CUMULATIVE DISTRIBUTION FUNCTION FOR % CHANGE IN HDL - C
STUDY M05-750
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The second figure for each of HDL-C, LDL-C, and Triglycerides is meant for beiter visualization
with truncated X-axis.
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. CUMULATIVE DISTRIBUTION FUNCTION FOR % CHANGE IN HDL - C
STUDY M05-750

Appears This Way
On Original



-0 -8 - -4 -2

ALs
-
«®

% % AIOINASS

[ ]
-0 AP

PERCENT GHANGE FROM BAGELRE TO FINAL
00 AST-ZNIATORA 20
o- o ANORMA 4@

S

A A & MET-S00
AFORWA 20

&

NOTE : AJOPA= ATORMSTAIN
H

inal

HE!

"

7 o, P e
e '“-g‘f.x

81



sairs This Way
On Original



ki T v T N v N L B L T v ¥ Li i L L 1
~100 [ ] 00 00 00 400 .90 (] 700 %0 900 1WOC 00 NG OO
PERCENT CHANGE FROM BASELINE TO MINAL

TREATMBET o2& ADT-338 00 AIT-JWHATONA I O—0—5 ANT—308-+/ATOMA 40
o = o ATORM 20 - Y] * e AT 88
NOTE : ATORWA= ATOFNAGTATNG

Appears This Way
On Criginal



3

A

o 5 B 8 & 8 8 3
I Y PTWRY PUTTE PUOTUY § Y |

T Y T L T T Y T T Ty ad ™
~00 ~70 -6 ~00 -40 -3 -~ -0 O ﬂ 2 0 Q Q . 1' 0
FERCENT CHANGE FROM BASELINE TO FINAL

TREATMENT a—A—s ANT-~308 —0—6 ABT~300+ATORVA 20 n—a—u ABT--338-+ATORVA 48
o-o—© ATONVMA 20 . oo AJORVA —w—tr  ATORVA 80

Note: This reviewer's analyse: and the many analyses of the sponsor have prov:dad significant
p-values for the prv-plavmed comparisons.

3.2 Evaluation of Safety

This reviewer did not perform any formal safety evaluation but was available to the clinical
reviewer for statistical consultation.
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4.  FINDINGS IN SPECIAL/SUBGROUP POPULATIONS

Note: Adjustments for so manysubgmmwmwtbcpmperbrdmc mthoutpre—specy}mgwhwh
subgroup results will be confirmatory.

Results of these demographic characteristics (at baseline) and other prognostic factors were
presented before. There were no statistically significant baseline imbalances.

The sponsor provided many subgroup results which are presented in Appendix 11, along with the
discussions. Data from the three phase 3 trials were pooled for the analyses. There wasa
statistically highly significant quantitative gender by treatment interaction with respect to HDL-
C (p<.001), and nominally significant gender by treatment interactions for non-HDL-C, and
LDL-C.

In the sponsor’s original submission, all six treatment arms were included individually in
analyses of the treatment by gender interaction term with 5 degrees of freedom. To have a better
understanding of the nature of this interaction, we requested of the sponsor new analyses, with a
subset of treatment arms in each, which are presented below. The treatment group comparisons
(pair-wise comparisons of combination vs. statin or ABT-335) in the tests for interaction were
the same as those used in the primary analyses of HDL, TG, LDL, and non-HDL. There were at
least nominally significant gender by treatment interactions (p<.1) in the analyses involving the
combined combination arms for HDL, LDL, and non-HDL. There was another statistically
significant gender by treatment interaction — in the case of HDL for the moderate dose
combination vs moderate dose statin. There was no such significant interaction with respect to
triglycerides either in the original or in the new analyses.

The significant gender-by-treatment interaction for HDL reflects that fact that, comparing
combination therapy to statin monotherapy (measuring the additional benefit of ABT-335 on
HDL), females had significantly greater HDL increases than did males. For LDL and non-HDL,
in each treatment arm, females did better (that is, greater LDL and non-HDL lowering) than
males. However, when we look at the superiority of the combination to ABT-335 monotherapy,
this superiority (of the combination to monotherapy) is bigger for males than for females (in the
cases of LDL and non-HDL).

4.1 Gender, Race, and Age
Please see Appendix I for subgroup resuits.

The tables and figures to show the nature of the gender by treatment interactions are presented
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Summary

Significant treatment-by-gender interactions were observed for HDL-C in analyses of combination
therapy vs. statin monotherapy (more details are presented below). These appeared to be driven by large
gender effects (larger HDL-C increases in female subjects compared to the male subjects) in combination
therapy regimens and inconsistent gender effect in statin monotherapy regimens (larger HDL-C increases
in female subjects for low combo vs low monotherapy but smaller HDL-C increases in female subjects
for comparisons involving the medium dose statin).

For both LDL-C and non-HDL-C, trends toward significant treatment-by-gender interactions were
observed in analyses of combination therapy vs. ABT-335 monotherapy. The trends appeared to be
driven by numerically larger gender effects in female vs. male subjects for ABT-335 monotherapy
compared to combination therapy.

Table: Treatment-by-gender interaction p-values for HDL-C and TG and within-treatment-group
differences between genders in mean percent changes from baseline to final visit.

pusirizs

HDL-C ' ‘ _IG

Wt-
by-gender

. | interaction

Difference in mean %
change (female minus

male)

treatment-

by-gender
interaction

Difference in mean
% change (female

Mono

p-value
0.139

1__Mono
2.0

5.6

p-value
0.675

-11.8

<0.001

5.5 -3.0

-0.940

-2.1

0.671

<53 -6.7
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Figure: HDL-C: Illustration of large gender effoct in combination therapy arms and inconsistent gender
effect in statin monotherapy arms, resulting in treatment-by-gender interactions in the analysis of HDL-C
changes. h
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Figure: TG: Illustration of relatively consistent gender effects for combination therapy groups vs. statin
monotherapy groups, resulting in no significant treatment-by-gender interactions in the analysis of TG
changes.
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Figure: Illustration of modestly larger gender differences with ABT-335 monotherapy than with
combination therapy in the analysis of LDL-C.

mCombo (femaie minus male)
BMono (female minus male)

Lowcombovs. ABT-  Moderate combovs. Combined combo vs.
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Figwnhuumonofmoduﬂyhg«gmdmdﬁemwiﬂ:m-ﬁsmmm
combination therapy in the analysis of non-HDL-C.

. non-HDL-C
2. Interaction: Interaction: Interaction:
p=0.116 p=0.107 p=0.093

335 mono ABT-338 mono ABT-335 mono

42  Other Special/Subgroup Populations

See Appendix II.

S. SUMMARY AND CONCLUSIONS

5.1 Statistical Issues and Collective Evidence

This reviewer’s analyses and the many analyses of the sponsor have provided significant p-values
fmﬂwmhmedmmyemnpmsons:

. TG: statin anMABT-ﬂSvammnM(wuamdmdmafmﬁn)

- HDL-C: statin in combination with ABT-335 vs.statin monotherapy(low or medium dose of statin) .

- Direct LDL-C: rosuvastatin calcium in combination with ABT-335 vs. ABT-335 monotherapy.



There was a statistically significant quantitative treatment by gender interaction; there was no
lack of benefit in any subgroups. The significant gender-by-treatment interaction for HDL
(p<.001) reflects that fact that, comparing combination therapy to statin monotherapy (measuring
the additional benefit of ABT-335 on HDL), females had significantly greater HDL increases
than did males. For LDL and non-HDL, in each treatment arm, females did better (that is,
greater LDL and non-HDL lowering) than males. However, when we look at the superiority of
the combination to ABT-335 monotherapy, this superiority (of the combination to monotherapy)
is bigger for males than for females (in the cases of LDL and non-HDL).

The beneficial treatment effect of combination therapy was generally greater in subjects >65
years of age than in subjects < 65 years of age. Combination therapy resulted in even greater
mean percent decreases in TG among subjects with baseline TG > 200 mg/dL than among
subjects with baseline TG < 200 mg/dL and in even greater mean percent decreases in LDL-C
among subjects with baseline LDL-C > 160 mg/dL than among subjects with baseline LDL-C
<160 mg/dL.

Some non-crucial observations:

This reviewer’s nonparametric analyses for Study 749, produced non-significant p-values for
HDL-C at Week 4 for medium dose comparison.

'l‘herewasuimilarlackofromssformlowdosecompmsonatwherweeksforHDL-C
in Study 750. ‘

5.2 Conclusions and Recommendations

The three studies have provided significant p-values for the pre-planned primary comparisons:
. TG: statin in combination with ABT-335 vs. statin monatherapy (low or medium dose of statin).

. HDL-C: statin in combination with ABT-335 vs.statin monotherapy(low or medium dose of statin) .

. Direct LDL-C: rosuvastatin calcium in combination with ABT-335 vs. ABT-335 monotherapy.

There was a statistically significant quantitative treatment by gender interaction; there was no
lack of benefit in any subgroups. The significant gender-by-treatment interaction for HDL
(p<.001) reflects that fact that, comparing combination therapy to statin monotherapy (measuring
the additional benefit of ABT-335 on HDL), females had significantly greater HDL increases
than did males. For LDL and non-HDL, in each treatment arm, females did better (that is,
greater LDL and non-HDL lowering) than males. However, when we look at the superiority of
the combination to ABT-335 monotherapy, this superiority (of the combination to monotherapy)
is bigger for males than for females (in the cases of LDL and non-HDL).
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Labeling

Because of the fixed-sequence rule of multiple comparisons pre-specified by the sponsor, the
medium dose combination is superior to ABT-335 monotherapy only with respect to Non HDL-
C.thingehcmbcchhmdﬁrﬂwmedimndmmmbhsﬁonwithmpmmmspwiﬂd
secondary efficacy variables.

The pre-specified comparisons for the low dose combination pmdueed significant p-values with
respect to all pre-specified secondary efficacy variables.
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APPENDICES

Appendix I: List of Abbreviations and Definitions of Terms

List of Abbreviations

ABT-335 choline fenofibrate capsules

AERS Adverse Event Reporting System

AHA American Heart Association

"ANCOVA analysis of covariance

ANOVA analysis of variance

ApoAl apolipoprotein Al (mg/dL)

ApoAll apolipoprotein All (mg/dL)

ApoB apolipoprotein B (mg/dL)

ApoCIlt apolipoprotein CIII (mg/dL) .

atorva atorvastatin

ATP I Adult Treatment Panel I11

BL bascline

CHD coronary heart disease

CMH v Cochran-Mantel-Haenszel

d/c discontinued

A change

ECG electrocardiogram

eGFR estimated glomerular filtration rate

GERD gastroesophageal reflux discase

HDL-C high-density lipoprotein cholesterol (mg/dL)

HMG-CoA 3-hydroxy-3-methylglutaryl coenzyme A

hsCRP high sensitivity C-reactive protein (mg/dL.)

ISE Integrated Summary of Efficacy

IVRS interactive voice response system

LDL-C - low-density lipoprotein cholesterol (mg/dL)

LDL-P low-density lipoprotein particle number

LOCF last observation carried forward

LpPLA2 lipoprotein-associated phospholipase A2 (ng/mlL.)

Max maximum

Min minimum

NCEP National Cholesterol Education Program
NMR nuclear magnetic resonance

non-HDL-C non-high-density lipoprotein cholesterol



PAD peripheral arterial disease

PGP Pfizer Global Pharmaceuticals

PROBE Prospective Randomized Open-label Blinded Endpoint

PVD pesipheral vascular disease

RBC red blood cell

rosuva rosuvastatin

SAE serious adverse event

SAP statistical analysis plan

sC Steering Commiittee

SE standard error

simva simvastatin

TC total cholesterol

TCl transitory cerebral ischémia

TESS treatment emergent signs and symptoms

TG triglycerides

TG total-C triglycerides total cholesterol

TIA transient ischemic attack

TNT: Treating to New Targets

TSH thyroid-stimulating hormone

ULN upper limit of normal
VLDL-C very-low-density lipoptomn-c (mg/dL)
VLDL-P very-low-density lipoprotein particle number

WBC - white blood cell

a8 Scandinavien Simvastatin Survival Study

Appendix II: Subgroup Results

Efficacy results among subgroups of subjects stratified by diabetic status, metabolic syndrome
status, gender, age, bascline LDL-C level, and baseline TG level wetre generally consistent with
the overall results. Overall treatment effects of combination therapy were generally similar in
diabetics and non-diabetics and in subjects meeting or not meeting criteria for metabolic
syndrome. There was a statistically significant quantitative treatment by gender interaction. The
beneficial treatment effect of combination therapy was gencrally greater in females than in
males, and greater in subjects 265 years of age than in subjects < 65 years of age. Combination
therapy resulted in even greater mean percent decreases in TG among subjects with baseline TG
> 200 mg/dL than among subjects with baseline TG < 200 mg/dL and in even greater mean R
pemmdaemnnLDL-CamongsubjectsmmnmLmoC>léﬂmg/d!.ﬂmmong
subjects with baseline LDL-C <160 mg/dL. Of special note, in the higher risk subgroup of
subjects with baseline LDL-C > 160 mg/dL, the mean percent decreases in LDL-C were similar
with ABT-335 in combination with moderate-dose statins and moderate-dose statin
: 9%



monotherapy. In both risk subgroups of subjects, the mean percent decreases in LDL-C were
similar with ABT-335 in combination with low-dose statins and low-dose statin monotherapy.

