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INTRODUCTION

The addition of teriparatide to the
osteoporotic therapeutic portfolio
represents a novel option in patients
with established osteoporosis and/or
in those with inadequate response to
antiresorptive treatment. Teriparatide
for injection, a human parathyroid
hormone (rhPTH [1-34]) of recombi-
nant DNA origin has been shown not
only to produce a rapid and substan-
tial increase in vertebral BMD, but
also a substantial reduction in the
risk of new spinal and non-vertebral
fractures. Since patients groups being
included in randomized trails after
having passed inclusion criteria differ
significantly from patients in clinical
routine, the aim of our study was to
set up a prospective, single-centre,
open-label data base to obtain a
documentation system of all our
patients under teriparatide treatment.
Our data base offers a documentation
system, which allows an observatio-
nal follow up of all our patients under
teriparatide medication based on
different reasons and different condi-
tions. Thus, exchange of experience
between the various treatment cen-
ters is possible.

MATERIALS AND METHODS

Presently we monitor data of 129
patients (10.9 % males) with severe
spinal osteoporosis and multiple
vertebral fractures at our osteoporosis
clinic (Tab. 1). Adequate calcium and
vitamin D is supplemented during
the entire study. As soon as the entry
criteria (Fig. 1) are met (e. g. bisphos-
phonate non responder status, struc-
tural defects in bone biopsy), all pati-
ents undergo baseline evaluations and
return for clinical follow up 3, 9 and
18 months after the commencement
of the medication. BMD measure-
ments (spine, total hip), biochemical
markers and X rays are performed
during these follow ups and side
effects are recorded.

RESULTS

21 patients (16.3 %) out of the total
group (n = 129) have finished the
18 months course of PTH treatment.
The drop out rate is 7 %, there is no
occurrence of new fractures, except 2
patients (one with 1 vertebral fracture
and one with 1 peripheral fracture in
the initiation period) (Tab. 2).

In the subgroup of patients, which is
already statistically analysed a signifi-
cant increase of lumbar BMD of 14 %
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after 9 months could be observed
(Fig. 2). In the DXA measurements of
the hip no statistical significant chan-
ges could be seen during the 9 mont-
hs observation period (Fig. 3).

Biochemical markers of bone turnover
showed significant increases after 3
and 9 months (Figs. 4–7) during the
observation period as it is known

Table 1. Patient characteristics at
baseline
● Total group: 129 patients

( : 115; : 14)
● 21 patients have regularly finished

therapy
● Mean age: 72,1 ± 10,4 a
● Vertebral fractures:

0 → 7 % (without fractures)
1 → 7 %
>1 →  86 %
Fractures per patient: 3,8 ± 2,6

● Non-vertebral fractures:
32,6 % had at least 1 peripheral
fracture

● T-Score Hip Total: –2,32 ± 0,96
● T-Score Lumbar Spine:

–1,96 ± 1,69

Table 2. Side effects & withdrawal
from therapy
Drop out rate 7 % (9)
Nausea 3 patients
Unable to use pen 2 patients
Mental problems 2 patients
Elevated serum calcium 1 patient
Worsening polyarthritis 1 patient

Fig. 1: Different indications for teriparatide treatment Fig. 2: Changes of BMD of the lumbar spine measured by
DEXA
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Fig. 3: Changes of BMD of the hip measured by DEXA

Fig. 4–7: Changes of biochemical markers (OC, NTX, P1NP, ALP)

from studies already published (Tab.
3). Biochemical data of month 18
need to be analysed.

CONCLUSION

Our data base offers a documentation
system, which allows an observational

follow up of all our patients under
teriparatide medication based on dif-
ferent reasons and different conditions.
Thus, exchange of experience be-
tween the various treatment centers
is possible.

Fig. 4 Fig. 5

Fig. 6 Fig. 7 ALP (U/I)

Table 3. Changes of T-Scores & biochemical markers
M0 M3 M9 p <

Osteocalcin 17.790 ±  9.0 66.7 ± 42.3 63.560 ±  34.7 0.0001
Crosslaps 0.323 ±  0.2 1.2 ± 1.3 0.821 ±  0.5 0.0001
P1NP 37.410 ±  25.4 209.700 ±  91.5 0.001
ALP 76.600 ±  28.7 99.4 ± 54.4 108.600 ±  44.1 0.03
T-Score Spine –2.530 ±  1.1 –2.190 ±  1.3 0.02
T-Score Hip –1.900 ±  1.0 –1.900 ±  0.9 NS
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