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1 Introduction

This purpose of this document is to provide specifications for the tables and listings to be
provided for Millendo Therapeutics Protocol MLE4901-101. Information regarding the study
objectives and procedures can be found in the Protocol.

On June 6, 2017, Millendo Therapeutics elected to terminate the MLE4901-101 study due to the
occurrence of several elevated transaminase levels >3xULN. A total of 55 subjects were
randomized into the study prior to the termination of randomization. The available data from
subjects who participated in the study will be used for safety summaries. Due to the limited data
available, efficacy will not be summarized. Safety data includes adverse events (AEs), vital
signs, 12-lead electrocardiograms (ECGs), transvaginal ultrasounds (TVUs), and clinical safety
laboratory assessments. Safety data will be summarized and no formal statistical analysis of the
safety data will be conducted. All safety summaries will be based on randomized subjects unless
otherwise specified. Safety summaries will be based on observed values only. All available data
will be listed.

1.1 Subject Disposition

Counts of subjects who screened, entered the lead-in period, and randomized, as well as counts
and percentages of subjects who completed the study and who withdrew early from the study,
with the reason for early withdrawal, will be presented by treatment and in total.

1.2  Demographic and Baseline Characteristics

Descriptive summaries of demographic and baseline characteristics will be presented by
treatment and for total MLE4901 for all randomized subjects. Baseline measurements refer to
data collected at Treatment Visit 1. If a value at Treatment Visit 1 is not available, the last
measurement on or prior to randomization will be used as baseline.

Demographic and baseline characteristics include, but are not limited to: age at informed
consent, sex, race, ethnicity, self-reported menstrual period stratification group (<4 per year, 4-6
per year), height at screening, baseline body weight, baseline body mass index (BMI), and BMI
stratification group (22 to <35 kg/m?, 35 to 45 kg/m?). Continuous variables (age, height,
weight, BMI) will be summarized by subject count, mean, standard deviation, median, minimum,
and maximum. Categorical variables (race, sex, ethnicity, stratification groups) will be
summarized by the number and percentage of subjects in the corresponding categories.

1.3 Prior and Concomitant Medications

Prior and concomitant medications will be coded with the World Health Organization Drug
Dictionary and listed. All concomitant medications taken on or after randomization will be
summarized for all randomized subjects by treatment and for total MLE4901.

14 Adverse Events

AEs will be coded and classified by system organ class and preferred term using the Medical
Dictionary for Regulatory Activities (MedDRA). All AEs reported during the clinical study will
be recorded on the electronic case report form (eCRF). All AEs, regardless of relationship to
study drug or procedure, should be collected beginning from the time the subject signs the study
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consent until the early termination/final visit or 30 days after the last dose of study drug,
whichever is longer. AEs in study subjects include any change in the subject’s condition. This
includes symptoms, physical findings, or clinical syndromes.

AEs beginning on or after randomization will be summarized for all randomized subjects. An
overview with counts of events and subjects will be provided treatment and for total MLE4901
for the incidence of AEs in the following categories:

e Any AE

e Maximum severity of AE

e Any study drug related AE

e Any serious AE (SAE)

¢ AE leading to discontinuation from study

The incidence of AEs will be summarized by treatment and in total by system organ class and
preferred term. The same summaries will be done for study drug related AEs.

There were no deaths during the study. Listings will be provided for any SAEs, and for any AEs
leading to discontinuation from study. In addition, AEs beginning in the lead-in phase will be
listed for all subjects who entered the lead-in phase.

1.5 Clinical Safety Laboratory Evaluations

Safety laboratory data (chemistry, hematology, metabolic, coagulation, and urinalysis) will be
summarized by treatment and for total MLE4901 by each scheduled visit for all randomized
subjects. Change from baseline will be summarized. Baseline measurements for each dose level
refer to data collected at Treatment Visit 1. If a value at Treatment Visit 1 is not available, the
last measurement on or prior to randomization will be used as baseline.

The number and frequency of randomized subjects with laboratory abnormalities on or after
randomization will be summarized by treatment and for total MLE4901. Laboratory
abnormalities include:

e ALT >3xULN

e AST>3xULN

e Total Bilirubin >2xULN

e (ALT or AST >3xULN) and Total Bilirubin >2xULN
e Creatinine >2xULN

e BUN >2xULN

¢ Glucose <50 mg/dL
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e Glucose >200 mg/dL

e WBC <3 x10"3/uL

e Hemoglobin <10 g/dL

e Platelets <100 x10"3/ul

Shift tables from baseline to the worst post-baseline value will be presented for ALT and AST
(>1xULN to 3xULN, >3 to 5xULN, >5 to 10xULN, >10 to I15xULN, >15 to 20xULN,
>20xULN) and alkaline phosphatase and total bilirubin (>1xULN to 1.5xULN, >1.5xULN to
2xULN, >2xULN).

1.6  Vital Signs

Vital signs (systolic blood pressure, diastolic blood pressure, heart rate, respiratory rate,
temperature, body weight, and BMI) will be summarized by treatment and for total MLE4901 by
each scheduled visit for all randomized subjects. Change from baseline will be summarized.
Baseline measurements for each dose level refer to data collected at Treatment Visit 1. If a value
at Treatment Visit 1 is not available, the last measurement on or prior to randomization will be
used as baseline.

1.7 12-Lead Electrocardiogram

ECG interpretations (normal, abnormal not clinically significant, abnormal clinically significant,
not evaluable) will be tabulated by treatment and for total MLE4901 for all randomized subjects
by scheduled visit. In addition, the worst result on or after randomization will be tabulated for the
following categories:

Highest QTcF
e >450 msec
e >480 msec
e >500 msec
Highest QTcF Change from Baseline
e >30 msec
e >60 msec

1.8  Transvaginal Ultrasound Endometrial Thickness

Endometrial thickness assessed by TVU will be summarized by treatment and for total
MLE4901 by each scheduled visit for all randomized subjects. Change from baseline will be
summarized. Baseline measurements for each dose level refer to data collected at Screening. If a
value at Screening is not available, the last measurement on or prior to randomization will be
used as baseline.
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Table 14.1.1.1
Subject Disposition
All Subjects

MLE4901 MLE4901 MLE4901 Total
Placebo BID 40 mg BID 60 mg BID 80 mg BID MLE4901 Total

Category n (%) n (%) n (%) n (%) n (%) n (%)
Screened ##
Entered Lead-in Period #H
Randomized ## ## ## #4# #4# ##
Completed ## (##4.4) #H(##4.4) #H O (##4.4) #H (##4.4) #H (##4.4) ## O (H#HLH)
Early termination ## (H##.H#) ## (H##.H#) ## (H##.H#) ## (HE#.H) ## (HE#.H) #H(H#H.H)
Primary reason for early termination:

:0.0:0:0.0:6:0.0:0:0:0:6:9:0:0::0.0:0:0.0:0:0.0:0:0.0:0:0:¢ #H(#H#H) #H(FH#H) #H O (#H4.H) #HO(#H#LH) #H(#H#.H) ## (HEHLH)

20.0:0:0.0:0:0.0:0:0.0.6:0:0.0:0:0.0:0:0.0:0:0.0:0:0.0.6.0:¢ ## (H##.#) ## O (H##.H) ## (H##.H#) #HO(HEH.H) #H (HEH.H#) #HO(H#H.H)

:0:0.0.0:0:0:0:0:0:0.0:0:0:0:0:0.0.0:0:0:0:0:0.0:0:0:0:0:0:¢ ##O(H#H#.H#) ##O(HEH.H#) ##O(HE#.H) #HO(HEH.H) ##O(HEH.H) #HO(H#H.H)

:0.0:0:00:6°0:0:0:0:0:6:0:0.0:0:0.0:0:0.:0:0:0.0:0:0:0:6:0¢ ## (##4.4) #H(##4.4) #HO(##4.4) #HO(#H4.4) #H(#H4.4) O (HEHLH)

):0.0:0:0.0:0:0.0:0:9:0:0:9:0:0:9:0.0:0:0.0:0:0.0:0:0.0:0:0.¢ #H (###.H) #H O O(FH#H) #HO(#H#.H) #HO(#H#.H) #H(#H#.H) #H (HEHLH)

)10:0.0:0:0.0:0:0.0:0:0.0:6:0:0.0:0:0.0:0:0.0:0:0.0.0:0.0.0-¢ ## (H##.#) ## (HE#.H) ##(HE#.H) ##O(HE#.H) #H (HEH.H) ##O(H#H.H)
Note: Percentages are calculated with the number of randomized subjects as the denominator.
Program Name: XXXXXXXX.sas Run Date: DDMMMYYYY HH:MM Database last modified: DDMMYYYY HH:MM

<< Programming Note: Only reasons for withdrawal with total>0 will be displayed. Reasons will be sorted by descending total, then
alphabetically. >>
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Table 14.1.2.1
Summary of Demographic and Baseline Characteristics
All Randomized Subjects

MLE4901 MLE4901 MLE4901 Total

Characteristic Placebo BID 40 mg BID 60 mg BID 80 mg BID MLE4901

Category/Statistic (N=#4%#) (N=#1) (N=#1) (N=#4) (N=###)
Age at Informed Consent

n #4# #+ #+ ## ##

Mean #4# .4 #4# .4 #H.# #H.# ##.#

Standard Deviation #H . ## #H . ## #H . ## #H . ## #H . #H

Median #H.# #4# .4 #4# .4 #4# .4 #H.#

Minimum #4# ## #+# #+# ##

Maximum ## ## ## ## ##
Ethnicity, n (%)