nder, Race, and Age

PERCENT CHANGES FROM BASELINE TO THE FINAL VISIT IN THE PRIMARY AND
SECONDARY.EFFICACY PARAMETERS BY AGE CATEGORY (CONTROLLED
STUDIES ANALYSIS SET)

PARAMETER <= 3 CHANGE FRCY BASKLIKE---- ~CCHBIMATION THERAPY VS MOBOTHERAFY-
SUBGROUP BASELINE VISIT
TREATNENT N HEAN HEXR T NEAN s NIN MAX MEAR s® P-VALURL

VISIT)
HOL CHOLESTEROL (MG/DL}
AGE < 65 (YEARS)

ABT-335 344 38.0 3.7 1s. 1.09 -68.8 1s.8 -

S.9
ART-335 + STATIN LOW (#) 342 317.6 43.8 17.3 1.10 -40.1 6.9 1.3 1.4¢ 8.339
ABT-335 - STATIN MOD (#) 338 37.7 412.6 16.8 1.10 -€8.2 113.0 0.9 1.46 0.53¢
STATIN LOW ($) 389 38.4 40.7 7.6 1.03 -36.4 3.7 1.42  <0.001°e*
STATIN NOD (%) s+ 3.3 40.8 8.8 1.07 -34.1 186.7 8.0 1.45 <0.001cee
STATIN HIGH m 37.6 40.3 7.9 1.5 -30.8 2.4
AGE >= §5 (YEARS)

ABT-133% ° 7% 0.0 38.5 17.% 2.17 -44.9 9.6

ABT-335 . STATIN LOW (¥) 81 0.4 +8.7 21.3 2.08 -88.7 80.0 a8 2.96 0.208
ABT-335 « STATIN MOD () 84 39.7 7.1 19.8 2.08 -64.3 92.9 2.3 2.9 0.429
STATIE LOW ($) 66 33.2 30.9 6.6 2.3 -27.8 43.% 14.7 3.08 <0.00%keee
STATIR MOD (%) 7% 319.2 42.3 8.1 3.17 -13.5 $7.8 11.7 2.93 <0.001¢e
STATIM HIGH 16 39.3 41.7 7.2 2.7 -28.8 7.4

5 g v 7]

ROSUVASTATIN CALCIUM 20 HG maommamrumum.
STATIN "!Gl: mmmmn w‘!ﬂ 40 HG, SINVASTATIN 80 AXD ATONVASTATIN CALCIUM 60 MG.
: 1.’ 3 FOR D: mem msm A“l"l"’ s S‘fm m%mmn‘”s Wm Aﬂ

<338 3

&9mmmnxrmmmm-ns -smmmmmmmm
¢ P-VALUE FRON AN ANCOVA WITH CORRESPCMDING mzunuamm THE COVARIATE AND MITH XFFICTS FOR TREATMENT GROU?.
STATUS !DIABETIC, m-pmrrxcv, SCREENING TRIGLYCSRIDE LEVEL (<» 250 MG/DL. > 250 %0/OL] AND INTERACTICN OF DIABETIC sfxmt l'!

CREENIRG TRI! LEVEL.
it PYmLJ!WA!‘M&VA! : 1UG BASELINE LIBID VALUR AS THR COVARIATE AND WITM ZFFECTS TOR TREATMENT GROUP, SUSGCROUP
PARMMETER INTERACTT

PARAMETER AND THME TARATHENT B SUBGROU?P b3 oN.
®. *¢. * STATISTICALLY SIGNIFICART AT THR P=0.001, 0.0, AND 0.0% LIVELS, RESPECTIVELY.



PERCENT CHANGES FROM BASELINE TO THE FINAL VISIT IN THE PRIMARY AND
SECONDARY EFFICACY PARAMETERS BY AGE CATEGORY (CONTROLLED
STUDIES ANALYSIS SET)

~ WITHIN GROO? —BETWAER GAOUD COMPARTSON
PARAMETER . - ¥ CHANGE FRCM BASELINE---- -COMBINATION TRERAPY VS MONOTHERAP:
SUSGROUP BASTLINR  VISIT
TREATYENT ] MRAN  MEAN AN sz wy wx SMEAN sz P-VALUES

LDL CHOLERSTEROL (M8/DL)
AGE < 65 (YEARS)

ART-33% 350 153.2 148.3 -3.9 1.07 -§3.8 179.2
ABT-33S + STATIN LON () 353 183.3 104.1 -31.3 1.07 -69.5 9.6 -27.4 1.43  <0.003%°°
ABT-33S » STATIN Y00 (#) 350 154.9 100.8 -33.1 1.08 -13.5 0.1 -23.1 1.43  <0.001°**
STATIN LW 1) 390 153.6€ 102.3 -32.6 1.02 -73.3 77.5 . 1.2 1.39 9.374
STATIN XOD (%) 362 157.3 93.0 -39.8 1.08 -73.4 56.5 6.5 1.42 <3.001vee
STRTIN HIGH 17 155.2 83.7 -45.7 1.47 -78.4 9.2

AGE >« 65 (YEARS)
ABT-)3S 77 154.5 137.4 -9.7 2.0 -4%.3 3.5
ABT-33% » STATIH 10W (#) 82 163.2 93.7 -39.9 1.94 -70.6 33.3 -30.2 2.76  <G.00%1°""
ABT-335 + STATIR 0D (W M 161.7 93.3 -40.0 1.92 -~72.4 75.6 -30.3 2.74  <0.001%°"
STATIN LOW ($) 73 153.4 93.1 -39.8 2.0 -59.7 5.8 -0.1 2.90 0.971
STATIN MOD (%) 7 161.9 88.7 -44.2 2.03 -13.7 7.6 4.2 2.74 2.127
STATIN HIGH 48 159.3 75.8 -53.4 2.53 -75.% 3.3

TREATMENT BY AGE INTERACTION P-value (@@)= 0.913

LoR: ; 3 ; G AND A0 {i 3

STATIN-MOD: ROSUVASTATIN CALCIUM 20 lﬂ. QWII 40 MG AND amm-rxu mﬂl 40 ﬂ
STATIN HIGH: R0SUVASTATIN CALCTIRt 40 MG, SIMVASTATIN 80 MG AND ATORVASTATIN CALCIUM 80 MG.

4 P-VALUE FOR DIFFERENCE SSTWEEN INATION TMERAPY ARM AND AST-33S MOMOTHEFAPY ARM.

$ P-VALUR FOR DIFFERENCE ABT-338 + STATIN LOW ARX AND STATIN LON MONOTHERAPY ARM.

% P-VALUX FOR DI L m-ns.mﬁnmmmmnmm

¥ P-VALUK FROB AN AMCOVA WiTH CORRRSPOMDING BASELINE LIPID VALUE AS THE COVARIATE lﬂ ﬂ DIABETIC

E EFPECTS FOR TMENT CROUP,
STATUS (DIABKTIC, NOM-DIASETIC), SCREENING TRIGLVCERIDE LEVEL (<= 250 ¥G/DL, > 330 NG/BL)} AND xmrcn OF DIABETIC STATUS BY
SCRERNING TRIGLYCERIDE LEVEL.

'xsﬁ-mmﬂmmumxnmxnupmvmummunmmmmmm SUBGROUP
PARVETER THE TREATNENY CROUP SY SUSGROUP PARAMETRR
eee, *o, ¢ STATISTICALLY SIGNIPICANT AT THE $=0.001, 0.01, AND 0.05 LEVELS, RESPECTIVELY.
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PERCENT CHANGES FROM BASELINE TO THE FINAL VISIT IN THE PRIMARY AND
SECONDARY EFFICACY PARAMETERS BY AGE CATEGORY (CONTROLLED
STUDIES ANALYSIS SET)

VIsIT
P -« % CHANGE YRON BASELIME- -CONBIRATION THERAPY VS XONCTHERAI
BASSLINEG VISIT
TREATMENT ] MEAN HRAN MMAN ] g MAR MEAR sE P-VALUE:
TRIGLYCENIDES (M3/DL)
AGE < 63 (YEARS)
ART-338 377 291.3 182.7 -28.8 2.:2 -91.8 123.2
ABT-335 + STATIE LOW (8) 378 295.6 152.7 -43.§ 2.23 -88.1 €4.2 -12.7 2.97  <0.001%e°
ABT-33S ¢ STATIN MOD (#) 367 287.5 151.8 39.7 2.26 95.0 96.6 10.8 2.99  <0.001%**
STATIN LOW (S) 403 291.5 219.5 -1%.3 2.16 -8%.6  1284.3 -26.4 3.92  <0.001%°*
STATIN MOD (V) 192 287.3 206.3 -22. z.18 -29.1 232.5 -17.4 2.96  <0.001¢e¢
STATIN MIGH 186 295.6 191.6 -25.7 308 -82.9 131.3
AGE >s 65 (YEARS) .
ART- 335 2 277.0 157.1 -38.7 2.37 -78.6 38.2
ABT-33S + STATIN LOW (#) 92 266.1 127.0 -51.0 2.43 -80.2 32.8 -12.3 3,38 <0.001%°*
ABT-)3S « STATIN MOD (%) s 279.8 134.8 -48.9 2.18 -83.4 20 -18.1 3.46 0.004°°
STATIN LOW (3) 74 308.3 218.2 -22.8 2.72 -72.0 3.5 -23.% 3.60 <0.003%c<
STATIN MOD (V) 80 229.1 108.1 -27.9 2.63 -63.3 £4.3 -21.0 3.49  <0.001°¢¢
STATIN RIGHM 49 269.7 169.3 -30.7 3.32 -1.8 99.6
TREATMENT BY AGE INTERACTION P-value (@@)= 0.968
3 Pl o INVASTATIN 0 M '-"E"i,.: 3 »
sr.\mx »o0; mmn G\u:xun 20 m SIMVASTATIN 30 XG AND ATORVASTATIN CALCIUN 40 WG.
STATIN HIGH: ROSUVASTATIN CALCIUN 40 MG, SINVASTATIN 30 XG AND ATORVASTATIN CALCIUM 80 %G,
& P-VALUR FOR DIFFERENCE MATTON AR ASD ART-31S XOXOYHERAPY A,
$§ P-VALUE FOR DIPPERENCE ABT-338 - STATIN LOW ARM AND LO¥ NONOTHERAZY ARM.
% P-VALUE FOR DIFPERENCE ABT-33% .+ STATIN AR AD STATIN ¥OD A,
& P-VALUE FROM AN ANCOVA WITH CORRESPCHDING BASELIWE LIPID VALUX AS TNE COVARIATE ANC WITM RFFECTS FOR TREATMENT GRCUP, DIABRTIC
STATUS (DIABETIC, m:;mmcl SCRERNING TRIGLYCERIDE LIVEL (<= 230 MG/DL, > 250 X0/DL] AND INTERACTION OF nzutrxc STATUS 3Y
KG TRIGLYCERIDE LEVEL

SCREENY

A% r-mmummmmmmummummmmnmmmwm SUBGROUP
PARAMETER AND THE TREATHENT GROUP SUBGRCUP PARARETER INTERA

sse, ev, * SYATTATICALLY SIGNIPICANT AT THEZ $20.001, 0.0, AMD 0.0S X.m RESPECTIVELY.

PERCENT CHANGES FROM BASELINE TO THE FINAL VISIT IN THE PRIMARY AND
SECONDARY EFFICACY PARAMETERS BY AGE CATEGORY (CONTROLLED
STUDIES ANALYSIS SET)

PARAMETER -+ 1 CHANGE FROM BASELINE...- -COMBINATION THERAPY U$ NCXOTNERAP
BASBLINE VISIT
TREATMENT N HRAKR MERN MEAR s= oie ] HAX HEAN sE P-VALUE:
{ T)
NOM HDL CHOLESTEROL (MG/DL}
5B < 43 (YEARS:
ART- 338 334 222.8 184.6 -15.3 3.9¢ -92.7 47.2
ABT-338 « STATIN LOW i3) 341 213.0 13i.0 -38.5 3.91 -71.6 25.1 2.7 121 <3.00%1ece
ABT-335 + STATIN MOD (! 337 218.7 128.7 -490.3 .92 +76.3 33.9 -28.5 1.22 <0.031ee
3TATIR LOW i3) 338 217, 3142.3 -33.3 .36 -55.3 122.4 -4.5 1.28  <D.001ee
STATIN MOD iV} 355 2211 123.7 -41.4 C.98 -56.9 13.1 1 1.22 5.350
STATIN HIGH 71 215.4 13.3 -46.3 1.2% -77.1 13.5%
AGE ~= 65 !YEARS;
ABT-335 7% 229.9 183.3 -22.7 1.5% -49.3 28.1
ABT-335 « STATIN WO 3! 33 225.% 17.7 -47.1 1.53 -66.7 ¢.2 -24.3 2.17  <3.09)vee
ABT-33% « STATIN MOD &} a3 235.8 311%.4 -47.9 1.81 -75.8 2.0 -23.2 2.1 <3.001%°¢
STATIN LOW 1S) 5€ 213.3 1231 -3%.3 1.83% -37.6 5.0 -7.7 2.28 9.0Q1%°°
STATIR MO3 13t 25 227.¢ 122.3 -44.1 1.38 -58.3 -8.7 1.3 z.14 3.389
STATIN HIGH i€ 2223 126.3 1.3 2.83 -77.1 T3

TREATMENT BY AGE INTERACTION P-value (@@)= 0.679



-VALUZ FROM AN ANCOVA WITH CORRESPONDING BASELINE L1PID VALUE AS THE COVARIATE AND mlmmmm DIARETIC
mm m:_‘.unc. ?"-Dmc). SCREENING TRIGLYCERIDE LEVEL (<= 250 MG/DL, > 350 MG/DLI AWD INTERACTION OF DIABETIC STATUS BY

&5 D-VALUE PROM AN ANCOVA ¥ITH CORRESICHOING mnummnmmunmummmmmm.w
PARAMETER AND THE TREATHENT GROUP BY SUBGROUP PARAMETEN 1
ses, ¥, © STATISTICALLY SIGNIFICANT AT THE P«0.001, 6.01, AWD 0.08 mm RESPECTIVELY.

