Table S1. Study Inclusion and Exclusion Criteria.

Inclusion Criteria

Exclusion Criteria

Male or female subject =18
years

Randomized <24 hours after
transplant surgery

Cold ischemia time <30 hours
Recipient of a primary (or
secondary, if first graft was not
lost due to immunological
reasons) kidney transplant
from a deceased heart beating
donor, living unrelated donor,
living related non-human
leukocyte antigen (HLA)
identical donor, or an
expanded criteria donor2

Use of other investigational drugs at the time of enroliment,
or within 30 days or five half-lives of enroliment, whichever
is longer (except for dialysis-related drugs which are not
expected to interact with the study regimens)

Multi-organ transplant recipient

ABO incompatible allograft or complement-dependent
lymphocytotoxic (CDC) crossmatch positive transplant
High immunological risk for rejection®

Recipient or donor positive for HIV, hepatitis B surface
antigen (HbsAg) or hepatitis C (HCV)

Body mass index (BMI) >35kg/m?

Severe systemic infection (current or with 2 weeks prior to
randomization)

Requirement for systemic anticoagulation that cannot be
temporarily interrupted and which would preclude renal
biopsy

History of malignancy of any organ system (other than
localized basal cell carcinoma of the skin), treated or
untreated, within the past 5 years, regardless of whether
there is evidence of local recurrence or metastases
Severe restrictive or obstructive pulmonary disorders
Severe uncontrolled hypercholesterolemia or
hypertriglyceridemia

White blood cell count 2,000 /mm? or plateletcount
<50,000 /mm3

Pregnant or nursing (lactating) women

Women of child-bearing potential, unless they are using
effective methods of contraception during dosing of study
treatment

aDefined as brain-dead donor aged >60 years or donor aged >50 years with two of the following:
history of hypertension, terminal serum creatinine 1.5 mg/dL (132 pmol/L) or death resulting from
cerebrovascular accident.
bAs determined by local practice for assessment of anti-donor reactivity e.g. high panel reactive
antibodies (PRA), presence of pre-existing donor specific antigen (DSA).




Geographic Region (Safety Population).

Table S2. Incidence of Adverse Events and Serious Adverse Events According to

n (%) Everolimus MPA Risk Ratio P-Value
(95% ClI)

Europe N=521 N=490

- Any adverse event 513 (98.5) 480 (98.0) 1.01 (0.99, 1.02) 0.544

- Any serious adverse event 319 (61.2) 305 (62.2) 0.98 (0.89, 1.08) 0.740
USA N=169 N=179

- Any adverse event 169 (100.0) | 179 (100.0)

- Any serious adverse event 84 (49.7) 83 (46.4) 1.07 (0.86, 1.33) 0.534
Asia N=120 N=142

- Any adverse event 111 (92.5) | 132(93.0) | 1.00 (0.93, 1.07) 0.887

- Any serious adverse event 48 (40.0) 63 (44.0) 0.90 (0.68, 1.20) 0.476
Latin America N=103 N=92

- Any adverse event 103 (100.0) 89 (96.7) 1.03 (1.00, 1.07) 0.065

- Any serious adverse event 53 (51.5) 55 (59.8) 0.86 (0.67, 1.11) 0.243
Middle East N=59 N=53

- Any adverse event 55 (93.2) 48 (90.6) 1.03 (0.92, 1.15) 0.606

- Any serious adverse event 26 (44.1) 25 (47.2) 0.93 (0.62, 1.40) 0.742
Australia N=42 N=56

- Any adverse event 42 (100.0) 56 (100.0)

- Any serious adverse event 27 (64.3) 37 (66.1) 0.97 (0.73, 1.30) 0.854




Table S3. Correlation Between Number of Wound-Related Events in Each Patient and Mean Everolimus Concentration From (i) Day 4 to Week

4, (ii) Day 4 to Month 2, and (iii) Day 4 to Month 12.

Correlation With Everolimus Correlation With Everolimus Correlation With Everolimus
Concentration Day 4 to Week 4 Concentration Day 4 to Month Concentration Day 4 to Month
2 12
Rho P-Value Rho P-Value Rho P-Value

Fluid collection? -0.032 0.311 -0.024 0.449 -0.020 0.531
Lymphocele 0.004 0.900 0.009 0.783 0.002 0.938
Wound complications® -0.038 0.226 -0.024 0.455 -0.007 0.828
Wound dehiscence 0.028 0.930 0.002 0.943 0.007 0.820
Impaired healing -0.031 0.331 -0.022 0.484 -0.031 0.338
Wound pain® -0.006 0.836 0.008 0.795 0.022 0.481

aLymphocele, perinephric collection, post-procedural hematoma or seroma.
bWound dehiscence, impaired healing or wound complication.
¢Procedural pain or incision site pain.
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