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* Table 4 shows drugrelated AEs that occurred with an incidence

of >2.

Introduction

Table 1. Sites and subject enrollment by country

e Growth hormone deficiency (GHD) is a well-recognised
g - No. of No. of No. of No. of
Cfn.dblrgp Ugﬁ:gsf qun& ﬁ;”rﬂdl:lts m]:’lﬂi]hseverf.a GHDl Urf hich sifes enrolled active | discontinued Table 4. Drug-related AEs occurring with an incidence of
eligible for replacement freatment, the main goals of whic Country (n=64) subjects n (%) subjects subjects >2, by MedDRA preferred term and intensity (N=855)
are to reverse the metabolic, functional and psychological
N | _ UK 13 274 (32.0 247 07
abnormalities associated with adult GHD. 12 ; Maximum intensity
Sweden 6 221 (25.8 212 Q :
® Treatment of GHD in adults with GH replacement therapy has = - 00 — > MedDRA et Total Incidence*
proved fo be effective for improving body composition, exercise et ' preferred 11 | Mod No. of | (subject years
o o J— o 13 term Mi Moderate | Severe patients =1337.2)
capacity, skelefal integrity, blood lipid profile and overall quality fatly 8 A —
of lite.? The 9 53 (6.9 35 18 nrilv:z?l;lfjcmr 10 2 0 12 8.07
Netherlands 0.2 ﬁ"u:rensed |
* The assessment of clinical practice guidelines is that the risks
associated with GH therapy are low.? However, extended opain % 521371 0 | Headache 4 0 o 6.73
clinical studies are required to confirm the longterm safety of France 3 15 (1.8 I3 2 Myalgia : 9 O .23
GH therapy in routine clinical practice, particularly with regard Oed
Py ' rouline pracies B VTS e 2 5(0.6 5 0 peripheral | ¢ | 0 7 5.23
to the diabefogenic risk. Republic
Arthralgi 4 2 O 6 4.4Q
® Omnitrope® (somatropin) is a recombinant human GH (rhGH| Total 64 855 (100.0) 771 84 y ikl
approved by the European Medicines Agency in 2006, with Fafigue ° | Y 297
: : Pain in
approval granted on the basis of comparable quality, safety Table 2. Patient characteristics at enrollment exiremiy 0 3 0 3 2.24
and efficacy fo the reference product, Genotropin® (Ptizer).
e PATRO Adults is an ongoing observational multicentre, open, | Isolated Combined *defined as the number of patients with the AE per 1000 patientyears
o ‘ ‘ ‘ Variable GHD GHD Other N/A
longitudinal study of Omnitrope®, conducted in hospitals and ;
specialised endocrinology clinics across Europe. The primary Gender | | |
objective is to assess the safety and efficacy of Omnitrope® Male, n (%) 44(5.1) | 396(46.3 31(0.4) 8 (0.9 * Overall, 107 AEs in 66 patients were suspected as being
in adults treated in routine clinical practice.’ Female, n (%) 5316.2) | 343 (40.1 4 (0.5) 4 (0.5) drug related. Three fatal cases were reported (one due fo
1 ety dofe £ o e — 7113 | 790 194 2 - P brain cell glioma, one due to lung neoplasm and one due to
* Here we present status and sarety dafa from an inferim analysis. otal (%] [11.3) - 8] (1.4) unknown causes). None of these cases was considered by the
Mean (SD) investigators as possibly related to hGH freatment.
Methods age, years A45.8 (15.8) | S1.0(15.1) | 34.7(13.2) | 42.4(16.2) S P Y
. | N ® Of the 84 patients who have permanently discontinued
e Eligible patients are male or female adults who are receiving freament Eﬁ?nktsfmﬂ 30.2(7.5) | 29.5(6.2) | 26.3(5.5) | 39.0(n/ql treatment, 18 (2.1%) did so due to an AE.
with Omnitrope® and who have provided informed consent. K9/ )
* Patients who have received treatment with another thGH product
before starting Omnitrope® therapy are also eligible for inclusion. Table 3. Summary of AEs .
g pe® therapy 9 Conclusions
e Lfficacy assessments are based on analysis of: No. of subjects (%)
ek Ak Factor T levels with 4 aend _gE% No. of AFs e On the basis of this interim analysis, Omnitrope®
