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DIALOG MEDLINE®/EMBASE Search. Run on August 3, 2006

TOTAL = 3080
MEDLINE® = 1576
EMBASE = 1504 unique records

EMBASE terminology is in bold

sl
dt=randomized controlled trial OR randomized controlled trial/de OR randomized controlled
trials/de OR random allocation/de

s2
(singl? or double? or trebl? or tripl?)(25n)(blind? or mask)/ti,ab

s3
single(w)blind(w)method/de or double(w)blind(w) method/de

s4
dt=clinical trial OR clinical trials! OR clin?(25n)trial?/ti,ab OR placebos/de OR placebo?/ti,ab
OR random?/ti,ab OR research design/de OR clinical trial!

s5
sl ors2 ors3 or s4

s6
(LT=animal OR animals/df) NOT (humans/df OR human/df)

S7
s5 NOT s6

s8

(angioplasty, balloon/de or balloon(w)angioplast?) or ((balloon(w)dilation OR
balloon(w)dilitation) and coronary/ti,ab) OR atherectomy, coronary/de OR ((atherectom? OR
atherectomy!) AND coronary)

S9
angioplasty, transluminal, percutaneous coronary/de OR (percutaneous AND coronary AND
transluminal AND angioplast?)/ti,ab OR ptca/ti,ab

s10

transluminal coronary angioplasty/de OR pci/ti,ab or
percutaneous(w)coronary(w)intervention?/ti,ab
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Appendix A: Search Strategies (continued)

sll
percutaneous coronary intervention! OR stents! OR stent! or stent/ti,ab OR stenting/ti,ab or
stents/ti,ab

s12
s8 OR s9 OR s10 OR s11

s13
coronary artery bypass! OR coronary(4w)bypass OR cabg OR coronary artery bypass surgery/de
OR coronary artery bypass graft/de

sl4
s7 AND s12 AND s13

OVID In-Process & Other Non-Indexed Citations and Ovid MEDLINE® Search. Formulated
July 2006.

1 randomized controlled trial.pt.
2 controlled clinical trial.pt.

3 randomized controlled trials/
4 random allocation.de.

5 double blind method.de.

6 single blind method.de.

7 or/1-6

8 exp animal/ not human/

9 7 not 8

10 clinical trial.pt.

11 exp clinical trials/

12 (clin$ adj25 trial$).ti,ab.

13 placebos.de.

14 placebo$.ti,ab.

15 random$.ti,ab. OR ((singl$ or double$ or trebl$ or tripl$) adj25 (blind$ or mask$)).ti,ab.
16 research design.de.

17 or/10-16

18 17 not 8

19 18 not 9

20 exp coronary artery bypass/
21 (coronary adj4 bypass$).tw.
22 cabg.tw.

23 or/20-22

24 atherectomy, coronary.de. or (atherectom$ and

coronary).mp.
25 (angioplasty, balloon.de. or "balloon angioplast$".mp. or "balloon dilation".mp.) and
coronary.mp.
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Appendix A: Search Strategies (continued)

26 Angioplasty, Transluminal, Percutaneous Coronary.de. or (percutaneous and coronary
and transluminal and angioplast$).ab,ti. or ptca.mp.

27 (pci or "percutaneous coronary intervention$").mp.

28 stent.de. or stents.ab,ti. or stenting.ab,ti. or stent.ab,ti.

29 or/24-28

30 23 and 29

31 9or19

32 30 and 31

REVISION: September 1, 2006 -- Added “internal mammary” to the CABG search (searches 20
—22)

37 23 or "internal mammary".mp.
38 37 and 29

39 9or19

40 38 and 39

Cochrane Central Register of Controlled Trials Search

1 exp coronary artery bypass/

2 (coronary adj4 bypass$).mp.

3 cabg.mp.

4 or/1-3

5 atherectomy, coronary.de. or (atherectom$ and coronary).mp.

6 (angioplasty, balloon.de. or "balloon angioplast$".mp. or "balloon dilation".mp.)
and coronary.mp.

7 Angioplasty, Transluminal, Percutaneous Coronary.de. or (percutaneous and
coronary and transluminal and angioplast$).ab,ti. or ptca.mp.

8 (pci or "percutaneous coronary intervention$").mp.

9 stent.de. or stents.mp. or stenting.mp. or stent.mp.

10 or/5-9

11 4 and 10
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Appendix A: Search Strategies (continued)

Methodology for Registry Searches:

DIALOG MEDLINE® Search. Run September 29 to October 6, 2006.

MEDLINE®=

OVID In-Process & Other Non-Indexed Citations and Ovid MEDLINE® Search 9-29-06 to 10-6-
06. Search One and Search Three were the main searches, and Search Two was to verify Search
One’s results. Likewise, Searches Four and Five were to verify and catch anything that Search
Three missed. All search results were downloaded into an EndNote 9 Library (N= 8119), which
was deduplicated (N=4813). All articles in languages other than English were removed
(N=4163). Then, a thorough search of abstracts and titles were reviewed to identify possible
pertinent articles that met inclusion criteria for applicable registers (N=106), a list of which were
sent to Stanford, who selected the final articles for inclusion.

I. Search One

1. *Coronary Disease/ or *Coronary Artery Bypass/ or *Surgical Procedures,
Minimally Invasive/ or CABG.mp. or *Coronary Arteriosclerosis/

2. stent$.mp. or *Stents/

3. ("registry" or "registries").mp. [mp=ti, ot, ab, name of substance word, subject
heading word]

4. lor2

5. 3and 4

6. limit 5 to english language

1. Search Two

1. coronary bypass.mp. [mp=ti, ot, ab, nm, hw]

2. (coronary adj4 bypas$).mp.

3. cabg.mp.

4. lor2or3

5. (atherectom$ and coronary).mp. [mp=ti, ot, ab, nm, hw]
6. (angioplast$ or balloon or dilation).mp.

7. coronary.mp.

8. 6 and 7

0. (pci or "percutaneous coronary").mp.

10. ptca.mp.

11. (stent or stents or stenting).mp. [mp=ti, ot, ab, nm, hw]
12. regist$.mp. [mp=ti, ot, ab, nm, hw]

13. 4or5

14. 8or9orl10orl2

16. 12 and 13

17. 12 and 14

18. 16 and 17
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Appendix A: Search Strategies (continued)

I11. Search Three

1. registr$.mp. [mp=ti, ot, ab, nm, hw]
2. Cabg.mp.

3. (bypass adj5 registr$).mp.

4, stent$.mp.

5. coronary.mp.

6. percutaneous.mp.

7. (percutaneous adj5 regist$).mp.

8. PTCA.mp.

0. PCIL.mp.

10. (PTCA adj4 regist$).mp.

1. 2or3orS

12. 4or5or6or7or8or9orll

13. land 11

14. 1 and 12

15. 13 and 14

16. (duke adj5 registr$).mp. [mp=ti, ot, ab, nm, hw]
17. (emory adj5 regist$).mp.

18. (scott$ adj5 regist$).mp.

19. (northern adj3 "new england").mp.
20. (cleveland adj5 regist$).mp.

21. (new york adj4 regist$).mp.

22. BARILmp.

23. (east adj2 regist$).mp.

24. (awesome adj4 regist$).mp.

25. 16 or 17 or 18 or 19 or 20 or 21 or 22 or 23 or 24
26. 15 or 25

1VV. Search Four

(stent adj5 registr$).mp. [mp=ti, ot, ab, nm, hw]
(percutan$ adj5 regist$).mp.
(PTCA adj5 regist$).mp.
(PCT adj5 regist$).mp.
lor2or3or4

(CABG adj4 regist$).mp.
(bypass adj5 regist$).mp.
(surgery adj2 regist$).mp.
6or7or8

10. (emory adj4 registy).mp.

11. (york adj3 registry).mp.

12. (duke adj3 registy).mp.]

LRI W=
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Appendix A: Search Strategies (continued)

13.
14.
15.
16.
17.

(awesome adj3 regist$).mp.
(england adj4 regist$).mp.
(cleveland adj4 regist$).mp.
I0or1lorl12or 13 or14or 15
Sor9orl6

V. Search Five

PN R W=

[ NS T NG T NG T NG T NG TN N Y Sy i uy Ve W G Gy W G SR U S W o
GRONSSo XA REBR- O

"duke registry".mp. [mp=ti, ot, ab, nm, hw]
"new york registry".mp.

"northern new england registry".mp.
BARI.mp.

"Cleveland clinic registry".mp.

"emory registry".mp.

duke registry.mp.

cleveland clinic.mp.

cleveland clinic registry.mp.

stent regist$.ab,sh,ot,hw,tw,ti,kw kf.
"coronary bypass regist$".ab,sh,ot,hw,ti,kw kf.
coronary bypass regist$.ab,sh,ot,hw,ti,kw,kf.
coronary regist$.ab,sh,ot,hw,ti,kw,kf.
CABG regist$.ab,sh,ot,hw,ti,kw kf.
lor2or3or4or5Sor6or7or8or9orl0
Ilorl12orl13orl4

150r 16

limit 17 to english language

registry.mp. [mp=ti, ot, ab, nm, hw]

limit 19 to english language

limit 20 to humans

stent$.mp. [mp=ti, ot, ab, nm, hw]

21 and 22

18 or 23

limit 24 to humans
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Appendix C: Additional Analyses and Evidence Tables

Appendix Table 1. RCT subject demographics

Number  Number Afri- Body
. Inter- SUbJeC.tS SUbJ.e cts Age  Women White can Other Mass
Trial vention randomized received (Mean) % % Amer race Index
at start of assigned -ican % (mean)
study therapy %
Median
36 PCI 50 48 54.5 14 96
AMIST Median
CABG 50 46 58.8 30 98
ARTSY PCI 600 593 61.0 23 27.2
CABG 605 579 61.0 24 274
50 PCI 222 213 67.0
AWESOME CABG 232 215 67.0
BART® PCI 915 904 61.8 27 91 5
CABG 914 892 61.1 26 &9 7
CABRI” PCI 541 522 60.3 22 26.1
CABG 513 478 60.0 22 264
PCI 198 196 61.8 25 93 7 0.5
94
EAST CABG 194 193 614 27 94 6 0
104 PCI 63 55 59.0 19
ERACL CABG 64 56 55.0 11
PCI 225 222 62.5 23 28.8 %
106 obese
ERACI-II CABG 225 208 614 19 23.5%
obese
PCI 182 176 65.0 21
109
GABI CABG 177 161 65.0 20
Gronineen'?  PC1 51 51 61.0 25
& CABG 51 48 60.0 22
Lousanne’® PCI 68 68 57.0 20
CABG 66 59 54.0 20
Leiogia! ! PCI 110 110 62.5 28 28.2
cpzig CABG 110 110 61.6 23 27.2
121 PCI 72 54.0 19
MASS-I CABG 70 58.0 17
s PCI 205 194 60.0 33
MASS-II CABG 203 198 60.0 28
16 PCI 23 23 69.0 17
Myoprotect '™\ o+ 21 21 710 43
138 131 60.3 30 BMI>30
127 PCI : 17%
Octostent 142 136 589 28 BMI>30
CABG 1 15%
PCI 50 50 533 16 BMI>30
130 1 26%
Poland CABG 50 50 54.1 18 BMI>30
1 20%




Appendix C: Additional Analyses and Evidence Tables (continued)

Appendix Table 1. RCT subject demographics (continued)

Number  Number Afri- Body
. Inter- SUbJeC.tS SUbJ.e cts Age  Women White can Other Mass
Trial - randomized received Amer race
vention - (Mean) % % . Index
at start of assigned -ican % (mean)
study therapy %
PCI 510 493 17
132
RITA-1 CABG 501 490 21
;4 PCI 119 60.5 36 25.5
Seoul-Hong™ . o5 70 614 36 26.6
.35 PCI 50 49 61 40
Seoul-Kim CABG 50 49 63 30
138 PCI 63 62 59.0 24
SIMA CABG 60 54 60.0 17
Sos' PCI 488 480 61.0 20
© CABG 500 487 62.0 22
Toul 146 PCI 76 76 66.0 28
oulouse CABG 76 76 68.0 18

PClI=percutaneous coronary intervention, CABG=coronary artery bypass graft; 1 study (EAST) reported data on number of

patients working full time; 2 studies (MASS and MASS-II) reported data on % of patients employed; 1 study (RITA-1) reported

on patients not working due to coronary disease; 1 (BARI) study reported data on education high school or less.



Appendix C: Additional Analyses and Evidence Tables (continued)

Appendix Table 2. RCT subject clinical characteristics

. Inter- Diabetes HTN [1YPer- Current  Ever — Prior EZE% Stable - Unstable , \,-p Prior flgﬁfj:te
Trial vention % % lipidemi smoking smoking stroke % coronary angina  angina (mean) Ml (present)
a% % % % ) % % %
disease % %
AMIST?® PCI 18
CABG 20
ARTSY PCI 19 45 58 28 6 39 57 37 61 44
CABG 16 45 58 26 5 42 60 35 60 42
%WESOME POl 29 67 9 100 47 70
CABG 34 69 14 100 44 71
BART® PCI 19 49 9 32 63 57 54 9
CABG 20 49 8 29 65 58 55 9
CABRI* PCI 12 35 58 15 58 63 8 81 14 63 41
CABG 12 37 43 13 55 5% 6 80 15 63 42
EAST* PCI 25 54 36 70 45 61 41 3
CABG 21 52 38 21 42 62 41 4
ERACI-I'™  PCI 11 52 56 62 76 59 51
CABG 11 58 61 70 89 62 48
ERACI-II'  PCI 17 71 63 54 19 92 29
CABG 17 71 60 50 27 91 28
GABI'” PCI 10 42 60 70% 5 8 13 46
CABG 15 39 61 67+ 2 8 15 47
Groningen'? PCI 18 45 28 30 100 18
CABG 8 41 25 37 100 24
Lausanne''®  PCI 12 46 50 59 50 12
CABG 12 41 52 52 48 8
Leipzig'®*  PCI 34 72 70 25 18 63 45
CABG 25 71 73 25 17 63 45
MASS-1'*"  PCI 15 34 36 100 77
CABG 18 30 37 100 74
MASS-II'*  PCI 23 61 27% 67 52
CABG 29 63 32+ 67 41
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Appendix C: Additional Analyses and Evidence Tables (continued)

Appendix Table 2. RCT subject clinical characteristics (continued)

. Fgmily Heart
. Diabetes HTN yper-  Current  Ever — Prior pyp  istory = Stable Unstable \ \er procmi failure
Trial Group % % lipidemia smoking smoking  stroke % coronary  angina angina (mean) % (present)
% % % % disease % % %
%

s PCI 39 96 78 52

Myoprotect I g5 g6 86 57 56
Octostent'” PCI 9 33 59 25 1 7 50 22 25
CABG 14 31 6 19 2 7 46 24 23

Poland!® PCI 8 52 78 52 40 90 10
CABG 6 56 76 48 44 92 8

. PCI 39 55 43
RITA-1 CABG 38 55 42
Seoul—Hong34 PCI 37 50 55 40 3 50 53 22
CABG 49 56 51 46 3 43 52 23
Seoul-Kim® PCI 20 55 60 45 2 35 65 51 22
CABG 15 55 70 55 2 45 55 49 22
SIMA PCI 11 44 60 56 2 35 48 67 2
CABG 13 47 53 50 2 27 48 67 2
S5 PCI 14 43 53 16 53 1 6 48 43 57 44
CABG 15 47 50 14 57 3 7 48 48 57 47
PCI 15 41 36 51 <40 in 37

3
Toulouse™* CABG 12 43 36 54 <40 in 38

3

HTN=hypertension; PVD=peripheral vascular disease; LVEF=left ventricular ejection fraction; MI=myocardial infarction; PCI=percutaneous coronary intervention; CABG=coronary artery

bypass grafting

1 Current or former smoking; I Prior stroke or transient ischemic attack
Octostent reported prior PCI among 4% and 5% of patients in the PCI and CABG arms, respectively.
AWESOME reported prior PCI among 17% and 22% of patients in the PCI and CABG arms, respectively.

