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156 
.---------------Amidon - Di r ect ----------------, 

1 THE COURT : -- item, which would be --

2 THE WITNESS : Product s p eci fication , yeah . 

3 THE COURT : And, so , although you use di fferent 

4 words , your s lides , i n terms of process defi nit i on , are not 

5 that different , are they? How are they different ? 

6 THE WITNESS : No . I mean , I t h i nk the d i fferen c e is 

7 that the p roduct profile i n Dr. Ki rsch ' s defi n i tion is 

8 something t hat mi ght -- l i ke , you get a r e p ort a n d t he 

9 formu lator is charged, okay, this is what we wan t to do ; you 

10 go make i t . My posit ion i s the formula t or i s invol ved in the 

11 p rodu c t profile . 

12 THE COURT : Okay . I t hought I understood that t o be 

13 your point . 

14 BY MR . DITTMANN : 

15 Q . And j ust i f we can focus j ust on POX 709 f o r o ne moment . 

16 Just to make s u re the record is c l ear , it ' s your experience 

17 that t he formulator t eam member o f this deve l opmen t team wou ld 

18 b e i nvol ved wi t h all four step s seen on POX 709 , correct? 

19 A. Yes . 

20 Q . Now , we have tal ked about t he first two step s a b i t 

21 a l ready in connection wi t h your background . 

22 With respect to t h is t hird s t ep we s e e he r e , 

23 considering t he dose , volume , clini cal parameter s , can you 

24 bri efl y descri be how thi s work is typically accomplished in a 

25 drug development team? 
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