n;u |r; L:Ie Jro | aclor 1 levels within age-and gender treatment in adults with GHD is well tolerated in a real-
HEIESIEE OTET TENges Any AE 363 [42.9) 77 life clinical practice setting, both in previously rhGH-
— Anthropometric measures such as weight, waist circumference, Relationship to study drug ‘ naive and previously treated patients.
total fat mass, lean body mass, total body water Nof suspecied 335 (39.2) 1067
_ Bone mineral density SR T o * The ongoing PATRO Adults study will provide important
P = : : :
o data on the diabetogenic potential and overall safety of
- Lipids Missing > 0.9 10 long-term GH replacement therapy in this population.
— Cardiovascular risk factors (glucose metabolism, blood Intensity ‘ N _ : :
oressure, inflammatory markers| o 203 (34.3] ~a e In addition, this large, postmarketing surveillance study
| will extend the safety database for Omnitrope®, as well
- Qumhly of life. Moderate 154 (18.0) 295 1 . _
as contributing to the safety profile for all rhGH products.
e All adverse events (AEs) are monitored and recorded. Severe 36 (4.2] 6!
e Particular emphasis is being placed on longterm safety, the Missing 1612 ]] ’
- - - il i Outcome ‘
rer::{}rcilmg of n"tc]hgnmnmes, ﬂ?e occurrence E].ﬂd clinical |mipc]c:t References
of anti-recombinant hGH antibodies, the incidence, severity and Resolved complefely 187 (21.9) 381 N N
duration of hvoeralveaemia and the development of digbetes toed | 17 (5" e 1. Ho KK for the GH Deficiency Consensus Workshop Participants. Consensus
during treat YPT gTh ® _{ ® P esolved wilh sequelae - guidelines for the diagnosis and treatment of adults with GH deficiency |:
uring freaiment wi MNIrope™. Ongoing 264 (30.9) 688 a statement of the GH Research Society in association with the European
e Data is collected at each routine visit during freatment with Fatal 3 (0.4) 3 Society for Pediatric Endocrinology, Lawson Wilkins Society, European
Omnitrope®. Society of Endocrinology, Japan Endocrine Society, and Endocrine Society of
Missing 24 (2.8 37 Australia. Eur | Endocrinol 2007; 157: 695-700.
e For all patients included in the study, all available data (visits, Changes to Omnitrope® freatment
!c:borc]tory data, hndmgs from examinations, efc.) are recorded Nof changed 318 (37.2) 085 2. Molitch ME, Clemmons DR, Malozowski S, Marriam GR, Vance L.
in a CRF. Evaluation and treatment of adult growth hormone deficiency: an Endocrine
ncreased 1912.2) 28 Society clinical practice guideline. ] Clin Endocrinol Metab 201 1; 96:
RESU“'S Reduced 46 (5.4) /] 158/-1609.
nterrupted 28 (3.3) S
® As of 30 Jan 2015, 855 patients were enrolled in the study : I 3. BeckPeccoz P, Minuto F, LlealCerro A, Zabransky M, Stalla G. Rationale
(Table 1); 456 (53%) oatients had been previc}usly treagted d‘?;;iﬁ:teg 21 (2.5 34 and design of PATRO Adults, a multicenire, noninterventional study of the
with thGH. longterm efficacy and safety of Omnitrope® for the freatment of adult patients
Missing /7 (0.8) 10 with growth hormone deficiency. Ther Adv Endocrinol Metab
® Characteristics of enrolled patients are shown in Table 2. . 5019- 3. 850
erious S L '
* Atotal of 11/9 AEs have been reported to date in 363 patients N 43 140 ) o
(Table 3); 109 of these (in &8 patients) were regarded as serious. 2 ' Acknowledgements
: o - T ; Ye 68 (8.0 109
Most AEs (1079/1179; 91.5%) were mild fo moderate in intensity, = 6.9 Medical writing support was provided by Tony Reardon of Spirit Medical
. . . . {E‘} . .
with few resumng In-any Chﬂnges fo Omnltrc:}pe freafment. Missing > (0.9) / J Communications lid, funded by Sandoz International GmbH.

ECE 2015, Dublin, Ireland, May 16-20 2015

Pituitary basic and neuroendocrinology Poster | { @ WAV

presented PN | p OStP r®. '.com
Markus Zabransky DOI: 10.3252/pso.eu.17ece.2015 CI R DUSLINEEE L PSS,UDUD "79




