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1 scientific  research  program  on  developing 

2 these kinds of tools that will bridge from the 

3 NIH-type study that we're used to doing in the 

4 Academy to those that serve the regulatory 

5 purpose, and combining it with those studies 

6 that are already designed for advancing the 

7 regulatory purpose. 

8             DR. VANDENBERG: In the context of 

9 this report, part of what we're talking about 

10 there is that if we had better information on 

11 absorption,  distribution,  metabolism,  and 

12 excretion,     that's     the     basis     for 

13 physiologically-based pharmacokinetic models.  

14             The advantage of such models is it 

15 allows us to put the data that are available 

16 on a common scale, which may be internal blood 

17 dose, typically. At least, that's the starting 

18 point,  and  so,  when  you've  got  disparate 

19 findings,  or  a  variety  of  findings  from, 

20 particularly from, subcutaneous, oral, and in 

21 other cases, we may have inhalation exposures, 

22 it allows us to do a comparison when the 
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1 concern is not at the portal of entry, not at 

2 the nose or the mouth or the stomach. It's 

3 actually distant to that. 

4             So, it allows us that sort of -- 

5 the ability to consider more information in a 

6 coherent way, and that's part of what I think 

7 is  being  pointed  to  there  is,  is  the 

8 tremendous value of such modeling approaches. 

9  But they do depend upon data that can be 

10 collected,  not  through  GLP  studies,  but 

11 through the academic and government research 

12 that is underway. 

13             DR. MCNEIL: Garret, are you still 

14 on the line? 

15             DR. FITZGERALD: Yes, I am. 

16             DR. MCNEIL: Would you like to make 

17 any comments with regard to this last question 

18 or any of the other comments so far? 

19             DR.   FITZGERALD:   No,   I'm   in 

20 agreement with all the things that -- I think 

21 it's   quite   reasonable   to   include   the 

22 consideration of the studies that were not 
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1 designed  for  regulatory  purpose  with  the 

2 recognition  that  they  are  likely to raise 

3 questions rather than answer them. 

4             So,  they're  really  hypothesis-

5 generating types of studies, whereas, I think 

6 the  distinction  with  the  design  of  the 

7 regulatory studies that were first the prime 

8 focus  of  the  FDA's  consideration has been 

9 nicely made. 

10             DR.  MCNEIL:  Garret,  we  had  a 

11 little bit of trouble hearing you. Is it our 

12 line or -- 

13             DR. FITZGERALD: Oh, I can hear you 

14 perfectly well. I'm speaking into the phone. 

15 Can you hear me now? 

16             DR. MCNEIL: We can hear you now. 

17 Yes. You must have changed your phone service. 

18             DR. FITZGERALD: I'm sorry. 

19             DR.  MCNEIL:  Do  you  want  to 

20 summarize, just a couple sentences of what you 

21 just said so we're sure we have it? 

22             DR.  FITZGERALD:  Well,  I'm  in 
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1 agreement with the distinction between the 

2 nature of the studies performed for regulatory 

3 purposes and the more hypothesis-generating 

4 studies in smaller groups of individuals or 

5 animals, as the case might be, that has been 

6 made quite nicely. 

7             DR. MCNEIL: David and then Jack, I 

8 believe. 

9             DR. PARKINSON: This is a question 

10 from somebody who is not in the area. But to 

11 follow up -- even with additional studies, 

12 which  I  absolutely  agree  are  necessary 

13 listening to all of this -- is it possible to 

14 give  an  isolated,  fairly  absolute  answer 

15 related just to the food safety exposure? 

16             Isn't    the    tolerance    really 

17 dependent on other sources of exposure and 

18 what the epidemiology is of exposure to these 

19 agents from all sources?   

20             So,  in  other  words,  the  food 

21 safety is just on top of other exposures, and 

22 so, in the recommendations, doesn't one need 
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1 to    consider    some    sort    of    broader 

2 epidemiological study to understand what the 

3 relative contributions of different sources of 

4 exposure beyond those of food safety need to 

5 be? 

6             This is a common-sense thing, but 

7 maybe  it's  outside  of  my, obviously, it's 

8 outside of my realm of experience. 

9             DR.  MCNEIL:  That  was  certainly 

10 raised in one of the commentators. So Martin 

11 or Antonio? 

12             DR.  CALAFAT:  Well,  I'm  not  an 

13 epidemiologist      either,      but      data, 

14 epidemiological data, on BPA particularly are 

15 not very abundant. 

16             DR.  PARKINSON:  I  figured  out 

17 because I couldn't find very much. 

18             DR.   CALAFAT:   Yes.   And   then, 

19 regarding your question about the cumulative 

20 exposure, that's basically what we were saying 

21 -- that maybe by using bio-monitoring data, 

22 which is something that can provide an idea of 
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1 exposure  from  all  different  routes  and 

2 sources.  And  it's  something  that  wasn't 

3 addressed in the assessment report. 

4             DR. PARKINSON: I understand that, 

5 and I agree with that. The issue is, we're 

6 going to have an independent activity in the 

7 future on this kind of exercise for other 

8 sources of exposure.  How can one look at the 

9 two separately? That's what I'm having trouble 

10 with. 

11             DR.   PHILBERT:   I   don't   think 

12 there's any problem with the current approach 

13 of  isolating,  evaluating,  but  it  must  be 

14 closed by bringing everything together at the 

15 end, and having some sort of capstone activity 

16 that looks at the totality of exposure, body 

17 burden, and disease processes that ensue. 

