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background and support f o r our recommendation the p u b l i c 

be empowered and educated and t r a i n e d , we ought t o say 

something about the f a c t t h a t doesn't e x i s t very w e l l or 

inadequately, and a c t u a l l y there i s a number of re p o r t s , 

i n c l u d i n g the lOM r e p o r t , t h a t s p e c i f i c a l l y addressed 

t h i s . 

We heard testimony i n our f i r s t session about 

t h i s from Leon Eisenberg, i n which he said -- you know, 

and there i s an lOM rep o r t saying t h a t the p u b l i c should 

10 be more involved. So, something along those l i n e s would 

11 be --

12 MS. POLLEN: Something r a t h e r than t h a t . 

13 DR. JONAS: Yes, r i g h t . 

14 MS. POLLEN: Got i t . 

15 DR. GORDON: Wayne, I j u s t t h i n k t h a t some of 

16 i t i s k i n d of a l i t t l e clunky, those f i r s t couple 

17 paragraphs, i n the way t h a t p o i n t i s presented. 

18 DR. JONAS: I t h i n k G e r r i knows what I am 

19 t a l k i n g about. 

2 0 MS. POLLEN: I know e x a c t l y what he says. 

21 DR. ORNISH: So, you w i l l f i x i t , r i g h t ? 

22 MS. POLLEN: Yes, I f i x e d i t . 
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DR. ORNISH: Any other comments, so we can move 

on: 

[No response.] 

DR. ORNISH: Page 12, paragraph 9. "The 

Commission recommends t h a t s t a t e p r o f e s s i o n a l r e g u l a t o r y 

boards develop processes t h a t w i l l allow p r a c t i t i o n e r s 

who have developed s c i e n t i f i c a l l y acceptable p r e l i m i n a r y 

data" -- am I i n the r i g h t place? 

DR. JONAS: Eight. 

10 DR. ORNISH: Oh, d i d I leave 8? Sorry, I stand 

11 corrected. Thank you. 

12 DR. JONAS: Watch him, he w i l l s l i p i t under. 

13 [Laughter.] 

14 DR. ORNISH: "The Commission recommends t h a t 

15 a l l f e d e r a l agencies w i t h research or r e l a t e d h e a l t h care 

16 r e s p o n s i b i l i t i e s increase CAM a c t i v i t i e s relevant t o 

17 t h e i r biomedical or h e a l t h services missions i n a more 

18 p r o a c t i v e manner i n c l u d i n g the cons i d e r a t i o n of special 

19 i n i t i a t i v e s t o ensure t h a t CAM i s p r o p e r l y i n t e g r a t e d 

20 i n t o the h e a l t h care system." 

21 DR. JONAS: I t h i n k the p o i n t of t h i s 

22 recommendation was t h a t we wanted t o say t h a t there needs 
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t o be pr o a c t i v e e f f o r t s i n a l l the fe d e r a l agencies. 

What we c u r r e n t l y have i s one fe d e r a l agency t h a t has a 

pro a c t i v e e f f o r t i n th a t area. 

DR. ORNISH: Do we need t o have "The Commission 

recommends" i n each of these sentences. Can we j u s t say 

-- I mean, s t a r t w i t h , f o r example, " A l l f e d e r a l 

agencies"? I t doesn't matter, i t j u s t shortens i t a 

l i t t l e b i t . 

DR. JONAS: I t h i n k we could truncate at 

10 "special i n i t i a t i v e s " i f we wanted t o shorten i t . I 

11 would keep t h a t "special i n i t i a t i v e s , " however. 

12 DR. ORNISH: Except I would add again "increase 

13 CAM a c t i v i t i e s shown t o be safe and e f f e c t i v e . " 

14 DR. JONAS: This i s about e s t a b l i s h i n g safe and 

15 e f f e c t i v e . 

16 DR. GORDON: I t h i n k t h a t i s appropriate. 

17 DR. JONAS: Not shown t o be safe and e f f e c t i v e . 

18 This i s about doing research. 

19 DR. GORDON: The po i n t i s doing research t o 

2 0 f i n d out. 

21 DR. ORNISH: I guess i t i s a question about CAM 

22 a c t i v i t i e s as opposed t o -- because t h i s paragraph i s 
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t a l k i n g about ensuring t h a t CAM i s pr o p e r l y i n t e g r a t e d 

i n t o the h e a l t h care system, which i s not a research 

issue. 

DR. GORDON: Right, I agree w i t h you about 

t h a t . 

DR. ORNISH: But you are presuming i n here t h a t 

the research i s going t o show something p o s i t i v e when, i n 

f a c t , i t may not. 

9 DR. GORDON: Let me suggest t h a t l a s t p a r t be 

10 omitted because I t h i n k t h a t i s not appropriate t o have 

11 here about the i n c l u s i o n . 

12 DR. ORNISH: Okay. 

13 MS. POLLEN: To ensure. 

14 DR. ORNISH: No, a c t u a l l y , you would end the 

15 sentence a f t e r " i n a more pr o a c t i v e manner" -- period, 

16 and then everything else t h a t f o l l o w s i s out. 

17 DR. GORDON: That i s f i n e . 

18 DR. JONAS: I want t o keep "special 

19 i n i t i a t i v e s . " 

20 DR. ORNISH: I don't know what a special 

21 i n i t i a t i v e i s . 

22 DR. GORDON: What i s a special i n i t i a t i v e ? 
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DR. JONAS: A special i n i t i a t i v e i s an RFA 

where they set aside money and say we are going t o fund 

t h i s . 