AWESOME reported prior CABG among 30% and 32% of patients in the PCI and CABG arms, respectively.
AWESOME reported MI within the past 7 days for 35% and 32% among PCI and CABG arms, respectively

RITA-1 reported 36 and 33 asymptomatic patients in the PCI and CABG arms, respectively
Myoprotect I reported 10 patients each in PCI and CABG arms who underwent reoperation.
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Appendix C: Additional Analyses and Evidence Tables (continued)

Appendix Table 3. RCT interventions

PCI adjunctive treatment

CABG procedures

recommended
Complete Gyclo- .
revascul- Vessels Stents Type of Hep- protein  Other Bypass Cardio-  Inci- GAr;i;'Z)L) Anas- szic,s
Trial Group  arization treated  used stent  ASA b 2b/3a  treat- plegia sion tamoses .
achieved (mean) (mean)  used AN nhibi-  ment mode type Type .Of (mean) time
% tors patients) (mean)
AMIST*®*  PCI v v T
CABG v v T
ARTS" PCI BMS 93%
CABG 2.6 234
AWESOME PCI Stents 11%
%0 in 54%,
type not
spec-
ified
CABG 76% 2.9
BARI™® PCI 2.5
CABG Blood 82% 3.1 91
47%;
Crystaloid:
60
CABRI'  PCI 99 2.1%
CABG 97 2.8%
EAST™ PCI
CABG
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Appendix C: Additional Analyses and Evidence Tables (continued)

Appendix Table 3. RCT interventions (continued)

PCI adjunctive treatment

CABG procedures

recommended
Complete Glyco- . .
revascul-  Vessels Stents Type of Hep- protein  Other Bypass Cardio- Inci- Gﬁ;tfiglgl/ Sglr’]%l;:_al Bypass
Trial Group  arization treated used stent  ASA P 2b/3a treat- yp plegia sion 0 time
. arin o mode of tamoses
achieved (mean) (mean) used Inhibi-  ment type Type . (mean)
% tors patients) (mean)
ERACII'™  PCI 51 1.7 0 BMS v v
(Giant-
urco
Robin
111)
CABG 88 Hypo- Blood: 77%
thermia: 100%
100%
ERACI-II'" PCI 50 1.4 v v 28% T
CABG 85 0.08 v v v T 88%
GABI'"” PCI 86 1.9
CABG 2.2 37%
Groningen'” PCI BMS v 4 T
CABG v v T None: Median
100% stern-
otomy:
2%;
Midcab
1 98%
Lausanne''®  PCI v 4
CABG 4 v None:  Crystal- Median  100%

100% oid: stern-
100%  otomy:
100%
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Appendix C: Additional Analyses and Evidence Tables (continued)

Appendix Table 3. RCT interventions (continued)

PCI adjunctive treatment

CABG procedures
recommended
Complete Glyco- . .
revascul-  Vessels Stents Type of Heb- protein  Other BvDass Cardio-  Inci- G,A;;ﬁsrlagl/ S:;ggsc_al Bypass
Trial Group  arization treated used stent  ASA P 2b/3a treat- yp plegia sion (% time
. arin o mode of tamoses
achieved (mean) (mean) used Inhibi-  ment type Type ) (mean)
% tors patients)  (mean)
Leipzig'™®  PCI 1.0 1.2 BMS v v 2% T/C
(GFX,
Pura-
Vario,
Inflow,
Micro
11,
MAC,
MAC
Carbon,
Sito)
CABG 1.0 4 None: Median
100% stern-
otomy:
5%;
Midcab
95%
MASS-1'"!  PCI 1.0 v v
CABG 1.0 4 v Hypo- 100%
thermia:
100%
MASS-II'"*  PCI 2.1
CABG Normo-  Blood: 92% 33
thermic: 100%
100%
Myoprotect PCI 1.0 Stent
1'% (PUVA
or MAC)
CABG 2.6
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Appendix C: Additional Analyses and Evidence Tables (continued)

Appendix Table 3. RCT interventions (continued)

PCI adjunctive treatment CABG procedures

recommended
Complete Glyco- . .
revascul-  Vessels Stents Type of Hep- protein  Other Bypass Cardio-  Inci- G'A;;isr'%l/ S:;%lsc_al Bypass
Trial Group  arization treated used stent ~ ASA P 2b/3a  treat- yp plegia  sion (% time
. arin o mode of tamoses
achieved (mean) (mean) used Inhibi-  ment type Type . (mean)
% tors patients)  (mean)
Octostent'”” PCI 1.5 1.4 Stent 12%
type not
specified
CABG None: Median  100%
100% stern-
otomy:
67%;
Midcab
30%
Poland™®  PCI BMS Vv v T
(Tristar,
Tera, or
Penta-
Guid-
ant)
CABG None: Midcab
100% : 100%
RITA-1"*  PCI 81 1.6%* 0 None
CABG 97 2.1F 0 74% 2.1
Seoul- PCI 1.2 Drug- v T/C
Hong** coated
stent
(sirolim-
us n=115,
paclitaxel
n=28)
CABG None: Midcab
100% : 100%
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Appendix C: Additional Analyses and Evidence Tables (continued)

Appendix Table 3. RCT interventions (continued)

PCI adjunctive treatment

CABG procedures
recommended
Complete Glyco- . .
revascul-  Vessels Stents Type of protein  Other Cardio-  Inci- Arterial — Surgical Bypass
. o Hep- Bypass . - Grafts (%  anas- .
Trial Group  arization treated used stent  ASA . 2b/3a treat- plegia sion time
. arin o mode of tamoses
achieved (mean) (mean) used Inhibi-  ment type Type . (mean)
patients) (mean)
% tors
Seoul- PCI 4 v T
Kim®*
CABG None: Midcab
100% :
100%
SIMA™®  PCI
CABG None: 6; 98%
Hypo-
thermia:
47
SoS™ PCI 2.7  median BMS 40
12
CABG None: 16 2.8 70
(med-
ian)
Toulouse'** PCI 84 2.0
CABG 92 58% 2.3

RCT=randomized controlled trials; PCI=percutaneous coronary intervention; CABG=coronary artery bypass grafting; BMS=bare metal stent; ASA=aspirin; R=recommended;

T=Ticlopidine; C=Clopidogrel; MIDCAB=minimally-invasive coronary artery bypass grafting; * segments; ** angioplasties;  grafts;

treatment but did not specify medication
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Appendix C: Additional Analyses and Evidence Tables (continued)

Appendix Table 4. Procedural (30-day) complications from the RCTs

Freedom

Other short-term complications*

_ Inter- - rocedural from Freedom PCI re- Surgl_cal Local Major
Trial : Survival  Procedural  from NI CHF Respiratory Renal = 4 ier- re hema-  deural v erse
vention o non-fatal orxx o o 2o, Tailure : inter- effusion
Stroke % Yo failure® %o o vention i toma Y coronary
M1 %* % ° % Ver(‘%:"” % 0 event %
36 PCI 100 100 1.0
AMIST CABG 100 100 3.0 2.0
ARTSY PCI 98.5 96.8 98.3 0.3 0.2
CABG 98.7 97.7 97.9 2.3
“ PCI 97 NR 99.1 1.8 23 4.1
AWESOME CABG 95 NR 98.7 1.3 1.7 0.0
BARI® PCI 98.9 97.9 99.8 2.3 1.0 0.2
CABG 98.7 95.5 99.2 3.8 2.2 0.1
- PCI 98.7 NR
CABRI CABG 98.7 NR
04 PCI 99 97 99.5 0.0
EAST CABG 99 89.7 98.5 1.5
ERACLL™ PCI 98.4 93.7 1.6 1.6
CABG 95.3 93.8 3.1 1.6
06 PCI 99.1 91 100 1.8 36
ERACL-IT CABG 94.3 94.3 99.1 12
GABI'® PCI 98.9 97.8 100 1.1 2.7 0.0
CABG 97.7 92.1 98.9 9.6 0.6 34
Groningenm PCI 100 90.2 98 0.0
CABG 96.1 98 100 2.0
Lausanne''® PCI 100 97.1
CABG 100 98.5
Leingia® PCI 100 98.2 100 1.8 2.0
pzig CABG 98.2 96.4 99.1 2.7
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Appendix C: Additional Analyses and Evidence Tables (continued)

Appendix Table 4. Procedural (30-day) complications from the RCTs (continued)

Freedom Other short-term complications*
from Freedom PClre- Surgical Local Major
. Procedural . . .
Trial Group Survivalf%* Procedural  from NI CHF Respiratory fiﬁﬂ?le inter-  re-inter- hema- ;:cil;{g:] adverse
non-fatal Stroke  %** %  failure® % o vention vention  toma I coronary
M1 %* % 0 % % % ° event %
PCI 100 97.2 100
MASS-1"!
CABG 100 98.6 100
MASS.II' PCI 97.6 99 99
CABG 97.5 99 97
PCI 91.3 NR
M tect 1'%
yoprotee CABG 90.5 NR
PCI 100 97.8 100 2.2 1.4
Octostent'?’
ctostell CABG 98.6 96.5 100 1.4 0.7
PCI 100 98 6.0 4.0 0.0 6.0
P l d130
o CABG 100 100 0.0 0.0 4.0 0.0
PCI 99.2 96.5 99.8* 0.2%
RITA-1'
CABG 98.8 97.6 99* 0.6*
PCI 98.3 96.7 100 1.7 4.2 0.0
Seoul-Hong™
eow-ong CABG 98.6 97.1 98.6 1.4 0.0 29
. 35 PCI 100 96 2.0 2.0 4
Seoul-Kim CABG 100 98 2 2.0 0.0 2
PCI 98.4 95.2 98.4
SIMA'*®
CABG 100 96.7
PCI NR 96.1
S S]39
© CABG NR 98.4
PCI 98.7 96.1
T 1 146
outouse CABG 98.7 94.7 5.3

RCTs=randomized controlled trials; MI=myocardial infarction; NI=nosocomial infection; CHF=congestive heart failure; PCI=percutaneous coronary intervention;

CABG=coronary artery bypass grafting; NR=not reported

* Percentage based on the number of subjects randomized at the start of the study.

** Wound infection

a=Respiratory failure or other pulmonary complication



Appendix C: Additional Analyses and Evidence Tables (continued)

Appendix Table 5. BARI, EAST, AWESOME RCT/registry demographics

Inter- . Length of African-

Study verrl]tio RCT/Registry NZTS?Z:tOJfS;BJ(f;tS follow-up (I\fl‘g:n) Wc())zlen White % Amg/roican Diabetes %
BARI PCI RCT 915 7 years 61.8 27 91 5 19
BARI PCI Registry 1189 7 years 61.0 26 15
BARI CABG RCT 914 7 years 61.4 26 89 7 20
BARI CABG Registry 625 7 years 62.5 26 19
EAST PCI RCT 198 8 years 61.8 25 93 7 25
EAST PCI Registry 168 3 years 60.3 24.4 92.8 19.2
EAST CABG RCT 194 8 years 61.4 27 94 6 21
EAST CABG Registry 270 3 years 62.6 18.9 96.3 21.6
AWESOME PCI RCT 222 5 years 67 29
AWESOME PCI Registry—Physician-Directed 651 5 years 66 31
AWESOME PCI Registry—Patient-Choice 207 5 years 66 32
AWESOME CABG RCT 232 5 years 67 34
AWESOME CABG Registry—Physician-Directed 692 5 years 69 36
AWESOME CABG Registry—Patient-Choice 95 5 years 68 22

RCT=randomized controlled trial; PCI=percutaneous coronary intervention, CABG=coronary artery bypass grafting
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Appendix C: Additional Analyses and Evidence Tables (continued)

Appendix Table 6. BARI, EAST, AWESOME RCT/registry clinical characteristics

Un- I : Periph- \jumber
Inter- _ Hyp_er- _H_yper? Prior H_eart Currgnt Stal_JIe stable Ejectl_on Prior eral diseased
Study vention RCT/Registry tension lipidemia M1 % failure Smoking angina Angina Fraction stroke vascular vessels
% % % % % o (mean) % disease
() % (mean)
BARI PCI RCT 49 54 9 32 63 57.1 9 2.39
BARI PCI Registry 47 50 5 70 32 68 14 3.0
BARI CABG RCT 49 55 9 29 65 57.6 8 241
BARI CABG Registry 52 50 6 64 30 70 15 3.6
EAST PCI RCT 54 36 41 3 70 60.8 34
EAST PCI Registry 48.8 357 42 63.7 CCSII/IV=71.2.  60.9
EAST CABG RCT 52 38 41 4 21 62 34
EAST CABG  Registry 54.4 419 33 66.7 CCSII/IV=752. 59.7
AWESOME PCI RCT 67 70 100 47 9 2.2
AWESOME PCI Registry—Physician-Directed 66 65 57 32 11
AWESOME PCI Registry—Patient-Choice 64 61 60 36 46 9
AWESOME CABG RCT 69 71 100 44 14 2.33
AWESOME CABG Registry—Physician-Directed 69 51 83 28 43 11
AWESOME CABG Registry—Patient-Choice 66 54 47 33 45 7

RCT=randomized controlled trial; MI=myocardial infarction; PCI=percutaneous coronary intervention; CABG=coronary artery bypass grafting; CCS=Canadian
Cardiovascular Society
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Appendix C: Additional Analyses and Evidence Tables (continued)

Appendix Table 7. Survival in patients with or without diabetes

PCI CABG
Trial Subgroup N 1 year Nat5 5 year N 1year N at5 5 year
randomized Survival years Survival randomized Survival years Survival
(%) (%0) (%) (%0)
ARTS DM 112 93.8 96 96.9
No DM 488 98.4 509 97.2
AWESOME DM 65 86.0 74.0 79 81.0 74.0
BARI No DM or 742 468 91.1 734 449 91.1
untreated DM
Treated DM 173 69 65.5 180 93 80.5
EAST DM 29 26 89.7 30 27 90.0
No DM 169 148 87.6 164 150 91.5
ERACI-II DM 39 90.0 39 89.8
No DM 186 93.6 186 88.2
MASS-II DM 56 94.6 89.3 59 93.2 91.5
No DM 149 94.6 92.6 144 95.1 88.9

PCl=percutancous coronary intervention; CABG=coronary artery bypass grafting; DM=diabetes mellitus
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Appendix C: Additional Analyses and Evidence Tables (continued)

Appendix Table 8. CABG volume-outcomes primary studies and coverage
in previous reviews

Citation Sowden Kalant Halm Dudley
Study (Author, Journal) Year CABG CABG CABG CABG
Luft HS et al.”> 1979 YES YES NO NO
Luft”! 1980 NO (ex) NO NO NO
Maerki SC et al.*** 1986 YES NO (ex) NO NO
Sloan et al.”* 1986 NO (ex) NO NO NO
Hughes RG et al. > 1987 NO (ex) YES (H&P) NO YES
Kelly JV et al.>* 1987 NO YES NO NO
Luft HS et al.>* 1987 NO (ex) NO (cited)  NO (cited) YES
Riley G et al.'"™ 1985 YES YES NO NO
Rosenfeld et al.>* 1987 YES NO NO NO
Rosenfeld K et al.”*° 1987 NO (ex) YES NO NO
Showstack JA et al.”’ 1987 YES YES YES YES
Hannan EL et al."”’ 1989 YES YES (H&P)  YES (H&P) YES
Hannan et al."” 1990 NO NO (ex) NO NO
Hannan EL et al.'”® 1991 NO NO YES (H&P) YES
Williams SV et al.>® 1991 NO (ex) NO (ex) NO NO
Zelen J et al.”’ 1991 NO (ex) NO (ex) NO NO
Farley DE et al.”* 1992 NO (ex) YES YES YES
Hannan EL et al."” 1994 YES YES (H&P) NO NO (cited)
Grumbach K et al.*"! 1995 NO YES NO NO
Hannan EL et al.'” 1995 NO YES (P) YES NO
Clark RE et al.”"' 1996 NO YES NO NO
Shroyer AL et al.** 1996 NO NO (cited) YES YES
Ghali WA et al.** 1998 NO YES NO NO
Sollano JA et al.*” 1999 NO YES NO NO
Brown PP et al.*** 2001 NO YES NO NO
Nallamothu BK et al.>* 2001 NO NO (ex) NO NO
Birkmeyer JD et al.'”’ 2002 NO YES NO NO
Birkmeyer JD et al."”® 2003 NO NO NO NO
Hannan EL et al."™ 2003 NO NO NO NO
Rosenthal GE et al."” 2003 NO NO NO NO
Birkmeyer JD et al.””’ 2004 NO NO NO NO
Peterson ED et al.”"” 2004 NO NO NO NO
Wu C etal.””’ 2004 NO NO NO NO
Rathore et al.** 2004 NO NO NO NO
Carey JS et al.>" 2005 NO NO NO NO
Epstein AJ et al.*** 2005 NO NO NO NO
Glance LG et al."” 2005 NO NO NO NO
Welke'™® 2005 NO NO NO NO
CABG=coronary artery bypass grafting
Table Notes:

1.) “NO (ex)” means that the article was identified in the review’s search, but excluded from the analysis, often because
the data duplicated that of other studies included. “NO” means that the article was not reported in the systematic
review. “YES” means that the article was included in the systematic review’s analysis for hospital volume, unless the
YES is followed by “(P)” meaning that only provider volume was available. If the YES is followed by “(H&P)” both
hospital and provider volume-outcomes results were reported in the review. NO (cite) means that the article was not
included in the analysis, nor were exclusion reasons given, but the article was cited in the review.

