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1  Executive Summary
The sponsor submitted NDA 209-196 via the 505(b)(2) regulatory pathway to seek approval of 
subcutaneous (SC) administration of SAR342434 (insulin lispro) for the indication to improve glycemic 
control in adults and children with diabetes mellitus.  SAR342434 has 100 units of insulin lispro/mL as 
compared to the comparator, Humalog (insulin lispro 100 units/mL; NDA 20-563 approved on June 14, 
1996 for Eli Lilly).  This document reviews the Clinical Pharmacology data of NDA 209-196.  For 
simplicity, this review refers the following:

 SAR342434 for the sponsor’s insulin lispro
 US-Humalog for the Humalog approved and marketed in the United States 
 EU-sourced insulin lispro for the insulin lispro approved and marketed in the European Union

1.1  Recommendations
The Office of Clinical Pharmacology/Division of Clinical Pharmacology 2 (OCP/DCP2) has reviewed 
NDA 209-196 Serials 0000 and 0013 and finds them acceptable.  See this review’s section on 
“Preliminary Labeling Recommendations” for label recommendations.

1.2  Post Marketing Requirement
None.

1.3  Summary of Important Clinical Pharmacology Findings
The sponsor submitted the following 4 clinical studies to support NDA 209-196:

 Study PDY12704 to characterize and compare the pharmacokinetics (PK) and pharmacodynamics 
(PD, namely glucose infusion rate [GIR]) of SAR342434, US-Humalog, and EU-sourced insulin 
lispro upon single subcutaneous doses of 0.3 unit/kg in a euglycemic clamp study in patients with 
type 1 diabetes mellitus (T1DM)

 Study EFC12619 to demonstrate non-inferiority of SAR342434 versus US-Humalog and EU-
sourced insulin lispro for change in hemoglobin A1c (HbA1c) from baseline to Week 26 in 
patients with T1DM also receiving Lantus

 Study EFC13403 to demonstrate non-inferiority of SAR342434 versus US-Humalog and EU-
sourced insulin lispro for change in HbA1c from baseline to Week 26 in patients with type 2 
diabetes mellitus (T2DM) also receiving Lantus

 Study PDY13502 to assess the safety of SAR342434 and US-Humalog when used in external 
pumps for the incidence of infusion set occlusions. 

Highlights of PK/PD comparisons:
 For the comparison of SAR342434 to US-Humalog, Study PDY12704 showed that the geometric 

mean ratios and 90% confidence interval (CI) for both primary PK (Cmax , AUC0-last, and AUC0-inf) 
and PD (GIRmax and GIRAUC0-12) parameters were within the prespecified goalpost of 0.80 – 
1.25.

 Figure 1 shows the mean (SE) PK, mean (90% CI bands) smoothed GIR (PD), mean (90% CI 
bands) glucose profiles of SAR342434 and US-Humalog.  Figures 2 and 3 show the statistical 
comparisons of PK and PD parameters for Study PDY12704.

 For the secondary PK (time to maximum plasma insulin lispro concentration [INS-tmax]) and PD 
(time to maximum smoothed body weight standardized GIR [GIR-tmax)]) parameters, the median 
difference and (90% CI) showed significant difference as the following via the Hodges-Lehmann 
analysis:

o INS-tmax of -0.17 hour (-0.25 – -0.08) when compared SAR342434 with US-Humalog
o GIR-tmax of -0.30 hour (-0.56 – -0.03) when compared SAR342434 with US-Humalog
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 Of note, the mean PD profile did not point to a clear maximum for SAR342434 and US-Humalog 
on average.  However, the ranges of time to GIRmax were almost identical between the 3 
treatments (see Table 2 of this review).

 The statistical comparison of composite PD effect measure as GIRAUC0-2 (the time to GIRmax was 
about 2 hours), which reflects the clinical relevance of any changes in PK did not reveal any 
deviation from the 0.8 – 1.25% CI goalpost.  Further, the safety and efficacy measures of 
hypoglycemia rate and hemoglobin A1c (HbA1c) do not differ between SAR342434 and Humalog 
in the 2 clinical studies (see Dr. Sonia Doi’s clinical review in DARRTS).

 The duration of action was on average around 6 hours for SAR342434 and US-Humalog after 0.3 
unit/kg dose as indicated by the GIR-time and glucose-time profile in Figure 1 (time when glucose 
exceeded 110 mg/dL - upper threshold of 10% of the euglycemic clamp target of 100 mg/dL).