.

PERCENT CHANGES FROM BASELINE TO THE FINAL VISIT IN THE PRIMARY AND
SECONDARY EFFICACY PARAMETERS BY GENDER (CONTROLLED STUDIES
ANALYSIS SET)

ommu . -- % CHANGE FROX BASSLINE---- -COMBINATION THERAPY VS MONOTHERASY-
SURGRCUS BASELINE  VISIT
TREATMENT n MEAN MEAM MEAN se MIN NAR MEAN SE P-VALUR
WEEK 13 (FINAL VISTTT
MBL CHOLESTRROL (MG/BL)
LR . )
ART-338 187 34.8 38.9 13.9 1.36 -56.1 215.8
ABT-33S « STATIK LOW (#) 197 4.5 39.7 18.3 1.3s ~58.7 47.7 2.4 a2 0.188
RT-333 + snrm 0D (8) 208 4.5  38.8 13.3 1.31 -64.3 113.0 0.4 1.80  0.822
STATIN LC&# 240 35.3 37.4 7.3 1.23 “56.4 0.8 2.0 1.72 <0.00Leve
STATIN MOD !\I 222 35.0 37.7 9.8 1.27 -34.1 166.7 3.8 1.72 0.040°
STATIN HIGH 108 33.5 36.9 6.8 1.79 -30.8 57.7
FEMALE
ART-13% 233 41.1 48.3 13.3 1.29 -63.8 100.0
ABT-339 » STATIN LOW (%) 22é 1.2 19.0 19.9 1.29 -33.8 8.9 1.6 1.78 0.366
ABT-335 «~ STATIN MOD ta) 214 4.9 9.4 2.3 1.33 -63.8 2.9 2.8 L.7¢8 0.317
STATIN LCW (35) 213 1.6 14.2 8.1 1.33 -37. $8.6 11.8 o 1.79 <0.00L **
STATIN MOD (V%) 209 41.8 4.3 T.9 1.35 -25.0 75.8 13.2 1.82 <0.00%¢e
STN HIGH 103 2.0 4.3 8.7 1.83 -28.9 2.4

TR N 20 P AND ATOR
STATIN M0D: ROSUVAST) m mcxun 20 G, Sm&ﬂl 40 MG AND m&ﬂl mm 30 G
STATIN HICH: ROSUVASTATIN CALCIUM 40 MG, SIUVASTATIN 30 NG AND ATORVASTA cn.c:w 80 MG.

¥ - BRTMEEN COMBINATION THERARY ARM Y

$ P-VALUE FOR DIFFERSNCE BETWEEN AST-313 + STATIN LOW AMH AND SFASIN Low MORSIRARALY AR

¥ P-VALUE FOR DIFFIRENCE BET4EEN ABT-335 + STATIN uon m m SYATIR ¥OD YOROTHERAFY m.

3 P-VALUEZ FAOM AN ANCOVA WITH CORRESPCNDING DASELINE D VALUE A3 THE COVARIATE AND WITH RFVECTS POR TREATHINT GROUD, DIABKTIC
STATUS (DIARSTIC, NGH.-DIABETIC), SCRESAING TATCLYCEREDS LAVEL (ca 250 MG/DL, > 280 wam AND INTRRACTION OF DIABETIC STATUS BY
SCHEENING TRIGLYCERIDE LEVEL.
?-VALUR m AN ANCOVA WITH CORAZSPONDING BASELINE LIPID VALUR AS THE COVARIATE AND WITH EFFECTS FOR TREATMENT GROUF, SUBGROUP
PARNMETER AND THE TREATMENT GROUP BY SUBGROUP P

*ee, **. * STATISTICALLY SIGMIFICANT AT TME P=0.001, 0.01, AND 0.05 LEVELS, RRSPECTIVELY.

Appears This Way
On Original ' :



PERCENT CHANGES FROM BASELINE TO THE FINAL VISIT IN THE PRIMARY AND
SECONDARY EFFICACY PARAMETERS BY GENDER (CONTROLLED STUDIES
ANALYSIS SET)

FITRIN GROOP "BRTWEEE GROOP CONPARISCN

m - % CHANGE FRCH DASELINE---- -COMBINATICN THERAPY VS MOMOTHERA
SURGROUP BASELINE VISIT

TREATIENT " MEAN  MEAN nexn & - ux X ma» sz P-VALUES

T)
LOL CHOLESTEROL (MG/DL}

MALE
AST-335 193 153.4 151.6 2.3 1.4% -35.3 179.2
ABT-338 « STATIN LOK (#) 207 149.6 135.3 -28. 6 1.43 -$2.0 €3.8 -33.9 1.94 <0.303eee
ABT-338 + STATIN MOD (%) 216 151.0 152.8 ~30.1 1.30 -72.4 90.1 ~-32.% 1.92  20.501%ee
STATIN LOW (5} 244 148.2 i00.0 -3 1.33 -73.3 ?7.8 3.3 1.3 0.272
STATIN MOD (%) 223 is2.? 91.4 -38.4 .37 -67.0 56.% 8.3 1.35 <@.201%°"
STATIN HIGH 11 145.3 9.5 -37.2 1.9 -73.3 9.2
FEALX
ABT-338 234 161.3 141.8 -11.1 1.20 -53.8 9.4
ABT-33S » STATIN LOW (¥) 229 1§1.0 8.8 -37.2 1.29 -70.6 89.8 -38.3 1.63 <H.292ver
ABT-338 - STATIN MOD (#) 218 161.4 93.3 -39.0 1.24 -73.5 8.6 -27.9 1.64 <0.901ee~
STATIN LOW ($) 219 159.9 101.2 -15.3 1.2 -55.9 39.1 -1.4 1.56 0.408
STATIN NOD (%) 216 163.3 22.0 -42.3 1.35 -73.7 16.3 3.3 i.69 3.337
STATIN HIGR 1 165.8 83.2 -47.2 1.87 -75.§ 4.3
TREATMENT BY GENDER INTERACTION P-value (@@)= <0.001***
§ 7 10 5 v N 30 46,
sn‘mr m: W m CALCIUM 20 llG. snwmm 40 HG u mru CALCIUX 10 ¥3.
STATIN RIGH: ROSUVASTATIR CALCIUN 40 MG, SIMVASTATIYN 8C %5 AND ATORVASTATIN CALCIUM 20 %5.
4 P-VALUR FOR DIFFERRNCE BETUREN COMBIMATION THERAPY ARN AND AST-33% MONCTMERRADY ARN. -
5 P-VALUR mwmmm-:u * STATIN LOM APH AXD STATIN 10N BMCUSOTRERAPY Aan.
1 ?-VALUR FOR DI mm-sss-mmmwmmmm
i P-VALUE FROM AN ANCOVA WITM CORRESPOMDING BASELINE LIPID VALUE AS TR COVAMIATE aND MITE IFFICIS FOR TREATIRNT GROUIP, s_gamc
STATUS (DIABETIC, KON-DIAZETIC), SCREENING TRIGLYCZRIDE 1IVEL !<= 250 MG/LL. > 250 R3/DL! AND INTERACTICE OF mn iTUS BY

SClmHﬂ TRIGLYCERIDE LEVEL.
~ P-VALUR FROM AN ANCOVA ¥1TH cmmamm usn.;n mmmummwxmnnm FOR TREATMENT GROUP, SUBGROUP

PARAMETER AND THE GPOUP 8Y
ese, e, © STATISTICALLY SIGNIFICANT AT THEX Pa0. 00-., 0. 01. A3 005 x.ms RATSPECTIVELY.

PERCENT CHANGES FROM BASELINE TO THE FINAL VISIT IN THE PRIMARY AND
SECONDARY EFFICACY PARAMETERS BY GENDER (CONTROLLED STUDIES
ANALYSIS SET)

TEEIT WITNIN GRGUP Koz o o e 3
Pi -- % CHANGE FROM BASELINE---- -COMBINATION THERAPY 7S MOROTUERAPY -
BASELINE VISIT
TREATMRNT N HEAN peres MEAS sz ux RAX e sz P-YALUE
ISTT) -
nvc..vmrm (M3 /DL)

MALE
ABT-325 203 298.7 198.¢ -2%.2 3.47 -91.2 123.2
ABT-33% o STATIN LON i3} 218 233.8 136.9 -32.3 3.41 -86.2 86.2 -16.9 4.63 <6.50i%"
ART-338 4 STATIN HOT '8) 229 290.8  157.4 -33.3 3.3 -8G.7 30.3 -14.3 3.57  ©.002e
STATIN 108 ($) 251 236.3  230.0 -13.5 318 -85.6  1253.3 -20.5 4.33 <0.C0Leee
STATIN WOD ‘% 238 3575 2129 -31.9 3.28 -89.1 232.5 -17.8 4.39  «0.001%we
STATIN H1C% 117 384.2 126.7 31.4 4.358 -82.9 1113 -

FRALE
ABT-335 258 150.2 -35.7 1.7 -83.1 114.6
ABT-33S o STATIN LOK :43 352 13i8.3 -3%.5 1.4 -88.3 3.9 -3.9 2.3% <3.205%°"
ABT-335 < STATIN MOD :3) 233 137.3 4.2 1.34 -95.0 28.4 -8.5 2.43 <Q.582 0=
STATIN Lo® i8: a3 2238 24,2 122 -22.3 ne.s 283 2,33 <D.801ee-
STATIN »cDh (% 234 138.3 -25.32 i.31 -82.3 3.5 ie.2 2.8 RS I3 SL
STATIN HISH 113 125.3 23.3 2.33 -74.3 99.4

TREATMENT BY GENDER INTERACTION P-value (@@)~ 0.162



“VALUE FROM AN ANCCVA WITH CORRESPOMDING BASELINE LIPID VALUR AS THE COVARIATR AND ¥ITN EFFECTS FOR FOR TREATMENT GACUP, euu-nc .
STATUS (DIABETIC, NCH-DIASETIC], SCAEEXING TRIGLYCERIDE LEVEL (ce 250 MG/DL., > 2!0 NG/BL) AMD INTERACTION OF nmtxc Y
SCREEMIRG TRIGLYCERICR LEVEL.

¢ P-VALUE 7ROM AN ANCOVA ¥ITH CORRESPOMDING mmuunwnmmnnwummmmm susGaoyp
PARAMETER AED TME TREAIMENT GROUP SY SUSGROUP PARAMETER INTERACTION
e, *°, ¢ STATISTICALLY SISNIFICANT AT THE P+0.001, 0.01, AND 0.05 mn.s RESPRCTIVELY.

