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Six nonrandomized comparison studies reported that all-cause and prostate cancer—specific
mortality was lower in patients treated with RP than in patients treated with external beam

radiation therapy (SOE: low).

_Table 16. Major findings reported by nonrandomized comparative studies for Key Question 1 (continued)

Cooperberg et al ™

Hoffman etal.”
Mukherjee et al ”
Albertsen etal. "

with RP at median followup of 7.2 years.

Rice etal.”

There was no significant difference between RP and EBRT at &.8-year
followup in overall mortality, p=0.18.

Cooperberg et al.

HR 2.21 (85% CI 1.50 to 3.24) in favor of RP at between 3 and 4 year
followup visits.

Hoffman et al.*

After 15 years of followup, all-cause mortality was more favorable for
men who underwent RP than with EBRT (HR 0.35; 95% CI, 0.26 to
0.49)

Mukherjee et al ™

All-cause mortality was 3.6% in the RP group and 28.8% in the EBRT
group, p=0.001 at 3-year followup.

Albertsen et al,"

At an average of 13.3-year followup, RP was associated with improved
overall survival compared with overall survival in the radiation group.

Treatments Being Qutcome Evidence Base Major Findings Reported in the Study Detailed
Compared Results
: o = e | Abstracted
RP vs. EBRT All-cause mortality | Nepple et @I."” Nepple et al.™ Table F-2 of
Rice etal.”™ EBRT was asscciated with an increase in all-cause mortality compared | Appendix F

(BEXH 1 KYSIH)
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@PECO

P:localized, high-risk prostate cancer (PC),

E : Radical prostatectomy (RP)

C:external beam radiotherapy (RT)

O:overall survival (OS) and PC—specific mortality (PCSM) risks
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Seventeen studies were included (1 randomized and 16 retrospective). RP was associated with
improved OS (OR, 0.51; 95% confidence interval [CI], 0.38-0.68; P < .00001), PCSM (OR, 0.56; 95%
CI, 0.37-0.85; P = .007), and non—PCSM (OR, 0.53; 95% CI, 0.35-0.8; P = .002) compared with RT.

Biochemical relapse—free survival rates were similar to those of RT.

Figure 2 Metaanalysis of Overall Survival

Prostatectomy  Radiotherapy 0Odds Ratio 0dds Ratio
Study or Subgroup  Events  Total Events Total Weight M-H, Random, 85% CI Year M-H, Random, 85% CI
Barry 2001 46 106 52 m 1™ 037[0.20,068] 2001 —
Sailo 2006 10 30 23 7 T2% 1.20[0.49,2.95] 2006 - x
Akakura 2008 15 45 19 49 79% 0.76 [0.33, 1.77] 2006 -
Tewari 2007 a 19 58 137 13.2% 0.40[0.23,0.69] 2007 TR -
Boorjian 2011 85 1238 41 609 22.T% 0.460.37. 0.56] 2011 &
Sum 2013 804 2158 1615 3432 24.9% 0.67[0.60,0.75] 2013 k.
Hoffman 2013 127 381 5 56 124% 030[0.17,054] 2003 — =
Total (35% CI) 4078 4438 100.0% 0.51 [0.38, 0.68] -
Total events 1314 2043

Heterogeneity: Tau® = 0.08; Chit= 22.74, df = 6 (P = .0009); I*= T4%

Test for overall effect: Z = 4,66 (P < .00001) U2 i ! 2 3

Favors prostatectomy  Favors radiotherapy

Abtrentation: M-H = Mantzel-Henad

(BEXH 2 KYSIA)
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Prostatectomy RT Odds Ratio Odds Ratio
Study or Subgroup  Events  Total Events Total Weight M-H, Random, 5% Cl Year M-H, Random, 85% CI
Barry 2001 38 106 44 T 106% 042[0.23,0.78] 2001 —
O'Amico 2003 96 753 179 695 127% 0.42[0.32.0.55] 2003 n
Saito 2008 ] 30 5 78 B5% 6.26 [1.89, 20.69] 2006 =
Tsai 2006 23 . 11 78 43% 0.83[0.38, 1.78] 2006 R
Akakura 2006 7 46 11 48 74% 062[0.22, 1.77) 2006 A T
Tewari 2007 6 119 23 137 9% 0.77[0.38, 1.54] 2007 ¥
Nguyen 2008 1B 859 21 4D4 10.9% 0.51[0.27,0.87] 2008 —
Boorjian 2011 9 1238 60 609 124% 0.80 057, 1.11] 2011 -0
Sum 2013 23 2188 185 3432 11.7% 0.19[0.12,0.29] 2013 o
Hoffman 2013 5 38 12 56 94% 0.26[0.12,0.55) 2013 ==
Total (85% CI) 5682 5615 100.0% 0.56 [0.37, 0.85] -
Total events 354 551
Heterogeneity: Tau® = 0.35; Chi? = 51.94, df = 8 (P < 00001); F = 83% UIM UI.Z é ZE)

