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1. Assessing the Safety and Effectiveness of Home-Use In Vitro Diagnostic Devices (IVDs):
Draft Points to Consider Regarding Labeling and Premarket Submissions

2. Point-of-Care Blood Glucose Testing in Acute and Chronic Care Facilities (1 Approved G
uideline — Second Edition[

3. Labeling of Home-Use In Vitro Testing Products ; Approved Guideline.
4. 150 15197:2003.
5. Total Product Life Circle for Portable Invasive Blood Glucose Monitoring Systems.

6. Point to Consider for portable Blood Glucose Monitoring Device Intended for Bedside
Use in The Neonate Nursery.

7. Point to Consider for Collection of Data in Support of In-
Vitro Device Submissions for 510(k) Clearance.

8.Evaluation of the Linearity of Quantitative Measurement Procedures: A Statistical Approach;
Approved Guideline

9. Method Comparison and Bias Estimation Using Patient Samples ; Approved Guideline-
Second Edition

10.Evaluation of Precision Performance of Clinical Chemistry Device; Approved Guidelinel]
11.Interference Testing in Clinical Chemistry; Approved Guideline[]
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