2.) Shaded citations were not cited in any reviews and therefore were abstracted and provided in this report to supplement
the previous systematic review findings.



Appendix C: Additional Analyses and Evidence Tables (continued)

Appendix Table 9. PCI volume-outcomes primary studies and coverage in previous reviews

Citation

Study (Author, Journal) Year Halm Dudley
Ritchie JL et al.**’ 1993 YES YES
Jollis JG et al.'” 1994 YES YES
Kimmel, SE et al.**® 1995 NO YES
Phillips KA et al.”* 1995 YES YES
Ellis SG et al. ™ 1996 NO NO
Ellis SG et al.”' 1997 NO NO
Hannan EL et al."” 1997 YES (H&P) YES
Jollis JG et al.'™ 1997 YES (H&P) YES
Kastrati A et al.”* 1998 NO NO
McGrath PD et al.*” 1998 YES (P) NO
Malenka DJ et al.**! 1999 YES (P) NO
Maynard C et al.”” 1999 YES NO
Ritchie JL et al."™ 1999 NO NO
Ritchie JL et al.™* 1999 YES NO
Ho V> 2000 YES NO
Maynard C et al."! 2000 NO NO
McGrath PD et al.'®? 2000 YES (H&P) NO
Ho V>° 2002 NO NO
Kimmel SE et al.”>’ 2002 NO NO
Watanabe CT et al.>*® 2002 NO NO
Brown DL et al.”’ 2003 NO NO
Birkmeyer JD et al.”*’ 2004 NO NO
Epstein AJ et al.”! 2004 NO NO
Harjai KJ et al.** 2004 NO NO
Carey JS et al.”" 2005 NO NO
Epstein AJ et al.”™ 2005 NO NO
Hannan EL et al.'*? 2005 NO NO
Moscucci M et al.>! 2005 NO NO
Burton KR et al.””’ 2006 NO NO
PClI=percutaneous coronary intervention
Table Notes:

3.) “NO (ex)” means that the article was identified in the review’s search, but excluded from the analysis, often because
the data duplicated that of other studies included. “NO” means that the article was not reported in the systematic
review. “YES” means that the article was included in the systematic review’s analysis for hospital volume, unless the
YES is followed by “(P)” meaning that only provider volume was available. If the YES is followed by “(H&P)” both
hospital and provider volume-outcomes results were reported in the review. NO (cite) means that the article was not
included in the analysis, nor were exclusion reasons given, but the article was cited in the review.

4.) Shaded citations were not cited in any reviews and therefore were abstracted and provided in this report to supplement
the previous systematic review findings.
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Appendix C: Additional Analyses and Evidence Tables (continued)

Appendix Table 10. Basic finding from primary studies of PCI volume-outcomes in clinical registries

Hosp

Citation Population Year(s) # Pts Hosp Vol Levels H[‘;Z‘;t\r’lf" Vol- E;\)gfsl gg;{ﬁt CD:;\B/gI* Notes
CABG*
Primary Studies: National
Kimmel S et Society for Cardiac 1992**.1993 19,594 <200, 200-399, 400- yeS§ yes n/a n/a
248 . . Hosp cutoff <200 vs.
al. Angiography and 599, 600+; AND 400+ Sample
Interventions Registry <200 vs. 200+ S p
restricted to cases of
balloon angioplasty
only.
Primary Studies: Regional/State
McGrath P et 1990-1993 12,988 n/a n/a 23-85, 89- no yes
al.”® 144, 153-463
Northern New England
Mazl(l)gnka et Cardiovascular Disease  1294-1996 15,080 n/a n/a 22-84, 88- no no All operators
al. Study Group 129, 138-370 performed in hlgh
volume hospitals
(>600 procedures per
year).
Hannan E 1991-1994 62,670 <400, 400-599, 600- yes yes <75,75-124, yes yes Hosp cutoff <400.
Raczetal.'” 799,800-999, 1000+ 125-174, 175- Dr cutoff <75.
. 249, 250+
Coronary Angioplasty
Reporting System (NY
Hannan E et | State Registry) 1998-2000 107,713 400, 500, 600 cutoffs yes yes 75,100, 125 no yes
al.'” cutoffs
Ellis S et Quality-controlled 1993-1994 12,985 n/a n/a 70-, 70-99, yes yes All at high volume
al.®! databases at 5 high- 100-142, 142- hospitals (>1,000)
volume centers 270, 270+
(Cleveland Clinic

central data repository)
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Appendix C: Additional Analyses and Evidence Tables (continued)

Appendix Table 10. Basic finding from primary studies of PCI volume-outcomes in clinical registries (continued)

o . Hosp Vol- Hosp Vol- Dr Vol-  Dr Vol-

Citation Population Year(s) # Pts Hosp Vol Levels Death* CABG* Dr Vol Levels Death* CABG* Notes
Burton K et Scottish Coronary 1997-2003 17,417 <400, 400-750, 750+ no n/a n/a n/a Long-term f/up
al 2"’ Revascularization analysis

Register
Harjai K et William Beaumont 1999-2001 12,293 n/a n/a 92-,93-140, no no High-volume
al. > Hospital Interventional >140 hospital
Cardiology database
Moscucci M Michigan regional 2002 only 18,504 n/a n/a 1-33, 34-89, 90- no yes (with
etal.”®' 139, 140-206, other
207-582; AND cardiac
75 cutoff events)
Primary Studies: Institutional
Ellis S et Cleveland Clinic 1990-1996 4,860 n/a n/a 25-75, 75+ n/a n/a Results by
al > Interventional individual
Database (multicenter) provider only,
with one outlier
per volume
group.
Kastrati Aet  Deutsches 1992-1997 3,409 yes (with  yes (with ~ 80-, 80-168, 169- yes yes Dr. cutoff <70.
al.>? Herzzentrum Munchen MI, death, MI) 298, 299-483,
database CABGQG) 483+

PClI=percutaneous coronary intervention; Pts=patients; Hosp=hospital; Vol=volume; Dr=physician; CABG=coronary artery bypass grafting; RA= Risk adjusted; AE= Adverse events; HCUP=
Healthcare Cost and Utilization Project; N/A=not available

* Yes/No answers to whether risk adjusted mortality and same stay CABG outcomes are significantly associated with hospital and doctor volume.
**The first year of each data source is bolded, though analyses may vary by study in subsequent years. Common data sources are boxed. Study citation and their results are shaded in cases where there
is overlap between studies (e.g., a common year from the same data source in more than one study).
§Yes and no bolded for answers without qualifiers related to risk adjustment (RA) or outcomes.
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Appendix C: Additional Analyses and Evidence Tables (continued)

Appendix Table 11. Basic finding from primary studies of PCI volume-outcomes in administrative data

Hosp Vol HospVol- 1 \/o1  prvol- Pr Vo
Citation Population Year(s) # Pts Levels Hosp Vol-Death* Same Stay Levels Death* Same Stay Notes
CABG* CABG*
Primary Studies: National
Jollis J et al."™ 50-, 50-100, yes (not
1987**-1990 217,836 100+ yes® RA) n/a n/a
Jollis, J et al.'% Association for
hosp cutoff
100-, 100- yes (with ~ 25-, 25- <200. Dr cutoff
1992 only 97,478 200, 200+ yes (with CABG)  death) 50,50+ n/a yes <75.
Ritchie et al.'®
Medicare
Provider yes - 1994
Analysis and 165,657(1994) no - 1994 (not (not RA);
Review ;201,869 100-, 101- RA); no - 1997 no - 1996
1994 and 1996 | (1996) 200, 200+ (not RA) (not RA) n/a n/a
Maynard C et al.'®!
100-, 101- yes (not
1996 only 201,869 200, 200+ yes (not RA) RA) n/a n/a
McGrath P et al.'® Study reports
stent analysis.
Dr-Hosp
80-, 80-160, 30-, 30- interaction
1997 only 167,208 160+ yes yes 60,60+ no n/a analysis.
Ritchie J et al ***
200-, 201-
1993-1994 163,527 400, 400+ yes yes n/a n/a
Watanabe C et
al 2% no - 1994 (not
HCUP 201-,201- RA); yes - 1997 Study reports
) Nationwide 1994 and 1997 | 202,584 400, 400+ (not RA) n/a n/a n/a stent analysis.
Epstein A et al. Inpatient Association for
Sample 5-199, 200- hosp cutoff
399, 400- <200 vs. 400-
1998-2000 362,748 999, 1000+  yes n/a n/a n/a 999.
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Appendix C: Additional Analyses and Evidence Tables (continued)

Appendix Table 11. Basic finding from primary studies of PCI volume-outcomes in administrative data (continued)

Hosp Vol-

Dr Vol-

Citation Population Year(s) # Pts Hﬁzt)/e\llsm Hosp Vol-Death* Same Stay Levels g;;:ﬁ!; Same Stay Notes
CABG* CABG*
Epstein A et al.”* 1998-2001 2,500,796 400-, 400+ yes n/a n/a n/a
Bigl;meyer Jet 2000 only 678,296 400 cutoff yes n/a n/a n/a
al.
Primary Studies: Regional/State
Ho V.*** and Ho 1984-1996 353,488 200-, 200- yes n/a n/a n/a Analysis divided
V.26 400, 400+ into: 84-87, 88-
92, 93-96.
Association less
clear in 93-96.
Phillips K et al.**’ 1989 only 24,856 201-, 201- yes (with CABG)  yes (with n/a n/a Association for
and Ritchie et al.**’ L 400, 400+ death) hospital cutoff
California 200 or less vs.
Office of 201-400.
Maynard C etal 2 Ptatewide g6 43,040 <200, 201- no yes n/a n/a
Health Planning 400, >400:
AND stenting
volumes: <85,
85-167,>167)
Brown L et al.> 1997 only 44,276 200-, 200- yes yes n/a n/a
400, 400+
Carey J et al.>? 1999-2001 153,755 600 cutoff no n/a n/a n/a
Kimmel S etal.””’  Pennsylvania  1994-1995 25222 400-, 400- no yes n/a n/a
Health Care 599, 600-899,
Cost 900+
Containment
Council
database

PClI=percutaneous coronary intervention; Pts=patients; Hosp=hospital; Vol=volume; Dr=physician; CABG=coronary artery bypass grafting; RA= Risk adjusted; AE= Adverse events; HCUP=

Healthcare Cost and Utilization Project; N/A=not available

* Yes/No answers to whether risk adjusted mortality and same stay CABG outcomes are significantly associated with hospital and doctor volume.

**The first year of each data source is bolded, though analyses may vary by study in subsequent years. Common data sources are boxed. Study citation and their results are shaded in cases where
there is overlap between studies (e.g., a common year from the same data source in more than one study).

§Yes and no bolded for answers without qualifiers related to risk adjustment (RA) or outcomes.
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Appendix C: Additional Analyses and Evidence Tables (continued)

Appendix Table 12. Basic finding from primary studies of CABG volume-outcomes published since 2001

Citation Population Year(s) # Pts Hosp Vol Levels Hosp Vol-Death* Dr Vol Levels Bga\t/r?l’:
Clinical Databases: National
Peterson E et Society of Thoracic Surgeons  2000- 267,089 150-, 151-300, 301- yeS§ (though not for 10-85, 86-138, n/a
al 2 National Cardiac Database 2001 450, 450+ <65 year subgroup) 139+
Clinical Databases: Regional/State
Glance L et al."™ | NY State Registry 1998- 36,930 Continuous variable yes (though not for OFF-PUMP: yes (but not
1999 off-pump procedure) = quartiles: 5-, 5-10, | for off-pump
11-31, 31+; ON- procedure)
PUMP: 52-, 52-
155, 156-273,
273+.
Wu et al.'”! NY State Registry 1997- 57,150 Thresholds between yes (especially for Thresholds yes
1999 200-600 cases/yr low risk patients with between 50-150
(units of 100) expected risk of in- cases/yr (units of
hosp death <2%) 25)
Hannan E et NY State CSRS database 1997- 57,150 Thresholds between yes Thresholds yes
al.'"™ 1999 100-800 cases/yr between 25-200
(units of 100); The % cases/year (units of
of patients and # of 25)
hospitals with annual
volumes on either
side of each threshold
were calculated.
Rosenthal G et Databases from NY State, 1993- 73,209 total 500-, 501-1000, yes (though n/a
al.'? Northeast Ohio and Dept. of 1996 patients: 1000+ potentially less so in
Veterans Affairs Hospitals 19,266 (VA) VA patients where
44,247 (NY) hospital volume
9,696 (OH) varies less)

C-21



Appendix C: Additional Analyses and Evidence Tables (continued)

Appendix Table 12. Basic finding from primary studies of CABG volume-outcomes published since 2001 (continued)

Citation Population Year(s) # Pts Hosp Vol Levels Hosp Vol-Death* Dr Vol Levels Bga\t/r? I;
Nallamothu B et  Solucient EXPLORE database 13,644 200-, 200+ yes (though only for n/a
al 2 moderate and high

patient risk groups with
predicted risk of 2-20%
1997 in-hospital death)
Administrative Databases: National
Birkmeyer J et Medicare Claims Database 1998- 474,108 (8 314-, 314-628, 628+ yes 100-, 101-162, yes
al.'”® 1999 procedures) 162+
Welke K et al.'®® | Medicare Provider and 1996- 948,093 quintiles: 125-, 125- no n/a
Analysis Review (MEDPAR) 2001 204, 205-299, 300-449,
Part A data files 449+; AND Leapfrog
volumes AND deciles
Rathore S et HCUP National Inpatient 1998- 228,738 12-249, 250-499, 500+ yes n/a
al % Sample database 2000
Birkmeyer J et HCUP Nationwide Inpatient 2000 only 394,165 CABG: 450-, 450+/yr yes n/a
al.??’ Sample (CABG) PCI: 400-, 400+/yr
678,296
(PCI)
Epstein A et HCUP Nationwide Inpatient 1998- 2,500,796 CABG: 450-, 450+/yr; yes n/a
al. > Sample 2001 (PCI); PCI: 400-, 400+/yr
1,496,937
(CABQG)
Administrative Databases: Regional/State
Carey JS et al.”’*  Discharge abstracts from the 1999- 82,353 CABG: 300-, 300+/yr yes n/a
California Office of Statewide 2001 (CABG) PCI: 600-, 600+/yr
Health Planning 153,755
(PCI)

CABG=coronary artery bypass grafting; Pts=patients; Hosp=hospital; vol=volume; Dr=physician; RA= Risk adjusted; AE= Adverse events; CSRS=cardiac surgery reporting system;
HCUP= Healthcare Cost and Utilization Project

* Yes/No answers to whether risk adjusted mortality and same stay CABG outcomes are significantly associated with hospital and doctor volume.

