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ABSTRACT

Objective: To summarize expert opinion regarding
clinical application of the recently introduced anabolic
agent teriparatide fhuman parathyroid hormone (1-34)] in
treatment of postmenopausal osteoporosis in women, and
osteoporosis in men.

Summary: The anabolic agent teriparatide was ap-
proved for clinical use by the Food and Drug Administra-
tion (FDA) on November 26, 2002. Since the launch of
teriparatide, many more gquestions about clinical use of
this exciting agent have emerged than there are answers
provided by clinical trials or FDA-approved product label-
ing. A group of clinicians with a broad range of experience
in research and clinical applications of teriparatide met
recently to address practical issues related to its use. This
manuscript is a compendium of the consensus opinions of
the authors that altempts to provide practical answers 10
many real-world questions being asked about teriparatide
therapy since its approval by the FDA. (Endocr Pract,
2004;10:139-148)

Abbreviations:

BMD = bone mineral density; BSAP = bone-specific
alkaline phosphatase; DXA = dual energy x-ray
absorptiometry; FDA = United States Food and Drug
Administration; LSC = least significant change; PTH =
parathyroid hormone

INTRODUCTION

The United States Food and Drug Administration
(FDA) approved the recombinant form of teriparatide
[human parathyroid hormone (1-34); (Forteo, Eli Lilly
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and Company, Indianapolis, IN, USA)] for clinical use
on November 26, 2002. Product labeling regarding use of
teriparatide can be viewed in the package insert of this new
therapy for osteoporosis. Indications, contraindications,
and guidance for monitoring teriparatide therapy are sum-
marized in Tables 1 through 4. These recommendations are
based on data from a pivotal clinical trial and additional
smaller studies in men and postmenopausal women (1-2).

As would be expected with the initial use of any
therapeutic agent, questions concerning use of teriparatide
have arisen since its approval. In an attempt to provide
early answers to these guestions, clinicians with wide-
ranging experience with investigational and clinical use of
teriparatide met in a workshop setting to discuss common
questions and formulate advice regarding how best to use
this new agent. Admittedly, the resulting recommendations
more often reflect individual opinion and perspective than
evidence-hased conclusions. '

Undoubtedly, as experience with teriparatide be-
comes more extensive and more data are brought to bear on
the issues discussed in this paper, ideas about teriparatide
therapy will change. We feel, however, that there is a press-
ing current need to identify and answer common questions
about teriparatide, and we offer our views in the hope that
they may help clinicians manage their patients better using
this promising new therapeutic agent.

‘This report is based upon the following 6 key goals
identified during our meeting:

1. Develop a framework for identifying patients who
should and should not be considered for teripara-
tide therapy

2. Recommend a core set of baseline tests that
should be considered before initiating teriparatide
therapy

3. Recommend approaches to monitoring patients
receiving teriparatide

4. Consider the influence of previous or concurrent
antiresorptive therapy on teriparatide use

5. Consider ways in which bone density can be
maintained atter teriparatide is discontinued

6. Discuss “real-world” issues in teriparatide ther-
apy, including adverse events, utilization, and
treimbursement
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