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@ Objectives: Comparing efficacy and safety of CinnaTropin® to Norditropin ® Nordlet ; | e \ -

DC Study Design: Randomized, active-controlled, two-arm, open-label, and cross-over . I s ncheicn ot 0= 26)

i‘i"i Participants: A total of 30 participants (4-16 years) with IGHD & PHP ! bﬂ:ﬂ*ﬂmn; IE”“ . ‘ Consort flowchart of The
ﬁ Intervention: Daily subcutaneous injections of either CinnaTropin® or Nordilet® : E— - — trial

"7 (0.03mg/kg/day) 0.7 1U/Kg/week, up to a maximum of 4 1U/day, ; m.ﬂmum{ e T T  —

Cinna Tropin® (0003 megelgsidany)
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B . . . —— - o “‘::J — . ) Daily suboutaneous injections of
% Main outcome measures: Efficacy of each treatment was evaluated in terms of i e e e ]
» changesin height velocity, height and changes in serum levels of IGF-1and IGFBP-3 ) [
S i
Safety was assessed by the incidence of adverse events and laboratory parameters. =TSN i O T .
Inclusion criteria , —
= Fachuded Sran snabouis (= = 03
Pre-pubert ly-pubertal irls between 4-1 Tanner stage 1 or 2 | . _
. re-puberty or early-pubertal boys and girls between 4-16 years (Tanner stage 1 or 2) Exclusion Criteria
Height Standard Deviation Score (HSDS) < -2 for chronological age at the time of Any lliness that prevent the proper conduct of the trial, such as seizure, acute or
diagnosis systemic infectious disease in the past & months, chronic pulmonary infection,

AIDS, chronic liver disease (verified disease of the hepatic cells or 2-fold or
more increase in liver enzymes). Any systemic disease in any organ.

Ruling out of other causes of short stature
. Any active malignancy (such as leukemia, efc.)

Approved GH Deficiency foIIow!ng Clonl.dlne s’r.lmulcmon test and low or T e
low normal serum IGF-1 at the time of diagnosis syndrome)
. . Turner syndrome
Six months to one year follow up before treatment
Short stature dve to chronic renal failure, other cavses of GHD, such as
In case of the deficiency in other pituitary hormones, the patient can only be craniopharngioma
included, if the replacement of other pituitary hormones was done |

History of diabetes in patient or his /her first degree relatives

Base"ne: DemOgraphiC infOrmatiOn f Concomitant use of steroids other than replacement therapy in panhypopituitarism

Cinnatropin Mordilet

15, ne15 Baseline: Laboratory tests
';hlj+23 '5*1+1?' 0,893 Cinnatropin Morditropin
v . . Age — —— : v There was no significant (n=30) (n=30)
No Significant Sex Female (%) | 623 500 0491 difference in values for
diff  Height (em) | 122.3%9.9 123.1£10.2 0.840 hematologic, biochemistry, | 14 8.21X1.2 8.21X1.8 0.9205
observed in BMI 15.2+1.9 15.4+4.3 0.840 tests at the end of the N N
d h- Height-5D5% - 1.7210.84 - 1.75x0.48 0.898 tre TSH 2.0T1.4 2.8x1.7 0411
Emﬂg rap IC BMI-5D5 | -09121.13 - 1.14%1.31 0.000 v No adverse event (mild, Fasting Insulin 84138 74132 0299
I Pulse R 101.3+£15.3 Q2 3194 0.703 moderate, serio Was
VE]I’IEIHES. |Puise Rate : uhSEWE{:I[:IUﬁngLT:l]‘EStLH:I}F Vitamin D 35.3FX20.8 31.2x21.1 0.455
Systelic BP 117121046 113.3+14.5 0.457 iod.
- - pen IGF-1 27481830 246.1X1037 0.245
Diastalic BP 774180 732198 0.247
IGFBP-3 G.1X2.0 G412 3 0.586
Re S u ItS v Due to crossover design of the trial, the carry over effect
was evaluated in this study.
L
! Hei and growth velooly dhanges intreatment amms
15 00— » 7 Evaluation of growthvelocity between CimaTropiri® and Nordiet?
CinnaTropin®  Norditropin® SR
- O Mean (Cl) of 3-month height {n=30) {n=30) i
12.50 . change difference between groups | | ueigni difference month 1 | 0.5420.47 0.67+0.58 0.345
was 0.52(-0.01,1.05) for the first S R
= three monthsand 0.33 (-0.14, 0.80) | | crowih velocity month1 | 6.5225.59 | 8.08:7.02 | 0.345 sy ey =
& 10.00 for the second three months. ‘@ Mean of Cinna I ropin
E Height difference month 2 0752042 0.83x0.55 0.543
; O Therefore, the cammy over effect in
7.50— this study was not statistically | | Srowihvelocty month2 | 9.00:5.06 9.93+6.56 0.543
Eﬁ significant; and the findings of two i
% 5. 00— treatment periods were analyzed Height difference month 3 | 0.47+0.39 0.65+0.55 0.156
| cumulatively.
Growth velocity month3 | 5.60=4.71 7.74+6.59 0.156 | Growih Velocity
£5071 . BMI Standard Deviation Score in treatment arms -‘ " -‘ —— L yeur
T 1 L i ] i G
ElnnﬂTrﬂpln@ Hﬂl‘dllE'l@ CinnaTropin Norditropin
Height Velocity comparison between treatment arms (n=30) (n=30} Heiaht Velocit
BMI SDS, month 1 0.09+0.45 0.01+0.45 0.538 €g €loCity
| | CinnaTropin Norditropin
BMI SDS, month 2 0.01+0.45 0.03+0.25 0.788 Height Velocity Total . P . P
6~ BMI SDS th 3 0.01+0.27 0.02+0.56 0.925 n=30 n=30
., mon 010, 020, . ] ]
o Height velocity (cm/yr) 76 8.()
BMI SDS, baseline to 0.10+0.38 0.05+0.63 0.698 meain ] '
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T Standard deviation 2.7 2.9
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: —— s Conclusion
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2 In our study safty and efficacy of
=
4 1 ‘Eﬂ Cmnatropln was similar to
I [] ° []
| | o 20- Norditropin (Novo Nordisk,
Cinnatropin Morditropin y

CinnaTropin® Nordilet® Denma rk)

Treatment Group

Height velocity SDS, Cinnatropin: 0.36 T 2, Norditropin: 1.3 = 1.95,

Height Standard Deviation Score improvement in treatment arms
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