**The first year of each data source is bolded, though analyses may vary by study in subsequent years. Common data sources are boxed. Study citation and their results are shaded in cases
where there is overlap between studies (e.g., a common year from the same data source in more than one study).

§Yes and no bolded for answers without qualifiers related to risk adjustment (RA) or outcomes.
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Appendix C: Additional Analyses and Evidence Tables (continued)

Appendix Table 13: Volume distribution for PCI and CABG primary studies

Citation

Population

Hosp Volume Distribution*

Dr Volume Distribution*

Clinical Databases PCIl: National

Kimmel S et
a] 248

Society for Cardiac
Angiography and
Interventions registry

LOW (<200 procedures/yr): 10.3% of patients; MEDIUM-
LOW (200-399): 31.1%; MEDIUM-HIGH (400-599): 25.8%;
HIGH (600+): 32.8%; (48 total hospitals/19,594 total
patients)

Not Applicable**

Clinical Databases PCI: Regional/State

McGrath P et
a2

Malenka et
31.204

Hannan E L et
al. 193

Hannan E et
.19

Ellis S et al.>!

Burton K R et
al 27

Northern New England
Cardiovascular Disease
Study Group
(NNECVDSG) database
Northern New England
Cardiovascular Disease
Study Group
(NNECVDSG) database

Coronary Angioplasty
Reporting System
(CARS) of the NY State
Registry

Coronary Angioplasty
Reporting System
(CARS) of the NY State
Registry

Quality-controlled
databases at 5 high-
volume centers, central
data analysis center at
Cleveland Clinic
Scottish Coronary
Revascularization
Register

Not Applicable

Not Applicable

For annual hospital-volume threshold of 400: LOW (<400): 4-
5 hospitals/2.3% of patients; HIGH (400+): 29-30
hospitals/97.7% of patients; For annual hospital-volume
threshold of 500: LOW (<500): 6-7 hospitals/5.2% of
patients, HIGH (500+): 27 hospitals/94.8% of patients; For
annual hospital-volume threshold of 600: LOW (<600): 9-10
hospitals/9.8% of patients; HIGH (600+): 23-25
hospitals/90.2% of patients; (34 total hospitals/107,713 total
patients)

LOW (<600 procedures/yr): 68.1% of hospitals; MEDIUM
(600-999): 25.4%; HIGH (1000+): 6.5%;

Not Applicable

LOW (<400 procedures/yr): 28% of patients; MEDIUM (400-
750): 53% of patients; HIGH (>750): 19% of patients;
(17,417 total patients)

C-23

LOW (23-85 procedures/yr): 18.8% of patients;
MEDIUM (89-144): 28.2%; HIGH (153-463):
53% of patients; (12,088 total patients)

LOW (22-84 procedures/yr): 31.9% of
doctors/14.4% of patients; MEDIUM (88-129):
34%/27.9%; HIGH (138-370): 34%/57.7%; (47
total doctors / 15,080 total patients)

LOW ( 75-/yr): 29.6%-30.8% of doctors;
MEDIUM (100-/yr): 40.1%-40.7%; HIGH (125-
/yr): 46.9%-51.87% (263 total doctors)

LOW (<75 procedures/yr): 46.0% of doctors;
MEDIUM (75-174): 38.0%; HIGH (175+): 16%);
(608 total doctors)

Not Applicable

Not Applicable



Appendix C: Additional Analyses and Evidence Tables (continued)

Appendix Table 13: Volume distribution for PCI and CABG primary studies (continued)

Citation Population Hosp Volume Distribution™ Dr Volume Distribution*
Harjai K et William Beaumont Not Applicable LOW (92- procedures/yr): 14.8% of patients;
al.*® Hospital Interventional MEDIUM (93-140): 30.2%; HIGH (140+):
Cardiology database 54.9% (28 total doctors / 12,293 total patients)
Moscucci M et Michigan regional Not Applicable LOW (1-33 procedures/yr): 2.2% of total
al.?! patients; MEDIUM-LOW (34-89): 11.4%;
MEDIUM (90-139): 16.8%; MEDIUM-HIGH
(140-206): 27.9%; HIGH (207-582): 41.9% of
total patients (165 total doctors / 18,504 total
patients) ALSO: For 75 procedures/yr cutoff
LOW (<75): 32.7% of doctors; HIGH (75+):
67.3% (165 total doctors)
Clinical Databases PCI: Institutional
Ellis Setal™  Cleveland Clinic Not Applicable Not Available**
Interventional Database
(multicenter)
Kastrati A et Deutsches Herzzentrum Not Applicable LOW (<80 procedures/yr): 10% of doctors;
al.>? Munchen database MEDIUM-LOW (80-168): 30%; MEDIUM
(169-298): 20%; MEDIUM-HIGH (299-483):
10%; HIGH (>483): 30%; (10 total doctors /
3,409 total patients)
Administrative Databases PCI: National
Jollis T et al."” | Medicare Provider Not Available Not Applicable

Jollis, J et al.'™®

Ritchie et al.'®*

Maynard, C et
al 18!

McGrath, PD
etal.'®

Analysis and Review files
Medicare Provider
Analysis and Review files

Medicare Provider
Analysis and Review files
Medicare Provider
Analysis and Review files

Medicare Provider
Analysis and Review files

LOW (<100 procedures/yr): 16.3% of patients; MEDIUM
(100-200): 30.2%; HIGH (>200): 53.5%; (984 total hospitals /
97,478 total patients)

LOW (100- procedures/yr): 9.6% of patients; MEDIUM (101-
200): 21.7%; HIGH (200+): 68.7%; (122,220 total patients)
LOW (100- procedures/yr): 34% of patients; MEDIUM (101-
200): 32%; HIGH (200+): 34%; (996 total hospitals / 201,869
total patients)

LOW (<80 procedures/yr): 5.0% of patients; MEDIUM (80-
160 procedures/yr): 13.5%; HIGH (>160): 81.5%; (1,003 total
hospitals / 167,208 total patients)

C-24

LOW (<25 procedures/yr): 37.4% of patients;
MEDIUM (25-50): 31.5%; HIGH (50+): 31.1%;
(97,478 total patients)
Not Applicable

Not Applicable

LOW (<30 procedures/yr): 20% of patients;
MEDIUM (30-60): 30.8%; HIGH (>160):
49.2%; (6,534 total doctors / 167,208 total
patients)



Appendix C: Additional Analyses and Evidence Tables (continued)

Appendix Table 13: Volume distribution for PCI and CABG primary studies (continued)

Citation Population Hosp Volume Distribution™ Dr Volume Distribution*
Ritchie JL et HCUP Nationwide LOW (200- procedures/yr): 5.0% of patients; MEDIUM (201- Not Applicable
al>* Inpatient Sample 400): 21%; HIGH (>400): 74%; (214 total hospitals / 163,527

total patients)
Watanabe CT | HCUP Nationwide 1994: LOW (<201 procedures/yr): 5.2% of patients; Not Applicable
et al.>® Inpatient Sample MEDIUM (201-400): 19.0%; HIGH (>400): 75.8%; (84,036
total patients) 1997: LOW (<201 procedures/yr): 4.2% of
patients; MEDIUM (201-400): 11.3%; HIGH (>400): 84.5%;
(118,558 total patients)
Epstein et al.?' | HCUP Nationwide LOW (5-199 procedures/yr): 4% of patients; MEDIUM (200-  Not Applicable
Inpatient Sample 399): 12%; HIGH (400-999): 42%; VERY HIGH (1000+):
42% (362,748 total patients)
Epstein AJ et HCUP Nationwide For annual hospital-volume threshold of 400: LOW (<400): Not Applicable
al. Inpatient Sample 45.1% of hospital year groups/14.0% of patients; HIGH
(400+): 54.9% of hospital year groups/86.0% of patients;
Birkmeyer J et | HCUP Nationwide Not Available Not Applicable
al.*’ Inpatient Sample
Administrative Databases PCI: Regional/State
Ho V.*° and Discharge abstracts from | Not Available Not Applicable
Ho V.*¢ the California Office of
Statewide Health
Planning
Phillips K et Discharge abstracts from | FOR NON-AMI: LOW (>201 procedures/yr): 25.9% of Not Applicable
al.** and the California Office of | patients; MEDIUM (201-400): 32.6%; HIGH (>400): 41.4%
Ritchie et al.**’ | Statewide Health (20,064 total patients); FOR AMI: LOW (>201
Planning procedures/yr): 36.4% of patients; MEDIUM (201-400):
36.5%; HIGH (>400): 27.1% (4,792 total patients)
Maynard C et | Discharge abstracts from | Not Available Not Applicable
al.>? the California Office of
Statewide Health
Planning
Brown L et Discharge abstracts from | LOW (<200 procedures/yr): 46% of patients; MEDIUM (200- Not Applicable
al. > the California Office of 400): 34%; HIGH (>400): 20%; (140 total hospitals/18,940
Statewide Health total patients)
Planning
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Appendix C: Additional Analyses and Evidence Tables (continued)

Appendix Table 13: Volume distribution for PCI and CABG primary studies (continued)

Citation Population Hosp Volume Distribution* Dr Volume Distribution*
Carey JS et Discharge abstracts from | For annual hospital-volume threshold of 600 procedures/yr: Not Applicable
al*"? the California Office of | LOW (<600): 84.0% of hospitals; HIGH (600+): 16.0%; (IN
Statewide Health CALIFORNIA)
Planning
Kimmel S et Pennsylvania Health Care LOW (<400 procedures/yr): 17.4% of patients; MEDIUM- Not Applicable
al.®’ Cost Containment LOW (400-599): 14.3%; MEDIUM-HIGH (600-899): 29.6%;

Council database

HIGH (900+): 38.8%; (43 total labs / 25,222 total patients)

Clinical Databases CABG: National

Peterson E et
a1 210

Society of Thoracic
Surgeons National
Cardiac Database

LOW (<150 procedures/year): 22.3% of hospitals/ 6.3% of
patients; MEDIUM-LOW (151-300): 34.4%/22.5%;
MEDIUM-HIGH (301-450): 20.7%/23.1%; HIGH (450+):
22.6%/48.1% (439 total hospitals/267,089 total patients)

Not available

Clinical Databases CABG: Regional/State

Glance L et
31.189
Wu et al."”!

Hannan E et
al 194

Rosenthal G et
al 192

Nallamothu B
etal?®

NY State Registry

NY State Registry

NY State CSRS database

Databases from NY State,
Northeast Ohio and Dept.
of Veterans Affairs
Hospitals

Solucient EXPLORE
database

Not available

LOWEST (for 200 procedures/yr cutoff): 3-4 Low-Volume
Hospitals (LVH per year), 29-30 High-Volume Hospitals
(HVH) per year; LOW (300 cutoff): 5-7 LVH per year, 26-28
HVH per year; MEDIUM (400 cutoff): 10-14 LVH per year,
19-23 HVH per year; MEDIUM-HIGH (500 cutoff): 14-17
LVH per year, 16-19 HVH per year; HIGH (600 cutoff): 18-
21 LVH per year, 12-15 HVH per year (57,150 patients)
LOW (<600 procedures/yr): 35.72% of patients, HIGH (more
than 600 procedures/yr): 64.27% (57,150 total patients)

VA: LOW (500- procedures/yr): 70% of hospitals, MEDIUM
(501-1000): 30%, HIGH (1000+): 0% (43 total hospitals); NY
State: LOW (500-): 16%, MEDIUM (501-1000): 19%, HIGH
(1000+): 66% (32 total hospitals); NE Ohio: LOW (500-):
50%, MEDIUM (501-1000): 20%, and HIGH (1000+): 30%
(10 total hospitals)

LOW (for 200 procedures/yr cutoff): 44.6% of hospitals/
14.9% of patients; HIGH (200 cutoff): 55.4%/ 85.1% (13,644
total patients)

Not available

For annual hospital volume of >600: LOW (125

cutoff): 38-41doctors/year, HIGH (>125): 48-62;
For annual hospital volume of <600: LOW (125-
) 57-79, HIGH (>125): 21-26 (192 total doctors)

LOW (-125 procedures/year): 29.9% of patients;
HIGH (>125 procedures/year): 70.1% (57,150
total patients)

Not Applicable
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Appendix C: Additional Analyses and Evidence Tables (continued)

Appendix Table 13: Volume distribution for PCI and CABG primary studies (continued)

Citation Population Hosp Volume Distribution* Dr Volume Distribution*
Administrative Databases CABG: National
Birkmeyer J et | Medicare Claims LOW (<314 procedures/year): 33.5% of patients; MEDIUM LOW (less than 100 procedures/yr): 56.2% of
al.'”™® Database (314-628): 33.3%; HIGH (more than 628): 33.3% (220,592 doctors; MEDIUM (101-162): 25.7%; HIGH
total patients) (more than 162): 18.2% (4,790 total doctors)
Welke K et Medicare Provider and LOWEST (for 200 procedures/yr cutoff): 3-4 Low-Volume For annual hospital volume of >600: LOW (125
al.'® Analysis Review Hospitals (LVH per year), 29-30 High-Volume Hospitals cutoff): 38-41doctors/year, HIGH (>125): 48-62;
(MEDPAR) Part A data (HVH) per year; LOW (300 cutoff): 5-7 LVH per year, 26-28  For annual hospital volume of <600: LOW (125-
files HVH per year; MEDIUM (400 cutoff): 10-14 LVH per year, ) 57-79, HIGH (>125): 21-26 (192 total doctors)
19-23 HVH per year; MEDIUM-HIGH (500 cutoff): 14-17
LVH per year, 16-19 HVH per year; HIGH (600 cutoff): 18-
21 LVH per year, 12-15 HVH per year (57,150 patients)

Rathore S et National Inpatient Sample LOW (12-249 procedures/yr): 16% of patients; MEDIUM

al. 2 database (250-499): 26%; HIGH (500+): 58% (393 total
hospitals/228,738 total patients)

Birkmeyer J et HCUP Nationwide LOW (<55 procedures/yr): 53.5% of patients; HIGH (55+ Not Applicable
al. 2 Inpatient Sample procedures/yr): 46.5% (307,030 total patients)
Birkmeyer J et HCUP Nationwide Not Available Not Applicable
al.*’ Inpatient Sample
Epstein A et HCUP Nationwide LOW (for 450 procedures/yr cutoff): 38.4% of patients; Not Applicable
1 Inpatient Sample HIGH (450 cutoff): 61.6% (374,234 total patients)
Administrative Databases CABG: Regional/State
Carey JS et Discharge abstracts from  LOW (for 300 procedures/yr cutoff): 78.5% of hospitals; Not Applicable
al.?? the California Office of ~ HIGH (300 cutoff): 21.5% (121 total hospitals)

Statewide Health

Planning

PClI=percutaneous coronary intervention, CABG=coronary artery bypass grafting; Hosp=hospital; Dr=physician; HCUP=healthcare cost and utilization project

*When volume is distributed across two groups, they are referred to as LOW and HIGH. When volume is distributed across three groups, they are referred to as LOW, MEDIUM,
and HIGH. When volume is distributed across four groups, they are referred to as LOW, MEDIUM-LOW, MEDIUM-HIGH, and HIGH. When volume is distributed across five
groups, they are referred to as LOW, MEDIUM-LOW, MEDIUM, MEDIUM-HIGH, and HIGH. Volume cut-offs are shown in parentheses after each volume level. Total number
of hospitals, doctors or patients is also given wherever available.