PERCENT CHANGES FROM BASELINE TO THE FINAL VISIT IN THE PRIMARY AND
SECONDARY EFFICACY PARAMETERS BY GENDER (CONTROLLED STUDIES
ANALYSIS SET)

WITHIN GROOP “BETHEGH GROUP COMPANISON
nmcrn - 3 CHAKGE 7ROM BASSLING---- -COMBINATION THERAPY VS MONOTHERAPY-
SUBGROUP BASELINE VISIT

TREATHRNT N MRA L= wan s& Min nAX MEAN sz P-VALUEH

ERN 17 (FINAL VISID)
NO® HBL CHOLESTEROL (MG/DL)

MALE
ABT- 338 137 216.5 199.5 -1 1.19 -40.6 61.3
ADT-33S - STATIR LON (%) 196 212.7 134.9 -36.3 1.19 -68.5 25.1 -25.2 1.59  <0.001es
ABT-233 + STATIN 0D (%] 203 214.7 131.7 -38.0 1.15 ~73.8 5.6 -26.9 1.97  <0,001°°°
STATIN LOW ($) 239 213.1 143.1 -32.4 1.08 -37.6 - 122.3 -3.9 1.50  0.010°°
STATIN ¥OD (%) 221 220.2  127.5 -43.3 1.1 -66.9 13.1 3.3 1.51 0.031*
STATIR RIGK 198 213.7 110.7 -48.4 1.%6 -77.3 3.2

FEMALE
ABT-138 233 226.8 174.4 -22.1 1.08 -82.7 22.4
ABT-335 « STATIN LOX (%) 226 225.9 125.4 -43.9 1.04 -72.6 8.3 -21.6 1.41  <D.001°°e
ABT-33S + STATIX 320D (3} 212 223.0 119.8 -43.9 1.08 -76.4 33.9 . -23.8 1.44  <0.001%%¢
STATIN LM ($) 215 221.4 138.3 -37.3 1.07 -65.3 19.7 -§.4 1.44  <0.001vee
STATIN X0D (W) 210 224.6 126.4 -43.6 1.09 -68.3 -3.0 -2.2 1.47  0.127
STATIN HIGH 129 226.9 120.1 -46.2 1.4 <771 13.8

mtwm: ROSUVASTATIY CALCIUM 20 MG, SINVASTATIN <0 MO
STATIN NIGN: ROSUVASTATIN CALCIUN 30 MG, SIMVASTATIN 80 MG V.
# P-UALUR FOR DIFFEREICE BETSEES CCMBITATION THERAPY ARN AND ANT- 335 MONOTHERADPY ARM.
:pmmm:x'mmmm-ns.mwmmmﬂmmm.
Pt :
T P

AN
CUALUE FROM AN ANCOVA NITH CORRRSFOMDING BASELINE LIPID VALUR AS TNR COVARIATE Ans TH ZFFECTS FOR TREATMENT GROUP, DIABETIC
STATUS (DIABRTIC, NON- b!&lt"!t‘ SCRRENING TRIGLYCERIDE LEVEL (¢s 250 MG/DL, > 2!0 WDL) AND INTERACTICH OF DIABETIC STATUS BY
SCREEMING TRIGLYCERIZE LZVil.

wi P-VALUR FROM AN mmmmuunmnmmmmmmmmmmm
mmm T¥ENT GROUV BY SUBGROUP
"€, *%. ¢ STATISTICALLY SIGNIFICANT AT THZ 9+0.001, 3.01, AND 0.05 LEVELS. RESPECTIVELY.

Appears This Way
On Original
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PERCENT CHANGES FROM BASELINE TO THE FINAL VISIT IN THE PRIMARY AND'
SECONDARY EFFICACY PARAMETERS BY RACE CATEGORY (CONTROLLED
STUDIES ANALYSIS SET)

WNITRIN GROUP SETHLES GROUP COMPARLEGE
PARAHETER == § CHANGE FROM EASELINE---~ ~COMBINATION THERAPY VS NCHOTEERAFY -
SUBGROUP BASELINE VisSiT
TREATMENT N HEAN MEAN MEA Sz nx MAX MRS sz P-VALUR.Y
WERX 13 (PTHAL VISIT)
HDL CHOLESTRROL (MG/DL}
WHITE
ABT-138 394 38.3 34.3 316.6 .01 -62.3 115.8 :
ABT-335 + STATIN LOW (#) 390 38.2 4.7 17.9 i.92 -$3.7 ;"9 i.3 1.3  0.359
ABT-333 - STATIN MOD (#) 388 38.1 44.4 .9 1.02 -é3.8 113.9 1.2 1.7 4.377
STATIN LOX ($) 425 38.3 40.7 7.5 Q.98 86,3 0.3 10.3 1.34  <J.001eee
STATIN MOD (%) 403 38.4 41.9 8.5 .01 -33.2 166.7 3.3 1.36 <0.90%°°
STATIN HIGR 20s 37.9 40.6 8.8 1.37 -35.83 T2.4
BLACX
ABT-33§ 133 37.¢ 9.3 3a 4.59 -33.3 27.3
ABT-335 « STATIN LOW (%) a0 40.1 3.8 13.9 $.23 -14.0 52.0 0.8 0.072
ABT-335 « STATIN MOD (%) 22 37.7 43.3 15.2 -33.8 .3 12.2 B 0.340
STATIN LOW ($) 13 40.90 42.1 7.4 4.33 -21.4 61.% 6.2 5.81 0.18¢6
STATIN HOD !$) 17 1.1 43.9 5.3 4.43 -317.9 33.0 5.5 0.345
STATIN HIGH 3 1.9 4.2 3.3 3.08 -29.8 17.5
Hiser UMY LLNE LN} M e .
OTHER
ABT-335 1¢ 19.4 48.2 2S.. §.01 -7.1 34.1
ABT-333 + STATIN W lﬁ) 13 35.9 48.6 33.8 5.03 30.90 59.5 8.7 7.70 0.264
ABT-335 » ) 12 40.6 3.7 111 5.40 -17.0 33.4 -14.0 7.62 o0.0Mm
STATIN LOW (S) 12 33.3 0.1 7 5.96 -15.3 27.8 26.1 7.3%  0.001°°
STATIN HOD (%) 10 36.1 2.2 6.8 5.60 -3.5 75.3 -8.7 7.82  0.465
3 s.88 -7.3 40.0

STATIN HIGH 7 3s.0 is.» 12.

STATUS (DIABETIC, xgmxcr. SCREENING TRIGLYCERIDE LEVEL (<= 256 ¥G/Db, > 250 m/m.) AND INTERACTIZN Of DIANETIC STATUS Y

wi P-VALUS FROM AN ANCOVA m'm’mm BASELINE LIPID VALUE AS THE COVARIATE AND ¥ITH SFFICTS FOR unm GROUP, SUBSROUP
Wm:tmmmnmmmm m*mmmmu CONBINED INTO

eos, oo, * STATISTICALLY sxﬂtnm AT THE P=0.001, 2.93, AND 0.0% LSVELS, RESPECTIVELY.

PERCENT CHANGES FROM BASELINE TO THE FINAL VISIT IN THE PRIMARY AND
SECONDARY EFFICACY PARAMETBRS BY RACE CATEGORY (CONTROLLED
STUDIES ANALYSIS SET)

. VISTY 33050 IV W0 SO
PARAMETER -= 3 CHANGE YROM BASZLINE---- ~COMBIXATICN THERAPY VS NONOTHERAPY-
SUBGROUY SASELINE. VISIT

TREATMENT N HZRY MEAR MEA sz nm YAX nmR = P-VALURS
e . . . .
LBL CHOL23TEROL <Ma/dLi .
¥RITR ‘
AS7-335 403 153.4 145.7 -3.2 6.9 -53.3 173.2
T-338 o STATIN LOW :3) 303 155.7 153.2 -33.5 0.39 -76.6 33.5 -2%.3 1.33  <0.Q0iees
ABT. 335 + STATIN %02 (8} 329 i56.% 78.% 4.8 1.30 79.5 20.2 29.6 I, <0.001°"e
STATIN (68 <5 412 154.2 186.1 -34.3 8.34 -73.1 77.5 6.8 1,31 0.330
STATIN HCD - 41 w11 137.3 9.3 -40.3 0.33 -74.7 s6.3 5.0 1.33  <0.3010e~
STATIN 215K 212 155.8 3c.a -57.8 .33 -79.3 2.2
BLACK
17 1.5 24.4
BT =0 4.4% 2.8 -24.3 £.38
# 2 3.2¢ 235 -2 4 5.23
13 i1 2.8 -2.3 §.32
we L 17 3.1 +.8 e.3 .13
n..t. At 3 3.32 R
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T 5v e 3 - N MOEVAS ‘Tt 20 NG.
STATIN ¥OD: uxmmzom. summummmmnn
STATIN HIGM: ROSUVASTATIN CALCIUM 40 MG, SIMVASTATIN 80 MG AND ATORVASTATIN CALCIUM 80 NG.

BETUREN CONPINATION THERAPY ARM,

P

? 04

P-VALUE FOR DIFFERENCE BETNEEN ABT-33S + STATIR NOD ARM AND STATIN MCD MONOTHERAPY ARN.

P-VALUE FROM AN ANCOVA ¥ITH CORRESIONDING BASELINE LIPID VALUE AS THE COVARIATE AND MITH EFFECTS FOR TREATHMENT GROUP, DIABRTIC
ssct:itglgx:l”mc. mu-onllnm, SCRESNING TRIGLYCERIDE LEVEL (<= 230 NG/DL, > 250 MG/DL} AMD INTERACTICN OF DIAMETIC STATUS BY
see, o0, o s-nmmamx Slm!tﬂl'l' AT THE P=0.001, 0.01, AMD 0.03 LEVELS, RESPECTIVELY.

PERCENT CHANGES FROM BASELINE TO THE FINAL VISIT IN THE PRIMARY AND
SECONDARY EFFICACY PARAMETERS BY RACE CATEGORY (CONTROLLED
STUDIES ANALYSIS SET) Continued

VISIT WETHIN GROUP SEIWED] GNOUP CCHPARTSGN
2 - 3 CHANGE FRON DASELINE---- -COYBIMATICH THERAPY VS MONOTHERAPY-
BASELINE VISIT
TREATMENT N MEAN MEAN MEAN st i HAX L 2 ss P-VALUBS
Tt cantEareos
1oL (MG/DL) Cowt.
OTHER
ABT-333 i0 13291 139.7 <3.2 5.03 ~17.4 25.5 ) )
ABT-335 - STATIN LOW () 13 153.4  139.3 -26.8 3.2 -$3.4 0.0 -23.5 6.4 0.001see
ABT-315 » STATIN MOD (¥) 13 138.0 90.1 -37.9 +.32 -49.4 -24.4 -34.6 6.28 <0.001%e¢
STATIN LON ($) 13 137.9  101.9 -27.3 4.37 -59.9 33.8 0.5 6.01 0.929
STATIN MOD (%) 11 165.6 9.8 -38.1 4.97 -69.2 -4.6 0.3 €.33  0.97%
STATIN HIGH 7 155.8 73.2 -30.% s.7s -s7.8 -46.3

FRON AN THE COVARIATE AND ¥ITH EFFECTS FOR TREATMENT GROUP, DIABETIC
STATUS (DIABETIC, NON- Wcl SCAEEMING TRIGLYCEIRIDE LEVEL (<« 250 MG/D&, > 250 ¥G/DL) AND INTERACTICE OF DIABETIC STATUS BY
SCREEXING TRIGLYCERIDE LEVEL.

v P-VALUE FRCH AN ANCOVA WITR CORRESPOMDING mmunovmummnnmmmmmmm
nmmmmﬂmrmumm INTERACTION. 'BLACK' AND ‘OTHER® RACE CATEGORIZS WERE CCMBINED INTO
ONE SUBGROUP FOR THIS AMALYS

eee, =, * STATISTICALLY smnc.\arr AT THE P=0.003. 0.0k, AND 0.05 LAYELS, RESPECTIVELY.

PERCENT CHANGES FROM BASELINE TO THE FINAL VISIT IN THE PRIMARY AND
SECONDARY EFFICACY PARAMETERS BY RACE CATEGORY (CONTROLLED
wms ANALYSIS SET)

T WITHIN GRGOP "BETWEEN GROUP CONPARISON
PARNIETER -+ % CHANGE PACM BASELINE---- -COMBINATICN THERAPY VS MONOTHERAPY-
BASRLINE VISIT

TREATMENT ] MEAN MEBAN YRAN k1 4 MIN A% K '] B P-VALUBY

{
TRIGLICKRIDES (MG/ODL)

WHITE
ABT-335 33 280.9 177.3 -32.3 3.94 -91.8 133.2
A3T-233 - STATIN LOW (#i 432 283.8 137.7 -44.0 1.94 -88.1 68.2 -12.9 2.61 <0.00)¢%*
ABT-135 + STATIN ¥OD i%! 423 288.6 148.7 -42.0 1.97 «%45.0 90.4 5.8 2.61 <3.001°*
STATIN LOW {S) 34€ 286.% 217.6 -16.8 1.92 -88.8 1264.3 -27.2 2.59 <0.001%e*
STATIN MOD %) 341 296.8 201.0 -24.3 1.33 -89.1 232.5 -17.¢ 2.61 <3.0Q1ee~
STATIN HIGH 2:9 284.0 187.0 -28.3 2.66 -82.9 111.3

BLACK
ABT-23% b 218,20 145.2 -8.3 8.65 -7C.1 114.0
ABT-2335 .+ STATIM LOW i#} a4 233.7 141.3 -33.7 7.648 -36.2 $9.0 -25.4 11.18  0.02%¢
ART-33% » STATIN NOD s 23 248.2 138.0 -35.5 7.56 -78.2 26.5 -27.2 11.16 0.0i6°
STATIN L3N 1$) 18 278.7 i79.3 -23.6 $.74 -58.3 42.7 -18.1 11.09  0.363
STATIN MOD %! n 254.5 237.3 -13.8 e.15 -53.8 €3.2 -21.7 10.54  0.342¢
STATIN RIGH 9 285.3 175.4 -17.9 12.16 -67.7 5.5
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4P ARN T
§ P-VALUE FOR DIFFERENCE BETNREN ABT-335 ¢+ STATIE LCH APM AXD STATIN 100 NCMOTHERAPY ARE.
\r-mmo:mmm-nsomu mmm‘rummm
i P-VALUR FROM AITH CORRRSPONDING BASELINE L12ID VALUR AS THE COVARIATE AND WITH RPFECTS POR TREATMENT GROUP, DIARETIC
STATUS ﬂﬂmc. NON-DIABETIC), SCREENING TRIGLYCERIDE LEVEL (<= 230 ¥G/DZL, > 250 %G/DL; AND INTERACTION OF nuunc STATUS 3Y
scnnmn TRIGLYCERIDE LEVEL.
*®, * STATISTICALLY SIGNIFICANT AT THE P=0.001, 0.01, AND 0.0% LIVELS, RESPECTIVELY.

