without Chemotherapy for HER2-Positive Early
Breast Cancer in Older Patients

Masataka Sawaki, MD, PhD"; Naruto Taira, MD, PhD? Yukar Uemura, PhD? Tsuyoshi Saito, MD, PhD® Shinichi Baba, MD";
Kokoro Kobayashi, MD?; Hiroaki Kawashima, MD, PhD”; Michiko Tsuneizumi, MD, PhD®; Noriko Sagawa, MD, PhD*;

Hiroko Bando, MD, PhD?% Masato Takahashi, MD, PhD'*; Miki Yamaguchi, MD, PhD'2; Tsutomu Takashima, MD, PhD'3;

Takahiro Nakayama, MD, PhD'#; Masahiro Kashiwaba, MD, PhD*; Toshiro Mizuno, MD, PhD; Yutaka Yamamoto, MD, PhD!5;

Hiroji Iwata, MD, PhD"; Takuya Kawahara, PhD""; Yasuo Ohashi, PhD"®; and Hirofumi Mukai, MD, PhD?, for the RESPECT study group

1.0
W FIG 2. Kaplan-Mzier estimates
= 0.8+ of diseasa-free survival (DFS).
E DFS at 3 years was B95%
= 0.6 [95% CI, 82.9 to 93.6) in the
'E trastuzumab  maonotherapy
= pad group versus 93.8% (95% CI,
o 87.9 to 96.8) in the trastuzu-
= 0.2 4 = Trastuzumasab + chemotherapy mab + chemotherapy group
= Trastuzumsab monotherapy (HR, 1.3& 95% CI, 0.72 to
2.58; P = 51). The difference
! ! ! J ! j ! in restrictad mean survival time
0 ! . 2. 2 4_ s & 7 for DFS between the study
. Time Since Random Assignment (years) arms at 3 years was —0.39
'T:a;i:_::r;ah + chemotherapy 131 126 121 112 64 38 19 [ months (35% Cl, 171 ®
Trastuzumab monotherapy 136 132 175 1nz 7 a0 17 g 093; £ = .56). Tick marks
indicate censored data.

HRQolL
We detected a significant difference between treatment groups in clinically
meaningful HRQoL deterioration rate using the FACT-G at 2 months (31% for

trastuzumab monotherapy v 48% for trastuzumab 1 chemotherapy; P 5 .016), and at
1 year (19% v 38%; P 5 .009), .......

There was no significant difference between the two arms at 3 years

Journal of Clinical Oncology*
cKolume 38, Issue 32 3743
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