18             DR.  MCNEIL:  Jack,  you  had  a 

19 comment? 

20             DR. LINEHAN: I was just going to 

21 ask  a  question.  I  read  somewhere  in  the 

22 copious materials that we were looking at that 
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1 the half-life, so to speak, in the body is 

2 short. 

3             So,  how  do  you  normalize  in  a 

4 pharmacodynamic setting, exposure versus -- 

5 what, if you have a time-line like that. 

6             DR.  VANDENBERG:  I  think  you're 

7 pointing to one of the things that struck the 

8 sub-committee in our discussions. And it was 

9 really highlighted in the presentation by Dr. 

10 Bucher where he illustrated through a very 

11 effective figure, that in fact the metabolism 

12 in young animals, neonates, doesn't seem to be 

13 the same as the metabolism in the adults.  

14 Much of the data we're working with here is 

15 from the adult animal, and yet, with less 

16 metabolism in the neonates, you're likely to 

17 have  increased  exposure  to  those  neonates 

18 compared to the adults. 

19             And so we're -- I think that was a 

20 significant point of that data set that we 

21 were presented with by Dr. Bucher and FDA.  

22 So, you're talking about the pharmacodynamics, 
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1 which is the response. That actually affects 

2 the exposure to free BPA in the infants or the 

3 neonates as compared to the adults. So that's 

4 really, kind of the level that we're looking 

5 at it at this stage, but that -- given a 

6 certain  exposure  in  an  adult  versus  the 

7 neonate, how they respond to that is yet the 

8 pharmacodynamic aspect and again, a lot of 

9 uncertainty about that. 

10             DR. PHILBERT: Sorry. Just to add 

11 to that, Dr. Benet at the open meeting on the 
   th

12 16   also pointed to the fact that there's 

13 likely to be pharmacogenetic or toxicogenetic 

14 variation. And that there are already known, 

15 some variations in the specific enzymes that 

16 govern  these  reactions,  and  we don't know 

17 anything about that in children. We're just 

18 beginning to learn about this in adults. 

19             DR. SASICH: Just to kind of follow 

20 on what Jack was saying would a bio-monitoring 

21 program or bio-monitoring study, would that be 

22 difficult?  Would  this  be  urine,  blood  -- 
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1 either/or? Is it expensive and is it something 

2 that can be done in the field, say, in the 

3 average clinical laboratory? 

4             DR. CALAFAT: Bio-monitoring is not 

5 cheap. It normally, for compounds such as BPA, 

6 which are fast-metabolizing, so they're non-

7 persistent   in   the   body.   Normally,   in 

8 epidemiological  studies,  we're  looking  at 

9 urinary markers.  So, it is a measurement that 

10 is being done in urine. 

11             In  animal  studies,  normally  the 

12 measurement is in blood. The concentrations of 

13 -- the technology exists for measuring BPA in 

14 blood products as well. The limitation is that 

15 the concentrations in blood tend to be much 

16 lower than the concentrations in urine. This 

17 is in humans. In animals, you know, those are 

18 the  animals,  then  you  can  have  very  high 

19 concentrations.   

20             So, it probably would be a good 

21 idea  to  have  --  a  bio-monitoring  program 

22 exists, and CDC is conducting such a bio-
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1 monitoring  program.  NHANES,  the  so-called 

2 NHANES,  and  this  one  is  based  in  urinary 

3 measures only, and is also a program that has 

4 one limitation in the way that the younger 

5 population, that is, the youngest population 

6 that is being evaluated, is six years of age. 

7             So, we do not have, from NHANES, 

8 from a national program, we do not have bio-

9 monitoring data from children that are younger 

10 than six years of age. 

11             This doesn't mean that this data 

12 cannot    be    available    from    smaller 

13 epidemiological studies that may be designed 

14 to address some particular questions. 

15             DR. MCNEIL: Could I just ask for 

16 clarification? The study that you're talking 

17 about is the one that the JAMA article was 

18 based on, correct? 

19             DR. CALAFAT: Yes. 

20             DR. MCNEIL: And the concern there 

21 was,  it  wasn't  clear  when  the  exposure 

22 occurred relative to any of the subsequent -- 
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1             DR. CALAFAT: Yes, and then because 

2 -- 

3             DR. MCNEIL: Is that going to be 

4 remedied  in  some  fashion  by what approach 

5 you're mentioning or is it just more of the 

6 same? 

7             DR. CALAFAT: No, it's basically -- 

8 One of the limitations -- NHANES is a cross-

9 section of data, so we're talking about one 

10 sample from one person collected at one time.  

11             And it reflects recent exposure to 

12 BPA. It's not something -- maybe for some 

13 studies,  it  would  be  better  to  collect 

14 multiple samples, but the half-life of the 

15 compound is really not going to change. 

16             DR. MCNEIL: But, just to pursue 

17 this another minute, could we agree then, that 

18 that  study  is  going  to  provide  this  sub-

19 committee  or  Board  very  little  additional 

20 information?  If  it's  cross-sectional,  one 

21 point unrelated to knowledge about when the 

22 disease state started? 
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1             DR.  PHILBERT:  I  think  there's 

2 general agreement on the sub-committee that 

3 was -- Oh, Garret, did you want to -- 

4             DR. FITZGERALD: No, no, no. I was 

5 just about to echo in that I think we felt 

6 that  it  has  raised  some  questions  that 

7 obviously need to be pursued, but was by no 

8 means conclusive in itself of any relationship 

9 between BPA exposure in adults, and neither 

10 cardiovascular disease or diabetes. 

