C O N F I D E N T I A L


Section from PaTH Protocol

PTH and alendronate in combination for the treatment of osteoporosis

NIH Award Number: NIAMS-045

N01-AR-9-2245

3.6
Inclusion and Exclusion Criteria

3.6.1  
Inclusion Criteria

1. Women aged between 55 and 85 years of age.

2. Who are post-menopausal (have not had any menses in the last 5 years).

3. Have an evaluable bone mineral density scan (DXA) at the spine AND at the hip with a T-score < -2.5 either at the spine or the femoral neck or total hip 

OR have a T-score < –2.0 with at least one of the following risk factors for fracture:

· Age ( 65 years

· History of post-menopausal fracture (non-vertebral or vertebral)

· Maternal history of hip fracture.

4. Be willing and able to self-administer daily injections.

3.6.2 
Exclusion Criteria
1. Have used estrogen (oral or patch) more than one month in the last 6 months or for more than 12 months in the last 2 years.  

2. Have a history of more than 12 months of bisphosphonate use ever, or any use (> 4 weeks) within the past 12 months.

3. Have a history of rhPTH use ever.

4. Have any major life-threatening illnesses.

5. Have type 1 or uncontrolled type 2 diabetes mellitus (defined as hemoglobin A1C > 10.0), or currently using insulin.

6. Have Vitamin D level < 15 nanograms /ml.

7. Have any history of kidney disease (creatinine > 2.0 mg/dl).

8. Have renal insufficiency (creatinine clearance < 40 mg/min).

9. Have any history of kidney stones.

10. Have any history of hypercalcuria or currently have urine calcium/creatinine  >300 mg.

11. Have any history of hypercalcemia.

12. Have any history of sarcoidosis.

13. Have any history of hyperparathyroidism.

14. Have any history of active or treated tuberculosis or other granulomatous disorders.

15. History of breast cancer, melanoma or hematologic malignancy which has required treatment within the last 10 years.

16. History of bone cancer or any other metabolic bone disease which has required treatment within the last 10 years.

17. History of any other non-skin cancer which has required treatment within the last 10 years.

18. Have a documented history of symptomatic esophageal reflux, achalasia or esophageal stricture.

19. Be currently taking > 7.5 mg systemic prednisone or equivalent  per day.

20. Be currently using > 2 puffs, 4 times / day of inhaled steroids.

21. Be currently taking anticoagulants.

22. Be currently taking anticonvulsants

23. Have used Calcitonin within the past 3 months.

24. Have used Raloxifene in the last 6 months or for more than 12 months in the last 2 years.

25. Have used Tamoxifen in the last 6 months or for more than 12 months in the last 2 years.

26. Have used fluoride for at least a month within the past 5 years.

27. Be currently taking > 1000 IU/day Vitamin D or Vitamin D analogues or  metabolites.

28. Be currently taking thyroid hormone replacement AND have a TSH < 0.1mIU/L.




































































































































































































































































6 weeks:  Re-test (Collect urine on non-PTH injection day)


























2 weeks:  Re-test 
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