Hispanic or Latino ##O(H##.H#) ##O(HEH#.H) ##O(HE#.H) ##O(HEH.H) #HO(H##.H)

Not Hispanic or Latino #H(##4.4) #HO(##4.4) (L) #H(##4.4) #HO(###.#)
Race, n (%)

White ##O(H##.H#) ##O(HE#.H) ##(HEH.H) ##O(HEH.H) ##O(H##.H)

Black or African American #H(##4.4) ##(##4.4) #HO(##4.4) #HO(#H4.4) ##(###.#)

Asian #H(FH#.H) #HO(###.H) #HO(#H4.H) #HO(#H#.H) #H(H##.H)

American Indian or Alaskan Native ## O (H##.H) #HO(HHHLH) #H (FHHLH) #H O (FH#LH) #H O (H#H.H)

Native Hawaiian or Other Pacific Islander #4 (HHH.H) #HO(HH#LH) #HO(HH#.H) #HO(HE#.H) #H O (HH#.H)

Multiple #H(##4.4) #H(##4.4) #HO(##4.4) #H(##4.4) #H O (###.4)
Self-Reported Menstrual Period Stratification Group, n (%)

<4 per year #4# (HH#.H) ##O(HEH.H) #HO(HEH.H) ## O (HEH . H) #HO(H#H.H)

4-6 per year #H(##4.4) #HO(##4.4) #HO(#H4.4) #HO(#H4.4) #H(#H##.#)

Note: Baseline is defined as the measurement at treatment visit 1. If missing, the last value on or prior to randomization will be
used as baseline.

Program Name: XXXXXXXX.sas Run Date: DDMMMYYYY HH:MM Database last modified: DDMMYYYY HH:MM
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Summary of Demographic and Baseline Characteristics
All Randomized Subjects
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MLE4901 MLE4901 MLE4901 Total
Characteristic Placebo BID 40 mg BID 60 mg BID 80 mg BID MLE4901
Category/Statistic (N=#4%#) (N=#1) (N=#1) (N=#4) (N=###)
Height at Screening (cm)
n #4# ## ## ## ##
Mean 4. 4. #H . ## #H.## #4.#4
Standard Deviation #H . HHH #H . HHH #H . HEH #H . HEH #H . HHH
Median 4. H# #H.HE #H . HE #H L HE ## L
Minimum #H.# #H.# ##.# ##.# ## .4
Maximum 4. # #4.0# #H.# ##.0# #4.#
Baseline Weight (kg)
n #4# ## ## ## ##
Mean #4 . ## #4 . ## #H . ## #H . ## #4 . #4
Standard Deviation #H . #H #HHEH #H L HEH #H .
Median #4444 #H . ## #H . H# #H . HE ## . HH
Minimum #4.# ##.# ##.# ## .4 ## .4
Maximum 4. # #H.0# #H.# #H.# #H.#
Baseline BMI (kg/m?)
n ## ## ## ## ##
Mean 4.4 ## . #4 .44 #4 .44 ## .
Standard Deviation #4444 #H . HH4 #H . HHH Ak #H L
Median #H . #H #H . HE #H . HH #H . HE ## L
Minimum #4.# #H.# #H.4# #H.4# #H.#
Maximum #4 .4 #4# .4 #4# .4 #4# .4 #4# .4
BMI Stratification Group, n (%)
22 to <35 kg/m? #4 (HEH.H#) #4 (HEH.H#) ## (H#HLH) ## (H#HH) #4  (H##.#)
35 to 45 kg/m? ## (###.H) ## (###.H) ## (###.H) ## (H##.#) ## (H##.H)

Note: Baseline is defined as the measurement at treatment visit 1. If
used as baseline.

Program Name: XXXXXXXX.sas Run Date: DDMMMYYYY HH:MM

missing,

the last value on or prior to randomization will be

Database last modified: DDMMYYYY HH:MM
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Table 14.1.3.1
Summary of Concomitant Medications
All Randomized Subjects

Anatomical Main Group

Therapeutic Subgroup MLE4901 MLE4901 MLE4901 Total
Pharmacological Subgroup Placebo BID 40 mg BID 60 mg BID 80 mg BID MLE4901
Chemical Subgroup (N=4##) (N=#4#) (N=4#4#) (N=#4#) (N=#4#4#)
Chemical Substance n (%) n (%) n (%) n (%) n (%)
Subjects with any concomitant medications ## (##4.4) ## (##4.4) ## (HHEH L) #H (#H4.4) ## O (###.#)
):0.0:0:0.0:0:0.0:0:0.0:0:0.0.0:0:0.0:0:0.0:0:0.0:0:0.0:0:0.0.0-¢ #H O (HHHLH) #H(FH#H) #HO(HHHLH) #H O O(FHHLH) #H O (H#H.H)
):0:0:0:0.0:0.:0:0:0.0:0.0:0.0:0.0:0.0:0.0:0.0:0.0:0.0:0.0:0.0: #H O (HHHLH) #HO(HHHLH) #H O (HHHLH) #H(HHHLH) ##H (H#H.H)
):0:0:0:9:0:0:0:0:0:0:0:0:0:0:0.0:0.0:0.0:0.0:0.0:0.0:0.0:0¢ ## (##4.4) #H(##4.4) #H O (##4.4) ## (##4.4) ## (###.4)
:0:0:0:0:0:0:0.0:0.0:0.0:0.6:0.6:0.0:0.0:0.0:0.0:0.0:0.0:¢ #H(##4.4) #HO(##4.4) #HO(#H4.4) #HO(#H#.4) #HO(H##.#)
):0:0:0:0:0:0:0:0:0:0:0.0:0.0:0.0:0.0:0.0:0.6:0.0:0.0:0¢ #H (FHHLH) #H (HH#LH) #H O (HH#LH) #H (#HHLH) #H O (H#H.H)
):0.0:0:00:0°0.0:0:0:0::0:0.0:0:0.0:0:0.:0:0:0:0:0:0:0:6:0:0:0:¢ #H(##4.4) #HO(##4.4) #HO(#H4.4) #H(##4.4) #HO(###.#)
):0.0:0:0.0:0:0.0:0:0:0:6:9.0.0:0:0.0::0.0:0:0.0:0:0.0:0:0.0'4 #H(#H#.H) #HO(FH#H) #HO(#H#.H) #H O (#H#H) #H O (H##.H)
):0:0:0:0.0:0:0:0:0:0:0:0:0.0:0.0:0.0:0.0:0.0:0.0:0.0:0.0:0¢ #H O (HHHLH) #H O (HHHLH) #H(FHHLH) #H(HHHLH) #H (H#H.#)
:0:0.0.0:0:0:0:0:0.0:0:0:0:0:0:0.0:0:0:0:0:0.0.0:0:0:0:0¢ #H (HH#.H) #H (HH#.H) #H O (HH#.H) #HO(#HH#.H) ## (H##.#)
):0:0:0:0:0:0:0:0:0:0:0.0:0.0:0.0:0.0:0.0:0.6:0.6:0.0:0¢ #H(##4.4) ##(##4.4) #HO(##4.4) #HO(#H4.4) ##(###.#)

Note: Concomitant medications are those that are taken on or after randomization.
%=100*n/N, where n=number of subjects in treatment group in the specified category and N=number of subjects in treatment group.
At each level of summation (overall, anatomical main group, pharmacological subgroup, etc.), subjects reporting more than one
concomitant medication are counted only once. A subject may contribute to more than one chemical substance. Medications are
coded using the WHODrug dictionary March 2016E B2 version.

Program Name: XXXXXXXX.sas Run Date: DDMMMYYYY HH:MM Database last modified: DDMMYYYY HH:MM

<<Programming Note: Terms are sorted by ATC code though the code itself should not be presented (e.g., A11CA (Vitamin A, plain)
should come before A11CB (Vitamin A and D in combination)). >>
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Table 14.3.1.1
Overview of Adverse Events Beginning On or After Randomization
All Randomized Subjects
MLE4901 MLE4901 MLE4901 Total
Placebo BID 40 mg BID 60 mg BID 80 mg BID MLE4901
(N=#4#) (N=##) (N=##) (N=4##) (N=##)
Category n (%) [#] n (%) [#] n (%) [#] n (%) [#] n (%) [#]
Subjects with any adverse event (AE) #H (HEHLH) H# #HO(HHEHLH) #HO(HHEHH) #HO(HHEH.H) #H (HHEH ) H#
Maximum severity of AE
Mild ## (###.#) N/A ## (###.#) N/A ## (###.#) N/A ## (###.#) N/A ## (###.4#) N/A
Moderate ## (###.4#) N/A ## (###.4#) N/A ## (###.4#) N/A ## (###.4#) N/A #H# (###.4#) N/A
Severe ## (###.4#) N/A ## (###.4#) N/A ##  (###.4#) N/A ## (###.4) N/A ## (###.4) N/A
Subjects with any AE related to study treatment ## (###.#) ## #HO(HEHLH) #HO(HHEHLH) #HO(HHEHH) #H O (HEH L) H#
Subjects with any serious AE #HO(#H#.H) 4 #HO(HEHLH) #HO(HEHLH) (R H) #HO(HEHLH) HE
Subjects with any AE leading to
discontinuation of study treatment #4 (HH##) H# #4 O(HHHH) #4 (HH#H) #HO(HHHEH) HH #HO(HHHEH) HH
Note: %=100*n/N, where n is the number of subjects in the specified category and N=number of subjects randomized in the treatment

group.