In sum, Study PDY12704 showed the PK and PD data:
 are similar between SAR342434 and US-Humalog
 are not different between SAR342434 and EU-sourced insulin lispro
 are not different between US-Humalog and EU-sourced insulin lispro

Figure 1. Mean plasma insulin lispro concentration – time, smoothed glucose infusion rate (GIR) – time, 
and blood glucose concentration – time profiles upon single SC dose administration of SAR342434 and 
US-Humalog.

Source: Reviewer’s analysis
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Figure 2. Forest plot of primary PK parameter comparisons between SAR342434, US-Humalog, and EU-
sourced insulin lispro for Study PDY12704.

Source: Reviewer’s analysis

Figure 3. Forest plot of primary PD parameter comparisons between SAR342434, US-Humalog, and EU-
sourced insulin lispro for Study PDY12704.

Source: Reviewer’s analysis
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2   Question-Based Review
2.1 General Attributes
2.1.1 What is the formulation of the to-be-marketed SAR342434?
Table 1 details the formulation of the to-be-marketed SAR342434.

Table 1. The to-be-marketed SAR342434 insulin lispro solution for injection 100 units/mL.
CompositionComponents 

Percentag
e

Per 
mL 

Per 
unit

(3 mL 

Function Reference to 
standards 

1.88

[100] [300] Drug 
substance

 

Insulin lispro
[equivalent to U of insulin]

Metacresol 

Glycerol  
Dibasic sodium 
phosphate Zinc oxide 
Sodium hydroxide

Hydrochloric acid, 

Water for 

injection

 

Ph. Eur., 
USP

Ph. Eur., 

USP Ph. 

Eur.

USP

Ph. Eur., 

USP Ph. 

Eur., NF 

Ph. Eur.,

  

  

 

Source: Modified from Sponsor’s Quality Overall Summary – 2.3.P Table 1.

2.1.2 Is there any difference between the clinically-tested formulation of SAR342434 and the to-be-
marketed formulation of SAR342434?
The SAR342434 solution formulation used throughout the clinical development program is identical to 
the final to-be-marketed formulation.  The SAR342434 product also has the same pharmaceutical 
composition and strength as Humalog 100 units/mL.

2.2 Key Clinical Pharmacology Questions

2.2.1 What are the design features of Study PDY12704?
Study PDY12704 was a double-blind, controlled, crossover (3-treatment, 3-period, and 6-sequence), 
euglycemic clamp study in 30 male patients with T1DM.  Randomized patients received 1 of the 6 
treatment sequences for single doses of 0.3 unit/kg for SAR342434, US-Humalog, and EU-sourced 
insulin lispro in 3 separate treatment periods.  The SC injection site was the periumbilical area (through a 
standardized skin-fold technique).  A washout of 5 – 18 days (for resuming their routine insulin treatment) 
separated each treatment period (TP).

During the euglycemic clamp, the GIR, blood glucose concentration, and amount necessary to keep a 
patient's blood glucose concentration at its target concentration were continuously measured and recorded 
via the Biostator device.  After dosing SAR342434, US-Humalog, or EU-sourced insulin lispro, blood 
glucose concentrations of the patients were maintained within a range of 5.5 mmol/L (100 mg/dL) ± 20% 
for the last hour prior to dosing and ± 10% in the last 30 minutes prior dosing via the intravenous infusion 
of 20% glucose solution with the Biostator (euglycemic clamp) until 12 hours postdose (clamp end).  GIR 
is a measure of the PD response.
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The amount of glucose required (area under the body weight standardized GIR versus time curve [GIR-
AUC]) is a measure of insulin mediated glucose uptake into tissues (glucose disposal or glucose lowering 
activity). Biostator determined blood glucose concentrations in 1-minute intervals and adjusted the GIR in 
response to changes in blood glucose via a predefined algorithm.  During the clamp, arterialized venous 
blood glucose concentrations, which reflected the supply for total glucose utilization of all tissues, as well 
as GIRs were continuously monitored.  The clamp visit occurred 2 to 28 days after the screening visit.  
Patients were admitted to the clinic in the morning of Day 1 (dosing day) in TP1, TP2, and TP3, having 
fasted since 10:00 PM the evening before (except if slight intake of rapidly absorbable carbohydrates [ 
20 g carbohydrate] was necessary to prevent hypoglycemia).