Test for overall effect: Z = 2,68 (P = 007) Favors prostatectomy  Favors radiotherapy

Abbrevation: M-H = Manizek-Haenzel

(BEXH 2 KYSIA)
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P:locally advanced prostate cancer(One hundred patients with T2b—3NOMO prostate cancer)

E: radical prostatectomy plus endocrine therapy (46 underwent radical prostatectomy with pelvic
lymph node dissection)

C: external beam radiotherapy plus endocrine therapy (49 were treated with external beam
radiation by linear accelerator with 40-50 Gy to the whole pelvis and 20—Gy boost to the prostatic
area.)

O:The long—term outcome and morbidity were examined.

For all patients, endocrine therapy was initiated 8 weeks before surgery or radiotherapy and

continued thereafter.
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At 10 years overall survival rates in the surgery group were better than the radiation group (76.2%
versus 71.1% for biochemical progression—free rates; P . 0.25, 83.5% versus 66.1% for clinical
progression—free rates; P . 0.14, 85.7% versus 77.1% for cause—specific survival rates; P . 0.06, and
67.9% versus 60.9% for overall survival rates; P . 0.30), although none of them reached statistical
significance. Erectile dysfunction was recognized in almost all patients as a result of continuous
endocrine therapy. Incontinence requiring more than one pad per day was observed more

frequently in the surgery group than the radiation group (P, 0.01).

X#k 4 LEATITHONIZRCT,
®PECO

P:locally advanced prostate cancer (Stages B2 and C)

E:radical prostatectomy (Forty—six patients underwent radical prostatectomy with pelvic lymph
node dissection)

C:external beam radiation therapy with a common endocrine therapy in both modalities (49 were
treated with radiation by linear accelerator with 40 to 50 Gy to the whole pelvis and a 20—Gy boost
to the prostatic area.)

O:The progression—free and cause—specific survival rates at 5 years

For all patients, endocrine therapy was initiated 8 weeks before surgery or radiation, and continued

thereafter.
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#4350 1Z randomized trial £3HY . A3 D MATERIAL AND METHODS [ZIZ Five patients were
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RRR:1-9.5/18.8=49.5%
ARR:18.8-9.5=9.3%
NNT:1/ARR=10.8 11 A (5 )

The progression—free and cause—specific survival rates at 5 years were 90.5% and 96.6% in the
surgery group and 81.2% and 84.6% in the radiation group, respectively. The surgery group had
better progression—free and cause—specific survival rates (P = 0.044 and 0.024, respectively).
More patients in the surgery group complained of urinary incontinence. The questionnaire revealed

that quality of life was less disturbed in the radiation group.
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FIGURE 2. (A) Progression-free and (B) cause-specific

survival curves by treatment group.
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P :localized prostate cancer
E:external-beam radiotherapy (RT)
C:radical prostatectomy (RP)

O :biochemical relapse—free survival (bRFS)
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Biochemical relapse was considered detectable PSA levels & 0.2 ng/mL) in RP patients and three
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consecutive rising PSA levels in RT patients.
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Eight—year bRFS rates for RP versus RT were 72% and 70%, respectively (P =.010). Multivariate
analysis indicated T stage (P <.001), pretreatment PSA (P <.001), bGS (P <.001), year of therapy
(P <.001), and neoadjuvant AD (P =.019) to be the only independent predictors of relapse. Age (P
=.78), race (P =.29), prior transurethral resection of prostate (P =.81), and treatment modality (P
=.96) were not independent predictors of treatment failure. Fifty—one percent of RP patients had
favorable tumors (T1 to T2A, pretreatment PSA < or = 10 ng/mL, bGS < or = 7), compared with
only 34% of RT patients (P <.001). Repeat analysis with a stringent definition of biochemical failure

and excluding patients receiving AD indicated no impact of treatment modality on outcome.

HRELGDBBFEDRAT—UITEHEDDNELNGEND, EELNIHDHHETNIE. LIFYFMHi%E
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