Program Name: XXXXXXXX.sas Run Date:

DDMMMYYYY HH:MM

or definitely related.

[#] = number of adverse events in the specified category. Only AEs that begin on or after randomization are included.
related to study drug are defined as those that are probably related, possibly related,

AEs

Database last modified: DDMMYYYY HH:MM
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Table 14.3.1.2
Summary of Adverse Events Beginning On or After Randomization by System Organ Class and Preferred Term
All Randomized Subjects

MLE4901 MLE4901 MLE4901 Total
Placebo BID 40 mg BID 60 mg BID 80 mg BID MLE4901

(N=#4#) (N=4#1#) (N=##) (N=4##) (N=##)
Category n (%) [#] n (%) [#] n (%) [#] n (%) [#] n (%) [#]
Subjects with any adverse event (AE) #H (HEHLH) H# #HO(HHEHLH) #HO(HHEHH) #HO(HHEH.H) #H (HHEH ) H#
):0:00:0:0:0:0:0:0:0:0:0:0:0.00:0:0:00:0:00:0:0:0:0:00:0.0::0:0:0:0:0'¢ #HO(HEHL ) HH #HO(HEH L) HH #HO(HEH L) HH #HO(HEH L) A #H(HEHLH) HH
:0.0:0:0.0:0:0.0:0:0.0.6:9:0.0:0:0.0::0.0:0:0.0:0:0.0.0-¢ #4  (FH# . H) H## #HO(HEHLH) #HO(HEHLH) #HO(HHEHH) #4 (HHHH) HH#
:0.0:0:0.0:0:0.0:0:0.0.0:0:0.0:0:0.0:0:0.0:0:0.0.0:0.0.0.¢ #4 (HHH#) H# #HO(HHEHLH) #HO(HEHH) #HO(HEHH) #4 O(HH##) H#
):0:0:0:0:0:0:0:0:0.0:0.6:0.6:0.6:0.6:0.0:0.0:0.0:0.0:0.0:¢ #HO(HEEH) #HO(FH#.H) 4 #HO(HHH.H) 4 #HO(HHH.4) 4 #HO(HHH.H) 4
:0:0/0:0:0:0:0:0:0:0:0:0:0:0:00:0:0:0:0:0:0:0:0:0:0:0:0'¢ #HO(HEFLHF) HH #HO(HEHLHF) HH #HO(HEHLHF) HH #HO(HEHLH) HH O (HEHLHF) HH
:0:0.0.0:0:0:0:0:0.0:0:0:0:0:0:0.0:0:0:0:0:0.0.0:0:0:0:0:0.0:0:0:0:0:0:0.0:¢ #HO(HEHLH) HH #HO(HEHLH) HH #HO(HEHH) HH #H O (HEHH) #H #H O (HEH.H) #E
):0:0:0:0:0:0:0:0:0.0:0.0:0.6:0.6:0.0:0.0:0.6:0.0:0.0:0.0:¢ ## (FEHEH) #HO(#HH.H) 4 #HO(HH#.H) 4 #HO(HHH.H) 4 #HO(HHH.H) 4
:0:0/0:0:0:0:0:0:0:0:0:0:0:0:00:0:0:0:0:0:0:0:0:0:0:0:0'¢ #H(HEFLHF) HH #HO(HEHLHF) HH #HO(HEHLHF) HH #HO(HEHLHF) HH #H O (HEHLHF) HH

Note: %=100*n/N, where n is the number of subjects in the specified category and N=number of subjects randomized in the treatment
group. [#] = number of adverse events in the specified category. Only AEs that begin on or after randomization are included. At
each level of summation (overall, system organ class, preferred term), subjects reporting more than one AE are counted only
once. A subject may contribute to more than one preferred term. AEs are coded using MedDRA dictionary version 19.0.

Program Name: XXXXXXXX.sas Run Date: DDMMMYYYY HH:MM Database last modified: DDMMYYYY HH:MM

<< Programming Note: Table will be sorted by descending frequency in the total column for system organ class and preferred term
within system organ class. >>




<< Programming Note: The following tables will have the same layout as Table 14.3.1.2: >>

Table 14.3.1.3
Summary of Study Drug Related Adverse Events Beginning On or After Randomization by System Organ Class and Preferred Term
All Randomized Subjects

<< Programming Note: Replace

Subjects with any adverse event (AE)
With
Subjects with any adverse event (AE) related to study Drug

<< Programming Note: Include the additional footnote: >>

AEs related to study drug are defined as those that are probably related, possibly related, or definitely related.



Millendo Therapeutics, Inc.
Data Safety Monitoring Board Report #1 Page 1 of #
Table 14.3.2.1
Listing of All Serious Adverse Events
All Randomized Subjects

Adverse Event Verbatim Term/ Relationship to Other
Treatment SAE Preferred Term/ Start Date/Time/Day Study Drug/ Actions Taken/
Subject Specify System Organ Class Stop Date/Time/Day Severity Action Taken with Study Drug Outcome
Placebo BID
#HH-H4HF  H#, # ):0:0:0:0:0:0:0:0:0.0:0.0:0:0:9.0:9.0:9.0:0.0:0.0:0.0.¢ DDMMMYYYY / ## :0:0:0:0:0:0:0. QD 9.0:9.0:9.0:9.0:9.0:0.0:9.0:9.0:0.0:0.0.¢4 NONE /
KXKXKKXXKKXKKKXXKKXKKKXXKXKKKKXKXKKKKK / DDMMMYYYY /## XXXKXKKXXKXKXKKKXXKKKKKX XXXKXKKXXKKKKXK
:0:0/0:0:0:0:0:0:0:0:0:0:0:0:0:0:0.0:0:0:0:0:0:0:0:0¢
#, #, # XXXXXXXXXXXXXXXXXXXXXXXKXKX/ DDMMMYYYY/## ):0.0:0:0.0:0:0. QD 0.0:9:0.0:0:0.0:0:0.0:0:0.0.6:0:0.6:0:0.9/4 #, #/
KXKXKKXXXKXKKKXXKKKKKXXKKKKKXKXKKKKK / DDMMMYYYY /## XXXKXKKXXKXKKKKXXKKKKKX XXXKXKKXXKKKKXK
:0:0/00:0:0:0:0:0:0:0:0:0:0:0:0:0:0:0:0:0:0:0:0:0:0¢
FHE-HEE #, # :0:0:0.0:0:0:0:0:0.0:0:0::0:0:0:0:0:0:0:0:0.0:0:¢:0:¢ DDMMMYYYY/## ):0:0:0:0:0:0:0: QD 0:0:0:0:0:0.0:0:0:0:0:0.0.0:0:0:0:0:0.0. 94 #, #, #/
P0:0/0:0:0:0:0:0:00:00:0:0:0.00000:0:000:000:0 0000 ¥ DDMMMYYYY /## XXXKXKKXXKXKXKKKXXKKKKKX XXKXKXKKXXKKKKXK

):0:9:9.9:9.9:9.0:9.9.9.0:9.9.0.0:9.9.0.0:0.9.0.0.0.0.4
MLE4901 40 mg BID

MLE4901 60 mg BID

MLE4901 80 mg BID

Note: Only AEs that begin on or after randomization are included. AEs are coded using MedDRA dictionary version 19.0.

SAE Specify: 1 = congenital anomaly or birth defect, 2 = persistent or significant incapacity or substantial disruption of the
ability to conduct normal life functions, 3 = death, 4 = hospitalization/prolongation of hospitalization, 5 = life threatening,
6 = other medical important event.

Day = start date/stop date - first dose of study drug + 1.

Other actions taken: 1 = Concomitant medication added, 2 = Concomitant procedure, 3 = Other

Program Name: XXXXXXXX.sas Run Date: DDMMMYYYY HH:MM Database last modified: DDMMYYYY HH:MM



Millendo Therapeutics, Inc.
Data Safety Monitoring Board Report #1 Page 1 of #
Table 14.3.2.2
Listing of All Adverse Events Leading to Discontinuation of Study Drug
All Randomized Subjects

Adverse Event Verbatim Term/ Relationship to Other
Treatment SAE? Preferred Term/ Start Date/Time/Day Study Drug/ Actions Taken/
Subject Specify System Organ Class Stop Date/Time/Day Severity Action Taken with Study Drug Outcome
Placebo BID
#HE-##E XXX ):0:0:0.0:0:0:0:0.0.0:0:0:9:9:0.0.0:0:9:9:0.0.0:0:¢:0:¢ DDMMMYYYY/ ## ):0:0:0:0:0:0:0: QD 0:0:9:9:0.0.0:0:0:0:0.0.0.0::0:0.0.0.0.9/4 NONE/
#, # )0.6:0:0:0:0.0.0.6:6:0:0:0.0.0.0.0:0:0:0.0.0.0.0:0:0:0.:0.:0.0.6:0:9 DDMMMYYYY/ ## ):9:9:9.:9:9:9:9.9:0.9.:9.9:9.:9.9:0.0:0.0.0.4 KXKX XX XX XX KXKXKXKXX

):0:0:0:9:9:9:9:0:0:0:0:0.0.9.9.9.9.0:0.0:0.0:0.:0:0.0:¢

XXX :0.0:0:0.0:0:0.0:0:9:0.0:9:0.0:0:0.0:9:0.0:6:0.0.6:0.¢/ DDMMMYYYY/## :0:0:0:0:0:0:0. QD 9.0:9.0:9.0:9.0:9.0:0.0:0.0:9.0:0.0:0.0.¢4 #, #/
#, #, # XXXXXXXXXXXXXXXXXKKXKKXKKXKKXKKKK / DDMMMYYYY/## XXXKXKKXXKXKXKKKXXKKKKKX XXXKXKKXXKXKKKXK
:0:0/0:0:0:0:0:0:0:0:0:0:0:0:0:0:0:0:0:0:0:0:0:0:0:0¢

HhE-### XXX POO000000.000.000.000.000.000.000.0] DDMMMYYYY/ ## 0000000 UlID00.0.0.0.0.0.0.00.0.00.0.00.000094 #, #, #/
#, # KXKKXKKXKKX KKK KKK KKK KKK KKKKKKKKXK/ ~ DDMMMYYYY/## XXXKXXKKKKKKK KKK KKKKKK XXXKXXXKKKKKKKK
XXXKXKXKKKKXKKKKKXK KKK KKK KKK
MLE4901 40 mg BID
MLE4901 60 mg BID

MLE4901 80 mg BID

Note: Only AEs that begin on or after randomization are included. AEs are coded using MedDRA dictionary version 19.0.