The sponsor collected serial plasma samples at predose and up to 12 hours postdose for the determination 
of SAR342434 or insulin lispro concentration via a validated liquid chromatography with tandem mass 
spectrometry bioanalytical assay.  The sponsor collected the GIR rates and the blood glucose 
concentration data during the entire glucose clamp study.

Overall, Study PDY12704’s design was acceptable.

2.2.2 Are the PK and PD characteristics of SAR342434 similar to those of the US-Humalog?  Are 
the PK and PD characteristics of SAR342434 similar to those of the EU-sourced insulin lispro?  Are 
the PK and PD characteristics similar between US-Humalog and EU-sourced insulin lispro?
Yes, Study PDY12704 showed the PK and PD data:

 are similar between SAR342434 and US-Humalog
 are not different between SAR342434 and EU-sourced insulin lispro
 are not different between US-Humalog and EU-sourced insulin lispro

Figure 4 shows the mean (SD) plasma insulin lispro concentration versus time profiles of single dose 0.3 
unit/kg of SAR342434, US-Humalog, and EU-sourced insulin lispro in patients with T1DM.  Upon SC 
injection of 0.3 unit/kg, maximum plasma insulin lispro concentrations occurred at about 1 hour postdose 
for SAR342434, US-Humalog, and EU-sourced insulin lispro and then decline to about 8 hours within 
quantitation limit (Figure 2).  In general, the mean plasma insulin lispro concentration versus time profiles 
of SAR342434, US-Humalog, and EU-sourced insulin lispro are similar.

Reference ID: 4131995
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Figure 4. Mean (SD) plasma insulin lispro concentration versus time profiles following single 0.3 unit/kg 
SC doses of SAR342434, US-Humalog, and EU-sourced insulin lispro for Study PDY12704.

The main figure shows the first 6 hours of plasma insulin lispro concentration-time profile for the ease of 
viewing early time points, whereas the insert shows the plasma insulin lispro concentration-time profile 
for the full 12 hours of sample collection.
Source: Reviewer’s analysis

Figure 5.  Mean raw GIR versus time profiles upon single doses SC administration of 0.3 unit/kg 
SAR342434, US-Humalog, and EU-sourced insulin lispro for Study PDY12704.

Humalog EU = EU-sourced insulin lispro; Humalog US = US-Humalog
Source: Reviewer’s analysis
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Figure 6.  Mean smoothed GIR versus time profiles upon single doses SC administration of 0.3 unit/kg 
SAR342434, US-Humalog, and EU-sourced insulin lispro for Study PDY12704.

Figure 7.  Mean blood glucose concentration versus time profiles upon single doses SC administration of 
0.3 unit/kg SAR342434, US-Humalog, and EU-sourced insulin lispro for Study PDY12704.

Humalog EU = EU-sourced insulin lispro; Humalog US = US-Humalog
Source: Reviewer’s analysis
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Table 2. Summary statistics for PK and PD parameters of Study PDY12704
Type Parameter SAR342434 US-Humalog EU-sourced insulin 

lispro
Cmax (pg/mL) 4860 (1950 – 7910) 5020 (3310 – 7870) 5090 (2700 – 9590)
AUC0-last (pg·h/mL) 12100 (7720 – 24700) 12700 (9060 – 22000) 12400 (9030 – 23200)
AUC0-inf (pg·h/mL) 12400 (8020 – 25600) 13000 (9160 – 22700) 12700 (9180 – 24200)
AUC0-2 (pg·h/mL) 6960 (2950 – 11800) 7010 (5050 – 10300) 6960 (3200 – 13100)
AUC4-last (pg·h/mL) 1030 (155 – 5730) 1140 (182 – 5290) 1050 (132 – 5150)

PK

Tmax (hr)a 0.83 (0.5 – 1.5) 1.17 (0.5 – 1.67) 1.00 (0.5 – 1.83)

GIRAUC0-12 (mg/kg) 1883.55 (1093.9 – 3359.2) 1925.5 (1260.6 – 3541.8) 1825.56 (936.5 – 3212.4)
GIRAUC0-2 (mg/kg) 696.23 (349.8 – 1133.1) 639.42 (345.8 – 1281.6) 633.84 (312.5 – 1161.3)
GIRAUC4-12 (mg/kg) 260.7 (44.6 – 1385.7) 324.3 (72.9 – 1300.9) 275.28 (12.5 – 1132.8)
GIRmax (mg/kg/min) 9.69 (6.2 – 13.9) 9.53 (6.9 – 17.1) 9.28 (5.5 – 13.7)