**Not Available signifies that the volume distribution information is not given. Not Applicable signifies that there was no analysis of either Hospital Volume or Doctor Volume.
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Appendix C: Additional Analyses and Evidence Tables (continued)

Appendix Table 14. Ongoing randomized trials comparing PCI with CABG

Planned - .
. PCI CABG . Clinical Trials .
Trial Name Pl Sasrilele Method Method Population ID References Available
CARDIA Kapur 600 DES CABG Diabetics Am Heart J 2005; 149: 13-19 (Protocol
Published)
COMBAT Park, Leon 1776 Left Main
FREEDOM  Fuster 2400 DES CABG Diabetics NCT00086450
Leipzig Schuler 200 DES CABG Left Main NCT00176397
Leipzig Schuler 100 DES MIDCAB LAD NCT00299429
LIMA Disease
LeMans Buszman 105 DES 35% CABG Left Main TCT 2005 abstract, see
http://www.theheart.org/article/581205.do#
SYNTAX Serruys 1800 DES CABG 3-vessel, NCTO00114972
Left Main

PClI=percutaneous coronary intervention, CABG=coronary artery bypass grafting; PI=primary investigator; DES=drug-eluting stents; MIDCABG=minimally-invasive coronary
artery bypass grafting; LIMA=left internal mammary artery; LAD=left anterior descending
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Appendix C: Additional Analyses and Evidence Tables (continued)

Appendix Figure 1. Procedural survival (PCI/CABG odds ratio)

Study name Statistics for each study Survival / Total Odds ratio and 95% Cl

Odds Lower Upper

ratio limit  limit p-Value PCl CABG
BARI 1204 0518 2.801 0.666 905/915 902/914
CABRI 0.903 0.301 2.704 0.855 534/541 507/513
EAST 1.000 0.137 7.315 1.000 196/198 192/194
ERACI 3.166 0.304 33.005 0.335 62/63 61/64 =
GABI 2.824 0.737 10.824 0.130 179/182 169/177 i
RITA 1533 0.430 5.467 0.510 506/510 495/501 —_——
Toulouse 1.000 0.061 16.285 1.000 75/76 75176
ARTS 0.880 0.337 2.296 0.794 591/600 597 /605 —J—
AWESOME 1702 0.644 4.495 0.283 215/222 220/232 ——
ERACI II 6.837 1.525 30.659 0.012 223/225 212/225 s o
Groningen 5.202 0.244111.093 0.291 51/51 49/51 =
Leipzig 5.092 0.242107.297 0.295 110/110 108/110 =
MASS-II 1.010 0.288 3.544 0.987 200/205 198/203 —t—
Myoprotect 1102 0.141 8.615 0.927 21/23 19/21
Octogtent 4,929 0.234103.598 0.305 138/138 140/142 =
Seoul-Hong 0.848 0.075 9.523 0.894 117/119 69/70 o
SIMA 0.344 0.014 8.619 0516 62/63 60/ 60 =
SoS* 0.185 0.014 2.398 0.197 484/488 499/500 &

1.386 0.977 1.966 0.067 4670/ 47294573/ 4658 <o

0.01 0.1 1 10
Favors CABG Favors PCl

Heterogeneity Statistics: Q-value 13.4, P-value 0.7; I-squared 0.0.
Trial names followed by an asterisk indicate that the survival data were abstracted from Kaplan-Meier curves.

Note: Five RCTs could not be included in this analysis that were included in Figure 3 (which presents the proceduralsurvival difference) because they had no
patients die in either arm. Thus, we could not calculate an odds ratio for these studies.

PCl=percutaneous coronary intervention; CABG=coronary artery bypass grafting; Cl=confidence interval
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Appendix C: Additional Analyses and Evidence Tables (continued)

Appendix Figure 2. Procedural survival by type of surgical procedure (PCI-CABG survival difference)

Study name Statistics for each study Survival / Total Risk difference and 95% CI
Risk Lower Upper
difference  limit limit  p-Value PCI CABG

AMIST 0.000 -0.038 0.038 1.000 50/ 50 50/50 4

ARTS -0.002 -0.015 0.012 0.794 591/600 597/ 605 +
AWESOME 0.020 -0.016 0.056 0.275 215/222 2201/232

BARI 0.002 -0.008 0.012 0.666 905/915 902 /914 i

CABRI -0.001 -0.015 0.012 0.855 534/541 507 /513

EAST 0.000 -0.020 0.020 1.000 196/198 192/194 ———
ERACI 0.031 -0.028 0.090 0.307 62/63 61/64

ERACI Il 0.049 0.016 0.082 0.004 223/225 212225

GABI 0.029 -0.007 0.064 0.116 179/182 169/177

Lausanne 0.000 -0.029 0.029 1.000 68 /68 66 / 66

MASS 0.000 -0.027 0.027 1.000 72172 70/70 —————————
MASSHI 0.000 -0.030 0.030 0.987 200/205 198 /203

Myoprotect 0.008 -0.162 0.178 0.927 21/23 19/21

RITA 0.004 -0.008 0.016 0.507 506/510 495 /501 et

SoS* -0.006 -0.014 0002 0.150 484/488  499/500 -t

Toulouse 0.000 -0.036 0.036 1.000 75/76 75176

Summary for Sternotomy/On-pump 0.001 -0.004 0.006 0.644 43824438 4333/4411 ’

Groningen 0.039 -0.025 0.103 0.229 51/51 49/51

Leipzig 0.018 -0.012 0.048 0.239 110/110 108/110 i
Octostent 0.014 -0.010 0.038 0.244 138/138 140/ 142 ——.—
Poland 0.000 -0.038 0.038 1.000 50/50 50 /50

Seoul-Hong -0.003 -0.039 0.034 0891 117/119 69/70

Seoul-Kim 0.000 -0.038 0.038 1.000 50/50 50/50

SIVMA -0.016 -0.059 0.028 0474 62/63 60/ 60 =

Summary for MIDCAB/Off-pump 0.008 -0.006 0.021 0.255 578/581 526 /533 b
Summary Procedural Survival 0.002 -0.003 0.006 0.414 4960/5019 4859/4944 ‘

-0.10 -0.05 0.00 0.05
Favors CABG Favors PCI

Sternotomy/Off-pump trials: Heterogeneity Statistics: Q-value 15.9, P-value 0.4; I-squared 5.8.
MIDCAB/On-pump trials: Heterogeneity Statistics: Q-value 3.4, P-value 0.8; I-squared O.
Trial names followed by an asterisk indicate that the survival data were abstracted from Kaplan-Meier curves.
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Appendix C: Additional Analyses and Evidence Tables (continued)

Appendix Figure 3. Freedom from procedural stroke (PCI/CABG odds ratio)

Study name

ARTS
AWESOME
BARI

EAST
ERACI-II
GABI
Groningen
Lausanne
Leipzig
MASS II
RITA
Seoul-Hong
SIMA

Statistics for each study

Odds Lower Upper

ratio

1.240
1.450
4.024
3.030
5.096
5.088
0.322
2.274
3.007
3.062
5.040
5.088
0.342
1.957

limit limit
0.540 2.850
0.240 8.751
0.794 20.388
0.307 29.898
0.244106.474
0.241107.308
0.013 8.060
0.079 65.656
0.121 74.821
0.621 15.085
0.597 42.527
0.203127.294
0.014 8.554
1.158 3.309

Heterogeneity Statistics: Q-value 6.7, P-value 0.9; I-squared 0.0.
PCl=percutaneous coronary intervention; CABG=coronary artery bypass grafting; Cl=confidence interval

p-Value

0.612
0.685
0.093
0.342
0.294
0.296
0.491
0.632
0.502
0.169
0.137
0.322
0.514

Survival / Total

PCI

590/ 600
220/ 222
913/915
197 /198
225/225
182/182
50/51
68 /68
110/110
203 /205
509 /510
119/119
62 /63

CABG

592/ 605
2291232
907 /914
191/194
2231225
17517177
51/51
65 /66
109/110
197 /203
496 /501
69/70
60 /60

0.012 3448 / 34683364 / 3408
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Appendix C: Additional Analyses and Evidence Tables (continued)

Appendix Figure 4. Freedom from procedural Ml (PCI/CABG odds ratio)

Study name

ARTS
BARI
EAST
ERACI
ERACI I
GABI
Groningen
Lausanne
Leipzig
MASS
MASS-II
Octogent
Poland
RITA
Seoul-Hong
SIMA

SoS
Toulouse
Seoul-Kim

Statistics for each study

Survival / Total

Odds Lower

ratio

0.938
2.215
3.678
0.983
0.611
3.527
0.184
0.508
2.038
0.507
1.010
1.642
0.327
0.671
0.846
0.690
0.401
1.352
0.490
1.044

limit

0.487
1.275
1.444
0.234
0.296
1.128
0.021
0.045
0.365
0.045
0.141
0.385
0.013
0.320
0.151
0.111
0.174
0.292
0.043
0.714

Upper
limit
1.805
3.846
9.370
4.137
1.262

11.036
1.635
5.737

11.362
5.724
7.239
7.008
8.215
1.407
4.740
4.279
0.926
6.255
5.582
1.526

Odds ratio and 95% Cl

p-Value PCI CABG
0.847 581/600 587 /605

0.005 896/915 873/914 -

0.006 192/198 174/194
0981 59/63  60/64
0.183 205/225 212/225 —i+
0.030 178/182 164/177

0.129 46/51 50/51 =

0.584 66/68 65 /66 &
0.417 108/110 106/110

0.583 70/72 69/70 L
0.992 203/205 201/203 %

0.503 135/138 137/142 —_—l—

0.497 49/50 50/50 &
0.291 492/510 489/501

0.849 115/119 68/70 i

0.690 60/63 58 /60 &
0.032 469/488 492 /500

0.700 73/76 72176 &

0.565 48/50 49 /50 &

0.824 4045 / 41833976 / 4128 <o

0.01 0.1 1

Favors CABG

Heterogeneity Statistics: Q-value 32.2, P-value 0.02; I-squared 44
MI=myocardial infarction; PCl=percutaneous coronary intervention; CABG=coronary artery bypass grafting; Cl=confidence interval
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Appendix C: Additional Analyses and Evidence Tables (continued)

Appendix Figure 5. Funnel plot for procedural survival analysis

Standard Error

0.00

0.05

0.10

0.15

0.20

Funnel Plot of Standard Error by Risk difference

-2.0

-1.5
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Appendix C: Additional Analyses and Evidence Tables (continued)

Appendix Figure 6. Forest plots for survival at 6 months using all studies (PCI-CABG survival difference)

Forest Plots for Survival Using All Studies

Survival at 6 Months
Study name

ARTS*
AWESOME
BARI*
CABRI*
EAST
ERACI II*
GABI
Leipzig
MASS

My oprotect
Poland
RITA*
Seoul-Hong
SoS*
Toulouse*

Heterogeneity Statistics: Q-value 18, p value 0.21 squared 21

Statistics for each study

Survival / Total

Risk
difference

-0.000
0.040
-0.004
0.005
-0.010
0.044
0.041
0.001
0.000
-0.023
-0.020
-0.000
0.027
-0.014
-0.011
0.000

Lower
limit
-0.016
-0.011
-0.016
-0.010
-0.041

0.007
-0.005
-0.035
-0.027
-0.256
-0.074
-0.013
-0.027
-0.028
-0.067
-0.007

Upper

limit
0.015
0.091
0.009
0.020
0.021
0.081
0.087
0.037
0.027
0.211
0.034
0.013
0.080
-0.001
0.045
0.007

p-Value  PCI CABG

0.959 588/600 594/ 605
0.123 202/215 197/ 219
0.580 895/915 898/ 914
0.489 527/534 498/ 507
0.529 188/194 187/191
0.021 219/223 199/ 212
0.080 153/156 125/ 133
0.970 108/110 104/ 106
1.000 71/71 70/70
0849 17/21 16/19
0.465 49/50 50/50
1.000 501/506 490/ 495
0.332 114/116 66/ 69
0.041 478/ 488 497/ 500
0.698 73/76 74/76
0.900 4184 / 42751064 / 4166

Risk difference and 95% CI

-0.10

Trial names followed by an asterisk indicate that the survival data were abstracted from Kaplan-Meier curves.

PCl=percutaneous coronary intervention; CABG=coronary artery bypass grafting; Cl=confidence interval
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Appendix C: Additional Analyses and Evidence Tables (continued)

Appendix Figure 7. Forest plots for survival at 6 months using all studies (PCI/CABG odds ratio)

Study name

ARTS*
AWESOME
BARI*
CABRI*
EAST
ERACI II*
GABI
Leipzig
Myoprotect
Poland
RITA*
Seoul-Hong
SoS*
Toulouse*

Heterogeneity Statistics: Q-value 16; p-value 0.3; | squared 17.
Trial names followed by an asterisk indicate that the survival data were abstracted from Kaplan-Meier curves.

Statistics for each study

Survival / Total

Odds Lower

ratio

0.979
1.741
0.830
1.426
0.660
3.452
3.264
1.038
0.852
0.327
1.000
2.636
0.264
0.697
1.164

limit

0.429
0.851
0.428
0.522
0.179
1.140
0.848
0.144
0.163
0.013
0.301
0.426
0.067
0.111
0.826

Upper
limit
2.231
3.560
1.609
3.899
2.437

10.455

12.563
7.509
4.445
8.215
3.325

16.333
1.036
4.362
1.641

CABG

594 / 605
197 /219
898 /914
498 /507
187/191
199/212
125/133
104 / 106
16/19
50 /50
490/ 495
66 /69

p-Value PCI

0.959 588 /600
0.129 202/215
0.581 895/915
0.489 527/534
0.533 188/194
0.028 219/223
0.085 153/156
0.970 108/110
0849 17/21
0.497 49/50
1.000 501 /506
0.298 114/116
0.056 478/488 497 /500
0.700 73/76 74176
0.386 4113 /42043994 / 4096

Odds ratio and 95% Cl

=

—_—

0.01

PCl=percutaneous coronary intervention, CABG=coronary artery bypass grafting; Cl=confidence interval
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Appendix C: Additional Analyses and Evidence Tables (continued)

Appendix Figure 8. Forest plots for survival at 12 months (PCI-CABG survival difference)

Study name

ARTS
AWESOME
BARI*
CABRI
EAST
ERACI
ERACI Il
GABI
Groningen
Leipzig*
MASS
MASS-II

My oprotect
Octostent
Poland
RITA*
Seoul-Kim
SoS
Toulouse*

Statistics for each study

Survival / Total

Risk

difference
0.003
0.050
-0.007
-0.012
-0.020
0.001
0.044
0.039
0.039
0.002
-0.014
0.001
0.021
0.029
-0.041
-0.005
0.000
-0.017
-0.000
-0.001

Lower
limit
-0.015
-0.012
-0.024
-0.034
-0.059
-0.075

0.002
-0.009
-0.026
-0.039
-0.052
-0.046
-0.239
-0.002
-0.107
-0.019
-0.077
-0.033
-0.062
-0.009

Upper
limit
0.022
0.112
0.010
0.010
0.019
0.077
0.086
0.087
0.104
0.043
0.024
0.047
0.281
0.059
0.025
0.010
0.077
-0.001
0.062
0.008

p-Value

0.731
0.111
0.408
0.278
0.318
0.984
0.041
0.111
0.238
0.925
0.476
0.980
0.874
0.068
0.227
0.547
1.000
0.037
0.999

0.844 4450 / 46104389 / 4550

Heterogeneity Statistics: Q-value 23.0, p-value 0.19; | squared 22.
Trial names followed by an asterisk indicate that the survival data were abstracted from Kaplan-Meier curves.
PCl=percutaneous coronary intervention; CABG=coronary artery bypass grafting; Cl=confidence interval

PCI

570/ 585
189/ 208
879/ 915
511/ 532
181/191
59/ 62
216/ 223
151/ 155
51/51
107/ 110
70/ 71
183/ 194
16/21
138/138
471 49
497 | 506
48 /50
464 | 476
70/73

CABG

571/ 588
175/ 203
884 /914
491 / 505
184/ 190
58/ 61
196/ 212
130/ 139
47149
103/ 106
70/ 70
181/192
14/ 19
136/ 140
50/ 50
489 / 495
48150
492/ 496
68/71
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Appendix C: Additional Analyses and Evidence Tables (continued)

Appendix Figure 9. Forest plots for survival at 12 months (PCI/CABG odds ratio)

Study name

ARTS
AWESOME
BARI*
CABRI
EAST
ERACI
ERACIII
GABI
Groningen
Leipzig*
MASS
MASS-II
Myoprotect
Octostent
Poland
RITA*
Seoul-Kim
SoS
Toulouse*

Statistics for each study

Survival / Total

ratio

1.131
1.646
0.812
0.684
0.588
1.017
2.534
2.613
5.242
1.086
0.337
1.011
1.127
9.132
0.188
0.726
1.000
0.314
0.999
1.022

Odds Lower Upper

limit  limit

0.560 2.287
0.887 3.056
0.495 1.332
0.341 1.369
0.204 1.692
0.197 5.248
1.017 6.319
0.786 8.685
0.243112.924
0.192 6.138
0.013 8.433
0428 2391
0.256 4.953
0.487171.239
0.009 4.021
0.255 2.067
0.135 7.392
0.101 0.982
0.179 5.577
0.783 1.335

p-Value

0.731
0.114
0.409
0.283
0.324
0.984
0.046
0.117
0.290
0.925
0.508
0.980
0.874
0.139
0.285
0.549
1.000
0.046
0.999

0.872 4450 / 46104389 / 4550

Heterogeneity Statistics: Q-value 21.0, p-value 0.28; | squared 15.
Trial names followed by an asterisk indicate that the survival data were abstracted from Kaplan-Meier curves.