11             DR. MCNEIL: So, did you just agree 

12 with what I said, Garret?  That the NHANES 

13 study is not going to provide an answer here? 

14             DR.  FITZGERALD:  I  would  concur, 

15 yes. 

16             DR. MCNEIL: Okay. Just checking.   

17             DR. TORTI: I had a question, but 

18 maybe  before  I  ask  that  question,  I  just 

19 wanted to -- maybe this is the time to chime 

20 in and also thank the sub-committee. This is 

21 an enormous amount of work and we really do 

22 appreciate it. 
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1             And I just want to remind folks 

2 that  the  FDA  provided  a  draft  assessment 

3 because   it   recognized   this   was   an 

4 extraordinarily complex scientific issue and 

5 sought external advice. I just want to mention 

6 that, so that's to say that. 

7             I just had a question. As people 

8 have suggested these future studies to more 

9 completely  understand  --  more  definitively 

10 understand the issues, understanding that they 

11 in  themselves  may  not  be  perfect,  do  you 

12 recommend  or  how  do  you  think  about  the 

13 presence of natural estrogens, phytoestrogens, 

14 and whether those should be included in such 

15 proposed studies? 

16             Have  you  discussed  or  thought 

17 about that because obviously, they bind the 

18 estrogen receptor at a higher affinity than 

19 BPA? 

20             DR. PHILBERT: We didn't discuss it 

21 as a sub-committee, but clearly it's something 

22 that ought to be factored in. 
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1             DR.  HEWLETT:  I'm  thinking  about 

2 some of the statements that were made about 

3 not knowing when exposure was and magnitude of 

4 exposure.  I'm struck by the fact that this is 

5 a problem of technology, that this is a recent 

6 development and that probably there are other 

7 parts of the world in which their -- or this 

8 should be a question, not a statement. 

9             Are there parts of the word in 

10 which these sorts of products are not being 

11 used  now  that  might  be  appropriate  for 

12 comparisons   to   be   made,   especially   in 

13 children? 

14             DR. MCNEIL: Do we know?   You're 

15 looking for a control group, that's right.  

16 Does anybody have any idea?  It would probably 

17 be hard to get. 

18             DR. PHILBERT: It's plausible. As a 

19 non-epidemiologist, I think you would need to 

20 find people who can design those studies. I 

21 suspect that it's going to be a matter of 

22 time. This is not something that we're going 
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1 to answer overnight. 

2             DR.  CALAFAT:  Just  speaking  off 

3 recollection, I know there was a study that 

4 was conducted and published a few years ago in 

5 Japan  on  a  handful  of Japanese university 

6 students, and they were -- It was a bio-

7 monitoring study. They had been drinking, I 

8 believe it was coffee now, I cannot really 

9 recall,  from  some  cans,  and  then  they 

10 collected   some   samples,   measured   the 

11 concentrations of BPA in the urine. And then 

12 years later, they had been out of formulation 

13 of the canned packaging in the country or 

14 something  alike,  and  they  collected  some 

15 additional samples from different students. I 

16 don't think they were the same students. And 

17 they   show   some   differences   in   the 

18 concentrations of the bio-marker in the urine. 

19             So, your point is well taken, and 

20 I think there may be some research -- maybe 

21 unpublished. There has been quite a bit done 

22 in southern Asia. 
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1             DR. MCNEIL: Are there any comments 

2 from the FDA staff?  Are there any other 

3 questions or comments from the Science Board? 

4             Well,  let's  do  the  following, 

5 then.  Why don't we put up our options, at 

6 least in draft from, and this may lead to more 

7 questions and more discussion, so we can at 

8 least have something to discuss? 

9             So,  I  put  these  up  not  to  be 

10 inclusive, but just to have something written 

11 down that we could start from rather than just 

12 have an up or down kind of vote. 

13             Basically, the first two options 

14 here -- and I believe the audience has copies 

15 of this. Garret, I don't know if you do, but 

16 we could probably e-mail them to you right 

17 away. 

18             DR. FITZGERALD: Okay. 

19             DR. MCNEIL: Carlos will try and do 

20 that now. 

21             DR. FITZGERALD: Okay. 

22             DR.  MCNEIL:  Do  you  have  your 
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1 BlackBerry on? 

2             DR.  FITZGERALD:  Yes.  I  have  a 

3 computer on. 

4             DR. MCNEIL: Okay, good. You'll get 

5 them in a couple of minutes.   

6             Basically, the first two options 

7 say accept the report essentially as is -- 

8 either  totally  as  is  or  with  some  minor 

9 editorial changes. For example, we already 

10 discussed two of them with regard to the last 

11 bullet, and I showed you those and you have 

12 those.  And if we take either one of those, 

13 then we probably are able to transmit the 

14 report to the FDA.  You give it to me and I 

15 give it to them is basically the way it would 

16 work. 

17             The second two say we can't quite 

18 do that now. We really need more information. 

