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GENERAL INFORMATION OF THE CLINICAL TRIAL

RPCEC code | RPCEC00000421

Public title | Dietzia safety study

Scientific title | Safety evaluation of Dietzia natronolimnaea C79793-
74for its use as a probiotic in humans”.

Intervention description | two

PARTICIPANT FLOW

Evaluated 120

Excluded 0
Exclusion cause 1 n
Exclusion cause n n

Ramdomized 100

Characteristics Dietzia Placebo Total
Group Group

Randomized 50 50 100
Discontinued 1 3 4
intervention

Reason 1 | Personal Personal

reasons reasons

Reason 2
End of study 49 47 96
Analysis 49 49 98
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T e poree cabeee Summary results of Clinical Trial
T BASELINE CHARACTERISTICS
Demographic Dietzia cohort (n=49) Placebo (n=49)
Variables No % No % pvalue
Female 36 73.5 31 63.3
Sex p=0.382
Male 13 26.5 18 36.7
Age Media+SD 41.18+17.14 44.43+14.74 p=0.29°
BMI Media+SD 23.57+3.69 23.63%4.17 P=0.94

OUTCOME MEASURES

a) Primary outcomes
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Summary results of Clinical Trial

Adverse Event Dietzia (n=49) Placebo (n=49)
Mild Moderate Severe Mild Moderate Severe

Abdominal /Gl discomfort 5(4.1) 0 0 0 0 0
acne rosacea 0 0 0 0 0 0
Anxiety Depression 2(2.0) 0 0 0 0 0
Joint pain 0 0 0 0 0 0
Bronchitis 0 0 0 0 0 0
Excision of birthmarks 0 0 0 0 0 0
Bruises after a fall 1(1.0) 0 0 0 0 0
Crotid stenosis 0 0 0 0 0 0
Cataract Surgery 0 0 0 0 0 0
Chondrocalsinosis 0 0 0 0 0 0
Colonoscopy and fibroscopy 0 0 0 0 0 0
Cystitis 0 0 0 0 0 0
Dental pain 0 0 0 0 0 0
Diarrhea 0 0 0 2(2.0) 0 0
Dizziness and nausea 2(2.0) 0 0 0 0 0
Edema 0 0 0 1(1.0) 0
Gases 10(10.2) 0 0 0 0 0
General aches 0 0 0 0 0 0
Genital herpes 0 0 0 0 0 0
Headache 2(2.0) 0 0 0 0 0
Hemorrhoids 0 0 0 0 0 0
Infection 0 0 0 0 0 0
Inflamed prostate 0 0 0 0 0 0
Migraine 0 0 0 0 0 0
Mouth ulcer 0 0 0 0 0 0
Muscle discomfort 0 0 0 0 0 0
Nasal obstruction 0 0 0 0 0 0
Orthopedic pain 0 0 0 0 0 0
Pain following capsule 4(4.1) 0 0 0 0 0
consumption

Palpitations 0 0 0 0 0 0
Radio-infiltration (shoulder) 0 0 0 0 0 0
Rhinitis 0 0 0 0 0 0
Sore throat 0 0 0 0 0 0
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Tracheitis
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Trouble sleeping (insomnia)
Vaginal dryness

Vagal seizures during or after
taking a blood sample.
vitamin D deficiency

others

Summary results of Clinical Trial

0 0
2(2.0) 0
0 0
0 0
0 0
0 0
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0
0
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b) Secondary outcomes
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Dietzia Group Placebo
Clinical (n=49) (n=47)
Cheﬂftry Normal Range Baseline Day 60 Baseline Day 60
Hematology
Creatinine 47.6-113.4ymol/L 64,84+ 155 7863+18,19 73,10+£2159 76,167 + 17,84
Urea <8.3mmol/L 334+099  396+146  4,02+1,16 4,47 +1,12
ALAT <45U/L 17411420 1377+473 1944+945  1626+671
ASAT 40U/L 1629+493 1502+570 18,13+478  1335+501
GGT <50U/L 22,78+33,07 1992+17,13 22,57+16,62 24,80+ 20,21
Total Protein 60-80g/L 66,02+381 6940+511 7059+6,22 70,77 +4,00
Albumin 35-52 g/L 3983+4,46 4345+659 44,78+338 44,65+ 2,89
Glycemia 4.2-6.1ymol/L 485+139  453+049  4,74+0,55 4,69 +0,46
Cholesterol 2.81-5.2 mmol/L 489+109  415+123  4,95+124 449 1,11
Triglycerides 0.46-1.8mmol/L 1,10+0,66  1,12+0,69  1,29+0 87 1,33+0,69
Total bilirubin <17mmol/L 831+533  7,14+449  932+533 7,62 +4,49
Direct <5.1mmol/L 320+161  306+138  4,03+459 2,95+ 1,24
bilirubin
WBC (4.5-11) x 10%yL 650+187  642+175 6,26 +1,62 6,52 + 1,96
RBC (F=4'2'5C'§|é /'\:Iﬂ: 4761) 4334041 4435042  451%040 4,56 + 0,39
HBG (lezl‘?jsl‘;"gjgffl“'o' 127,78 +12,49 130,90+ 12,19 131,53 +1545 132,51+ 13,71
HTC (F=36-45/M=42-50) %  0,40+0,03  041+003  0,40+0,04 0,42 £0,03
MVC 80-96.1% 93,60 4,07 9272+435 90,79+ 6,15 92,30 +553
MCHC 33.4-35.5 g/l 2949+137 2939+151  29,15£2,36  29,02+2,13
PLT (172-450) x103¥mL 234,39 +52,20 236,71+53,22 261,88 £52,73 259,67+ 62,52
RDWCV (11-14) % 1311+0,78 13,04+0,86 12,82+1,90 1312+1 22
MPV (F: 12'169//0'{: 14174 1016+089 10364083 1034£090  10,35+0,80
Neutrophil 1.42-6.34x10°/L 387+145  360+127  3,36+116 3,66 + 1,56
lymphocytes 0.71-4.53X10°/L 194+078  2,07+059  212+0,63 2,10 + 0,66
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Monocytes 0.14-0.72X10°/L. 0,54 +0,18 0,54 +0,20 0,52+0,13 0,52+0,16
eosinophils 0-0.54X10°/L 0,17 +£0,16 0,16 £0,14 0,20 £0,17 0,19+£0,13
Basophils 0-0.18X 10°/L 0,02+0,01 0,02+0,01 0,02 £0,01 0,02+0,01

Dietzia Group Placebo
Hemodynamic Parameters (n=49) (n=47)
Baseline Day 60 Baseline Day 60

Systolic arterial pressure (mmHg)

119.08+12.40 113.55+20.30 118.39+12.54 115.82+11.41

Diastolic arterial pressure (mmHQ) 74.45+7.86 73.27+6.91 72.33+9.08 71.37+8.96
Heart rate (bpm) 80.51+11.19 80.38+9.88 76.43+£12.26 75.51+12.02
ADVERSE EVENTS
Presence of Dietzia cohort (n=49) Placebo (n=49) Total
pValue
AE No % No % No (%)
No AE 41 83.7 46 93.9 87(88.8)
AE 8 16.2 3 6.1 11(11.2)  0.199
Total 49 100 49 100 98 (100)
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