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Objectives: To determine the satisfaction of subject with Actonel 35 mg Once a Week
in the treatment of postmenopausal osteoporosis.
To document the safety of Actonel 35 mg Once a Week in routine medical
practice.

M ethodology: The subject will be treated with Actonel 35 mg Once A Week by
prescription from the physician (investigator) asin usual practice.

Number of patients/subjects: Planned: 500 Randomized: 70 | Treated: 7

Evaluated: - Efficacy: The investigator | Safety: NA Pharmacokinetics:
will record at end of therapy NA

his overall assessment of
efficacy and safety of Actonel
35 mg Once A Week.

- Subjects will be asked to
complete at end of the
treatment a 3-item patient
satisfaction questionnaire.

- The tolerability of Actonel
35mg will be evaluated by the
record of adverse events, if any
that might occur during the
course of the study.

Diagnosis and criteriafor inclusion:

Postmenopausal ambulatory women > 55 and <80 years of age who have a
clinical presentation appropriate for treatment of established osteoporosis
based on the investigator’ s clinical judgment (aT-score for BMD (DEXA)
of lumbar spine or femoral neck = - 2.5 from an assessment performed at
screening or within 24 weeks prior to the screening visit or evidence of

previous vertebral fracture).

Exclusion criteria:

- History of Cancer: Basal Cell or Squamous Cell carcinoma-documented
6-nonth remission

- Diagnosis of hypocal cemia, hyperparathyroidism, hyperthyroidism

Investigational product:
Dose:
Administration:

Actonel (Risedronate sodium)

Hmg
Tablet (ord)

Duration of treatment: For the purposes of this study, the

period of observation extends from the time the subject starts
therapy until the end of therapy at 6 months or earlier.

Duration of observation:




Reference therapy:
Dose:
Administration:

NA
NA
NA

Criteriafor evaluation:

- The investigator will record at end of therapy his overall assessment of
efficacy and safety of Actonel 35 mg Once A Week.

- Subjects will be asked to complete at end of the treatment a 3item
patient satisfaction questionnaire.

- The tolerability of Actonel 35mg will be evaluated by the record of
adverse events, if any that might occur during the course of the study.

Safety:

Statistical methods:

Adverse events reported by the patient/subject or noted by the
investigator.

Statistical analysis of all data collected in this study will be descriptive.

Investigators participating in this RECORD will be informed of the results
once the Final Report has been written up.

Summary:

Thetrial was terminated due to lack of compliance with GCP regulations.

Efficacy results:

NA: this trial was prematurely discontinued and the data generated will
not be used, due to lack of compliance with GCP regulations

Safety results:

NA: this trial was prematurely discontinued and the data generated will
not be used, dueto lack of compliance with GCP regulations

Date of report:

17-Sep-2007