SAE Specify: 1 = congenital anomaly or birth defect, 2 = persistent or significant incapacity or substantial disruption of the
ability to conduct normal life functions, 3 = death, 4 = hospitalization/prolongation of hospitalization, 5 = life threatening,
6 = other medical important event.

Day = start date/stop date - first dose of study drug + 1.

Other actions taken: 1 = Concomitant medication added, 2 = Concomitant procedure, 3 = Other

Program Name: XXXXXXXX.sas Run Date: DDMMMYYYY HH:MM Database last modified: DDMMYYYY HH:MM



Millendo Therapeutics, Inc.
Data Safety Monitoring Board Report #1
Table 14.3.2.3
Listing of Adverse Events Beginning in the Lead-in Phase
All Subjects Who Entered Lead-in Period

Page 1 of #

Adverse Event Verbatim Term/
Treatment SAE? Preferred Term/
Subject Specify System Organ Class

Start Date/Time/Day
Stop Date/Time/Day

Relationship to MPA/

Severity Action Taken with MPA

Other
Actions Taken/
Outcome

Placebo BID

#H#-H### XXX :0.0:0:0.0:0:0.0:0:0:0:0:9:0.0:¢:0.0:9:0.0:6:9.0.6:0.¢/ DDMMMYYYY/## :0:0:0:0:0:0:0. QD 9.0:9.0:9.0:9.0:9.0:0.0:0.0:9.0:0.0:0.0.¢]
#, # :0.0:0:00:0°0:0:6:0:0:6:0:0:0:0:0.0:0:0.0:0:0.0.:0:0:0:6:0:0:6:0.¢ DDMMMYYYY/## XXXKXKKXXKXKXKKKXXKKKKKX
:0:0/0:0:0:0:0:0:0:0:0:0:0:0:0:0:0:0:0:0:0:0:0:0:0:0¢
XXX ):0:0:0:0:0:0:0:0:0.0:0:0:9:9:0:0:0:0:0:9:0:0:0:0:¢:0:¢ DDMMMYYYY/## ):0:0:0:0:0:0:0: QD 0:0:0:9:0:0:0:0:0:0:0:0.0.0:0:0:0:0:0:0.9/4
#, #, # XXXXXXXXXXXXXXXXXKKXKKXKKXKKXKKKK / DDMMMYYYY/## XXXKXKXXXKXKXKKXXKXKKKKX
:0:0/0:0:0:0:0:0:0:0:0:0:0:0:0:0:0:0:0:0:0:0:0:0:0:0¢
FHF-##F XXX :0:0:0.0:0:0:0:0:0/0:0:0:0:0:0:0:0:0:0:9:0:0.0:0:¢:0:¢ DDMMMYYYY/## ):0:0:0:0:0:0:0: QD 0:0:0:0:0:0.0:0:0:0:0:0.0.0:0:0:0:0:0.0. 94
#, # :0.0:0:0.0:6°0:0::0:0:6:0:0:0:0:0.0:0:0.0::0.0:6:0:0:6:0:0:6:0.¢ DDMMMYYYY/## XXXKXKKXXKXKXKKKXXKKKKKX

XXXKXKXKKKKXKKKKKXK KKK KKK KKK
MLE4901 40 mg BID
MLE4901 60 mg BID

MLE4901 80 mg BID

NONE/
) 0.0:0:0:0:0:0:0:0:00.0.000 ¢

#, #/
0:0:0:0:0:0:0:0:0.0:0:00:0:0:0:¢

#, 4, #/
D0:0:6:0:0:0:0:0:0:6:0:0:0:0:0:¢

Note: Only AEs that begin on or after first dose of medroxyprogesterone acetate (MPA) and prior to randomization are included.

AEs are coded using MedDRA dictionary version 19.0.

SAE Specify: 1 = congenital anomaly or birth defect, 2 = persistent or significant incapacity or substantial disruption of the
ability to conduct normal life functions, 3 = death, 4 = hospitalization/prolongation of hospitalization, life threatening,
6 = other medical important event.

Day = start date/stop date - first dose date of MPA + 1.

Other actions taken: 1 = Concomitant medication added, 2 = Concomitant procedure, 3 = Other

Program Name: XXXXXXXX.sas Run Date: DDMMMYYYY HH:MM

Database last modified: DDMMYYYY HH:MM



Millendo Therapeutics, Inc.
Protocol MLE4901-101 Page 1 of #
Table 14.3.3.1
Summary of Abnormal Safety Laboratory Parameters
All Randomized Subjects

MLE4901 MLE4901 MLE4901 Total

Placebo BID 40 mg BID 60 mg BID 80 mg BID MLE4901

(N=#4#) (N=#4#) (N=#4#) (N=#4#) (N=#4##)

Category n/N’" (%) n/N" (%) n/N’ (%) n/N’ (%) n/N’ (%)
ALT >3xULN #H/EE (R H) #H/EE (L H) #H/EE (L) #H/EE (L) HH/#E (HHELH)
AST >3xULN #H/HE (L H) #H/HE (L) #H/HE (L) i/ HE (L H) #H/EE (HHELH)
Total Bilirubin (T.Bili) >2xULN #H/EE (R H) #H/EE (L) #H/EE (L) #H/EE (L) HH/#E (HHELH)
(ALT or AST >=3xULN) and T.Bili >2xULN ##/## (###.4) HE/#E (FEELH) #H/HE (HEELH) #H/HE (HHELH) #H/EE (HHELH)
Creatinine >2xULN #H/EE (R H) #H/EE (R H) #H/EE (L H) #H/EE (L) i/ #E (HiELH)
BUN >2xULN /4 (FHELH) HE/#E (FHE ) #H/#E (FHE ) H/HHE (HEELH) #H/HE (HHELH)
Glucose <50 mg/dL #H/EE (R H) #H/EE (R H) #H/EE (L) #H/EE (L) HH/#E (HHELH)
Glucose >200 mg/dL /4 (FHELH) /4 (FHEL ) HE/#E (FHELH) HE/#E (HEEH) #H/FE (HHELH)
WBC <3 x1073/uL #H/EE (R H) #H/EE (R H) #H/EE (L) #H/EE (L) #H/HE (L H)
Hemoglobin <10 g/dL i/ HE (EL#) ##/HHE (E L) ##/H4E (FEE L) ##/H4E (HEE L) HH/#E (HE )
Platelets <100 x1073/ulL #H/EE (R H) #H/EE (L H) #H/EE (L) #H/EE (L) #H/EE (L H)

Note: %=100*n/N’, where n=number of subjects with a value in the category on or after randomization and N’=number of subjects with a
result on or after randomization for the specified parameter.

Program Name: XXXXXXXX.sas Run Date: DDMMMYYYY HH:MM Database last modified: DDMMYYYY HH:MM



Millendo Therapeutics, Inc.
Protocol MLE4901-101 Page 1 of 8
Table 14.3.3.2
Shift Table of ALT, AST, Alkaline Phosphatase, and Total Bilirubin
All Randomized Subjects