19 And if we need more information, than we have 

20 to  get  that  information  and  re-present 

21 whatever it is that we want at our February 

22 meeting. 
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1             And the information can come from 

2 one of two sources. The Science Board right 

3 now, on the basis of the comments that we've 

4 had, can, in general ways, list the kinds of 

5 information that we would like the FDA to go 

6 back and think about getting as a way of 

7 resolving the uncertainties in the data and 

8 hence, to help us make a better conclusion. 

9             On the other hand, we could say 

10 the FDA staff is in a much better position, 

11 having written the original report, having 

12 seen the report of the sub-committee, and have 

13 heard this discussion, to go back and dig 

14 deeply and find out what kinds of studies 

15 would be possible to do that would answer 

16 ambiguities and hence, arrive at a conclusion. 

17             Those  are  four  options  I  could 

18 think of. I think the fifth option, which I 

19 didn't sense a lot of enthusiasm for, was just 

20 reject the whole report and say forget it. We 

21 can put that on the table, but it doesn't 

22 sound like that's a good one. 



4c78e45a-e3fd-42d6-adc2-842bf3ff3213

202-234-4433
Neal R. Gross and Co., Inc.

Page 319

1             Can anybody -- yes? 

2             DR.  LINEHAN:  I  was  going  to 

3 comment  on  what  you  just  said,  but  maybe 

4 you're not finished. 

5             DR. MCNEIL: No, I'm finished. You 

6 go ahead. 

7             DR. LINEHAN: Well, as a non-expert 

8 in this area, and I'm looking at the traces, 

9 I'm sort of thinking that one of the first two 

10 choices is something I would sort of naturally 

11 want  to  do  because  I  don't  think  I  can, 

12 sitting here, write out a list of instructions 

13 for  the  FDA  to  identify  areas  in  which 

14 additional research would clarify ambiguities. 

15             We had a conversation here. A lot 

16 of it was anecdotal conversation about, well, 

17 what about this and what about that? And so we 

18 all learned a lot, but I'm not sure we've 

19 learned enough to be able to give directions 

20 to the FDA in a manner that would be, in some 

21 sense,  supercede  what  this  excellent  sub-

22 committee has done, with a panel of experts 
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1 who have spent a lot of time thinking about 

2 it. 

3             So if we as a Board -- the fifth 

4 choice  would  be,  I  guess,  to  accept  and 

5 transmit this to the FDA and anyone on the 

6 Science Board who feels like they would like 

7 to submit a little bit of a white paper or an 

8 addendum to this, that they write it up in a 

9 context where they can think about it enough 

10 so that it's really an intelligent document. 

11             DR.  MCNEIL:  Okay.  So,  you're 

12 basically saying, take the second option, but 

13 with the sub-option that individual members 

14 can write to the FDA and say, what about 

15 whatever. 

16             Yes, David? 

17             DR.  PARKINSON:  I  would  second 

18 that, and I see no reason in waiting until 

19 February to do something further. This gives 

20 the FDA a chance, the FDA reviewers and staff, 

21 a  chance  to  respond  to  the  sub-committee 

22 report and the discussion here.  
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1             And then maybe allows us a chance 

2 in February, to look at a plan or some sort of 

3 FDA reaction to the sub-committee. But why 

4 delay things? I don't have a lot more to 

5 contribute to Jack's point. I think the sub-

6 committee has done a really thoughtful job and 

7 let's get on with it. 

8             DR.  MCNEIL:  Larry,  you  have  a 

9 comment? 

10             DR. SASICH: Yes, I -- during the 

11 public comments I think I sensed the public's 

12 frustration with not knowing what's going on, 

13 what's happening, who can be believed and who 

14 can't be believed.   

15             Everyone is an expert. Everything 

16 is evidence-based. That term has become so 

17 worn as to become almost meaningless.  And I 

18 think they would like to see some kind of a 

19 decision or recommendation, and I'll use the 

20 term  recommendation  because  this  is  an 

21 advisory committee.  

22             So I think we would be free, as a 
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1 Science Board, to make any recommendations 

2 that we wanted to the commissioner, and the 

3 commissioner and the FDA can decide whether to 

4 accept or not accept those. 

5             I can see -- listening to, again, 

6 to  some  of  the  public  speakers,  we  have 

7 competing studies. Who do we believe anymore? 

8 And I think the system -- both the scientific 

9 system and the FDA is running the risk of 

10 losing any credibility or losing credibility 

11 with the public unless we start to take some 

12 more definitive actions that the public can 

13 really kind of understand. 

14             And so, I suppose I would follow 

15 Jack and David with the first option with some 

16 editorial changes. And I wouldn't mind seeing 

17 some kind of statement that would immediately 

18 limit infants= exposure to BPA that's coming 

19 from    the    committee,    and    that's    a 

20 recommendation that's being made to the FDA 

21 commissioner, and then a statement where we 

22 would recommend to the commissioner that the 
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1 agency do a much better job in informing the 

2 public exactly about what's going on and what 

3 we know.  Let the public kind of be part of 

4 the process. 

5             DR. MCNEIL: So, can I repeat what 

6 you said just to make sure I have it. I think 

7 what you said, Larry, was to accept the report 

8 with the thought that individual members of 

9 the Science Board could write to the FDA with 

10 their own comments about possible additional 

11 studies or areas and you had two additional 

12 comments that are important. But that was the 

13 first  level.  Accept  it  with  additional 

14 comments that get sent to Carlos and somehow 

15 or other they get incorporated. 