PD

Time to GIRmax (hr)a 2.07 (0.8 – 4.0) 2.35 (0.9 – 4.0) 2.45 (0.8 – 4.1)
PK and PD parameters reported as geometric mean (range); aCalculated from LOESS smoothed data as median (range)
Source: Reviewer’s compilation of Tables 8 – 10 and Tables 16 – 18 in Study PDY12704’s report

Table 3. Statistical analysis results for PK and PD parameters of Study PDY12704
GMR (90% CI)Parameter

(SAR342434/US-
Humalog)

(SAR342434/EU-
sourced insulin lispro)

(US-Humalog/EU-sourced 
insulin lispro)

Cmax (pg/mL) 0.97 (0.89 – 1.05) 0.96 (0.89 – 1.04) 0.99 (0.94 – 1.03)
AUC0-last (pg·h/mL) 0.95 (0.91 – 0.99) 0.97 (0.94 – 1.01) 1.03 (1.00 – 1.05)
AUC0-inf (pg·h/mL) 0.95 (0.92 – 0.99 ) 0.97 (0.94 – 1.00) 1.02 (1.00 – 1.05
AUC0-2 (pg·h/mL) 1.00 (0.92 – 1.07) 1.00 (0.94 – 1.08) 1.01 (0.97 – 1.05)

Type
(PK)

AUC4-last(pg·h/mL) 0.87 (0.74 – 1.03) 0.94 (0.80 – 1.12) 1.08 (0.97 – 1.20)

GIRAUC0-12 (mg/kg) 1.00 (0.94 – 1.07) 1.06 (0.97 – 1.15) 1.05 (0.98 – 1.14)
GIRAUC0-2 (mg/kg) 1.13 (1.05 – 1.21) 1.13 (1.02 – 1.27) 1.01 (0.9 – 1.12)
GIRAUC4-12 (mg/kg) 0.81 (0.61 – 1.06) 0.94 (0.72 – 1.24) 1.17 (0.92 – 1.48)

Type 
(PD)

GIRmax (mg/min) 1.04 (0.98 – 1.10) 1.07 (0.99 – 1.14) 1.03 (0.95 – 1.10)
Source: Reviewer’s compilation of Tables 8 – 10 and Tables 16 – 18 in Study PDY12704’s report

Figure 8. Forest plot of PK parameter comparisons between SAR342434, US-Humalog, and EU-sourced 
insulin lispro for Study PDY12704.

EU-sourced Humalog = EU-sourced insulin lispro
Source: Reviewer’s analysis
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Figure 9. Forest plot of PD parameter comparisons between SAR342434, US-Humalog, and EU-sourced 
insulin lispro for Study PDY12704.

EU-sourced Humalog = EU-sourced insulin lispro
Source: Reviewer’s analysis

2.2.3 How are the results of PK and PD study of SAR342434 related to the efficacy comparison of 
SAR342434 versus US-Humalog or EU-sourced insulin lispro?
The sponsor conducted 2 randomized, active-control, Phase 3, multinational clinical studies to support the 
efficacy and safety of SAR342434 to Humalog in patients with T1DM (Study EFC12619) and T2DM 
(Study EFC13403).  The primary objective of these two Phase 3 studies was to test the hypothesis that 
SAR342434 is non-inferior to Humalog according to the change in HbA1c from baseline to the 26-week 
endpoint. In these studies, patients in the control treatment group randomly received either US-Humalog 
or EU-sourced insulin lispro.  Patients enrolled in sites in Europe, Turkey, Korea, Argentina, Chile, and 
Colombia received EU-sourced insulin lispro, whereas patients enrolled in sites in the United States and 
Japan received US-Humalog.  See Dr. Sonia Doi’s Clinical Review and Dr. Robero Crackel’s statistical 
review for detailed assessment of efficacy and safety of SAR342434 in DARRTS.

The non-inferiority comparison in the clinical efficacy and safety studies assumes similar unit dose 
definition for the test and reference products, which is determined relying on the PK and PD similarity 
between SAR342434 and Humalog.  

