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Additional Sample Storage Stability Data (EDR Link) 

Quality control samples at high and low concentrations of tenofovir and lamivudine were 
prepared on 29 September 2017 and stored frozen at ~ -70ºC in human K2EDTA plasma 
in polypropylene tubes until used. On 07 March 2018, the samples were thawed in a 
water bath at 22ºC and assayed with a set of freshly prepared calibration standards and 
quality control samples. 

The table below compares the concentrations of tenofovir and lamivudine in the stored 
samples with the freshly prepared QC samples at two different concentrations. 

Table 1:  Comparison of the tenofovir and lamivudine in the stored samples with the 
freshly prepared QC samples at two different concentrations  

Source:  Method Validation Report-Addendum 1, Page 18 

Conclusion 

The applicant has demonstrated adequate long-term storage stability of tenofovir and 
lamivudine at ~-70°C in human K2EDTA plasma for 159 days. The information provided 
by the applicant addresses the clinical pharmacology comment regarding lack of long 
term sample storage stability data in the original review and there are no remaining 
clinical pharmacology issues that would preclude approval of the application.    
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