16             But then you also added two other 

17 things  that  would  be  very  different,  and 

18 they're not on the list. Accept, but make a 

19 statement requesting the FDA to limit infants= 

20 exposure -- now? 

21             DR. SASICH: To immediately examine 

22 the possibility of limiting infants= exposure. 
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1             DR.  MCNEIL:  Oh,  to  examine  the 

2 possibility. 

3             DR. SASICH: Yes. 

4             DR. MCNEIL: Okay. We're going to 

5 need  to  write  this  down.  To  examine  the 

6 possibility. 

7             DR. PHILBERT: So, as stated in the 

8 first instance, I would just like to remind 

9 the Science Board that we were charged to 

10 review  the  science,  not  to  make  policy 

11 decisions, which we view in the last bullet, 

12 as   consistent   with   the   remit   of   the 

13 commissioner.  

14             So  we're  reviewing  the  science. 

15 We've submitted the report, and I think the 

16 Science  Board  should  feel  free  to  make 

17 whatever additional recommendations they are. 

18 But as part of the sub-committee report, we 

19 think that goes beyond the job. 

20             DR.  SASICH:  No,  you  did  an 

21 excellent job in this. There becomes a point 

22 in time when the science has to become policy 
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1 and somebody has to make a suggestion -- 

2             DR.  MCNEIL:  But  that's  not  our 

3 job. That is not our job. 

4             DR.   SASICH:   Well,   you   can't 

5 separate it, and that's why we're losing -- 

6 why the system is losing credibility, I think, 

7 with the public. 

8             We  do  a  lot  of  hard  work.  We 

9 develop a lot of really good science, and here 

10 it is, and we don't do anything with it. We 

11 don't give the public any kind of direction or 

12 guidance. 

13             We can make a recommendation to 

14 the commissioner. The commissioner then makes 

15 that kind of decision.  I mean, that's what 

16 the point of this whole process is -- do we 

17 have a chemical out there that is potentially 

18 harmful to infants and small children?  

19             And so, we can't -- it would be 

20 nice to be able to sit here in isolation and 

21 look at the data. It's a very interesting kind 

22 of thing to do, but they expect us to come up 
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1 with some solutions to this problem -- either 

2 to say that there's no problem at all, that 

3 this  stuff  is  perfectly  safe.  There's  no 

4 question about it at all. 

5             But if there is some uncertainty, 

6 to take some kind of steps to limit exposure 

7 to this particular product until we get better 

8 data,  where  we  can  answer  in  confidence, 

9 safety or lack of safety. 

10             DR. MCNEIL: This is an important 

11 discussion, Larry, and I'm trying to pull out 

12 -- we have to function within our charge. 

13 That's clear, and to go beyond the charge will 

14 not be appropriate.  

15             And I think that's why Martin and 

16 his  group  very  carefully  edited  the  last 

17 bullet in the manner that you see there, and 

18 tried to separate in the first sentence the 

19 science,  and  in  the  second  sentence,  the 

20 policy recommendations that would be derived 

21 from  the  science  as  well  as  from  other 

22 considerations. 
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1             So, what I'm pulling up now is our 

2 charge, the charge to the Science Board, and 

3 it  basically  says,  the  Board will provide 

4 advice to the agency on keeping pace with 

5 technical and scientific evolutions in the 

6 field of regulatory science on formulating an 

7 appropriate  research  agenda  and  upgrading 

8 science  facilities,  provide  the  means  for 

9 critical review of agency-sponsored intramural 

10 and extramural programs. 

11             So, I think it narrows our job a 

12 little. That's not to say that what you've 

13 said is not incorporated into our minutes and 

14 discussion. I think your comment about asking 

15 the  FDA  to  inform  the  public  better  is 

16 something that we talked about this morning. 

17 And I think we recognized that as an area for 

18 potential  addition  to  the  members of this 

19 Board. 

20             But unless I'm wrong, don't both 

21 of those go beyond our charge or not?  Randy, 

22 do both of those issues go beyond our charge? 
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1 I don't want to get ahead of ourselves here.  

2 The issue of asking you to limit exposures to 

3 infants and asking you to inform the public 

4 better -- this Board is asking you. 

5             DR. LUTTER: I think I heard two 

6 comments earlier. One was that we immediately 

7 consider. And the one I think I heard -- I 

8 wasn't  sure  --  that  we  immediately  take 

9 action, and surely the former is within your 

10 charge. 

11             DR. MCNEIL: Say that again. 

12             DR. LUTTER: I think the question 

13 was -- I think I heard you say that you were 

14 contemplating a recommendation that we should 

15 immediately consider taking action. 

16             DR. MCNEIL: Yes. That's what he 

17 said. 

18             DR.  LUTTER:  Okay,  and  that's  a 

19 recommendation on what we should consider, and 

20 I think that's permissible and consistent with 

21 the charter. 

22             I  think  that  the  recommendation 
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1 that we should immediately take action is a 

2 different step. 

3             DR. MCNEIL: Okay. Martin? 

4             DR. PHILBERT: In the interest of 

5 keeping the process clean, might I request 

6 that any such consideration be kept separate 

7 from whether or not the Science Board adopt 

8 the sub-committee report? 