PCl=percutaneous coronary intervention; CABG=coronary artery bypass grafting; Cl=confidence interval

PCI

570 /585
189/ 208
879 /915
511/532
181/191
59/62
216 /223
151 /155
51/51
107 /110
70/71
183/194
16/21
138/138
47149
497 / 506
48 /50
464/ 476
70/73
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184 /190
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489 / 495
48 /50
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Appendix C: Additional Analyses and Evidence Tables (continued)

Appendix Figure 10. Forest plot for survival at 24 months (PCI-CABG survival difference)

Study name Statistics for each study Survival / Total
Risk Lower Upper
difference limit limit p-Value PCI CABG
AMIST 0.040 -0.025 0105 0229 50/50 48/50
ARTS 0.010 -0.010 0.031 0.325 566/582 561 /583
AWESOME 0.020 -0.061 0.101 0.630 136/162 135/ 165
EAST 0.000 -0.048 0.048 1.000 177/188 173/ 184
Lausanne -0.029 -0.086 0.028 0319 65/68 65/66
Poland -0.042 0109 0.026 0225 46/48 50/50
SIMA 0.017 -0.038 0.072 0541 61/62 58/60
SoS -0.047 -0.083 -0.012 0.008 273/295 287/ 295
-0.006 -0.028 0.016  0.612 1374/ 14551377 | 1453

Heterogeneity Statistics: Q-value 12.3, P-value 0.09; I-squared 43.
PCl=percutaneous coronary intervention; CABG=coronary artery bypass grafting; Cl=confidence interval
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Appendix C: Additional Analyses and Evidence Tables (continued)

Appendix Figure 11. Forest plot for survival at 24 months (PCI/CABG odds ratio)

Study name Statistics for each study Survival / Total

Odds Lower Upper

ratio
AMIST 5.206
ARTS 1.387
AWESOME 1.152
EAST 1.000
Lausanne 0.333
Poland 0.184
SIMA 2.103
SoS 0.346

0.899

limit  limit p-Value PCl CABG

0.244111.238 0.291 50/50 48 /50
0.721 2.669 0.327 566/582 561/583
0.646 2.054 0.630 136/162 135/165
0425 2353 1.000 177/188 173/184
0.034 3.289 0.347 65/68 65/ 66
0.009 3.937 0.279 46/48 50 /50

Odds ratio and 95% Cl

0.186 23.826 0.548 61/62 58 /60
0.151 0.790 0.012 273/295 287/295
0.548 1.474  0.673 1374 /14551377 / 1453

0.01

Heterogeneity Statistics: Q-value 11, P-value 0.14; I-squared 36.
PCl=percutaneous coronary intervention; CABG=coronary artery bypass grafting; Cl=confidence interval
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Appendix C: Additional Analyses and Evidence Tables (continued)

Appendix Figure 12. Forest plot for survival at 36 months (PCI-CABG survival difference)

Study name

ARTS
AWESOME
BARI*
CABRI*
EAST
ERACI
ERACI II*
GABI*
Groningen
Leipzig*
MASS
RITA*
SoS*
Toulouse*

Statistics for each study

Survival / Total

Risk
difference

0.010
0.010
-0.022
-0.016
-0.009
-0.048
0.035
0.009
0.041
0.024
0.000
-0.000
-0.038
0.018
-0.001

Lower

limit

-0.013
-0.095
-0.046
-0.043
-0.060
-0.139
-0.007
-0.032
-0.025
-0.038
-0.038
-0.023
-0.106
-0.080
-0.011

Upper

limit
0.034
0.115
0.003
0.010
0.042
0.043
0.077
0.051
0.107
0.085
0.039
0.023
0.030
0.116
0.009

p-vValue  PCI CABG

0.389 554 /576 549/577
0.852 89/111 92/117
0.085 772/842 807 /860
0.234 490/ 520 478/ 499
0.730 171/184 171/182
0.303 54/60 58/61
0.100 211/218 194/ 208
0.659 167/ 173 149/ 156
0.225 51/51 47/49
0.453 105/110 99/ 106
0984 71/72 69/70
1.000 477/494 467/ 483
0.276 74/80 84/87
0.712 59/64 54/59
0.796 3346 / 35553318 / 3514

Heterogeneity Statistics: Q-value 12.5, P-value 0.48; I-squared 0.0.
Trial names followed by an asterisk indicate that the survival data were abstracted from Kaplan-Meier curves.
PCl=percutaneous coronary intervention; CABG=coronary artery bypass grafting; Cl=confidence interval
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Appendix C: Additional Analyses and Evidence Tables (continued)

Appendix Figure 13. Forest plot for survival at 36 months (PCI/CABG odds ratio)

Study name

ARTS
AWESOME
BARI*
CABRI*
EAST
ERACI
ERACI II*
GABI*
Groningen
Leipzig*
MASS
RITA*
SoS*
Toulouse*

Statistics for each study

Survival / Total

ratio

1.284
1.063
0.722
0.707
0.865
0.470
2.128
1.292
5421
1.566
1.029
1.000
0.452
1.274
0.932

Odds Lower

limit

0.726
0.559
0.498
0.398
0.379
0.108
0.853
0.416

Upper
limit
2.273
2.024
1.047
1.257
1.972
2.036
5.308
4.017

0.254115.833

0.483
0.063
0.500
0.107
0.353
0.759

5.084
16.779
2.000
1.916
4.600
1.144

p-Value

0.390
0.852
0.086
0.237
0.730
0.313
0.105
0.658
0.279
0.455
0.984
1.000
0.282
0.712

PCI

554 /576
89/111
772 /842
490/ 520
171/184
54 /60
211/218
167 /173
51/51
105/110
71172
477 1 494
74180
59/ 64

CABG

549 /577
92 /117
807 /860
478 /499
171/182
58 /61
194 /208
149 /156
47149
99 /106
69/70
467 /483
84187
54 /59

0.500 3346 / 35553318/ 3514

Heterogeneity Statistics: Q-value 11.6, P-value 0.56; I-squared 0.0.

Trial names followed by an asterisk indicate that the survival data were abstracted from Kaplan-Meier curves.

0.01

PCl=percutaneous coronary intervention; CABG=coronary artery bypass grafting; Cl=confidence interval
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Appendix C: Additional Analyses and Evidence Tables (continued)

Appendix Figure 14. Forest plot for survival at 60 months (PCI-CABG survival difference)

Study name Statistics for each study Survival / Total
Risk Lower Upper
difference limit  limit p-Value PCI CABG
ARTS -0.005 -0.037 0.028 0.780 504 /552 513/559
AWESOME 0.050 -0.166 0.266 0649 30/38 19/26
BARI -0.030 -0.061 0.001  0.059 727/842 768/ 860
EAST -0.033 -0.097 0.031 0312 153/174 161/ 177
ERACI II 0.044 -0.013 0.101 0.128 194/209 176/ 199
GABI* -0.021 -0.072 0.030 0421 161/173 148/ 156
Lausanne -0.062 -0.143 0020 0141 59/65 63/65
Leipzig 0.021 -0.065 0.107 0.629 95/106 91/104
MASS -0.056 -0.131 0.020 0151 65/71 67/69
MASS-I 0.029 -0.050 0.108 0475 149/177 139/171
RITA 0.014 -0.021 0.049 0.428 455/ 494 438/ 483
Toulouse -0.094 0309 0121 0393 21/31 27/35
-0.009 -0.026 0.009  0.329 2612/ 2932611/ 2904

Heterogeneity Statistics: Q-value 12.9, P-value 0.3; I-squared 14.5.
Trial names followed by an asterisk indicate that the survival data were abstracted from Kaplan-Meier curves.

PCl=percutaneous coronary intervention; CABG=coronary artery bypass grafting; Cl=confidence interval
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Appendix C: Additional Analyses and Evidence Tables (continued)

Appendix Figure 15. Forest plot for survival at 60 months (PCI/CABG odds ratio)

Study name

ARTS
AWESOME
BARI
EAST
ERACI II
GABI*
Lausanne
Leipzig
MASS
MASS-II
RITA
Toulouse

Statistics for each study

Survival / Total

Odds Lower

ratio

0.942
1.311
0.755
0.701
1.691
0.688
0.312
1.234
0.323
1.225
1.199
0.622
0.934

limit

0.617
0.412
0.564
0.351
0.856
0.273
0.061
0.526
0.063
0.702
0.765
0.209
0.768

Upper
limit
1.437
4171
1.011
1.399
3.341
1.733
1.608
2.895
1.661
2.139
1.877
1.852
1.137

p-Value

0.780
0.646
0.059
0.314
0.130
0.427
0.164
0.629
0.176
0.475
0.428
0.394

PCl

504 / 552
30/38
7271842
153 /174
194 /209
161/173
59/65
95/106
65/71
149/ 177
4551494
21/31

CABG

513 /559
19/26
768 / 860
161/177
176 /199
148/ 156
63 /65
91/104
67/69
139/171
438 /483
27135

0.498 2612 / 29322611 / 2904

Heterogeneity Statistics: Q-value 12.7, P-value 0.3; I-squared 13.5.

Trial names followed by an asterisk indicate that the survival data were abstracted from Kaplan-Meier curves.

0.01

PCl=percutaneous coronary intervention; CABG=coronary artery bypass grafting; Cl=confidence interval
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Appendix C: Additional Analyses and Evidence Tables (continued)

Appendix Figure 16. Comparative survival at 1-year between balloon and stent trials

Study name Outcome Time point Statistics for each study Survival / Total Risk difference and 95% ClI
Risk Lower  Upper
difference  limit limit  p-Value PCI CABG
BARI* Sunival 12 months -0.007 -0.024 0.010 0.408 879/915 884/914 e I
CABRI Sunival 12 months -0.012 -0.034 0.010 0.278 511/532 491 /505 e o
EAST Sunvival 12 months -0.020 -0.059 0.019 0.318 181/191 184 /190
ERACI Sunvival 12 months 0.001 -0.075 0.077  0.984 59/62 58 /61
GABI Sunvival 12 months 0.039 -0.009 0.087 0.111 151/155 130/ 139
MASS Sunvival 12 months -0.014 -0.052 0.024 0.476 70/ 71 70/70 ————
RITA* Sunival 12 months -0.005 -0.019 0.010 0547 497/506  489/495 —q—
Toulouse*  Sunival 12 months -0.000 -0.062 0.062 0.999 70/73 68/71
Summary Balloon Trials -0.006 -0.015 0.003 0.177 2419/2505 2375/2445 ﬂ_
ARTS Sunvival 12 months 0.003 -0.015 0.022 0.731 570/585 571/588
AWESOME Sunival 12 months 0.050 -0.012 0.112 0.111 189/208 175/ 203
ERACI II Sunvival 12 months 0.044 0.002 0.086 0.041 216/223 196/ 212 -
Groningen Sumnvival 12 months 0.039 -0.026 0.104 0.238 51/51 47149
Leipzig* Sunvival 12 months 0.002 -0.039 0.043 0925 107/110 103/ 106 r
MASS-II Sunvival 12 months 0.001 -0.046 0.047 0.980 183/194 181/192
Octostent Sunvival 12 months 0.029 -0.002 0.059 0.068 138/138 136/ 140 &
Poland Sunvival 12 months -0.041 -0.107 0.025 0.227 47149 50 /50
Seoul-Kim  Sunival 12 months 0.000 -0.077 0.077 1.000 48 /50 48 /50
SoS Sunival 12 months -0.017 -0.033 -0.001 0.037 464476 492 | 496 s
Summary Bare Metal Stent Trials 0.008 -0.008 0.025 0.331 2014/2084 1999 /2086
Summary for 1-Year Survival -0.003 -0.011 0.005 0.475 4433/4589 43744531 ?
-0.15 -0.08 0.00 0.08

Favors CABG

Balloon Trials: Heterogeneity Statistics: Q-value 4.4, P-value 0.7; I-squared 0. PCI/CABG Odds Ratio analysis: 0.82 (Cl: 0.60, 1.14; p=0.2)
Bare Metal Stent Trials: Heterogeneity Statistics: Q-value 17, P-value 0.04; |-squared 48. PCI/CABG Odds Ratio analysis: 1.26 (Cl: 0.90,1.77; p=0.2)

Trial names followed by an asterisk indicate that the survival data were abstracted from Kaplan-Meier curves.

PCl=percutaneous coronary intervention; CABG=coronary artery bypass grafting; MVD=multi-vessel disease; Cl=Confidence Interval
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Appendix C: Additional Analyses and Evidence Tables (continued)

Appendix Figure 17. Comparative survival at 5-years between balloon and stent trials

Study name_ Qutcome Time point Statistics for each study Survival / Total Risk difference and 95% ClI
Risk Lower  Upper

difference  limit limit  p-Value PCI CABG
BARI Sunvival 60 months -0.030 -0.061 0.001 0.059 727/842 768 /860 e s
EAST Survival 60 months -0.033 -0.097 0.031 0.312 153/174 161/177 -
GABI* Sunival 60 months -0.021 -0.072 0.030 0.421 161/173 148 / 156 =
Lausanne Sunival 60 months -0.062 -0.143 0.020 0.141 59 /65 63 /65
MASS Sunival 60 months 0.056 -0.131 0.020 0.151 65/71 67 /69
RITA Sunival 60 months 0.014 -0.021 0.049 0428 455/494 438/483 o
Toulouse Sunival 60 months -0.094 -0.309 0.121 0.393 21/31 27135 S
Summary Balloon Trials -0.021 -0.041 -0.001 0.044 1640/1850 1673/1845 ‘
ARTS Sunival 60 months 0005 0037 0028 0780 504/552  513/559 ——
AWESOME Sunival 60 months 0.050 -0.166 0.266  0.649 30/38 19/26 S |
ERACI I Sunival 60 months 0.044 -0.013 0.101  0.128 194/209 176 /199 &
Leipzig Sunival 60 months 0.021 -0.065 0.107 0.629 95/106 91/104
MASS-II Survival 60 months 0.029 -0.050 0.108 0.475 149/177 139/171 -
Summary Bare Metal Stent Trials 0.011 -0.014 0.037 0.375 972/1082  938/1059
Summary for 5-Year Survival -0.008 -0.024 0.008 0.310 2612/2932 2611/2904 3

-0.15 -0.08 0.00 0.08 0.15
Favors CABG Favors PCI

Balloon Trials: Heterogeneity Statistics: Q-value 6.5, P-value 0.4; I-squared 7.4. PCI/CABG Odds Ratio analysis: 0.80 (Cl: 0.64, 1.0; p=0.05)

Bare Metal Stent Trials: Heterogeneity Statistics: Q-value 2.6, P-value 0.6; I-squared 0. PCI/CABG Odds Ratio analysis: 1.16 (Cl: 0.88,1.53; p=0.29)
Trial names followed by an asterisk indicate that the survival data were abstracted from Kaplan-Meier curves.