PERCENT CHANGES FROM BASELINE TO THE FINAL VISIT IN THE PRIMARY AND
SECONDARY EFFICACY PARAMETERS BY RACE CATEGORY (CONTROLLED
S’I’UDIES ANALYSIS SET) continued

WITHIH GAGOY
m - 3 CHANGE FRCH BASELINE----
3 BASELINE  VISIT
TREATYRNT ] MEAN  MEAN RN = s nx

T}
TRIGLYCERIDBS (MG/DL} CONT.

GTHER
ABT-338 u 402.9 222.8 -21.2 13.47 -78.6 33.2
ABT-33S « STATIV LOW {#) 14 290.5 130.2 -52.4 10.97 -79.1 -23.2 -31.6 16.69 0.063
ADT-335 + STATIN MOD (%) 15 288.6 133.6 -50.2 0.7 ~78.7 20.0 -23%.0 18.30 0.080
STATIN LOW ($) 3] 303.1 279.€ -2.3 11.55% -54.7 1.8 4 -50.% 15.64  0.002°
STATIN YOD (%) 11 237.% 183.1 -12.7 2.4 ~76.4 82.3 -37.8 15.02 0.022+
STATIN HIGH 7 274.5 178.1 -30.1 15.43 -63.3 18.2

s . H SINV; )

STATIN Mook nwmm-zumcngz' gmmf?:::mwmg 0
* 3

uv-mu:mpzn"u RNCE BETHEEN COMBINATION THERAPY ARM AND ANT-33S NOHOTHERAPY aAFM.

$ P-VALUE FOR DI ABT-335 « STATIN LOW ARN AMD $TATIS INEIADS RN,

¥ P-VALUE ¥OR DI mmmns.snmmmmmgmm

* P-YVALUE FROM AN ﬂcmrtmcomsm NG BASELINE LIZID VALUE AS THE COYARIATE AMD NITH 3PPECIS FOR TRSATMENT GROUP, DIABETIC
m g.::}ﬂc. m-u{:vlgxm. SCREENING TRIGLYCERIDE LEVEL ic= 250 MG/DL., > 240 mmmmmaum STATUS BY
o P-VALUE FROM Mmuxnmmmummummmmumm mm SURGROUP
Wmmmmum PAPAMETER INTERACTICH. ‘BLACK® AND ‘OTMRR’ PACE CATEGORIZS SSRE COOMINED IN7O

SUBGRQUP FOR THIS ANALYS
cée, 4o, * STATISTICALLY S!Gﬂ‘t’!ﬂﬂ AT TRE #=0.001, 0.01, AMD 0.05 LEVELS, RESPECTIVELY.
3

PERCENT CHANGES FROM BASELINE TO THE FINAL VISIT IN THE PRIMARY AND
SECONDARY EFFICACY PARAMETERS BY RACE CATEGORY (CONTROLLED
STUDIES ANALYSIS SET)

VISTF P I o " ] ;
PARAVETER -~ 3 cnm FRON BASELINE---- ~COMBINATICH TMERAPY VS NCXOTHERAPY-
: BASELINE VISIT
TREATMERT 1 MERS AN AN 32 nrx MAX VEXE st P-VALUR:
FEEX 13 (FISAL VISITT y
NON NDL CHOLZRTEROL (MG/DLI
wnIre .
ANT-238 . 394 2223 18C.9 -17.5 $.82 -83.7 $7.3
ABT-23% o STATIN LCW twl  38® 213.5 129.¢ -35.7 2.33 -71.6 28.3 -23.1 3.12 <0.201%se
ABT-135 - 3?4\123 HOD ‘%) 388 219.2 12%.2 -4%.3 <.%4 76.4 33.3 24.7 1.12 <0.001°°°
STATIN LUN 24 217.6 340.€ =3 3.30 -65.3 122.4 5.6 3.10  <0.203°e"
SYATIX OO w 303 222.3 126.7 23.3 <.82 -66.3 33.1 3.3 1.1 0.77s
STATIN HIGH 208 2135 315.0 47.5 1.2 ST 138
BLACK
ur- 538 15 +.3% -27.6 -3.3
ABT-33% - STATIN LOW (%1 2 3.20 -68.5 19.2 -26.9 §.08  <Q.301%°~
ABT-13% - STATIN ¥OO (41 32 3.93 -61.6 .3 -24.7 5.91 <0.00}%e~
TIN LOW (§¢ 12 4.38 -61.3 -3.3 -3.% 3.9 0.333
TIN MOD o3 17 1.47 -€5.2 -3.7 5.3 5,77 a.3%a
STATIN HIGH B EL} 23,0 -23.5
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COVARIATE XD TREATMENT GROUF, DIABRTIC
cy, YCERIDE LEVEL (<= 250 MG/DL, > 250 MG/DL! AND INTERACTION
scumm TRIGLYCRRIDE LEVEL.

* STATISTICALLY SIGMIFICANT AT THE PF»0.001, 0.01, AND 0.0S LEVELS, RESPECTIVELY.

S
§

PERCENT CHANGES FROM BASELINE TO THE FINAL VISIT IN THE PRIMARY AND
SECONDARY EFFICACY PARAMETERS BY RACE CATEGORY (CONTROLLED
STUDIES ANALYSIS SET) continued

WITHIN GROUP
mmu <= % CHANGE PRON BASELINE---- -COMBINATION THERAPY VS MOKOTHERADY-
SUBGROUP SASELINE  VISIT
TREATMENT ) x ¥EAY NEAN nan st (4] NAX MEAR SR P-VALUSY
FEAX 13 (FINAL VISIT)
NON HOL CHOLESTEROL (MG/DL) CONT.
OTHER .
ABT-335 10 240.6  185.9 -12.8 4.9¢ -49.2 20.3
AT-335 « STATIN LOW (#) 13 214.0 132.9 -36.1 4.02 -38.2 -1.9 -23.4 6.2 <0.00)°s~
AST-335 + STATIN MOD (#) 12 204.8  113.9 -45.4 4.36 -65.6 -31.6 -32.6 6.34 <0.001¢°°
STATIN LOW (3) 12 206.5  143.5 -30.6 4.4 -52.3 1.2 -s.3 $.91  0.357
STATIN MOD (%) 10 21i.1 124.2 -35.7 4.39 -61.3 -3.0 -5.8 6.14 0.3%2
STATIN RIGH 7 27,2 104.3 -50.3 s.49 -58.5 -33.3
TREATMENT BY RACE INTERACTION P-value (@@)= 0.984
! STATIN %00 ROSUVASTATIN mzom. SINVASTATIN 10 m:namvmm & mu X
sunx meux ROSUVASTATIN CALCIUM 40 MG, SINVASTATIN 80 MG XND ATORVASTATIN CALCIOM 80 MG
# ?-VALUE FOR DIFFERENCEY BETWEEN COMBINATION THERAPY ARK AND ABT-338 XOROTHERADY ARN.
$ P-VALUE FOR DIFFERENCE BETWRRN AST-335 - STATIN LONW ARM AND STATIN LOW MONOTUERADY ARM.
¥ P-VALUR FOR DIFFRRENCE SETWEEN ABT-33S + STATIN MOD ARM AND STATIN 30D NONOTHERAZY ARN.
¥ P-VALUZ PROM AK ANCOVA WITH CORRESPCMDING DASZLINE LIPID VALUK AS THE COVARIATE AND WITH EPFECTS FOR TREATNENT GROUP, DIABETIC
STATUS {DIABETIC, MON-DIASETIC), SCREENING TRIGLYCERIDE LEVEL (<= 230 MG/BL, > 350 MG/DL] AND INTERACTION OF DIABETIC STATUS BY
SCREENING TRIGLYCERIDE LEVEL.

FROM AN ANCOVA WITH CORRRSPOMDING IXG BASELINE LIPID VALUR A$ THE COVARIATE AMD ¥ITM RFFECTS FOR TREATMENY GROUD, SUBGROUP
mmmmnmmmﬂu. "BLACR® AND ‘OTHER® mmmmmm

UBGROUP FOR 'S ANALYSIS.
ee, v, v ST&"’ISTICKLLY SIGOIFICANT AT THE P+0.001. 0.01, AMD 0.05 LEVELS. RESPECTIVELY.

Appears This Way
On Criginal
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Other Special/Subgroup Populations

PERCENT CHANGES FROM BASELINE TO THE FINAL VISIT IN THE PRIMARY AND
SECONDARY EFFICACY PARAMETERS BY BODY WEIGHT CATEGORY
(CONTROLLED STUDIES ANALYSIS SET) )

WITAIN GROOY SETURES GROUP COMPARISCE
wum == U CHANGE FRCN BASELIXE---- -COMBIMATION TEERAPY VS NONOTHERADY-
SUBSROUP BASELINE VISIT

TREATMENT N MEAN MEAN NEAN 8 un nx MEAN se P-Valuzs
HOL CHOLESTEROL (M8/DL)

WEIGHT <« 70 XG
ART-338 57 40.6 8.0 18.6 2.8 -43.9 86.5
ABT-335 + STATIN LOW () 60 42.7 50.0 2t.3 2.45 -17.4 7.2 2.8 3.52 ¢.432
ABT-135 » ml MOD (#) 45 2.2 50.6 23.2 3.33 -26.0 8.7 . 4.6 3.8 0.229
STATIN LON 50 42.0 3.4 7.4 2.93 -37.% 3.6 4.0 3.64  <0.00)0¢¢
STATIN m (\) 51 2.6 46.4 11.2 3.60 -37.3 3.3 12.0 3.88 0.002e¢
STATIN HIGH 26 15.0 46.3 3.1 .12 -23.4 40.0

WEIGHET >= 70 KG
ABT- 333 363 3.2 43.8 15.9 1.03 -48.8 118.3
ABT-335 « STATIN LOW {(¥) 363 37.7 44.3 17.6 1.03 -38.7 8.3 1.7 3.40 09.230
ABT-33S - STATIN MOD (#) 377 37.8 43,7 17.0 1.9 -68.4 113.9 1.0 1.38 9.438
STATIN LOW ($) 108 38.0 40.4 7.6 0.538 -38.4 80.8 10.3 3.37  «0.001¢¢°
STATIN HOD (%) 379 38.0 40.8 8.5 1.0 -3&.1 166.7 8.5 31.37  <0.00)ece
STATIN HIGH 19 7.2 40.9 8.1 1.39 . -30.3 2.4

SR —— RSETTREE - . = '
STATIN MOD: ROSUVASTATIN CALCIW! u oy snr.vamm 45 G m wmm GALCION 30 MG,
STATIN HIGH: ROSUVASTATIN CALCI(N ao m. smm-nn B0 MG AND ATORVASTATIN ZALCIUM 20 MG.

4 P-VALUE FOR nxnm BETUEEX COMBIMATION THERAPY APM AKD AST-33S MONOTHERAPY ANGt.

$ 2-VALUE FOR DIFFEREZNCE ZSTWEER ABT- ns . snr.:z LOR ARM AND STATIN iON NOWOTUERADY ARM.

$ 2-VALUE FOR DIFFERENCE SSTWEEN ABT-333 » STATIN MOD ARX AND STATIN YOU NONOTAERAPY ARX.

# P-VALUE PROCM AK ANCOVA WITH CORREBSPOMDIMG ummurxnmummmmummmmmm DIABETIC

STATUS u;gl::gic' :gg;nnpig.c». SCRREENING TRIGLYCERIDE LEVEL (<» 230 MG/DEh. > 230 %G/DL) AND INTERACTION OF DIABETIC STATUS 37
T LEY
37 "vmmmw.\nn CORRESPONDING 3ASELINZ uunmnmmuﬂmmmmmm Ssuscaour
m AND SURGROUP Pi

THE TMENT Y PARAKETER
.o, * STATISTICALLY SIGNTFICANT AT THE <G.001, 0.01. AND 0.05 | y.m RESPFECTIVELY.

PERCENT CHANGES FROM BASELINE TO THE FINAL VISIT IN THE PRIMARY AND
SECONDARY EFFICACY PARAMETERS BY BODY WEIGHT CATEGORY
(CONTROLLED STUDIES ANALYSIS SET)

amm: - wmmmt - -COMBINATION TNERAPY VS MOXOTHERAPY-
SUSGROUP BASELINE VISIT
TRENTMENT N MZAN MEAN HER 3z NI FAX HEwm se P-VALUE::

¥
LOL CHOLRSTERCL (MG/DL}
WEIGRT < 7C XG

T-335 37 i58.9 135.3 -13.7 .42 47.0 44.0
A3T- 135 . STATIM LOW d &1 168.2 38.2 -39.7 2.33 -6£.2 30.0 -36.1 3.28  <0.001°°
AB2-338 o STATIN NOP -2 % 165.8 33.7 -%l.d 3.4 -78.3 23.% -27.3 3.8¢ <0.0Q1 %
STATIN LCH (5) 52 i€l.6 122.7 -35.1 2.7 -89.% 3:.8 -4.6 3.38 0.173
STATIN MCD (%) 53 170.3 1.3 -44.5 2.31 -74.7 il.s 3.3 3.63 3.334
STATIN HI3H 27 182.35 7.2 -52.3 3.7 -75.8 13.3
i7¢ -3.% 179.2
I 75 2.2 39_¢ -28.3 i.37 0.0 eee
= =33 -35.3 20.% -30.2 21,27 20.00%ece
410 3.3 ™.e i.5 1.13% ¥.246
i3é s X 35.5 .2 1.3% <3.301%"
192 -35.% 7.2
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TREATMENT BY WEIGHT INTERACTION P-value (@@)~ 0.323

I3 530 FATIN CALCION 5 [RUASYATIN G AND ATORVAS TS &\ [21 3 90,
STATIN MOD: mwzom. SINVASTATIN 40 MG AXD ATCRVASTATIN CALCIUM 40 %G.