According to the overall dose-time profile for the basal and prandial insulins used in the 2 clinical 
efficacy and safety studies, the trends of dose utilization were not different between SAR342434 and 
Humalog.  The dose-time data for the reference in Figures 10 and 11 represent both US-Humalog and EU-
sourced insulin lispro.

Reference ID: 4131995
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Figure 10.  Overall daily mean (95% CI) basal insulin dose (left panel), mealtime insulin dose (central 
panel), and ratio of basal to total insulin dose (right panel) by treatment in patients with T1DM.

Source: Reviewer’s analysis

Figure 11.  Overall daily mean (95% CI) basal insulin dose (left panel), mealtime insulin dose (central 
panel), and ratio of basal to total insulin dose (right panel) by treatment in patients with T2DM.

Source: Reviewer’s analysis

2.3  Bioanalytical
2.3.1  Is the bioanalytical method properly validated to measure SAR342434 and insulin lispro?
The sponsor used a liquid chromatography-tandem mass-spectrometry (LC-MS/MS) bioanalytical assay 
to measure insulin lispro concentration in plasma samples.  Briefly, the sponsor treated the plasma 
samples for protein precipitation and followed by solid phase extraction.  The sponsor used bovine insulin 
as the internal standard.  The volume is 0.25 mL per sample.  The sponsor used a linear calibration 
regression with a weighting factor of 1/x2 to quantitate insulin lispro.  The lower limit of quantification of 

Reference ID: 4131995
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the assay is 100 pg/mL.  See Table 4 for the assay validation such as within-run and between-run 
precision and accuracy for SAR342434, US-Humalog, and EU-sourced insulin lispro.  The sponsor 
confirmed via Serial 0013 submitted on April 20, 2017 that there was no difference in preparation for the 
calibration standards, quality control (QC) samples, and the clinical samples.  Clinical samples went 
through the same sample processing steps as the standards and the QC samples.  

Table 4.  Summary of validation for SAR342434 and insulin lispro bioanalytical assay for Study 
PDY12704.

Humalog US and Humalog EU in this table are US-Humalog and EU-sourced insulin lispro, respectively, in this review.
Source: Modified from the sponsor’s Section 2.7.1 Table 1.

SAR342434 was stable in human K2EDTA plasma at 4°C for up to 21 hours 55 minutes, and at room 
temperature for up to 22 hours 46 minutes.  In whole blood, SAR342434 was stable at 4°C for at least 1 
hour 51 minutes.  In the presence of hemolyzed blood (1%) in human K2EDTA plasma, SAR342434 was 
stable at room temperature for at least 8 hours.  Processed samples were stable at room temperature for at 
least 97 hours 16 minutes.

SAR342434, US-Humalog, and EU-sourced insulin lispro were stable in human K2EDTA plasma at about 
-20°C and at about -80°C for 286 days, and after 4 freeze-thaw cycles in matrix at about -20°C and at 
about -80°C.

The bioanalytical assay for measuring SAR342434 and insulin lispro are acceptable with reasonable 
accuracy and precision.

2.3.2  Was an Office of Study Integrity and Surveillance (OSIS) inspection requested for the clinical 
study?
The Division of Metabolism and Endocrinology Products requested an OSIS inspection for the clinical 
and bioanalytical sites of Study PDY12704 through Callie Cappel-Lynch dated February 6, 2017 
(Reference ID: 4052004 in DARRTS).  

The Division of New Drug Bioequivalence Evaluation within OSIS recommended accepting the 
bioanalytical data without an on-site inspection because OSIS recently inspected the clinical and 
bioanalytical sites of Study PDY12704.  The outcome of the inspections was classified as No Action 
Indicated.  See memorandum by Shila Nkah dated April 4, 2017 (Reference ID: 4079722 in DARRTS).
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4.1 Individual Study Synopsis
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has the sponsor submitted a justification that was 
previously agreed to before the NDA submission?

Criteria for Assessing Quality of an NDA (Preliminary Assessment of Quality) Checklist
Data 
1. Are the data sets, as requested during pre-
submission discussions, submitted in the 
appropriate format (e.g., CDISC)? 