PCl=percutaneous coronary intervention; CABG=coronary artery bypass grafting; MVD=multi-vessel disease; Cl=Confidence Interval
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Appendix C: Additional Analyses and Evidence Tables (continued)

Appendix Figure 18. Freedom from MI post-procedure (PCI-CABG difference in freedom

from MI)
1 Year
Study name Statistics for each study Survival / Total
Risk Lower Upper

difference limit limit  p-Value PCI CABG
ARTS -0.014 -0.040 0.012 0.301 548/585 559/ 588
CABRI -0.014 -0.038 0.010 0.260 506/532 487/ 505
ERACI -0.015 -0.116 0.086 0773 56/62 56/61
ERACI II 0.040 0002 0.078 0.040 218/223 199/ 212
GABI 0.038 -0.016 0.092  0.173 148/ 155 144/ 157
MASS-II -0.062 -0.105 -0.018 0.006 178/194 188/ 192
My oprotect -0.048 -0.173 0.078 0457 20/21 19/19
Octostent -0.008 -0.054 0.038 0.740 132/138 135/ 140
Poland -0.020 -0.075 0.034 0463 48/49 50/50
SoS 0.020 -0.010 0.050 0.188 452/476 461/ 496

-0.004 -0.023 0.015  0.680 2306 / 24352298 / 2420

Heterogeneity statistics: Q = 18.6; p-value = 0.03; I-squared 52.
PCI/CABG Odds Ratio analysis: 0.94 (Cl: 0.62, 1.42); p=0.8.

3 Years
Study name Statistics for each study
Risk Lower Upper

difference limit  limit p-value PCI CABG
ARTS -0.017 -0.046 0.012  0.238532/576543 /577
EAST 0.067 -0.012 0147  0.097 163/ 192136/ 174
ERACI -0.018 -0.121 0.084 0.730 54/60 56/61
Groningen -0.078 -0.168 0.013  0.094 46/51 48/49

-0.010 -0.059 0.039  0.683 795/ 879783/ 861

Heterogeneity statistics: Q = 6; p-value = 0.11; I-squared 50.
PCI/CABG Odds Ratio analysis: 0.92 (Cl: 0.51, 1.66); p=0.8.

Study name Outcome Time point Statistics for each study Survival / Total
5 Years diflerseknce Lloivr;?tr le?r?l?tr p-Value PCI CABG
ARTS -0.023 -0.055 0.009 0.167 501/552 520/ 559
BARI -0.017 -0.055 0.021  0.385 663/842 691/ 860
ERACI II 0.033 -0.006 0.072 0.095 211/217 196/209
Lausanne -0.108 -0.209 -0.006 0038 55/65 62/65
Leipzig 0.029 -0.025 0.084 0.293 103/106 98/ 104
MASS -0.013 -0.085 0059 0726 67/71 66/69
RITA -0.014 -0.052 0.024 0468 439/494 436/ 483
Toulouse -0.083 -0.270 0104 038 24/31 30/35

-0.008 -0.031 0.015  0.4922063/ 2378100/ 2384

Heterogeneity statistics: Q = 11.5; p-value = 0.12; |-squared 39.
PCI/CABG Odds Ratio analysis: 0.87 (Cl: 0.68, 1.12)

Risk difference and 95% ClI

_.._
—&
o S
L
—_—
0.15 0.08 0.00 0.08 0.15
Favors CABG Favors PCI

Risk difference and 95% CI

L
-0.15 -0.08 0.00 0.08 0.15
Favors CABG Favors PCI

Risk difference and 95% CI

| i

-0.15 -0.08 0.00 0.08 0.15

Favors CABG Favors PCI

MI=myocardial infarction; PCl=percutaneous coronary intervention; CABG=coronary artery bypass grafting; Cl=confidence interval
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Appendix E: Abstraction Forms

Appendix E: Abstraction Forms

Level One (Screening Title and Abstract) CABG/PCI

Abstraction Form

Does this article evaluate the comparative
effectiveness of PCI vs. CABG for coronary artery
disease?

oYes

oNo {exclusion}

oCan't Tell {retrieve article and rescreen at
level 1}

***Only answer Question 2 if question 1 was answered "yes"***

Should this article proceed to full text review?

For articles that are excluded but which may be of
interest to the research (e.g., is a registry or other
large observational study), please check this box
and specify the reason of interest:

oYes — This is an English-language article of

apparent RCT evaluation of the comparative

effectiveness of PCl & CABG in humans
{promotion to Level 2 review)

oYes — This article is known to be a secondary

report of a known trial that has already been

included (include as a duplicate){neutral}

oNo not a RCT {exclusion}

oineligible topic {exclusion}

o animal data only {exclusion}

oother reason Specify: {exclusion}

oForeign language article not meeting any other

exclusion criteria {exclusion}

oCan't tell — This is an English-language article that

needs to be screened further {retrieve article and

rescreen at Level 2}

oTEXT BOX {no action}

E-1



Appendix E: Abstraction Forms (continued)

Level Two (Full Text) Abstraction Form

Should this article undergo full-text abstraction o No, not an RCT {exclude}
0 No, not a CER of PCI vs. CABG {exclude}
o No, other reason (specify ) {exclude}

Name of study:

Purpose of study:

Study design: o Randomized controlled trial
o Registry
o Other (specify )

Enrolling Centers: Number of enrolling centers
(Check all that apply) o US o Canada o UK o Europe
o South America o Asia o Africa
0 %Academic centers

0 %Community hospitals

o Other (specify )

o Can’t tell

Setting:

Study funding: o Government (NIH, MRC, etc)
o Foundation (AHA, etc)

o Industry

o Other (specify )

o Not stated

Reference IDs used for trial data extraction:

Are there relevant references cited in the included articles for other o Yes

publications from this trial? If yes, please circle them in the o No

bibliography.

Year(s) of patient entry: to
Randomization method: o Central telephone

o Central Computer

o Local Computer

o Sealed Envelope

o Other (specify )

Randomization strata o None

o Center

o Number of Vessels

o Other (specify )

Intention to treat analysis? o Yes o No o Not stated

Describe the method of interpretation of angiograms. o Central Laboratory

o Local site interpretation

o Quantitative angiography
o Other (specify )

E-2



Appendix E: Abstraction Forms (continued)

Qualifications of the study surgeons.

o Not specified

o Minimum case volume (specify )
o Maximum mortality (specify )
o Other (specify )

Qualifications of the study interventional cardiologists.

o Not specified

o Minimum case volume (specify )
o Maximum mortality (specify )

o Minimum success rates (specify )
o Other (specify )

Qualification of the hospitals/centers involved in the trial.

o Not specified

0 Minimum case volume (specify )
o Maximum mortality (specify )

o0 Minimum success rates (specify )
o Other (specify )

Are there any study design issues that you suspect may bias the results?
If so, how?

oYes oNo
Specity

Inclusion criteria of the study:

o Multi-vessel Disease

o Single-vessel Proximal LAD Disease
o Equivalent revascularization feasible
o Symptoms warrant revascularization
o Positive stress test

o Minimum # PCI eligible lesions
(specity )

o Refractory ischemia

o Other (specify )

Exclusion criteria of the study:

o Prior CABG

o Prior PCI

o Age Cutoff (Specify )
o EF Cutoff (specify )
o Heart Failure

o Left Main CAD

o Single-vessel CAD

o Total Occlusion

o Unsuitable Coronary anatomy
o Recent MI (Specify )
o Cardiogenic shock

o Life-limiting illness

o Refractory ischemia

o Other (Specify )

Components of Primary Endpoint (N= )

o Total Mortality

o Cardiac Mortality

0 Myocardial Infarction

o Stroke

o TIA

o Unstable Angina

o Angina/Recurrent Symptoms

o Repeat Revascularization

o Other (specify )




Appendix E: Abstraction Forms (continued)

Secondary Endpoints Reported

o Total Mortality

o Cardiac Mortality

0 Myocardial Infarction

o Stroke

o TIA

o Unstable Angina

o Angina/Recurrent Symptoms (Y/N)
o Angina Class

o Repeat Revascularization

o Cost

o Employment/Productivity

o Quality of Life (specify )
o Cognitive function

o Other (specify )

SUBJECT INFORMATION

PCI Subjects Surgery Subjects

Number of subjects randomized at start of study?

Number of subjects who received assigned therapy?

Number of subjects lost to follow-up or withdrawn?

Age
o0 Mean o Median
o Cutoff (specify )
o Other (specify )
Gender
Women o Calculated N
Race
White o Calculated N
Black o Calculated N
Hispanic o Calculated N
Asian o Calculated N
Other o Calculated N

Other demographics reported (specify )

E-4




Appendix E: Abstraction Forms (continued)

Comorbidities

Diabetes o Calculated N

Definition of diabetes:

Hypertension o Calculated N

Hyperlipidemia o Calculated N

Prior MI o Calculated N

Prior PCI o Calculated N

Prior CABG o Calculated N

Heart Failure (present) o Calculated N

Class I o Calculated N
Class II o Calculated N
Class III o Calculated N
Class IV o Calculated N
Smoking
Current Smoking o Calculated N

Other Smoking (specify ) o Calculated N




Appendix E: Abstraction Forms (continued)

Presentation

Stable Angina o Calculated N
Class I o Calculated N
Class II o Calculated N
Class IIT o Calculated N
Class IV o Calculated N

Unstable Angina o Calculated N

Acute MI o Calculated N

Recent MI (specify ) o Calculated N

Cardiogenic shock o Calculated N

Asymptomatic o Calculated N

Left Ventricular Function

0 Mean 0 Median
o Cutoff (specify )
o Other (specify )

Non-Coronary Atherosclerosis

Prior Stroke o Calculated N
Prior TIA o Calculated N

Prior Stroke or TIA o Calculated N
Prior Carotid Surgery o Calculated N
Claudication o Calculated N

Peripheral Vascular Disease o Calculated N

Prior Vascular Surgery o Calculated N

Other coronary risk factors or cormorbidities reported? (specify

)

E-6



Appendix E: Abstraction Forms (continued)

Coronary Anatomy

Number of diseased vessels (mean)

1VD o Calculated N

2VD o Calculated N

3VD o Calculated N
Territory: LAD (prox) o Calculated N

LAD (other) o Calculated N

LAD (any) o Calculated N

LCX o Calculated N

RCA o Calculated N

INTERVENTION INFORMATION

Describe the PCI intervention:

Describe the surgical intervention:

PCI Initial Procedure Data

Complete Revascularization Achieved

o Calculated N
Vessels Treated (mean)
1 o Calculated N
2 o Calculated N
3 o Calculated N
Stents Used (mean)
0 o Calculated N
1 o Calculated N
2 o Calculated N
3 o Calculated N
Type of stent used

E-7



Appendix E: Abstraction Forms (continued)

PCI Adjuntive Tx

ASA o recommended o Calculated N

Heparin o recommended o Calculated N

GP2B3A o recommended o Calculated N

Clopidogrel o recommended o Calculated N

Other recommended (specify )
o Calculated N

CABG Procedural Data

Bypass Mode None (Beating Heart)
o Calculated N

Hypothermia o Calculated N

Normothermic o Calculated N

Cardioplegia Type  Blood o Calculated N

Crystaloid o Calculated N

Incision Type Median Sternotomy
o Calculated N

Midcab o Calculated N

Internal Mammary Arteries (mean)

0 o Calculated N
1 o Calculated N
2 o Calculated N

Cardiopulmonary bypass time (mean)

Cross-clamp time (mean)

E-8




Appendix E: Abstraction Forms (continued)

Discharge Medications

ASA o recommended o Calculated N
-Blockers o recommended o Calculated N
Clopidogrel o recommended o Calculated N

ACE-Inhibitors o recommended o Calculated N

Statins o recommended o Calculated N

Other recommended (specify )

o Calculated N

SHORT-TERM OUTCOMES

Definition of procedure-related:
All cause Mortality

Procedural o Calculated N

30 Day o Calculated N
Non-fatal Ml

Procedural o Calculated N

30 Day o Calculated N

Definition for Post-CABG MI

Definition for Post-PCI MI

E-9




Appendix E: Abstraction Forms (continued)

Other short-term complications

Stroke o Calculated N
CHF o Calculated N
Nosocomial infections o Calculated N

Respiratory failure or other Pulmonary Complication

o Calculated N
VT/VF o Calculated N
Atrial Fibrillation o Calculated N
Other Arrythmias o Calculated N
(specity)
Bleeding o Calculated N

Bleeding requiring a transfusion o Calculated N

Renal Failure o Calculated N
PCI re-intervention o Calculated N
Surgical re-intervention o Calculated N
Hospital readmission o Calculated N
Other (specify ) o Calculated N

LONG-TERM OUTCOMES (From text or tables, not survival curves)

oSurvival-Overall oMortality-Overall oKaplan Meier Estimate oRaw Percentage oAbsolute Numbers oOther

(specify )
REFID for these results

Specify: Specify: Specify: Specify:

Year 1 Year 2 Year 3 Year 4 Year 5 BLANK BLANK BLANK BLANK
BOX BOX BOX BOX
PCI
CABG
PCI/CABG ratio

oMI-Free Survival oMlI-fatal and nonfatal oMI-nonfatal o Kaplan Meier Estimate o Raw Percentage o Absolute Numbers
oOther (specify )
REFID for these results

Specify: Specify: Specify: Specify:

Year 1 Year 2 Year 3 Year 4 Year 5 BLANK BLANK BLANK BLANK
BOX BOX BOX BOX
PCI
CABG
PCI/CABG ratio
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Appendix E: Abstraction Forms (continued)

oSurvival free from cardiovascular deaths oCardiovascular death o Kaplan Meier Estimate o Raw Percentage o Absolute

Numbers oOther (specify )
REFID for these results
Specify: Specify: Specify: Specify:

Year 1 Year 2 Year 3 Year 4 Year 5 BLANK BLANK BLANK BLANK
BOX BOX BOX BOX
PCI
CABG
PCI/CABG ratio

oRepeat Revascularization oFreedom from Revascularization o Kaplan Meier Estimate o Raw Percentage o Absolute
Numbers oOther (specify )
REFID for these results

Specify: Specify: Specify: Specify:

Year 1 Year 2 Year 3 Year 4 Year 5 BLANK BLANK BLANK BLANK
BOX BOX BOX BOX
PCI
CABG
PCI/CABG ratio

o Angina o Freedom from Angina: o Kaplan Meier Estimate o Raw Percentage o Absolute Numbers oOther (specify )

REFID for these results
Specify: Specify: Specify: Specify:

Year 1 Year 2 Year 3 Year 4 Year 5 BLANK BLANK BLANK BLANK
BOX BOX BOX BOX
PCI
CABG
PCI/CABG ratio

Other outcomes: We are interested in CHF, stroke, respiratory failure or other pulmonary complications, renal failure,
arrythmias, QOL, functional health status or general health status, cognitive impairment, productivity/employment, and
cost. Please describe the outcomes presented and their units.