STATIN NIGM: ROSUVASTATIN CALCIUN 30 ¥G, lmmlommmmmamum.
-VALUZ OR DIFFERENCE BETWEKS COMBIRATION THERAPY ARN AND ABT-31S YOMOTHERAPY ARM.

r-mmnmmm-s;s.mmmmmmtmmmm

¢ P-VALUE FROM AN ANCOVA ¥ITH CONRESPONDING BASELINE LIPID VALUK AS TME COVARIATE AND ¥ITH ZFFECTS FOR TREATMENT GROUP, DIABETIC
STATUS (DIABETIC, NON-DIABETIC), SCREENING TRIGLYCERIDE LEVEL (<» 250 MG/DL. > 250 MG/DL! AMD INTERACTICN OF DIXABETIC STATUS BY
SCREENING TRIGLYCERIDK LEVEL.

A P-VALUR PROM AN ANCOVA WITM CORRESPOMDING ING BASELINE LIPID VALUR AS THE COVARIATE AND WITH SFFECTS FOR TREATMENT GROUP, SUBGROUP
PARAMETER AND THE \TMENT GROUP 3Y SUBGROUP PARANETRN INTERACTION.
ve%. ®*. © STATISTICALLY SIGNIFICAKT AT THE 2=0.003, 0.01, AMD 0.05 LEVELS. RESPECTIVELY.

PERCENT CHANGES FROM BASELINE TO THE FINAL VISIT IN THE PRIMARY AND
SECONDARY EFFICACY PARAMETERS BY BODY WEIGHT CATEGORY
(CONTROLLED STUDIES ANALYSIS SET)

VIsSIT — DETAEEN GROUP CONPARTSON
-- % CHANGE FROM BASELINE---- ~CCMBINATION THERAPY VS MONOTHERAZY-
C BASELINE VISIT
TREATMENT ] nEAN MEAN nEaN = o nx . wEan E P-VALUE:
REEK 13 (FINAL VISTT)
TRIGLYCERIDES (MG/DL)
ABIGHT < 70 XG
AST-338 63 267.4 161.9 -29.3 3.44 -73.6 123.2
ABT-335 + STATIR LO¥ (#) 66 262.7  117.0 -48.7 3.27 -83.7 24.2 -13.3 4.29  <0.00L°e"
ABT-335 + STATIN XOD (%) 51 238.4 143.4 -42.6 3.91 -76.4 10.8% -13.2 4.60 0.008**
STATIN LON (3) $3 372.9 139,21 -19.1 3.66 ~73.5 103.0 -29.7 34.80  <0.Q0)*ee
STATIN MOD (W) 55 279.9  1s8.8 -23.7 3.69 -76.3 26.1 -18.9 4.74  <0.001%e¢
STATIN HiGH 29 270.1 179.0 -28.2 4.92 -63.3 20.%
ABIGHT »= 70 KG
ABT-335 196 292.8 179.5 -31.2 2.08 -91.8 114.6
ABT-333 + STATIN 104 (8) 304 208.1 151.3 -43.0 2.07 -88.1 66.2 -11.9 3.81  <0.005¢%e
ABT-335 » STATIN 20D (4) 311 285.7  137.7 -$1.9 2.04 -95.9 96.6 -10.8 2.80 <0.001%°°
STATIN LOM (S) 424 287.6  219.7 -18.5 2.02 -88.¢  1264.3 -36.5 2.77  <0.003°¢ee
STATIN MOD (%) a7 288.8  203.2 -23.7 2.03 -89.1 232.3 -18.2 2.77  <0.0010e+
STATIN nica 208 284.0 136.5 -28.3 2.8 -82.9 111.3

S’Z‘HH mn xosmusmx: mm ..0 uG. Sm‘lﬂl 60 ¥G AND mxz 10 CALCIUM 36

STATIN HXGH: mwvm CALCIUM 40 MG, SIMVASTATIN 80 ¥G AMD mumam CALCIUM 80 )ﬁ.

& P-VALUE FOR DIFFERENCE SETKEEN COMPINATION THERAPY -ARM AND AST-333 MOKOTHERAPY AFM.

SP%MMD!WWM”SOM’I&WW&DS‘”@HWWW .

T DVMMD.WWM?*)JS + STATIN NOD ARX AND STATIN MOB MONOTHERAPY ARM.

£ P-VALUE mmmmmwn LIPID VALUR AS THE COVARIATE AND ¥ITM S¥FFECTS FOR TREATMENT GAOUP. DIABSTIC
STATUS mu.nrzc. xg;bmci. SCREENING TRIGLYCERIDE LEVEL (<= 250 NG/DL, > 335G MG/DL) AND INTEPACTION OF nnurxc STATUS BY

s:-"mmmmastam IX3 BASELINE LIPID VALUR AS THR COVARIATE AND WITH ZFFECTS FCR TREATMENT GROUP, SUBGROUS
PARAMETER AND THR TREATHENT GROUP 3Y SUBGROUP PARAMETER
Se%. %, ° STATISYICALLY SIGRIFICANT AT THR P=0.001, 0.01, AND 7.38 m"ﬂ-ﬂ RESPEICTIVELY.

Appears This Way
On Original | 106



PERCENT CHANGES FROM BASELINE TO THE FINAL VISIT IN THE PRIMARY AND
SECONDARY EFFICACY PARAMETERS BY BODY WEIGHT CATEGORY
(CONTROLLED STUDIES ANALYSIS SET)

BT GROUP OCABAIEGR
m - % CHANGE FRCH BASELINE---- -COMBTNATICN THERAPY VS MCNOTMERAPY-
SUBGROUP BASELINE V1SIT
TREATHENT N MEAN  MERN b = R nx =AM s P-VALUR«

WOM KDL CHOLESTEROL {MG/DL}
WEIGRT < 70 XG

ABT-335 s7 229.1 173.3 -22.3 2.28 49.3 22.5
ABT-335 + STATIN LOM (%) 59 229.1 120.7 -16.1 2.38 -71.8 8.3 -23.7 3.38  <0.001%""
ART-138 o STATIN MOD (#! 33 223.2 118.7 -36.3 2.6% -16.4 5.7 “24.1 3,19 <B.001%ee
STATIR LO¥W () 50 232.4 139.5 -37.9 2.39 -54.3 -0.7 -9.1 2.99 0.003-
STATIN XxOn (4 51 230.5 127.0 -43.C 2.3% -$7.3 8.5 -2.5 3.17 0.337
STATIN HiGH 25 231.5 115.2 -50.2 3.34 -86.1 -9.0

HEIGHT >= 70 KG
ANT-335 363 221.8 '182.5 -16.6 a8.as -32.7
ANT-335 « STATIN LOW (%) 383 218.6 1334 -39.5 s.a8 -63.8 252 -22.9 1.16  <0.001°°
ABT-338 « STATIN MOD (8] 175 218.0 1256.4 -41.6 0.84 -75.8 33.9 -25.0 1.15  <0.001e°~
STATIN LOW (&) 404 217.2 430 -34.7 0.23 -68.3 1234 -4.8 1,13 <0.001vee
STATIN 20D ‘%) 380 221.7 i26.8 -42.3 .3 -69.3 13.1 2.7 .14 0.521
STATIN HIGH 193 219.1 315.3 -47.1 .16 -77.2 13,

23 1 ARN

$ P-VALUE FOR DIFFERENCE BETAERM ABT-335 + STATIN 104 ARM AMD STATIN LOW XOKCTHERAPY AJN.

+ P-VALUE FOR DIFFERENCE mm 335 » mr.xxa:mmmtmuwmmnnn

% P-VALUE FRON AN ANCOVA W PONDING BASELINE LIPID VALUE AS THE COVARIATE AMD WITN RFFRCTS FOR TREATMINT GROUP. DIANETIC
STATUS (DIABRTIC, -nmmc:. EENING TRIGLYCZRIDE LEVEL ‘<= 280 NG/DL. > 253G MG/DL! AWD INTSRACTION OF DIABETIC STATUS 37
SCREENING TRIGLYCERIDE LEVEL.

% P-VALUE PROM AN ANCOVA WYTH CCRRESPONDING BASELINE LIPID VALUR AS THEZ COVARZATE AND WITH ZFFICTS FCR TRRATMENT GROU?, SUIGROUP
PARAMETER AND THE TREATMENT GROUP 8Y SUEGROUF PARAYETER

eee, **, * STATISTICALLY SIGNIFICANT AT THZ P<0.001, 0.01, AND 0.0% uvsu RESPECTIVELY.

PERCENT CHANGES FROM BASELINE TO THE FINAL VISIT IN THE PRIMARY AND
SECONDARY EFFICACY PARAMETERS BY METABOLIC SYNDROME STATUS
(CONTROLLBD STUDIES ANALYSIS SET)

<= % CHASGE PR DASELINE--- -CONBIBATICN THEMASY VS FSGTWSRAPY-
BASELINE VISIT
TREATMENT M MEAN  uEAN ey sz uik #AX wmAx  Sm P-VALUZ:
17 TG VisiT) "
HOL CHOLESTEROL (M5/DLI

HETABOLIC SYNDRCME PRESENT
A8T-315 289 7.8 sd.c 17.8 1.18 -se.8  115.0
AST-335 « STATIN LON (%1 283 378 a4l 180s 119 -5¢.7 589 0.9  1.31  0.574
ABT-135 « STATIN MOD (41  27% 7 w2 19.2 1.21 -68.8 2.9 16 1.65  0.322
STATIN 104 iS: 283 372 5.8 8.3 1.19 5504 §1.8 1901 1. <0.g01e~e
STATIE ¥OU (3} 292 3703 3309 5.2 17 3008 155.7 o3 il 20,9010
STATIN HIiGH 13 37 a1 .1 16 2300 7123

UETABCLIC SYNDRCHE ABSENT
ABT-535 42 as.s 13,7 192 2a.9 36.5
ABT-315 1 STATIN LOK 1h) Lt g FEN 191 3407 200 3.7 2,19 o.0%
ABT-118 - STATIN #OD (4 95 355 132 138 3005 11309 3.6 2.15  0.195
STATIN LOW (35 s 331 5.6 1.32 2605 368 118 2085 <pl00Lese
STATIX YOF %) 41: a2.a 5.5 1098 -4 758 7.8 212 <0.001%er
STATIN HIGH i8ls 432 T8 2.32 26,0 24

TREATMENT BY SUBGROUP PARAMETER (METABOLIC SYNDROME STATUS)
INTERACTION P-value (@@)= 0.706
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L oed SIATIN
P-VALUE FROM AN ARCOVA WITH CORMESPONDIAG SASELINE LIPID VALUE AS THE COVAR! mmuummnmm DIASETIC
STATUS (DIABETIC, KON-DIABSTIC), SCRESNING TRIGLYCERIDE LEVEL (<= 230 MG/DL, > 230 MG/DL) AND STATUS BY
SCREENING TRIGLYCERIDE LEVEL.

v P-VALUR FROM AN ANCOVA WITR CORRESPONDING BASELINE LIFID VALUE AS TNE COVARIATE AND XITH IFFECTS FOR TREATMENT GRQUP, SUNGROUP
PARAMETER TREATMEXT GROUP SusGROUP ON.

AND THE Y PARAMETRER INTERACTION.
°**, °*, * STATISTICALLY SIGNIFICANT AT THE #-0.001, 0.01, AND 0.0S LEVSLS, RESPECTIVELY.