Worst Post-Baseline Value

Normal >1 to >3 to >5 to >10 to >15 to
Parameter/ or Low 3xULN 5xULN 10xULN 15xULN 20xULN >20xULN Missing Total
Treatment Baseline n (%) n (%) n (%) n (%) n (%) n (%) n (%) n (%) n (%)
ALT
Placebo Normal or Low ## ( ##.#) ## ( ##.#) ## ( ##.#) #4# ( ##.4#) #F ( ##H.4)  ##F ( ##.4)  ## ( ##.4)  ## ( ##.4#)  ## ( ##.#)
BID >1 - 3xULN #HOC ##H) #E OO HECHE) HE O HELH) HE ( #HELE) #HE (O #HELE) #HE O #ELE) #E O #HLH) #E O H#HELHE) #E (O HELH)
(N=#) >3 - 5xULN LA £ % DI & SENGNE £ % DI & SENGNE & % DI & SNNGNE £ % DI & SNNGNE £ 0 DI & SNNGNE £ 0 DI & SN GNE £ S0 SENNNE & SN GNE £ 0 DR £ SN QN & 0 3
>5 - 10xULN LG £ % DI £ SNNGNE £ % SINNE & SENGNE £ % DI £ SNNGNE £ % DINNE £ JENGNE £ % DI £ SNNGNE £ % DI & SRNGHE £ % SENNNE £ JENGNE £ % DENNE & SNGNE 3 % 3
>10 - 15xULN #H0( ##.H) #E O HELHE) HE O HELH) HE ( #HELE) HE O #HELE) #HE O #ELE) #E O #HLH) #E O HELH) H#E (O HELH)
>15 - 20xULN #H O ##H) #E O HELHE) HE O ( HELH) HE ( #HELE) #E O #FHELE) #HE O #ELE) #E O HELH) #E O H#HELH) H#E (O HELH#)
>20xULN LA £ % DI & SENGNE £ % DI & SENGNE & % DI & SNNGNE £ % DI & SNNGNE £ 0 DI & SNNGNE £ 0 DI & SNNGNE £ 0 DI & JENGNE £ 0 DENNNE & SN GRS & 0 3
Missing LG £ % DI £ SENGNE £ % SENNE & SENGNE £ 2% DI £ SNNGEE £ % DINNE £ JNNGNE £ 2% DI £ SRNGNE £ % DI & SRNGHE £ % SENNE £ JENGNE £ % RN & SNGNE £ 2% 3
Total #H0C ##.#) #E O HEHE) HE O HELH) HE ( #HELE) #HE O #HLE) #F O #ELE) #E O ##LH) ## O ##.#)  ## (100.0)
MLE4901 Normal or Low ## ( ##.#) ## ( ##.4#) ## ( #4#.4#) #4# ( ##.4) #4 ( ##.4)  #F ( ##F.#F) #FE ( FHH) #FH O H#HEH) #E (O HELH)
40 mg BID >1 - 3xULN LG £ % DI £ SNNGNE £ % SINNE & SENGNE £ % SINNE £ SNNGEE £ % DINNE £ JNGNE £ 2% DI £ SNNGNE £ % DI & SENGHE £ % SENNE £ JNNGNE £ 2% DENNE & SNGNE 3 2% 3
(N=#) >3 - 5xULN #H0C ##.H) #E O #EHE) HE O HELH) HE ( #ELE) #HE O #HELE) #F O #ELE) #E O #ELH) #E O HELH) H#E (O HELH)
>5 - 10xULN #H O #FH) FE O HELHE) HF O HELH) HE ( #HELE) #HE O #FHELE) #E O #ELE) #E O HFELH) #F O HELH) HE (O HELH)
>10 - 15xULN LG £ % DI & SENGNE £ % SINNE & SENGNE & % DI & SNNGEE £ % DINNE £ SNNGEE & 0 DI & SNNGNE £ 0 SIS & SN GNE £ S0 DENNNE & SUNGNE £ 0 DR £ SN GRS & O 3
>15 - 20xULN #H O ##.H) #E O HELE) HE O H#HELH) HE ( #HELE) HE (O #HELE) #E O #ELE) #E O #HLH) #E O H#ELH) #E (O HELH)
>20xULN #HOC ##.#) #E O HEE) #E O HFELH) HE ( #HELE) #HE O #HELE) #E O #ELE) #E O #HLH) #E O HELH) #E (O HELH)
Missing #H O #EH) #E( HELE) HE O #HELHE) HE O ( HELE) HE O #ELH) HE O HELE) #E O HELE) HE O #HELH) HE O #ELH)
Total OO HECE) OO HELE) #E O HELE) O HELE) #E C #ELE) O #ELE) #E O #ELH) #E O ##.#)  ## (100.0)
MLE4901 Normal or Low ## ( ##.#) ## ( ##.#) ## ( ##.#) #4# ( ##.4#) ## ( ##.4)  ##F ( ##.4)  ## ( ##.4)  ## ( ##.4#)  ## ( ##.#)
60 mg BID >1 - 3xULN #HOC ##H) #E O HELE) HE O HELH) HE ( #HELE) #E ( #HLE) #E O #ELE) #E O #ELH) #E O HELH) H#E (O HELH)
(N=#) >3 - 5xULN LA £ 0 DI & SENGNE £ 0 SENNE & SENGNE & % DI & SNNGNE £ % DINNE & SNNGNE £ 0 DI & SNNGNE £ 0 DI & SN GNE £ 0 SENNNE & JENGNE £ 0 DR & SN QN & 0 3
>5 - 10xULN LG £ % DI £ JNNGNE £ % SINNE & SENGNE £ % SENNE £ SNNGEE £ % DINNE £ JNNGEE £ % DI £ SNNGNE £ 0 DI & SNNGNE £ 0 SENNNE & SENGNE £ % DENNE & SENGNE & S 3
>10 - 15xULN #HC ##.H) #E O #ELHE) HE O HELH) HE ( #HELE) #HE (O #HELE) #E O #ELE) #E O HELH) #E O HELHE) #E (O HELH)
>15 - 20xULN #H OO ##H) #E OO HELHE) HE O HELH) HE ( #HELE) #HE (O #HELE) #E O #ELE) #E O #ELH) #E O HELHE) #E (O HELH)
>20xULN LA £ % DI & SENGNE £ % DI & SENGNE & % DI & SNNGNE £ % DI & SNNGNE £ 0 DI & SNNGNE £ 0 DR & SN GNE & S SIS £ JNNGNE £ 0 DR & SN QNS & 0 3
Missing LG £ % DI & SNNGNE £ % DI & SENGNE £ % DI & SNNGNE £ % DI £ SNNGNE £ % DI £ SNNGNE £ % DI & SNNGNE & % DENNNE & SENGNE & % DENNE & SNNGNE & % 3
Total ##H0( ##.#) #E O #EE) #E O FELH) HE ( #HELE) #HE O #HLE) #F O #ELE) #E O ##.H) ## ( ##.#)  ## (100.0)

Note: Baseline is defined as the measurement at treatment visit 1. If missing, the last value on or prior to randomization will be
used as baseline.

Program Name: XXXXXXXX.sas Run Date: DDMMMYYYY HH:MM Database last modified: DDMMYYYY HH:MM



Millendo Therapeutics, Inc.
Protocol MLE4901-101 Page 2 of 8
Table 14.3.3.2
Shift Table of ALT, AST, Alkaline Phosphatase, and Total Bilirubin
All Randomized Subjects

Worst Post-Baseline Value

Normal >1 to >3 to >5 to >10 to >15 to
Parameter/ or Low 3xULN 5xULN 10xULN 15xULN 20xULN >20xULN Missing Total
Treatment Baseline n (%) n (%) n (%) n (%) n (%) n (%) n (%) n (%) n (%)
ALT
MLE4901 Normal or Low ## ( ##.#) ## ( ##.#) ## ( ##.#) #4# ( ##.4#) #F ( ##H.4)  ##F ( ##.4)  ## ( ##.4)  ## ( ##.4#)  ## ( ##.#)
80 mg BID >1 - 3xULN #HOC ##H) #E OO HECHE) HE O HELH) HE ( #HELE) #HE (O #HELE) #HE O #ELE) #E O #HLH) #E O H#HELHE) #E (O HELH)
(N=#) >3 - 5xULN LA £ % DI & SENGNE £ % DI & SENGNE & % DI & SNNGNE £ % DI & SNNGNE £ 0 DI & SNNGNE £ 0 DI & SN GNE £ S0 SENNNE & SN GNE £ 0 DR £ SN QN & 0 3
>5 - 10xULN LG £ % DI £ SNNGNE £ % SINNE & SENGNE £ % DI £ SNNGNE £ % DINNE £ JENGNE £ % DI £ SNNGNE £ % DI & SRNGHE £ % SENNNE £ JENGNE £ % DENNE & SNGNE 3 % 3
>10 - 15xULN #H0( ##.H) #E O HELHE) HE O HELH) HE ( #HELE) HE O #HELE) #HE O #ELE) #E O #HLH) #E O HELH) H#E (O HELH)
>15 - 20xULN #H O ##H) #E O HELHE) HE O ( HELH) HE ( #HELE) #E O #FHELE) #HE O #ELE) #E O HELH) #E O H#HELH) H#E (O HELH#)
>20xULN LA £ % DI & SENGNE £ % DI & SENGNE & % DI & SNNGNE £ % DI & SNNGNE £ 0 DI & SNNGNE £ 0 DI & SNNGNE £ 0 DI & JENGNE £ 0 DENNNE & SN GRS & 0 3
Missing LG £ % DI £ SENGNE £ % SENNE & SENGNE £ 2% DI £ SNNGEE £ % DINNE £ JNNGNE £ 2% DI £ SRNGNE £ % DI & SRNGHE £ % SENNE £ JENGNE £ % RN & SNGNE £ 2% 3
Total #H0C ##.#) #E O HEHE) HE O HELH) HE ( #HELE) #HE O #HLE) #F O #ELE) #E O ##LH) ## O ##.#)  ## (100.0)
Total Normal or Low ## ( ##.#) ## ( ##.4#) ## ( #4#.4#) #4# ( ##.4) #4 ( ##.4)  #F ( ##F.#F) #FE ( FHH) #FH O H#HEH) #E (O HELH)
MLE4901 >1 - 3xULN LG £ % DI £ SNNGNE £ % SINNE & SENGNE £ % SINNE £ SNNGEE £ % DINNE £ JNGNE £ 2% DI £ SNNGNE £ % DI & SENGHE £ % SENNE £ JNNGNE £ 2% DENNE & SNGNE 3 2% 3
(N=#) >3 - 5xULN #H0C ##.H) #E O #EHE) HE O HELH) HE ( #ELE) #HE O #HELE) #F O #ELE) #E O #ELH) #E O HELH) H#E (O HELH)
>5 - 10xULN #H O #FH) FE O HELHE) HF O HELH) HE ( #HELE) #HE O #FHELE) #E O #ELE) #E O HFELH) #F O HELH) HE (O HELH)
>10 - 15xULN LG £ % DI & SENGNE £ % SINNE & SENGNE & % DI & SNNGEE £ % DINNE £ SNNGEE & 0 DI & SNNGNE £ 0 SIS & SN GNE £ S0 DENNNE & SUNGNE £ 0 DR £ SN GRS & O 3
>15 - 20xULN #H O ##.H) #E O HELE) HE O H#HELH) HE ( #HELE) HE (O #HELE) #E O #ELE) #E O #HLH) #E O H#ELH) #E (O HELH)
>20xULN #HOC ##.#) #E O HEE) #E O HFELH) HE ( #HELE) #HE O #HELE) #E O #ELE) #E O #HLH) #E O HELH) #E (O HELH)
Missing #H O #EH) #E( HELE) HE O #HELHE) HE O ( HELE) HE O #ELH) HE O HELE) #E O HELE) HE O #HELH) HE O #ELH)
Total OO HECE) OO HELE) #E O HELE) O HELE) #E C #ELE) O #ELE) #E O #ELH) #E O ##.#)  ## (100.0)