Outcome 1: o Kaplan Meier Estimate o Raw Percentage o Absolute Numbers oOther (specify )
REFID for these results

Specify: Specify: Specify: Specify:

Year 1 Year 2 Year 3 Year 4 Year 5 BLANK BLANK BLANK BLANK

BOX BOX BOX BOX
PCI
CABG
PCI/CABG ratio
Outcome 2: o Kaplan Meier Estimate o Raw Percentage o Absolute Numbers oOther (specify )

REFID for these results
Specify: Specify: Specify: Specify:

Year 1 Year 2 Year 3 Year 4 Year 5 BLANK BLANK BLANK BLANK
BOX BOX BOX BOX
PCI
CABG
PCI/CABG ratio



Appendix E: Abstraction Forms (continued)

Outcome 3: o Kaplan Meier Estimate o Raw Percentage o Absolute Numbers oOther (specify )
REFID for these results

Specify: Specify: Specify: Specify:

Year 1 Year 2 Year 3 Year 4 Year 5 BLANK BLANK BLANK BLANK

BOX BOX BOX BOX
PCI
CABG
PCI/CABG ratio
Outcome 4: o Kaplan Meier Estimate o Raw Percentage o Absolute Numbers oOther (specify )

REFID for these results
Specify: Specify: Specify: Specify:

Year 1 Year 2 Year 3 Year 4 Year 5 BLANK BLANK BLANK BLANK

BOX BOX BOX BOX
PCI
CABG
PCI/CABG ratio
Outcome 5: o Kaplan Meier Estimate o Raw Percentage o Absolute Numbers oOther (specify )

REFID for these results
Specify: Specify: Specify: Specify:

Year 1 Year 2 Year 3 Year 4 Year 5 BLANK BLANK BLANK BLANK

BOX BOX BOX BOX
PCI
CABG
PCI/CABG ratio
Outcome 6: o Kaplan Meier Estimate o Raw Percentage o Absolute Numbers oOther (specify )

REFID for these results
Specify: Specify: Specify: Specify:

Year 1 Year 2 Year 3 Year 4 Year 5 BLANK BLANK BLANK BLANK

BOX BOX BOX BOX
PCI
CABG
PCI/CABG ratio
Outcome 7: o Kaplan Meier Estimate o Raw Percentage o Absolute Numbers oOther (specify )

REFID for these results
Specify: Specify: Specify: Specify:

Year 1 Year 2 Year 3 Year 4 Year 5 BLANK BLANK BLANK BLANK

BOX BOX BOX BOX
PCI
CABG
PCI/CABG ratio
Outcome 8: o Kaplan Meier Estimate o Raw Percentage o Absolute Numbers oOther (specify )

REFID for these results
Specify: Specify: Specify: Specify:

Year 1 Year 2 Year 3 Year 4 Year 5 BLANK BLANK BLANK BLANK
BOX BOX BOX BOX
PCI
CABG
PCI/CABG ratio
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Appendix E: Abstraction Forms (continued)

Outcome 9: o Kaplan Meier Estimate o Raw Percentage o Absolute Numbers oOther (specify )
REFID for these results

Specify: Specify: Specify: Specify:

Year 1 Year 2 Year 3 Year 4 Year 5 BLANK BLANK BLANK BLANK

BOX BOX BOX BOX
PCI
CABG
PCI/CABG ratio
Outcome 10: o Kaplan Meier Estimate o Raw Percentage o Absolute Numbers oOther (specify )

REFID for these results
Specify: Specify: Specify: Specify:

Year 1 Year 2 Year 3 Year 4 Year 5 BLANK BLANK BLANK BLANK
BOX BOX BOX BOX
PCI
CABG
PCI/CABG ratio

SUBGROUP OUTCOMES DATA

Subgroup outcome 1 (specify)

Refid for these results

Type of data
Kaplan Meier Estimate
Raw percentage
Absolute numbers
Other (specify)

Group 1 (specify)
PCI sample size at randomization
CABG sample size at randomization

Group 1 outcome Specity: Specify: Specify: Specity:
1

Year 1 Year 2 Year 3 Year 4 Year 5 BLANK BLANK BLANK BLANK
BOX BOX BOX BOX
PCI
CABG
PCI/CABG ratio
Comments:

Group 2 (specify)
PCI sample size at randomization
CABG sample size at randomization

Group 2 outcome Specity: Specify: Specify: Specify:
1

Year 1 Year 2 Year 3 Year 4 Year 5 BLANK BLANK BLANK BLANK
BOX BOX BOX BOX
PCI
CABG
PCI/CABG ratio
Comments:
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Appendix E: Abstraction Forms (continued)

Group 3 (specify)
PCI sample size at randomization
CABG sample size at randomization

Group 3 outcome
1

Specify:

Specify:

Specify:

Specify:

Year 1 Year 2 Year 3 Year 4

PCI

CABG
PCI/CABG ratio
Comments:

Group 4 (specify)
PCI sample size at randomization
CABG sample size at randomization

Group 4 outcome
1

Year 5

BLANK
BOX

Specify:

BLANK
BOX

Specify:

BLANK
BOX

Specify:

BLANK
BOX

Specify:

Year 1 Year 2 Year 3 Year 4

PCI

CABG
PCI/CABG ratio
Comments:

Subgroup outcome 2 (specify)

Refid for these results

Type of data
Kaplan Meier Estimate
Raw percentage
Absolute numbers
Other (specify)

Group 1 (specify)
PCI sample size at randomization
CABG sample size at randomization

Group 1 outcome
2

Year 5

BLANK
BOX

Specify:

BLANK
BOX

Specify:

BLANK
BOX

Specify:

BLANK
BOX

Specify:

Year 1 Year 2 Year 3 Year 4

PCI

CABG

PCI/CABG ratio

Comments: Big blank text box

Year 5
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Appendix E: Abstraction Forms (continued)

Group 2 (specify)
PCI sample size at randomization
CABG sample size at randomization

Group 2 outcome
2

Specify:

Specify:

Specify:

Specify:

Year 1 Year 2 Year 3 Year 4

PCI

CABG

PCI/CABG ratio

Comments:

Group 3 (specify)
PCI sample size at randomization
CABG sample size at randomization

Group 3 outcome
2

Year 5

BLANK
BOX

Specify:

BLANK
BOX

Specify:

BLANK
BOX

Specify:

BLANK
BOX

Specify:

Year 1 Year 2 Year 3 Year 4

PCI

CABG
PCI/CABG ratio
Comments:

Group 4 (specify)
PCI sample size at randomization
CABG sample size at randomization

Group 4 outcome
2

Year 5

BLANK
BOX

Specify:

BLANK
BOX

Specify:

BLANK
BOX

Specify:

BLANK
BOX

Specify:

Year 1 Year 2 Year 3 Year 4

PCI

CABG
PCI/CABG ratio
Comments:

Subgroup outcome 3 (specify)

Refid for these results

Type of data
Kaplan Meier Estimate
Raw percentage
Absolute numbers
Other (specify)

Group 1 (specify)
PCI sample size at randomization
CABG sample size at randomization

Group 1 outcome
3

Year 5

BLANK
BOX

Specity:

BLANK
BOX

Specify:

BLANK
BOX

Specify:

BLANK
BOX

Specity:

Year 1 Year 2 Year 3 Year 4

PCI

CABG
PCI/CABG ratio
Comments:

Year 5
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Appendix E: Abstraction Forms (continued)

Group 2 (specify)

PCI sample size at randomization
CABG sample size at randomization

Group 2 outcome Specify: Specify: Specify: Specify:
3
Year 4 Year 5 BLANK BLANK BLANK BLANK
BOX BOX BOX BOX
PCI
CABG
PCI/CABG ratio
Comments:
Group 3 (specify)
PCI sample size at randomization
CABG sample size at randomization
Group 3 outcome Specify: Specify: Specify: Specify:
3
Year 4 Year 5 BLANK BLANK BLANK BLANK
BOX BOX BOX BOX
PCI
CABG
PCI/CABG ratio
Comments: Big blank text box
Group 4 (specify)
PCI sample size at randomization
CABG sample size at randomization
Group 4 outcome Specify: Specify: Specify: Specify:
3
Year 4 Year 5 BLANK BLANK BLANK BLANK
BOX BOX BOX BOX
PCI
CABG
PCI/CABG ratio
Comments:
Subgroup outcome 4 (specify)
Refid for these results
Type of data
Kaplan Meier Estimate
Raw percentage
Absolute numbers
Other (specify)
Group 1 (specify)
PCI sample size at randomization
CABG sample size at randomization
Group 1 outcome Specity: Specify: Specify: Specity:
4
Year 4 Year 5 BLANK BLANK BLANK BLANK
BOX BOX BOX BOX

PCI

CABG
PCI/CABG ratio
Comments:
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Appendix E: Abstraction Forms (continued)

Group 2 (specify)
PCI sample size at randomization
CABG sample size at randomization

Group 2 outcome
4

Specify:

Specify:

Specify:

Specify:

Year 1 Year 2 Year 3 Year 4
PCI

CABG

PCI/CABG ratio

Comments:

Group 3 (specify)
PCI sample size at randomization
CABG sample size at randomization

Group 3 outcome
4

Year 5 BLANK

BOX

Specify:

BLANK
BOX

Specify:

BLANK
BOX

Specify:

BLANK
BOX

Specify:

Year 1 Year 2 Year 3 Year 4
PCI
CABG
PCI/CABG ratio
Comments: Big blank text box
Group 4 (specify)
PCI sample size at randomization
CABG sample size at randomization

Group 4 outcome
4

Year 5 BLANK

BOX

Specify:

BLANK
BOX

Specify:

BLANK
BOX

Specify:

BLANK
BOX

Specify:

Year 1 Year 2 Year 3 Year 4
PCI

CABG

PCI/CABG ratio

Comments:

Subgroup outcome 5 (specify)

Refid for these results

Type of data
Kaplan Meier Estimate
Raw percentage
Absolute numbers
Other (specify)

Group 1 (specify)
PCI sample size at randomization
CABG sample size at randomization

Group 1 outcome
5

BLANK
BOX

Year 5

Specify:

BLANK
BOX

Specify:

BLANK
BOX

Specify:

BLANK
BOX

Specify:

Year 1 Year 2 Year 3 Year 4
PCI

CABG

PCI/CABG ratio

Comments:

BLANK
BOX

Year 5
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BOX

BLANK
BOX

BLANK
BOX



Appendix E: Abstraction Forms (continued)

Group 2 (specify)
PCI sample size at randomization
CABG sample size at randomization

Group 2 outcome
5

Specify:

Specify:

Specify:

Specify:

Year 1 Year 2 Year 3 Year 4 Year 5

PCI

CABG
PCI/CABG ratio
Comments:

Group 3 (specify)
PCI sample size at randomization
CABG sample size at randomization

Group 3 outcome
5

BLANK
BOX

Specify:

BLANK
BOX

Specify:

BLANK
BOX

Specify:

BLANK
BOX

Specify:

Year 1 Year 2 Year 3 Year 4 Year 5

PCI

CABG
PCI/CABG ratio
Comments:

Group 4 (specify)
PCI sample size at randomization
CABG sample size at randomization

Group 4 outcome
5

BLANK
BOX

Specify:

BLANK
BOX

Specify:

BLANK
BOX

Specify:

BLANK
BOX

Specify:

Year 1 Year 2 Year 3 Year 4 Year 5

PCI

CABG
PCI/CABG ratio
Comments:

Subgroup outcome 6 (specify)

Refid for these results

Type of data
Kaplan Meier Estimate
Raw percentage
Absolute numbers
Other (specify)

Group 1 (specify)
PCI sample size at randomization
CABG sample size at randomization

Group 1 outcome
6

BLANK
BOX

Specify:

BLANK
BOX

Specify:

BLANK
BOX

Specify:

BLANK
BOX

Specify:

Year 1 Year 2 Year 3 Year 4 Year 5

PCI

CABG
PCI/CABG ratio
Comments:
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BOX



Appendix E: Abstraction Forms (continued)

Group 2 (specify)
PCI sample size at randomization
CABG sample size at randomization

Group 2 outcome
6

Specify:

Specify:

Specify:

Specify:

Year 1 Year 2 Year 3 Year 4

PCI

CABG

PCI/CABG ratio

Comments:

Group 3 (specify)
PCI sample size at randomization
CABG sample size at randomization

Group 3 outcome
6

Year 5

BLANK
BOX

Specify:

BLANK
BOX

Specify:

BLANK
BOX

Specify:

BLANK
BOX

Specify:

Year 1 Year 2 Year 3 Year 4

PCI

CABG
PCI/CABG ratio
Comments:

Group 4 (specify)
PCI sample size at randomization
CABG sample size at randomization

Group 4 outcome
6

Year 5

BLANK
BOX

Specify:

BLANK
BOX

Specify:

BLANK
BOX

Specify:

BLANK
BOX

Specify:

Year 1 Year 2 Year 3 Year 4

PCI

CABG
PCI/CABG ratio
Comments:

Subgroup outcome 7 (specify)

Refid for these results

Type of data
Kaplan Meier Estimate
Raw percentage
Absolute numbers
Other (specify)

Group 1 (specify)
PCI sample size at randomization
CABG sample size at randomization

Group 1 outcome
7

Year 5

BLANK
BOX

Specify:

BLANK
BOX

Specify:

BLANK
BOX

Specify:

BLANK
BOX

Specify:

Year 1 Year 2 Year 3 Year 4

PCI

CABG
PCI/CABG ratio
Comments:

Year 5
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BLANK
BOX

BLANK
BOX

BLANK
BOX



Appendix E: Abstraction Forms (continued)

Group 2 (specify)
PCI sample size at randomization
CABG sample size at randomization

Group 2 outcome
7

Specify:

Specify:

Specify:

Specify:

Year 1 Year 2 Year 3 Year 4

PCI

CABG

PCI/CABG ratio

Comments:

Group 3 (specify)
PCI sample size at randomization
CABG sample size at randomization

Group 3 outcome
7

Year 5 BLANK
BOX

Specify:

BLANK
BOX

Specify:

BLANK
BOX

Specify:

BLANK
BOX

Specify:

Year 1 Year 2 Year 3 Year 4

PCI

CABG
PCI/CABG ratio
Comments:

Group 4 (specify)
PCI sample size at randomization
CABG sample size at randomization

Group 4 outcome
7

Year 5 BLANK
BOX

Specify:

BLANK
BOX

Specify:

BLANK
BOX

Specify:

BLANK
BOX

Specify:

Year 1 Year 2 Year 3 Year 4

PCI

CABG

PCI/CABG ratio

Comments: Big blank text box

Subgroup outcome 8 (specify)

Refid for these results

Type of data
Kaplan Meier Estimate
Raw percentage
Absolute numbers
Other (specify)

Group 1 (specify)
PCI sample size at randomization
CABG sample size at randomization

Group 1 outcome
8

Year 5 BLANK
BOX

Specify:

BLANK
BOX

Specify:

BLANK
BOX

Specify:

BLANK
BOX

Specify:

Year 1 Year 2 Year 3 Year 4

PCI

CABG

PCI/CABG ratio

Comments: Big blank text box

Year 5 BLANK
BOX
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Appendix E: Abstraction Forms (continued)

Group 2 (specify)

PCI sample size at randomization
CABG sample size at randomization

Group 2 outcome
8

PCI

CABG
PCI/CABG ratio
Comments:

Group 3 (specify)

Group 3 outcome
8

PCI

CABG
PCI/CABG ratio
Comments:

Group 4 (specify)

Group 4 outcome
8

Specify: Specify: Specify: Specify:
Year 4 Year 5 BLANK BLANK BLANK BLANK
BOX BOX BOX BOX
Big blank text box
PCI sample size at randomization
CABG sample size at randomization
Specify: Specify: Specify: Specify:
Year 4 Year 5 BLANK BLANK BLANK BLANK
BOX BOX BOX BOX
Big blank text box
PCI sample size at randomization
CABG sample size at randomization
Specify: Specify: Specify: Specify:
Year 4 Year 5 BLANK BLANK BLANK BLANK
BOX BOX BOX BOX

PCI

CABG
PCI/CABG ratio
Comments:
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