PERCENT CHANGES FROM BASELINE TO THE FINAL VISIT IN THE PRIMARY AND
SECONDARY EFFICACY PARAMETERS BY METABOLIC SYNDROME STATUS
, %ONTROLLED STUDIES ANALYSIS SET)
T
PARAMETER

BDEDEEDT GROUP CONPARTEON
-~ % CHANGE FROM BASELINE---- -COMINATICN TEERADY VS MONOTRERAPY-
BASELINE VISIT

TREATMENT N MEAN MEAN MEAR s NN HAX HEAN S8 P-VALURZ

WEEX 12 (FIMAL VISIT)
LDL CHOLESTEROL (MG/DL)

METABOLIC SYNDRONE PAESENT

ABT-335 293 159.7 148.1 -3.6 1.1 -$3.8 179.2

ADT-333 « STATIX LOS 292 354.3 103.7 -31.8 1.1% ~70.4 83.5 -28.2 1.57  <0.001ece
ABT-335 - STATIX HOD (Q) 277 154.6 98.1 -33.4 1.16 -72.4 $0.1 -30.8 1.59 «<0.001%ee
STATIS m (8 288 153.7 100.1 -33.9 1.14 -73.1 37.5 2.1 1.58 0.181
STATIN MOD (%) 294 155.7 91.6 -40.1 1.13 -73.0 s2.3 5.7 1.59  <0.001°°*
STATIN HIGK 188 i56.3 .7 -46.8 1.53 -78.4 4.3

1 SYHDROME

A3T-333 133 i56.2 139.7 -9.? 1.93 -42.4 95.8

AST-33S . STATIE LON (&) 134 is8.9 97.8 -37.7 1.9 -~$6.7 34.3 -27.9 2.21  <0.001°°°
ABT-3353 - STATIN ¥OD (%) 157 189.9 8.4 -36.8 1.3 -79.3 56.0 -27.1 217 <0.0Q%see
STATIN LOW ($) 175 154.3 968.8 -3%.7 1.84 ~61.2 7.5 -1.9 2.07 0.301
STATIN 20D (%) 148 263.2 9.3 ~43.3 1.94 -74.7 56.S 6.6 12 0.002**
STATIN NIGH 56 15%6.8 7.8 -49.1 2.%4 -67.1 %.2

TREATMENT BY SUBGROUP PARAMETER (METABOLIC SYNDROME STATUS)
INTERACTION P-value (@@)= 0.500

s STATIN s ROSUVAITATIN SIMVASTATIN 20 3% 3 0 .
STATIN H0D: mcn.czm "0”. SIMVASTATIN 4 MWAMIN mcmuom
STATIN RIGH: mmrmmwm smr&mwmmammmm 0 4G
& P-VALUE FOR DIFFERINCE BETWEER CCMBINATION THERAPY ARM ANUD AWT-335 YONCTMEAAPY ARM
AMD

rvwmmmwaxtummuﬁu?zzncmu#c&umnum‘ HITH EFFECTS FOR TAERATMENT GROUP, DIADSYTIC
5 P-VALS FORCTNERAPY .
STATUS (DIASET:IC, nm;;nmxmm: . SCREDMING TRIGLYCERIDE LEVEL (<= 230 MG/DL, > 250 NG/DL) AND INTERACTICN OF DIASETIC STATUS aY

i a-vw‘:tnoummmva:ﬂuWm,uuamummauummmmmm. SUBGROU?
ARAMETER AND THE TREATMENT BY SUBGROUP 208,
s¢e, **. ° STATISTICALLY SIGNIFICANT AT THX Pe0.001. 0.01, AND 0.05 LEVELS, RERSMCTIVELY.

Appears This Way
On Original
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PERCENT CHANGES FROM BASELINE TO THE FINAL VISIT IN THE PRIMARY AND
SECONDARY EFFICACY PARAMETERS BY METABOLIC SYNDROME STATUS
Q%ON']'ROLLED STUDIES ANALYSIS SET)

ST RO T
PARAMETER -+ % CHANGE FACM BASELINE--~- -CCMBINATION THERAPY ¥S MONOTMERAPY-
SUBGROUP BASELINE VISIT
TREATMENT N NIAM NEAN HEAN sz s MAE b -5 4 = P-UALUES

FEEK 15 (PIWAL VISIT!
TRIGLYCERIDES (MG/DL)
METABOLIC SYNDRONE PRESENT

ABT-335 31 292.4 183.7 -33.0 2.37 n.s 6.7
ABT-135 + STATIN LOW (@} 313 398.1 183.0 -344.7 2.3¢ -48.1 48.2 -11.7 3.26  «0.001%e"
ABT-335 + STATIN MCD (%) 293 298.5 148.3 -46.2 2.43 -3%.1 41.9 -13.1 3.32  <0.001°°*
STATIR LOW iS! 295 293.6 231.6 -18.3 2.42 -22.2 1264.3 -26.% 3. <0.001%0
STATIN MOD (%! 313 297.7 201.4 -27.3 2.33 -33.1 114.0 -18.3 3.30  <0.001°°e
STATIN BicH 164 29¢.6 190.1 -39.3 3.23 -82.9 111.3
HETABOLIC SYNDRCME ABSRNT
ADT-338 248 232.3 150.3 -27.3 3.3 -86.4 123.2
ART-338 « STATIN LO¥ (%) 157 231.2 119.6 -43.1 3.27 -88.2 30.0 -18.4 3.71  <0.001%°°

ABT-1335 + STATIN MOD (#) 169 240.2 131.¢ -35.0 3.18 -95.0 96.6 7.2 3.65 Q.047°

STATIN LOX {5} 02 230.9 180.3 -13.6 3.1 -35.6 113.9 -28.6 3.53  <0.001%ee
STATIE ®OD (%} 154 242.5 190.3% -15.3 3.28 -83.3 232.3 -19.2 3.61  <0.001%°%
STATIN HIGH n | 2316.8% 161.8 -24.68 4.30 -78.1 4.9 . X

TREATMENT BY SUBGROUP PARAMETER (METABOLIC SYNDROME STATUS)
INTERACTION P-value (@@)= 0.342

g oW SOIARTATTH 30 A0 ARD ATCAVASTAYIN CALCTUN 20 #G.

mm: mﬂxmxmzum. SIMVASTATIN 40 MG AND ATCRVASTATIN CALCIUM 40 MG,

STATIN HIGH: ROSUVASTATIN CALCIUM 40 MG, SINVASTATIE 80 MG AND ATCRVASTATIS CALCIUM 80 MG.
¢:-vammm SETUERN CCMBINATION THERAPY ARX AND ART-13S5 MOMOTHERAPY ARM.
$ P-VALUE POR BETHESH ABT-335 o STATIN LON AZM AMD STATIN LO¥ MOXOTHERAPY ARM.
3 P-VALUE FOR DIPFERENCE SBETHREM ADT-335 + STATIN 200 AMM AMD STATIN HOD MONOTMRRAZY ARM.
x-;;:gcmumnummxnmmurmvmnwmmmmm \THENT

TREN GROUP, DLANETIC
(DIABETIC, m-nnmm EENTNG TRIGLYCERIDE LEVEL (<= 250 MG/DL, > 280 ¥G/DL) AMD INTERACTION OF DIARETIC STATUS 37
5N p-mmmmx‘ﬂmx SASELING LISID VALUR AS THR COVARIATZ AND NITH ZPFECTS SOR TREATMENT GROUP, SUBGROD?
PARAMETER TREATMENT GROUP BY SUBGROUP.  PARAMETER 1! ON.
ey, o, * mﬂsﬁcmr SIGMIFICANT AT THE P<0.001, 0.1, m 0.0S LEVELS, RISPECTIVELY.

PERCENT CHANGES FROM BASELINE TO THE FINAL VISIT IN THE PRIMARY AND
SECONDARY EFFICACY PARAMETERS BY METABOLIC SYNDROME STATUS
(CONTROLLED STUDIES ANALYSIS SET)

vore TITRIN SA0LD SETRIN CHOUP SIS
<- 3 CHAKGE FRGM BASBLINE---- -COMBINATION THRRAPY VS MOKOTHERAPY-
smmt BASELINE VISIT
TREATMENT N MEAN MEAM NEX sz "I MAX MEAN 3B P-VALUL
R TT TVINRL VIgTT
NOM HOL CMOLESTEROL [MG/DL}
NETASOLIC IVNCROME PRESENT
ABT-328 83 22%.3 134.8 -17.3 3.3 -58.2 33.5
ABT-333 . STATIE LOW &) 282 333.2 131.5 -19.7 .35 -§3.6 25.1 -23.3 1.30  <0.J0Lvee
ABT 335 < STATIN 80D 'm» 270 213.9 125.3 42.7 0.37 75.8 13.2 25.4 1.33  <0.Q01*~"
STATIN LOH iS) 282 213.7 41.2 -34.9 2.2% -6%.3 132.4 -3.92 1.31  <0.091¢ee
STATIX MO0 %) 292 223.3 127.3 ~32.% 3.33 58.3 13.1 -0.3 1.31 0.823
STATIN NIGM 153 223.2 1:5.6 -it.3 1.23 =37 13.5,
METAIOLIC SYNDROME ABSENT
ABT-33% 33 211.9 169.% -33.3 i.ea -92.7 $7.3
ABT-335 .~ STATIN LOW &) 140 214.3 120.5 43.1 1.59 1.6 0.2 -24.4 1.92 <0.0010e*
T-335 « STATIN MO ‘= 189 i13.2 12¢.7 -32.9 1.66 -76.3 33.9 -23.4 1.3%  <0.001eee
SPXTIN LCR IR 172 2124 133.7 5.3 1.39 -8l.3 49.7 -8.7 1.80  <0.801¢e¢
STATIN MCD %! 132 22:8.2 126.4 -44.9 1.%3 -5%7.2 10.3 1.5 1.36 3.382
STATIN HITH & 2339 1i¢.3 T.w Z.23 -€%5.¢ 3.2
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TREATMENT BY SUBGROUP PARAMETER (METABOLIC SYNDROME STATUS) .
INTERACTION P-value (@@)= 0.755 :

AND STAT
FRON AN ANCOVA WITH CORRESFONDING SASELINE LIPID VALUR AS THR COYARIATE AND XITH EFFECTS FOR TREATMENT GROUP,
STATUS (DIASETIC, MOM-DIARETIC), SCREENING TRIGLYCERIDE LEVEL ic= 250 MG/DL, > 250 MG/DL) ANY INTERACTICHN OF DIABETIC su-ms IY
SCREENING TRIGLYCEXIDE LEVEL.
[ pvaunmmmunnmmmmmuvmmuumxmuﬂmnﬂammmmm, SUBGROUP
P

ARAMETER AMD THE TREATMENT GROUP BY SUBGROUP PARAMETER INTERACTION.
ese, s, © STATISTICALLY SIGNIFICANT AT THE P=0.001. 0.01, AND 0.05 LEVELS, RESPSCTIVELY.

PERCENT CHANGES FROM BASELINE TO THE FINAL VISIT IN THE PRIMARY AND
SECONDARY EFFICACY PARAMETERS BY DIABETIC STATUS* (CONTROLLED
STUDIES ANALYSIS SET)

VIgIT "WITHIN GRGaF BETUREN GAOUP CONPMNINON
-- % CHANGE FROM BASELINE---- -COMBINATION THENAPY VS MONOYHERAPY -
SUBGROUP BASELINE VISIT
TREATNENT ] MEAN nEan MEAR se Mry HAX MEAN s P-VALUEZ
mﬂ -
CHOLSSTEROL (MG/DL)
DIABRTIC
ABT-335 23 38.0 .9 15.6 2.14 -68.8 89.2
ABT-338 « STATIN 104 (%) 26 33.4 44.6 16.8 2.11 -58.7 30.0 1.2 3.00 0.699
ABT-338 « STATIN MOD (M) 93 8.6 4.2 16.3 2.13 -68.8 92.9 0.7 31.02 ¢.s1
STATIN LOW (5) 96 is.0 39.2 4.1 2.10 -56.4 44,8 12.7 2.95  <0.001°°¢
N MOD (%) 95 38.5 40.9 8.8 2.12 -25.0 166.7 7.6 3.0 0.012*
STATIN NiGR a5 3.3 40.4 7.7 3.08 -28.8 7.4
RON-DIASETIC
ABT-335 327 38.8% 13.6 17.2 1.03 -33.3 218.8
AST-335 « STATIN LOX (4 327 38.1 4s.1 19.3 1.03 . -40.1 8.9 2.1 1.48 0.15¢
ABT-33% - STATIN MOD (%) 329 38.0 4.6 18.5 1.02 -49.3 13.0 1.4 2.45 0.33%
STATIN LOW (S) 359 38.4 41.4 9.0 0.98 -45.9 0.8 10.2 1.42  <0.00%%ee
STATIN MOD (%) 138 8.4 41.s 9.4 1.01 -34.1 26.4 .2 1.43  <0.0014*e
STATIN HIGH 172 31.8 41.0 8.8 1.41 -30.8 72.4

TREATMENT BY SUBGROUP PARAMETER (DIABETIC STATUS) INTERACTION P-
value (@@)= 0.825

ROTE: §TATIN LOW : 30 N UM 20
ROSUVASTATIN CALCIUM om. smsumummammmmc 0 NG.
STATIN weaH: ucamsnrxs Mxm 40 G, SIMVASTATIN 80 MG AUD ATCRVASTATIN CALCIUM 80 MG.
® DIABETIC STATUS AS uroltm suum-r's MEDICAL msmr
4 P-VALUS FOR DIFFERZNCE BETASEN COMBINATION THERAPY ARM AND ABT-33$ MONOTHERAPY ARM.
§ P-VALUE FOR DULFPERENCE BETHERN m-ns + STATIN 1Cd ARM AND STATIN .m HONOTHERAPY ARM.

QPVMRMJIMWW-SJSOSTA‘IH ¥CO ARM AND STATIN MOD MONOTMERASY ARM.
3 @-VALUR FRCX AN ANCOVA WITH CORRESPOSDING BASELINE LIPID VALUE AS THE COVARIATE AND WITM EFFECTS m TEEATMENT GRCUP AND
sanmm TRIGLYCERIDE &m t<a 250 ¥G/DL, > 250 MG/DL).

