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Highlights

• ICH Q1E compliant stability analysis

• Easy ribbon tab user interface

• Quick, reliable, productivity enhancing tool

• Calculates ICH shelf-life estimates

• Versatile tool for stability analysis plus related functions

• Non-linear regression models

• Secure, integrity checked auto report generator

• Verified calculations using JMP, R, Minitab

• Tools for validation by end users
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ICH Q1E analysis

• Common Slope, Separate Slopes, Common Line models
• p-Values for pooling slopes, intercepts

• Calculates ICH shelf-life estimates

• Provides batch specific intercepts and slopes
• Not easy in a general-purpose statistical software such as JMP 

• Accommodates large number of lots and time points

• Customizable, submission ready plots exported to Word
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Easy user interface

• Ribbon tab, dialogs

• Data import and export from Excel

• Text (<0.3, <LOQ, etc.) is grayed, not used in calculation

• Highlighted attention getters for slopes, shelf-life, p-values

• Specification decimals, etc. propagate to data, plot, report
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Versatile tool with many pluses

• Regression lines, 95% confidence and prediction limits

• Non-linear models for decreasing rate of change

• On-the-fly auto report generation
• Customizable signature descriptions for e-signing or wet signing

• Release limits (to manage the risk of OOS in stability)

• Fitted, scatter or connected plots

• Diagnostic plots of residual and approximate assay date

• On-the-fly what-if analyses – just change data – no button click

• Flexible data input formats

• Functions to export plots to Word documents 
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Linear and non-linear regression plots
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Scatter and connected plots
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Residual, approx. assay date plots
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Secure, integrity checked reports

• Auto report generation
• End user changes propagate to different parts of reports

• Analysis recommendations customizable using Word

• Fool-proof, corruption-proof
• Data validation checks

• Functional integrity using circular redundancy check (CRC)

• PDF report
• Embed analyst ID, analysis time, integrity check outcome

• Customizable signature area

• Report number option
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Report Summary
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Built-in and packaged validation tools 

• Export function to summarize results in a spreadsheet

• For easy comparison using R, JMP, Minitab, etc.

• Steps to verify calculations using R, JMP and Minitab

• Example (simulated) stability data 

• Simulated data generator R code

• Example stability analysis reports

• Documented comparisons using R, JMP and Minitab

• Stability calculation and comparison R code
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Results using StabilityPlus and R 
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License details

• Individual license key

• For windows username/domain name combination
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