Note: Baseline is defined as the measurement at treatment visit 1. If missing, the last value on or prior to randomization will be
used as baseline.

Program Name: XXXXXXXX.sas Run Date: DDMMMYYYY HH:MM Database last modified: DDMMYYYY HH:MM

<< Programming Note: Repeat these two pages for AST. >>



Millendo Therapeutics, Inc.
Protocol MLE4901-101

Page 5 of 8
Table 14.3.3.2
Shift Table of ALT, AST, Alkaline Phosphatase, and Total Bilirubin
All Randomized Subjects

Worst Post-Baseline Value

Normal >1 to >1.5 to
Parameter/ or Low 1.5xULN 2xULN >2xULN Missing Total
Treatment Baseline n (%) n (%) n (%) n (%) n (%) n (%)
ALP
Placebo Normal or Low #H( ##.H) #H0( ##.H) #H( #EH) #H0( #4.H) #H( #4.H) ##( ##.4)
BID >1 - 1.5xULN ## 0 ##.4) ## 0 ##.4#) ## O ##.4#) ## O ##.4#) ## O ##.4) ## O ##.4#)
(N=#) >1.5 - 2xULN O #HLH) O #HLH) O #H LA O #HLH) O #HLH) O #H.H)
>2xULN #H O ##.4) #H O ##.4) #H O ##.4) #H O ##.#) #HO( #H.#) ## O ##.H#)
Missing ## 0 ##.4) ## 0 ##.4#) ## 0 ##.4#) ## 0 ##.4#) ## O ##.4#) #H( ##.H)
Total ## 0 ##.4) ## O ##.4#) ## O ##.4#) ## O ##.4#) ## O ##.4#) ## (100.0)
MLE4901 Normal or Low #H O ##.4#) #H( ##.4) #H O ##.4#) #H O ##.4#) #H O ##.#) ## O ##.#)
40 mg BID >1 - 1.5xULN ## 0 ##.4#) ## 0 ##.4#) ## 0 ##.4#) ## O ##.4#) ## O ##.4#) ##( ##.4)
(N=#) >1.5 - 2xULN ## 0 ##.4) ## O ##.4#) ## O ##.4#) ## O ##.4#) ## O ##.4#) ## O ##.4#)
>2xULN #H O ##.4) #H O ##.4) #HO( ##.#) #HO( ##.#) #HO( #E.#) ## O #H#.H#)
Missing #H O ##.4#) #H O ##.4#) ## O #4.4#) #H O ##.4#) #H O ##.#) ## O ##.H#)
Total ## 0 ##.4#) ## 0 ##.4#) ## 0 ##.4) ## O ##.4#) ## 0 ##.4#) ## (100.0)
MLE4901 Normal or Low #H O ##.4) #H O ##.4#) #H O ##.4#) #HO( ##.#) #HO( ##.#) ## O ##.H#)
60 mg BID >1 - 1.5xULN ##0( ##.4) ## 0 ##.4#) ## 0 ##.4#) ## 0 ##.4#) ## 0 ##.4) ## O ##.4#)
(N=#) >1.5 - 2xULN ## 0 ##.4) ## 0 ##.4) ## O ##.4#) ## ( ##.#) ## ( ##.#) ## O ##.4#)
>2xULN #H( #H.H) o #H.H) ##( #4.4) ##( #4.4) ## O ##.H#) ## O ##.4#)
Missing #H( #HLH) #H O ##.4#) #H O ##.4#) #HO( ##.#) #H O ##.#) ## O ##.H#)
Total ## 0 ##.4#) ## 0 ##.4#) ## 0 ##.4#) ## 0 ##.4#) ## 0 ##.4#) ## (100.0)

Note: Baseline is defined as the measurement at treatment visit 1. If missing, the last value on or prior to randomization will be
used as baseline.

Program Name:

XXXXXXXX .sas

Run Date: DDMMMYYYY HH:MM Database last modified: DDMMYYYY HH:MM



Millendo Therapeutics, Inc.
Protocol MLE4901-101

Page 6 of 8
Table 14.3.3.2
Shift Table of ALT, AST, Alkaline Phosphatase, and Total Bilirubin
All Randomized Subjects

Worst Post-Baseline Value

Normal >1 to >1.5 to
Parameter/ or Low 1.5xULN 2xULN >2xULN Missing Total
Treatment Baseline n (%) n (%) n (%) n (%) n (%) n (%)
ALP
MLE4901 Normal or Low ## 0 ##.4#) ## 0 ##.4#) ## 0 ##.4#) ## 0 ##.4#) ## 0 ##.4#) ## O ##.4#)
80 mg BID >1 - 1.5xULN ## 0 ##.4) ## 0 ##.4#) ## O ##.4#) ## O ##.4#) ## O ##.4) ## O ##.4#)
(N=4#) >1.5 - 2xULN #H O ##.4) #H O ##.4) ## O ##.4#) #HO( #E.#) #HO( #E.#) ## O ##.H#)
>2xULN #H O ##.4) #H O ##.4) #H O ##.4) #H O ##.#) #HO( #H.#) ## O ##.H#)
Missing ## 0 ##.4) ## 0 ##.4#) ## 0 ##.4#) ## 0 ##.4#) ## O ##.4#) ## O ##.4)
Total ## 0 ##.4) ## O ##.4#) ## O ##.4#) ## O ##.4#) ## O ##.4#) ## (100.0)
Total Normal or Low #H O ##.4#) #H( ##.4) #H O ##.4#) #H O ##.4#) #H O ##.#) ## O ##.#)
MLE4901 >1 - 1.5xULN ## 0 ##.4#) ## 0 ##.4#) ## 0 ##.4#) ## O ##.4#) ## O ##.4#) ## O ##.4#)
(N=#) >1.5 - 2xULN ## 0 ##.4) ## O ##.4#) ## O ##.4#) ## O ##.4#) ## O ##.4#) ## O ##.4#)
>2xULN #H O ##.4) #H O ##.4) #HO( ##.#) #HO( ##.#) #HO( #E.#) ## O #H#.H#)
Missing #H( #H#.H) #H O ##.4#) ## O #4.4#) #H O ##.4#) #H O ##.#) #H O ##.#)
Total ## 0 ##.4#) ## 0 ##.4#) ## 0 ##.4) ## O ##.4#) ## 0 ##.4#) ## (100.0)

Note: Baseline is defined as the measurement at treatment visit 1. If missing, the last value on or prior to randomization will be
used as baseline.

Program Name:

XXXXXXXX.sas

Run Date: DDMMMYYYY HH:MM Database last modified: DDMMYYYY HH:MM

<< Programming Note: Repeat these two pages for ALP and Total Bilirubin. In other words, Pages 1-2 = ALT, Pages 3-4 = AST,

Pages 5-6 = ALP, and Pages 7-8 = Total Bilirubin.>>



<< Programming Note:

The following tables will have the same layout as Table 14.3.4.1: >>

Table 14.3.3.3
Summary of Safety Laboratory Parameters by Visit: Chemistry
All Randomized Subjects

Table 14.3.3.4
Summary of Safety Laboratory Parameters by Visit: Hematology
All Randomized Subjects

Table 14.3.3.5
Summary of Safety Laboratory Parameters by Visit: Metabolic
All Randomized Subjects

Table 14.3.3.6
Summary of Safety Laboratory Parameters by Visit: Coagulation
All Randomized Subjects



Millendo Therapeutics, Inc.
Protocol MLE4901-101 Page 1 of #
Table 14.3.3.7
Summary of Safety Laboratory by Visit: Urinalysis
All Randomized Subjects

Parameter (Unit) MLE4901 MLE4901 MLE4901 Total
Visit Placebo BID 40 mg BID 60 mg BID 80 mg BID MLE4901
Result/Statistic (N=#4#) (N=4#4#) (N=#4#) (N=#4#) (N=H#4#4#)

KXKXXKKXXKK (XXXXX), n (%)