* P-VALUZ FRCM AN ANCOVA ¥ mmm&.tmx.xnnvm.masmcomnnmnﬂmm'ranmmW
PARAMETER THE GROUP

AND m 8Y SUSGRCUP PARAMETER INTERACTION.
eee, v, * STATISTICALLY SIGNIFICANT AT THE P»0.001, 0.01, AND 0.03 LEVELS, RESPECTIVELY.
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PERCENT CHANGES FROM BASELINE TO THE FINAL VISIT IN THE PRIMARY AND
SECONDARY EFFICACY PARAMETERS BY DIABETIC STATUS (CONI'ROLLED
S'I’UDIBS ANALYSIS SET)

T WITHID GRGOF mm——-
m -+ ¥ CHANGS FRONW BASELINE---- -COMBINATION THRRAZY VS NONOTHERAPY-
SUBGROUP BASELINE VISIT
TREATMENT N HEAN HEA HEAN e L] W% NEAS S8 P-VALUR
L CROLESTEROL /¥G/DL}
DIABETIC
ABT-333 97 159.8  135.3 -5.3 1.87 -38.3 32.4
ABT-333 « STATIN LOK ta) 97 139.5 7.3 “M.3 1.87 -62.9 9.6 - -28.7 2.63  <0.001%es
ABT- 313 + STATIN MOT (&) 2% 156.3  131.3 2.5 1.88 2.4 75.6 27.3 2.64  <0.001e°*
STATIN LOX ($) 193 153.2 5.2 -37.5 i.a3 -7 5.8 3.5 2.61  0.184
STATIN MOD (%) 99 154.2 3e.9 -33.5 1.88 -69.1 7.8 s.8 2.3 0.001eee
STATIN HIGH i3 158.4 7.1 -53.2 2.58 -73.4 -22.7
3OM-DIABSTIC
2ABT-338 330 159.3 148.% -3.7 .04 s1.8 179.2
ABY-I3S o STATIN LOW (#) 339 158.8 1356 3113 1.03 . -79.6 48.5 -37.3 1.46  <0.001¢°e
ABT-33S « STATIN MOD (%) 338 157.6  131.0 -33.7 1.03 -79.8 36.1 -30.0 1.385  <0.CO0Lew
($) 363 155.2 104§ -3z a.99 -65.9 s [N 143 0.939
STATIN MOD (%) 350 160.4 34.9 -38.3 1.03 -74.7 35.8 5.2 1.35  <0.001°*~
STATIN NIGH 177 156.3 3.7 -34.7 1.42 -75.8 9.2

TREATMENT BY SUBGROUP PARAMETER (DIABETIC STATUS) INTERACTION P-
value (@@)= 0.276

6T ; W
STATIN MOD: m&ﬂﬂ CALCIUM ID KG. Sm&l 40 MG m .\':ma‘ru w 40 MG,
srmu MIGH: m‘ﬂﬂ CALCIUH 40 MG, SIMVASTATIM 20 MG AND ATORVASTATIN CALCIUM 80 HG.
!A“‘l‘l C_STATUS AS REPORTED IN m.m:rs MEDL HISTORY.

m msm 200 NOROTHERAPY AJcH.
mmummmmmmcmmnunnmummm:mmmmmm
mmummm {<» 250 ¥G/DL, > 250 33/3L).

i P-VALUE PROM AN ANCOVA XITH CORRESPCHDING xxt LIPID VALUE S THE COVRRIATE AMD NITH ZFFICTS FOR TREATYENT GRCUP, SUBGRCUP

Mmmmmvuw INTERACTION.
®ee, %o, * STATISTICALLY SIGNIFICANT AT THE P=C.001, 0.01. AND 0.05 LEVELS. RESPRCTIVELY.

PERCENT CHANGES FROM BASELINE TO THE FINAL VISIT IN THE PRIMARY AND
SECONDARY EFFICACY PARAMETERS BY DIABETIC STATUS (CONTROLLED
STUDIES ANALYSIS SET)

RITRIE SHOOF SETIEES GROUP COWwRRTSoN
m -~ 3 CHANGE FROM BASELINZ---- -COMBIMATION THIRAPY VS MCROTHEMAPY-
SURGROUR BASELINE VISIT
TREATMENT x MEAN HEAN HMEAN sz % YRX MEAN s P-VALUE
ISITY
nzmmxm 1MG/DLy
DIABETIC
ABT-338 162 293.0 179.3 -32.1 5.65 9.3 | 96.7
ABT-335 « STATIR 1OW (3) 103 293.9  137.5 -34.2 §.93 -$9.2 $1.6 -12.1 s.32 0.156
ABT-135 - STATIE MOT % 163 283.6 149.% -33.3 §.02 -73.3 .5 -11.7 8.52 0.171
STATIN LON ($) 102 232.6  285.3 -5.3 6.08 -61.6 1285.3 -38.4 8.52  <9.00%%ee
80D (%) 108 224.4  295.9 -24.% 5.93 £9.1 114.0 133 8.33 0.622%
STATIN MICH LL] 250,90  15e.3 -34.3 3.68 -82.9 6.5
HON-DIABETIC
2RT-335 257 272.8 176.7 =1 z.52 123.2
ABT-335 o STATIN LOW i) 387 272.% 137.2 2 1.8 56.2 -13.2 2,33 <0.002e%e
AST-335 . STATIN MOD i#y 353 z3z.2 142.3 33.2 1.s2 5.6 -10.7 2.15  <0.20Leee
STATIN 1CH 1Sy 378 279.7 136.5 -35.9 1.43 15¢.8 -24.3 2,11 <0.001ves
I3 NOD % 335 231.4 135.3 -24.7 1.33 232.8 -17.9 2.13  <0.301e%e
STATIN HI3H 135 236.4 136.3 -37.5 2.1 111.3

TREATMENT BY SUBGROUP PARAMETER (DIABETIC STATUS) INTERACTION P-
value (@@)= 0.031*



mcmuom. sma«mmmwmwm:
m‘ﬂl iltﬂ" muvnmx m 0 MG, smmtwnmmmmm 80 NG.

SCRERNING

A% P-VALUE FROM AN ANCOVA mmmmmnmmmmmmmmm
PARANETER TREA’ GROUP BY SUBGROUP PARAMETER

S®%. ®%. ¢ STATISTICALLY SIGNIPICANT AT TNE Pe0.001, 0.01, ) 0.0S r.:vu,s RESPECTIVELY.

PERCENT CHANGES FROM BASELINE TO THE FINAL VISIT IN THE PRIMARY AND
SECONDARY EFFICACY PARAMETERS BY DIABETIC STATUS (CONTROLLED
STUDIES ANALYSIS SET)

WITHIN GRGOP
-+ % CHANGE FRCM BASELING----

M’ BASELINE  VISIT
TREATHRNY E HEAR nEAN HEAY e nrn MAX
VR 13 (FINAL VISTT)
NON NDL CROLESTEROL (MG/DL)
DIABETIC
ABT-138 93 223.0 180.1 -17.9 1.78 -49.4 49.3
ABY-333 + STATIN LOW (N} 96 217.2 18,8 -8 1.73 -66.3 3.1 -24.0 2.46  <0.001°¢
ABT-13S + STATTN MOD (#) 93 218.6  121.7 -40.9 1.73 -15.8 15.8 -23.0 2,47 <0.0010¢
STATIN LCH (S) 96 217.6 1383 -35.9 1.722 -63.5 122.4 -5.8 2.44  0.0i5-
TIR %D (%) 9 2213 126.3 -42.5 1.73 -68.3 1301 1.6 2.46  0.s03
STATIN HIGH 18 212.6  103.2 -53.0 2.52 -77.1 -15.5
HON-DIABETIC
ART-138 327 223.4  183.9 -16.3 0.83 -02.7 61.3
ADNT-335 + STATIN LoW ( 326 221.6  133.1 +38.1 9.85 “71.6 10.2 -22.8 1.20  <0.001¢e+
ABT-338 + STATIN MCD m 327 220.0 127.2 -41.8 6.84 -76.4 3.8 -25.2 1.20  <0.001%°¢
STATIN LOX (5} . 358 18.6 1438 -33.8 c.81 -65.3 49.7 -3.3 1.17  <0.001eee
STATIN 0O (%) 336 223.8 | 128.3 -31.6 0.83 -67.2 10.3 8.2 119 o0.s62
STATIR HI1GH 172 223.: 120.8 -45.2 1.17 -77.1 13.5

TREATMENT BY SUBGROUP PARAMETER (DIABETIC STATUS) INTERACTION P-
value (@@)= 0.382

STATIN MOD: Rom X CALCIUM zom,smua ommummﬂnmxwum
. TIN MIGH: aoswnmmwmu 0 G, SINVASTATIN 80 MG AND ATORVASTAT!N CALCIUM 80 ¥G

IABETIC STATUS AS gmnm SUBGECT'S MEDICAL MISTORY.

- ZFPRR! BETNEEN COMBINATION THERAPY ARM AND ART-335 MONOTMERAPY ARM.

~ xrmmmm-ns»mtxluwmwmmwmm
T

i P-VALUE FROM AN AMCOVA WITH CORRESPONDING JASELINE LIPID VALUE AS TNZ COVARIATE AND WITH KFFECTS FOR TREATMEET GRCUP. SUBGROUP
PAPAMETZR AND THS GROUP

TREATHENT 8 TOR.
S%e. %, ¢ STATISTICALLY SIGHRIFICANT AT THE 2.0.001, 0.01, AND 0.08 LEVELS, RESPECTIVELT.
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Mean Percent Change from Baseline to the Final Value in HDL-C,
TG, and LDL-C by Baseline LDL-C (Controlled Studies Analysis Set)

ABT-335 Mederate- ABT-335+ High-

Low-dose +low dese mederate dese

HDL-C BL mean 37.6 312 3638 32 372 368
Mean % A 17.7% 7.7% 178% a_m.‘ -8.5% 17.7% < wl' 74%
(N=248) (N=303) (N=287) (N=270) (N=262) (N=139)

TG BL mean 301.1 306.5 3029 3100 3124 2914
Mean%A  -325% -167% -453% _gog* | 272%  425% _qpof | -308%
(N=232) (N=296) (N=270) MN=251)  (N=244) (N=132)
LDL-C BLmean 1349 1344 134.1 1356 134.1 1355
Mean%A  12%  -292% ~zs.z% <0001 | 377%  21T%  _qgoi®| -439%
> 160 ]

(N=191) (N=162) (N=l6l) (N=179)  (N=i8I) | (N=89)

HDL.C BL mean 395 405 406 104 193 398
M %A 14.4% ‘ 7.3% 18.9% < &wl‘ %1% 17.3% < le‘ 8.7%

' (N=211) (N=173) (N=i82) (N=199)  (N=198) N=96)

TG BL mean 254.1 2499 2462 2560 2483 2652
Mean%A  -287% -172% 428% _qgo* | -182%  410% _qgp*| 24.1%
) T (N=193)  (N=167) (N=106) | (NeI138)  (Ne190) (N=93)
LDL-C BL mean 187.9 189.6 1926 | 1895 186.6 187.2
Mean % A -13.5% -40.]% -407% <0m' -44.4% -43.996 v (Gm‘ -50.9%

Note: P-vﬂmhmmANCOVAwampmgmﬁpﬂmathmdm&mm
group. diabetic status. screening TG level. and interaction of diabetic status by screening TG level.

a.  ABT-335 in combination with statin vs. corresponding statin monotherapy
b.  ABT-335 in combination with statin vs. ABT-335 monotherapy
Cmssﬂefereme Table 1.1__2.7.10
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Mean Perceitt Change from Baseline to the Final Value in HDL-C,
TG, and LDL-C by Baseline TG (Controlled Studies Analysis Set)

. ABT-335 Moderate- ABT-335 +
Low-dese +low dese meoderate

T (N=14)  (N=139) (N=133)  (N=136)

, (N=147) (N=70)
HDL-C BL mean 33 408 3838 402 40.1 43
Mean%A  124%  52%  143% g9 | 53% 143%  _goor| 63%
(N=156) (N=149) (N=156) (N=145)  (N=150) (N=75)
TG BL mean 162.9 160.9 168.2 163.0 158.7 162.1
Mean%4  -184% 20% 285% g0 | 42%  B7% <000 -75%
' (N=148) (N=147) (N=141) (N=13)  (N=137) (N=73)
LDL-C BLmean 169.0 162.4 1626 161.7 164.6 168.0
Man%A  -121%  318%  394% _qop® | 430%  409% oot | 477%
(N=273) (N=286) (N=147)
HDL-C BLmean 379 314 36.6
Mean % A 18.1% 8.3% » l&% < oym“ 10.1% 19.0% < o_ml‘ ' &5%
 (N=303) (N=328) (N=314) (N=327) (N=312) (N=160)
TC BL mean 334 3289 3224 3279 3335 3206.
Mean%A 382% 242% 513% _qop | 333%  499% _gg0°| -385%
(N=279) (N=316) (N=295) (N=307)  (N=297) (N=152)
LDLC BLincan 1539 1509 1534 1547 - 1535 151.6
Mean%A  -L9% ~ 322% -302% g0 | 397%  319% _ggp

level.

treatment group, diabetic status, screening

a. ABT-335 in combination with statin vs. corresponding statin monotherapy
b. ABT-335 in combination with statin vs. ABT-335 monotherapy
Cross Reference: Table 1.1__2.7.11
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