9             DR. MCNEIL: Yes, you should. 

10             DR. PHILBERT: And that that just 

11 be isolated because I think I speak on behalf 

12 of my colleagues. We've expended a great deal 

13 of  time  in  coming  up  with  a  scientific 

14 analysis, and that should be kept clean and 

15 separate from any policy decision. 

16             DR. MCNEIL: Good point. We'll do 

17 that, so we'll just move those two comments 

18 off to the side for the moment, and bring them 

19 back. But for the moment, we will just --  

20             So, let me repeat where I think we 

21 are. I think we're on accept with the proviso 

22 that individual members of the Science Board, 
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1 as individuals, are encouraged to write to the 

2 FDA about those areas that they think would be 

3 useful in helping to reduce the uncertainty 

4 about the conclusions of the sub-committee 

5 report. 

6             DR. LINEHAN: And I agree exactly 

7 what you said, and I would move that just to 

8 get the conversation going.  As a discussion 

9 point -- I guess -- do we have to have a -- 

10             DR. MCNEIL: Well, we do, but -- 

11             DR. LINEHAN: So I would make that 

12 as  a  motion,  and  then  when  we  get  to 

13 discussion, I'll make a point. 

14             DR. MCNEIL: Martin, do you want to 

15 say a word? 

16             DR.  PHILBERT:  May  I  offer  a 

17 friendly amendment. Not uncertainties about 

18 the Science Board report, but uncertainties 

19 identified within the sub-committee report. 

20             DR. MCNEIL: I'm sorry. Could we do 

21 a couple of things here?  We have to get -- 

22 this is important, so we have to get the 
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1 language exactly right. 

2             So, Jack, do you want to repeat 

3 what you just said? 

4             DR. LINEHAN: Well, I would say -- 

5 I make a motion that we accept and transmit 

6 the sub-committee's report to the FDA. 

7             DR. MCNEIL: Number 1. 

8             DR.  LINEHAN:  Number  1.  And  the 

9 second point in the motion would be that we 

10 encourage our colleagues on the Science Board 

11 to communicate with the FDA their analysis of 

12 the issues underlying BPA issues in a very 

13 timely manner to the commissioner of the FDA. 

14             DR.  MCNEIL:  Could  you  define 

15 timely, just as a friendly suggestion. 

16             DR. LINEHAN: Within a week. 

17             DR. MCNEIL: A week. Fine.  And 

18 Martin, you had something to add to that? 

19             DR.  PHILBERT:  I  think  it  was 

20 encapsulated -- it was just word-smithing that 

21 it's  uncertainties  identified  within  the 

22 report,  and  not  uncertainties  about  the 
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1 report. 

2             DR.   MCNEIL:   Oh.   Uncertainties 

3 within the report. 

4             DR.  PHILBERT:  I'm  very  certain 

5 about the report. 

6             DR. MCNEIL: Okay. The report was 

7 clear. All 16 versions of it that the sub-

8 committee wrote.  David? 

9             DR. PARKINSON: Just to add to the 

10 discussion around this should be incorporated. 

11 I don't want to have send in what I've already 

12 said.  

13             DR.  MCNEIL:  Should  we  have  -- 

14 that's a motion, right? We have to second it. 

15 We need a second. 

16             DR. PARKINSON: Oh, yes. Seconded. 

17             DR. MCNEIL: Seconded by Larry and 

18 David, for the record. Okay. 

19             DR.   PARKINSON:   But   if   the 

20 discussion we've just had could be reflected 

21 so I don't have to write in exactly what I've 

22 already said. That's all. Within a week. 
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1             DR.  MCNEIL:  And  your  discussion 

2 was  specifically  related  to  the  sensitive 

3 patients. 

4             DR. PARKINSON: Well, I think we've 

5 had  very  robust  discussion  about  other 

6 potential populations at risk, et cetera, and 

7 that   discussion   should   be   accurately 

8 reflected.  But  it  basically,  what  we're 

9 calling for here is a request for approval of 

10 the second option, so -- 

11             DR.  MCNEIL:  Is  there  further 

12 discussion on this motion that has now been 

13 moved  and  seconded,  that  basically  says 

14 accept, transmit with the elaboration that 

15 Jack just proposed that involves sending to 

16 the  FDA,  within  a  week,  any  additional 

17 considerations for further studies that you 

18 would recommend? 

19             Garret, I can hear you moving. 

20             DR.    FITZGERALD:    Yes.    I'm 

21 concurring. 

22             DR.  MCNEIL:  You're  concurring. 
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1 Okay, I could tell.  This is important. I want 

2 to  make  sure  we  have  not  left  any  stone 

3 unturned here. 

4             So, the voting members for this 

5 purpose are David, Erik, Lonnie, Larry, Jack, 

6 and myself if there's a tie.  Is that correct, 

7 Carlos?  All right. So, can I have a show of 

8 hands as to who approves the motion as -- And 

9 Garret, I'm sorry. Garret, would you raise 

10 your hand? 

11             DR. FITZGERALD: I will. 

12             DR. MCNEIL: And Garret -- 

13             DR. FITZGERALD: I approve. 

14             DR.  MCNEIL:  He's  also  on  the 

15 Board, though, so he can vote.  We're trying 

16 to decide whether you can vote, Garret. 