Screening N’ =#4# N’ =#4# N’ =## N’ =#4# N/ =#4
:0:0.0:0:0:0:0:0:0:¢ #HO(HEEL#) #HO(HEEL#) #HO(HEEL#) #HO(HEELH) #HO(HEEL#)
):0.0:9:0:0:6:0:0:6°¢ #H O (#H#.H) #HO(#H4.H) #HO(#H4.4) #HO(#H4.4) #HO(#H##.#)
XXKXKXKXXKX ## (HE#.H) #H (HE#.H) ## (HE#.H) ## (HEH.H) #H(HEH.H)
XXKXKXKXXKX ##O(HE#.H) #HO(HE#.H) ##(HE#.H) #HO(HE#.H#) #HO(H#H.H)

Treatment Visit 1 N’ =## N’ =## N’ =## N’ =#4# N/ =#4#
XXKXKXKXXKX ## (H##.H#) ## (H##.H) ## (H##.H) #H (HEH.H) #H(H#H.H)
XXKXKXKXKKX ##O(H##.H#) ##O(HEH#.H) ##O(HE#.H) ##O(HEH.H) #HO(H##.H)

Treatment Visit 7/EoT N’ =## N’ =## N/ =#4# N/ =## N/ =#4#
:0.0:0:0.0:0:0.0:0:4 ##(H##.H) ## O (H##.H#) ## (HE#.H#) ## O (HE#.H) #HO(H#H.H)
):0.0:9:0.0:0:0.0:0¢ ##O(H##.H#) ##O(HE#.H) ##(HEH.H) ##O(HEH.H) ##O(H##.H)
):0.0:0:0:0:6°0:0:6°¢ #H(##4.4) ##(##4.4) #HO(##4.4) #HO(#H4.4) ##(###.#)
):0.0:9:0.0:6:0:0:6°¢ #H(FH#.H) #HO(###.H) #HO(#H4.H) #HO(#H#.H) #H(H##.H)

XXXXXKXKXKXX  (XXXXX)

Screening
n ## ## ## ## ##
Mean #4. 44 #H.## #H . ## L2 3 #4 . #4
Standard Deviation #4 . #44 (R Edid #H.H44 #H.H44 #H . HE#
Median LA #H . ## #H . ## #H . ## #H . #4
Minimum #H . # #H.# #H.# #H.# #H.#
Maximum #H . # #H.# #H.# #H.# #H.#

Note: %=n/N’, where N’ is the number of subjects with a result at the specified visit. EoT = End of Treatment

Program Name: XXXXXXXX.sas Run Date: DDMMMYYYY HH:MM Database last modified: DDMMYYYY HH:MM

<< Programming Note: pH and Specific Gravity will be summarized as continuous parameters (mean, SD, etc.). All others will be
summarized categorically with counts and percentages. >>



Millendo Therapeutics, Inc.
Protocol MLE4901-101 Page 1 of #
Table 14.3.4.1
Summary of Vital Signs by Visit
All Randomized Subjects

Parameter (Unit) MLE4901 MLE4901 MLE4901 Total
Visit Placebo BID 40 mg BID 60 mg BID 80 mg BID MLE4901
Statistic (N=#4#) (N=##) (N=4##) (N=##) (N=##4#)

KXKXKXXKKXKK  (XXXXX)

Screening
n ## #4# ## #H# ##
Mean #H . ## #H . ## #H . ## #H . ## #H . #4
Standard Deviation #H . #H #HHEH #H S #H
Median #4 .4 # 4.4 4. 44 4. H## #H . ##
Minimum #4.# #H.# ##.0# #H.# ##.#
Maximum #H.# #H.# #H.# #H.# #H.#
Lead-in Visit 1
n ## ## ## ## ##
Mean #H . ## #H . HE #H . #E #H . HE #H . HH
Standard Deviation #H . #H .S #H #H .S #H .
Median 4.4 4.4 4. 4.4 #4 . #4
Minimum #4.# #H.# #H.0# #H.# ##.#
Maximum #H.# #H.# #H.# #H.# #H.#
Lead-in Visit 2
n #4# #4# ## ## ##
Mean 4. 4. 4. 4. #H L HH
Standard Deviation #H . #H . #H . #H . #H .
Median 4. (iR 4. 4. 44
Minimum #H.# #H.# #H.# #H.# #H.#
Maximum #H.# #4# .4 #4#.# #4# .4 #H . #
Baseline
n #4# #4# ## ## ##
Mean #H . ## #H . ## #H.HE #H . ## #H . #H
Standard Deviation #H . #H #H L HEH #H S #H
Median 4.4 4.4 4. 44 4. H## ## . #4
Minimum #4.# #4.0# ##.# ##.0# ##.#
Maximum #H.# #H.# #H.# #H.# #H.#

Note: Baseline is defined as the measurement at treatment visit 1. If missing, the last value on or prior to randomization will be
used as baseline. n'=number of subjects with a measurement at both baseline and the specified visit.

Program Name: XXXXXXXX.sas Run Date: DDMMMYYYY HH:MM Database last modified: DDMMYYYY HH:MM



Millendo Therapeutics, Inc.
Protocol MLE4901-101

Table 14.3.4.1
Summary of Vital Signs by Visit

All Randomized Subjects

Page 2 of #

Parameter (Unit) MLE4901 MLE4901 MLE4901 Total

Visit Placebo BID 40 mg BID 60 mg BID 80 mg BID MLE4901

Statistic (N=#4#) (N=#4#) (N=4#4#) (N=#4#) (N=##4#)
KXXXXKKKKX (XXXXX)

Treatment Visit 2
n #4# #4# #4# #H# ##
Mean #H . ## #H . ## # L #H L L
Standard Deviation #H . #H L HEH 4 HEH #H S L HHH
Median #H . H# #4 .44 ## . HH #H . ## ## .4
Minimum #4# .4 #H.# L # #HH L # #H L H
Maximum #H.# #H.# . # . # #H# . H

Change from Baseline to Treatment Visit 2
n' #H# #H# #H# #H# ##
Mean #H . ## #H . HE ## . ## L HH L
Standard Deviation #H . #H .S #H . HEH #H .S L HHE
Median #4.## #4.## ## . #4444 ## L HH
Minimum #4.# #H.# L # L # #i L H
Maximum #H.# #H.# . # #H# . # #4 . #

Treatment Visit 3
n ## #H# #H# #H# ##
Mean #H . HH #H . HE #H L HE #H L HE L
Standard Deviation #H . #H . #H . #H . #HLHHE
Median #4.## #4.#4# #4 .44 #H .44 #4 . #4
Minimum #H.# #H.# L H #H# . # #H# L H
Maximum #H.# #H.# ## . # #H.# ## .4

Change from Baseline to Treatment Visit 3
n' #4# #4# #H# #H# ##
Mean #H . ## #H . ## L L L
Standard Deviation #H . #H S #H L HEH #H S L HHH
Median #H . ## #4 .44 #H . ## #H .4+ L
Minimum #4# .4 #4.0# ##.# L # #H L H
Maximum #H.# #H.# #H.# . # . H

Note: Baseline is defined as the measurement at treatment visit 1. If missing,

the last value on or prior to randomization will be

used as baseline. n'=number of subjects with a measurement at both baseline and the specified visit.

Program Name: XXXXXXXX.sas Run Date: DDMMMYYYY HH:MM

<< Programming Note: Include all scheduled visits through Follow Up Visit 2/EoS. Include all vital signs in the following order:

Database last modified: DDMMYYYY HH:

systolic BP, diastolic BP, heart rate, respiratory rate, temperature, weight, and BMI. >>

MM



Millendo Therapeutics, Inc.
Protocol MLE4901-101 Page 1 of #
Table 14.3.4.2
Summary of Abnormal 12-Lead ECG
All Randomized Subjects

MLE4901 MLE4901 MLE4901 Total

Placebo BID 40 mg BID 60 mg BID 80 mg BID MLE4901

(N=#4#) (N=##) (N=4##) (N=##) (N=##4#)

Parameter/Category n (%) n (%) n (%) n (%) n (%)

Highest QTcF N’ =#4# N’ =## N/ =## N’ =## N’ =##
>450 msec #H O (HEHLH) #H O (HHHLH) O (HEH L) ## O (HEH ) ## O (HEHLH)
>480 msec #H O (HEHLH) #H O (HEH ) ## (HEH L H) ## O (HEH L) #H O (HEHLH)
>500 msec ## (H##.#) ## (HE#.H) ## (HE#.H) ## (HE#.H) ##(HEH.H)

Highest QTcF Change from Baseline N/ =#4# N7 =#4# N/ =#4# N/ =#4# N/ =#4#
>30 msec #H O (HEHH) #H (HEH.H) ## (HEH.H) #H O (HEHH) #H O (HEHLH)
>60 msec ## (H##.H#) ## (HE#.H) ## (HE#.H#) ## (HE#.H) #H O (H#H.H)

Overall Interpretation, Screening N’ =## N’ =#4# N’ =#4# N’ =#4# N/ =##
Normal ## (H##.H) ## (HEH.H) ## (HEH.H) ## (HEH.H) #H O (HEHLH)
Abnormal Not Clinically Significant ## O (H##.#) ## O (H##.H) ## O (HE#.H) ## (HE#.H) #HO(H#H.H)
Abnormal Clinically Significant ##O(H#H#.H) ##O(HE#.H) ##(HEH.H#) ##O(HEH . H) #HO(H##.H)
Not Evaluable #H O (HEHLH) O (HEH L) (L) O (HEH L) O (H#HLH)

