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« Aside by side plot of the individual plasma concentration and individual Adhesion Score at Each Assessment

adhesion scores did not reveal a clear trend.
Figure 3. Drug 1 (Representative Data)
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available results difficult to interpret.
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AN Adhesion Score at Each Assessment wear, usually after C,,, Is achieved) (Table 1).

summary adhesion performance at the individual level. whether
Individual bioavailability (BA) at each time point is associated
with the performance of individual adhesive measurement at
each time point for a TDS.

* The findings also illustrate that our novel approach to the analysis of the
results was critical in order to uncover the underlying association between PK
parameters and TDS adhesion performance, at both the summary (Table 1,

| Figures 1-2) and the individual levels (Figures 4-8).
:  |n particular, correction for the temporal component is important in order to
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» For each drug product, linear mixed models were used to assess (Blue: Linear; Red: Loess) Adhesion Score at Each Assessment
the association between PK parameters and the mean adhesion o o oo’
score based on the original adhesion data without imputation,
after adjusting for study design variables (sequence, period, and
treatment), and incorporating the variability between treatments
within the same subject. o 0 0

« Summary PK parameters vs. summary mean adhesion scores T AR o B
were plotted for each TDS product.

FDA draft guidance for industry: Assessing adhesion with transdermal
delivery systems and topical patches for ANDAs, June 2016
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* The opinions and information in this poster are those of the authors, and do not

 The association between the summary PK parameters (for drug | 1 e " . . D .
absorption) and the summary adhesion parameters (mean é : ¢ L ‘ | ‘ o 7, represent the views and/or policies of the U.S. Food and Drug Administration.
adhesion scores) was further verified by plotting individual plasma —— ‘  PhD candidate in statistics from George Washington University, Lingjie Zhou, was
concentration value against individual adhesion score at each 01 5 5 % supported in part by a FDA/CDER/OTS/OB ORISE project.
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