17             DR. FITZGERALD: Okay. 

18             DR. MCNEIL: It doesn't matter. Let 

19 me  just  check  --  I  think  it's  irrelevant 

20 whether you can vote or not because I saw 

21 yeses from everybody.  All -- Larry, did I see 

22 a yes from you?  Okay, so I have five yeses. I 
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1 don't count. Garret, if you count, it doesn't 

2 matter because you're not going to change -- 

3             DR. FITZGERALD: Okay. 

4             DR.  MCNEIL:  But  we  love  you 
                                  th

5 anyhow.  But vote on November 4  , right. 

6             DR.  FITZGERALD:  I  will.  Don't 

7 worry. 

8             DR.  MCNEIL:  All  right.  So,  the 

9 report has been accepted now. Let's move on to 

10 -- we've now done that and we can move on to 

11 Larry's specific concerns about recommending 

12 the feasibility -- this is outside the report 

13 -- recommending the feasibility of the FDA's 

14 examining the possibility -- I think there 

15 were  too  many  words  here  --  of  limiting 

16 infants= exposure to BPA. I think I've got too 

17 many feasibilities and possibilities there.  

18             But this is a statement asking the 

19 FDA  to  study  the  possibility  of  limiting 

20 infants= exposure to BPA. Is that right? And 

21 we can just say --  

22             And the second one was, asking the 
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1 FDA  to  consider  ways  to  increase  their 

2 information to the public about BPA.  Is that 

3 right? Do I have those right, Larry? 

4             DR. SASICH: Yes, I think so. I 

5 think the point that I was getting across was 

6 as an encouragement to try to move forward in 

7 the policy and the regulatory process.  

8             I think, again, from what I sensed 

9 from  the  comments  that  I've  read  and  the 

10 public statement is, it's always appropriate 

11 to call for more scientific study. I don't 

12 think anybody would disagree with that, but 

13 there can become a point when you call for it 

14 so many times that it's simply the status quo, 

15 and the public views this is as, oh, this is 

16 part of the game.  

17             It's time to say, would you please 

18 consider -- I don't know what the right adverb 

19 is here. I think it's more than feasibility. I 

20 mean, certainly the FDA commissioner and the 

21 FDA, they have the authority to propose new 

22 regulations, but I would like to see them be -



4c78e45a-e3fd-42d6-adc2-842bf3ff3213

202-234-4433
Neal R. Gross and Co., Inc.

Page 337

1 - again, I don't have the adverb for it. I 

2 would like to see them be a little bit more 

3 affirmative, a little bit more aggressive in 

4 trying to come to some kind of conclusion. 

5             I think what I'm trying to say is 

6 let's limit exposure till we do get an answer 

7 --  not  to  ban  the  product,  but  to  limit 

8 exposure to babies and young children. 

9             DR. MCNEIL: I think we've heard 

10 that, and I think they have heard that. I 

11 think that's as far as we can go in terms of 

12 this particular Board. 

13             DR. SASICH: Okay. 

14             DR. MCNEIL: I really want to be 

15 very careful that we don't go beyond what 

16 we're charged to do. That would get us all in 

17 trouble. 

18             DR. PENA: Barbara, can we just get 

19 some clarification on the first point that was 

20 recommended. It seems that the recommendation 

21 was recommending feasibility of FDA examining 

22 the possibility of limiting infants' exposure. 
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1 Is that accurate? 

2             DR. MCNEIL: Yes. I think what was 

3 intended there was -- Martin made the clear 

4 and correct statement that we should vote on 

5 the report, and we did.  

6             Then Larry wanted to make a couple 

7 of comments that went beyond our charge, that 

8 moved into the policy realm, that we can't 

9 really do as part of our charge. But he did 

10 want to make it clear to you that he felt 

11 strongly about the FDA's looking into that -- 

12 without making it a recommendation, which we 

13 can't do. 

14             DR.  SASICH:  I  think  we  can 

15 recommend -- 

16             DR.    PARKINSON:    Larry    can 

17 incorporate those comments in his remarks to 

18 the FDA, in his personal remarks. I think 

19 that's most appropriate. 

20             DR. SASICH: But I think it would 

21 certainly would carry more weight, but I think 

22 we   can   make   recommendations   to   the 
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1 commissioner. That's the purpose of advisory 

2 committees. 

3             DR. MCNEIL: I don't know if we 

4 vote on them as a committee.  I don't think we 

5 vote on them as a committee. I think maybe 

6 David hit it on -- it's outside our charge. 

7             Let's  do  the  following.  Let's 

8 erase those two for the moment, and let's -- 

9 everybody heard them. If they would like to 

10 incorporate them into their discussions or 

11 their notes -- to you, Carlos, is that where 

12 we're sending them or to the commissioner or 

13 to Dr. Torti or to Dr. Lutter? Who gets these 

14 epistles? 

15             DR. PENA: Have them addressed to 

16 me and I'll make sure that the agency receives 

17 them on behalf of the Science Board. 

18    COMMENTS FROM THE SCIENCE BOARD CHAIR: 

19             DR.  MCNEIL:  Okay,  because  the 

20 agency has to receive them. And you need to do 

21 that by next Friday, as over our previous 

22 agreement. 
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1             So, I think what we've done is 

2 we've  accepted  what  we  accepted. By doing 

3 that, I now, according to the official rules, 

4 say that I have transmitted the report to the 

5 FDA on Friday, October 31, so that there's no 

6 ambiguity about whether it's sitting in this 

7 room when we walk out. It's now across the 

8 street. 