Yes ☐No ☐N/A

2. If applicable, are the pharmacogenomic data 
sets submitted in the appropriate format? ☐Yes ☐No N/A

Studies and Analysis 
3. Is the appropriate pharmacokinetic information 
submitted? Yes ☐No ☐N/A

4. Has the applicant made an appropriate attempt 
to determine reasonable dose individualization 
strategies for this product (i.e., appropriately 
designed and analyzed dose-ranging or pivotal 
studies)?

☐Yes ☐No N/A

5. Are the appropriate exposure-response (for 
desired and undesired effects) analyses conducted 
and submitted as described in the Exposure-
Response guidance?

☐Yes ☐No N/A

6. Is there an adequate attempt by the applicant to 
use exposure-response relationships in order to 
assess the need for dose adjustments for 
intrinsic/extrinsic factors that might affect the 
pharmacokinetic or pharmacodynamics?

☐Yes ☐No N/A

7. Are the pediatric exclusivity studies adequately 
designed to demonstrate effectiveness, if the drug 
is indeed effective?

☐Yes ☐No N/A

General 
8. Are the clinical pharmacology and 
biopharmaceutics studies of appropriate design 
and breadth of investigation to meet basic 
requirements for approvability of this product?

Yes ☐No ☐N/A

9. Was the translation (of study reports or other 
study information) from another language needed 
and provided in this submission?

☐Yes ☐No N/A
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Filing Memo
Background

The SAR342434 solution formulation used throughout the clinical program is identical to the final to-be-
marketed formulation. The SAR342434 product also has the same pharmaceutical composition and strength as 
Humalog 100 U/mL (Page 12/74 Section 2.5 Clinical Overview).

Depending on the geographical location of the investigational sites, patients randomized to Humalog received 
the regionally approved product, Humalog US or Humalog EU: patients in the US and Japan received Humalog 
US and patients in Europe and other regions received Humalog EU (Page 12/74 Section 2.5 Clinical Overview).

Table 1 - Overview of clinical studies supporting SAR342434 registration

PDY1270
4

Euglycemic 
clamp study 

EFC1261
9

Efficacy/safety 
Phase 3 study

EFC1340
3

Efficacy/safety 
Phase 3 study

PDY13502
Safety study

Design 3x1 day cross-
over
study

Randomized, active-
controlled, open-
label, parallel 
group study

Randomized, active-
controlled, open-
label, parallel 
group study

Randomized, active-
controlled, open-label,
2x4 weeks cross-
over study

Population Patients with 
T1DM

Patients with T1DM on
Lantus in 
combination with 
mealtime insulin
analog for at least
6 months prior to 

 

Patients with T2DM on
Lantus in 
combination with 
mealtime insulin
analog for at least
6 months prior to 

 

Patients with T1DM on
Continuous
Subcutaneous Insulin
Infusion (CSII)

Comparator and
regions

• Humalog US
• Humalog EU

Humalog
• Humalog US: 

US, Japan
• Humalog EU: 
Europe

Humalog
• Humalog US: US
• Humalog EU: 

Europe, Turkey, 
South Korea, 
Argentina, Chile, 

Humalog US

Randomization 1:1:1 1:1 1:1 1:1
Route of
administrati
on and 
injection 
device for 
IMP

SC injection
syringes

SC injection before 
each
main meal or snack; 
or immediately after 
meal intake (if 
allowed per local 
label)

 
 

SC injection before 
each
main meal or snack; 
or immediately after 
meal intake (if 
allowed per local 
label)

 
 

External pump for CSII
(Medtronic with 3 mL 
reservoir or Animas 
Vibe or OneTouch 
Ping pump)

Objectives PK and PD
(euglycemic 
clamp 

Efficacy and safety Efficacy and safety Safety

Primary 
endpoint

• PK: AUC, 
AUClast

Cmax,

• PD: GIR-AUC0-12

HbA1c (%), change 
from
baseline to Week 26

HbA1c (%), change 
from
baseline to Week 26

Incidence of infusion 
set
occlusions defined 
as failure to correct 
hyperglycemia 
(plasma glucose 
≥300 mg/dL) by 

    
 

Safety General safety Immunogenicity and
general safety

Immunogenicity and
general safety

Infusion set occlusions
and general safety

Number of
patients 
randomiz

N=30 SAR342434:     
N=253
Humalog:          

SAR342434:     
N=253
Humalog:          

N=27
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Duration of
treatment

3x1 day 6 months (main study
period)
6 months 
comparative safety 

 

6 months 2x4 weeks
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