Overall Interpretation, Treatment Visit 1 N’ =#4# N/ =## N/ =## N’ =## N’ =##
Normal #HO(HE#.H) ##O(HE# . H) ##O(HEH . H) ##O(HEH . H) #HO(H#H.H)
Abnormal Not Clinically Significant #H O (HEHLH) #H O (HEH L H) #HO(HEH ) #H O (HEH ) #HO(H#HLH)
Abnormal Clinically Significant #H (HHHLH) #H O (HHHLH) #H(HHHLH) #H(FHHLH) #H(H#H.H)
Not Evaluable ##(H##.H) ##(H##.H#) ##(HE#.H#) #HO(HEH.H#) #HO(H##.H)

Overall Interpretation, Treatment Visit 5 N’ =#4# N’ =#4# N’ =#4# N’ =## N’ =#4#
Normal ## (H##.#) ## (HE#.H) #H(HEH.H) ## (HEH.H) #HO(HEHLH)
Abnormal Not Clinically Significant ## O (HE#.H) ## (HE#.H) #H (HEH.H) ##(HEH.H) #H O (H#H.H)
Abnormal Clinically Significant ##(H##.H) #HO(H##.H#) ##O(HE#.H) #HO(HEH.H) #HO(H#H.H)
Not Evaluable #H O (HEHLH) #H O (HEHLH) O (HEH L) ## O (HEH L H) ## (HEHLH)

Overall Interpretation, Treatment Visit 7/EoT N’ =#4# N’/ =#4# N/ =## N’ =## N’ =##
Normal ##O(H##.H#) #HO(HE# . H) #HO(HEH.H#) #HO(HEH.H) #HO(H##.H)
Abnormal Not Clinically Significant W (LA #HO(HHEL#) #H (L) () #HO(H#H.#)
Abnormal Clinically Significant #H O (HH#.H) #HO(FH#.H) #HO(#H#LH) #HO(#H#LH) #H(H##.H)
Not Evaluable ## (H##.#) ## (H##.H#) ## (HE#.H) ## O (HE#.H#) #HO(H#H.H)

Note: %=100*n/N’, where n=number of subjects with a value in the category on or after randomization and N’=number of subjects with a
result on or after randomization for the specified parameter. EoT = End of Treatment

Program Name: XXXXXXXX.sas Run Date: DDMMMYYYY HH:MM Database last modified: DDMMYYYY HH:MM
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Table 14.3.4.3

Summary of Transvaginal Ultrasound Endometrial Thickness

All Randomized Subjects

Parameter (Unit) MLE4901 MLE4901 MLE4901 Total

Visit Placebo BID 40 mg BID 60 mg BID 80 mg BID MLE4901

Statistic (N=#4#) (N=4#4#) (N=4#4#) (N=#4#) (N=##4#)
KXXXXKKKKX (XXXXX)

Baseline
n ## #4# #H# #H# ##
Mean #H . ## #H . ## # L #H L L
Standard Deviation i kikid i dikid 4 HEH L HEH L HHH
Median #4 .4 # ## . H# ## . HH ## . HH ## .4
Minimum #4.# #H.# ##.0# #HH L # #H L H
Maximum #H.# #H.# #H.# . # #H# . H

Treatment Visit 7/EoT
n ## ## #H# #H# ##
Mean #H . ## #H . HE ## . ## L L
Standard Deviation #H . HHH #H . HEH #H . HEH #H . HEH L HHE
Median 4.4 ## . ## . ## . ## L HH
Minimum #4.# #H.# #H.0# L # #i L H
Maximum #H.# #H.# #H.# #H# . # #4 . #

Change from Baseline to Treatment Visit 7/EoT
n' #4# #4# #H# #H# #H#
Mean 4. #H . HE #H L HE #H L HE L
Standard Deviation #H . #H . #H . #H . #HLHHE
Median 4. #4.#4# #4 .44 #4 .44 #4 . #4
Minimum #H.# #H.# #H.# #H# . # #H# L H
Maximum #H.# #H.# #H.# #H#.# ## .4

Note: Baseline

baseline.

Program Name:

is defined as the measurement at Screening. If missing,

XXXXXXXX .sas

Run Date:

DDMMMYYYY HH:MM

the last value on or prior to randomization will be used as

n'=number of subjects with a measurement at both baseline and the specified visit. EoT = End of Treatment

Database last modified: DDMMYYYY HH:

MM
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LISHING 160.2.7.1 1ottt ettt ettt et e st e e sste e e e st ee e ssaeensbeeensseeensseesnsneennseennns 34
Adverse Events
All Subjects

LASHING 160.2.7.2 1ottt ettt sttt ettt 34
Additional Serious Adverse Event Details
All Subjects

LASHNG 16.2.7.3 .ottt ettt et ettt et e e bt e s st e eabeeeabeenbeeesaeenbeeenbeenbeeenbeennaas 34
Hepatic Events
All Subjects

LASEING 16.2.8.1 .ottt ettt ettt e st e e e st e s st et e eaeesseenbeeneeeneenneeneeeneenee 34

Safety Laboratory Values: Chemistry
All Subjects

LASHNG 16.2.8.2 ..ottt ettt et ettt e et e e bt e s st e eabeesaaeenbeeesaeenseeenbeenbeennbeensaas 34
Safety Laboratory Values: Hematology
All Subjects

LASEING 16.2.8.3 ..ottt ettt et e sttt et e st e bt et e a et e e st e et e teeneeeneenbeeneeeneenee 34

Safety Laboratory Values: Metabolic
All Subjects
LASEING 16.2.8.4 ..ottt b ettt b et et et sttt sae e 34
Safety Laboratory Values: Coagulation
All Subjects



LASHING 160.2.8.5 ..ottt ettt ettt 34
Safety Laboratory Values: Urinalysis
All Subjects

LASHING 16.2.8.6 ...ttt ettt ettt et et et e st e bt e nte et ee st e enbeeenbeenteas 34
Safety Laboratory Values: Other
All Subjects

LASEING 16.2.9.1 .ottt ettt et a et ettt et a ettt sae e 34

Vital Signs Including Height, Weight, and BMI
All Subjects

LASHING 16.2.9.2 ..ottt ettt ettt ettt e et e at e et e st e e bt e enbeeneas 34
12-Lead ECG
All Subjects

LAStING 160.2.9.3 ..ottt ettt 34

Physical Examination
All Subjects

LAStING 16.2.9.4 .. .ottt ettt ettt et e sttt e at e et e et e e b e nteenteas 34
Papanicolaou (PAP) Test
All Subjects

LASING 16.2.9.5 (.ot s 34
Pregnancy Test

All Subjects



Listing 16.2.1.1 Subject Disposition All Subjects
Listing 16.2.1.2 Inclusion/Exclusion Criteria Not Met All Subjects
Listing 16.2.2.1 Protocol Deviations All Subjects
Listing 16.2.3.1 Informed Consent and Randomization All Subjects
Listing 16.2.4.1 Demographics All Subjects
Listing 16.2.4.2 Reproductive System Medical History All Subjects
Listing 16.2.4.3 Substance Use Medical History All Subjects
Listing 16.2.4.4 Other Medical History All Subjects
Listing 16.2.4.5 Transvaginal Ultrasound: Overall Results All Subjects
Listing 16.2.4.6 Transvaginal Ultrasound: Right and Left Ovary Results All Subjects
Listing 16.2.4.7 Prior and Concomitant Medications All Subjects
Listing 16.2.4.8 Concomitant Procedures All Subjects
Listing 16.2.4.9 Prior PCOS-Specific Therapies All Subjects
Listing 16.2.5.1 Medroxyprogesterone Acetate Administration All Subjects Who Entered the Lead-in Period
Listing 16.2.5.2 Study Drug Administration All Randomized Subjects
Listing 16.2.5.3 Medroxyprogesterone Acetate Accountability All Subjects Who Entered the Lead-in Period
Listing 16.2.5.4 Study Drug Accountability All Randomized Subjects
Listing 16.2.6.1 Pharmacokinetic Samples All Subjects
Listing 16.2.6.2 Laboratory Values: Hormones All Subjects
Listing 16.2.6.3 Investigator’s Static Global Assessment of Acne Score All Subjects
Listing 16.2.6.4 Modified Ferriman-Gallwey Score for Hirsutism All Subjects
Listing 16.2.6.5 Savin Scale for Alopecia All Subjects
Listing 16.2.7.1 Adverse Events All Subjects
Listing 16.2.7.2 Additional Serious Adverse Event Details All Subjects
Listing 16.2.7.3 Hepatic Events All Subjects
Listing 16.2.8.1 Safety Laboratory Values: Chemistry All Subjects
Listing 16.2.8.2 Safety Laboratory Values: Hematology All Subjects
Listing 16.2.8.3 Safety Laboratory Values: Metabolic All Subjects
Listing 16.2.8.4 Safety Laboratory Values: Coagulation All Subjects
Listing 16.2.8.5 Safety Laboratory Values: Urinalysis All Subjects
Listing 16.2.8.6 Safety Laboratory Values: Other All Subjects
Listing 16.2.9.1 Vital Signs Including Height, Weight, and BMI All Subjects
Listing 16.2.9.2 12-Lead ECG All Subjects
Listing 16.2.9.3 Physical Examination All Subjects
Listing 16.2.9.4 Papanicolaou (PAP) Test All Subjects
2.9.5

Listing

16.

Pregnancy Test

All Subjects