9             Are we all squared away on this?  

10 Well, I have to say, I think this was -- first 

11 of all, a couple of comments. 

12             I     think     this     absolutely 

13 illustrates the process by which a Science 

14 Board like ours can contribute to the work of 

15 the agency, and I think Martin and his group 

16 did an admirable job, and they all deserve our 

17 thanks. Tremendous thanks. 

18             I also am very grateful for the 

19 members of the Science Board who took such 

20 enormous pains to read the hundreds of pages 

21 that flooded our desk, and to learn about 

22 these micrograms per kilogram of body weight 
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1 per day, and you know, whatever, that may not 

2 necessarily be part of all our vocabulary. 

3             Everybody was very responsive and 

4 responsible, and I think everybody did that 

5 because  they  knew  that  this  is  a  very 

6 important  area  for  the  public. People are 

7 concerned about it, and I think the members of 

8 the committee really showed that they care a 

9 lot  about  being  responsive  to  the  public 

10 concerns, as well as being responsive to the 

11 extremely  hard  work  that  the  FDA  did. 

12 Everybody wanted to work hard to do the best 

13 job possible. 

14             So, in that regard then, I thank 

15 everybody in the FDA who worked so hard to put 

16 the  draft  policy  together.  Martin and his 

17 committee  who  then  worked  very  hard  in 

18 responding to it, and the Board members who 

19 worked so hard in reading everything, learning 

20 about  BPA,  and  having  such  a  thoughtful 

21 discussion. 

22             I also want to thank everybody in 
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1 the audience who are here, who's here, who 

2 made their public comments, and in absentia, 

3 to those who wrote in. 

4             And  Carlos  wants  to  make  two 

5 comments, and then I have a couple more words 

6 before we end. 

7             DR. PENA: I just have two quick 

8 comments. There was a comment this morning 

9 about  risk  assessor,  risk  communicator  -- 

10 there  is  a  risk  communication  advisory 

11 committee that is under jurisdiction at FDA. 

12             If those topics were to come up 

13 next year at a future Science Board meeting, 

14 it would be helpful to invite members of the 

15 committee, a joint committee meeting, to the 

16 Science Board meeting. 

17             DR.  MCNEIL:  Oh,  that's  a  great 

18 idea. 

19             DR. PENA: The other comment is the 

20 meeting  frequency  of  the  Science Board is 

21 going to increase dramatically from two to 

22 four times a year, and it's an incredible 
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1 burden on each of the Science Board members.  

2             So we encourage the Science Board, 

3 as  well  as  the  public,  if  they  have  any 

4 additional -- any nominees -- that would like 

5 to submit to the agency for consideration for 

6 membership to the Science Board, that they 

7 send it to fda.gov.  There's a website on 

8 advisory committees. And please submit your 

9 nominations. 

10             DR. MCNEIL: By when? 

11             DR. PENA: It's on a rolling basis, 

12 so  there's  no  timeline.  You  can  submit 

13 anytime. Self-nomination or nomination of a 

14 colleague.   

15             And we are looking for a few good 

16 Science Board members. 

17             DR. MCNEIL: Thank you very much. 

18 Yes,  this  is  a  real  advance  in  our  view 

19 because if you recall at the last meeting, the 

20 commissioner indicated that because of the 

21 complexity of our work, it would be useful to 

22 meet more often and have more members. So this 
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1 will accomplish that. 

2             So, I think we could close with 

3 just a couple of things.  I just want to make 

4 sure that we are all on the same page with 

5 regard to our next steps. 

6             And the next steps basically mean 

7 two things.  One is the one that we just did -

8 - encouraging the FDA to deal with our report 

9 and reporting back, I think, at whatever time 

10 is   within   your   appropriate   period   for 

11 deliberations, but certainly no later then 

12 February. 

13             And then, in addition, I wanted to 

14 summarize  what  we  said  this morning about 

15 future topics that in February we're going to 

16 follow up on the terrific presentations we had 

17 this   morning   on   rapid   detection   of 

18 contaminants, as well as rapid detection of 

19 both food and bacterial products. 

20             Think  also  about  one  additional 

21 review of a center within the FDA, and I think 

22 we will ask the FDA staff to think about what 
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1 center would make the most sense because I did 

2 hear from the group, from ORA and NCTR, that 

3 they benefitted a lot from the evaluations in 

4 the past couple of years. And maybe that's 

5 something we can deal with off-line. 

6             And then finally, I guess, would 

7 be to think a little bit about BPA II, and how 

8 and who and when -- because that probably will 

9 be complicated as well, although a lot of work 

10 has been done to bring this Board up to snuff, 

11 intellectually  at  least,  on  some  of  the 

12 components.   

13             And there will be four meetings, 

14 as Carlos mentioned. Are there other issues 

15 that we'd like to bring before this group now? 

16 Are there any parting words from the FDA? 

17             DR. TORTI: I just want to thank 

18 everyone for being here as well, and Larry, we 

19 heard what you said. And we respect it, so we 

20 understand all of the issues here and the 

21 sense of urgency.  So, thank you all. 

22             DR.  MCNEIL:  So,  with  that,  the 
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1 meeting is adjourned, and safe travels. 

2             DR. FITZGERALD: Thank you. 

3             (Whereupon,   the   above-entitled 

4 matter was concluded at 3:13 p.m.) 
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