DR. GORDON: Okay. So, maybe t h a t has got t o 

be made c l e a r e r . 

DR. JONAS: That i s about the only way i t 

a c t u a l l y gets done, f r a n k l y . 

DR. GORDON: In c l u d i n g f e d e r a l l y i n i t i a t e d 

funding. 

10 DR. ORNISH: -- " i n c l u d i n g the conside r a t i o n of 

11 sp e c i a l i n i t i a t i v e s , such as RFAs or RFPs." How about 

12 that? 

13 DR. FINS: Or " i n c l u d i n g s p e c i a l funding 

14 i n i t i a t i v e s . " 

15 DR. JONAS: Yes, I t h i n k i t could be a l o t more 

16 than t h a t i n t h i s , f o r example, developing an o f f i c e at 

17 the CDC, t h a t s p e c i f i c a l l y addresses f a c i l i t a t i o n of CAM 

18 research and prevention would be an example of a special 

19 i n i t i a t i v e . So, i t i s no l i m i t e d t o RFAs. 

2 0 MS. POLLEN: I am suggesting t h a t we take the 

21 ideas on RFAs, RFPs, and move i t t o the t e x t , make sure 

22 i t i s i n the t e x t . 
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DR. ORNISH: So, the sentence would end, 

" i n c l u d i n g the consid e r a t i o n of specia l i n i t i a t i v e s " --

period, and you can define what t h a t i s i n the t e x t . 

DR. ORNISH: Okay? Anyone object? 

DR. PIZZORNO: I am not o b j e c t i o n , however, I 

t h i n k t h i s whole s e c t i o n has the wrong t i t l e . I t says, 

"Research Support," and I looked through the various 

t o p i c s we are looking a t , and I see apples and oranges 

and bananas, so I t h i n k there i s some d i f f e r e n t language 

10 t h a t needs t o be done here. 

11 When I t h i n k of research support, I am t h i n k i n g 

12 about things l i k e funding where here we are t a l k i n g about 

13 research scope and the kinds of research t h a t should be 

14 considered, so some d i f f e r e n t terminology i s necessary 

15 here. 

16 DR. ORNISH: Charlotte? 

17 SISTER KERR: This i s j u s t a c l a r i f i c a t i o n . 

18 Wayne, when you mentioned the CDC, I j u s t don't know 

19 where we have done i t i n the r e p o r t , do we have i t 

2 0 somewhere under here i n terms of funding, because I t h i n k 

21 t h a t i s something t h a t they need money, they have got a 

22 department, but where would we do t h a t , or have we done 
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i t ? 

DR. JONAS: Well, i n the t e x t , under No. 4, 

Expanding -- I t h i n k t h i s i s maybe what you are asking, 

C h a r l o t t e , but co r r e c t me i f I am wrong -- under 

Expanding Areas of S c i e n t i f i c , we a c t u a l l y l i s t a number 

of mechanisms, as w e l l as agencies t h a t could have 

spe c i a l i n i t i a t i v e s i n c l u d i n g the CDC, but there i s a 

number of others i n there, so as long as t h i s 

recommendation gets l i n k e d back t o th a t i n a s p e c i f i c 

10 way, then, I t h i n k i t i s okay, as long as i t doesn't get 

11 l o s t . 

12 One could say perhaps, "as described i n Section 

13 4." I t i s r i g h t under the same recommendation. Special 

14 I n i t i a t i v e s as described i n Part 4, which s t a r t s on page 

15 8, l i n e 21, and then goes a l l through the top of page 9, 

16 and e s p e c i a l l y page 9 s t a r t i n g at l i n e 11, i n a d d i t i o n t o 

17 NCCAM. Well, there i s only a few of them l i s t e d , and 

18 a c t u a l l y the CDC i s n ' t i n there. 

19 SISTER KERR: This w i l l go back t o Jim's 

20 request t h a t we w i l l get t o 9/11, but i f we did n ' t have 

21 9/11, I would s t i l l r e a l l y want us t o be looking at CDC 

22 here. 
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DR. JONAS: I know t h a t i t i s i n here. 

SISTER KERR: Really need t o be g e t t i n g b i g 

bucks. 

DR. ORNISH: We need something on acupuncture 

and anthrax i n here. That would do i t . 

DR. JONAS: I t h i n k we haven't moved o f f of 8 

yet. 

DR. ORNISH: So, what are you t r y i n g t o see, i f 

there i s any reference t o the CDC i n here? 

10 DR. JONAS: That i s what I t h i n k C h a r lotte was 

11 asking. 

12 DR. ORNISH: Why don't we j u s t make a note t h a t 

13 we w i l l check on t h a t , and come back t o i t , and i f there 

14 i s not, we can add i t t o the t e x t l a t e r , but i t wouldn't 

15 be a recommendation, so j u s t t o keep things moving. 

16 DR. GORDON: Can we have the f i n a l reading on 

17 No. 8 then? 

DR. ORNISH: "The Commission recommends t h a t 

19 a l l f e d e r a l agencies w i t h research or r e l a t e d h e a l t h care 

20 r e s p o n s i b i l i t i e s increase CAM a c t i v i t i e s relevant t o 

21 t h e i r biomedical or h e a l t h services missions i n a more 

22 p r o a c t i v e manner i n c l u d i n g the con s i d e r a t i o n of special 
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i n i t i a t i v e s " -- period. 

I n the t e x t , we w i l l define what specia l 

i n i t i a t i v e s mean. 

DR. JONAS: I t h i n k we ought t o sp e c i f y t h i s 

a c t u a l l y under No. 9, where we d i d t a l k a l i t t l e b i t 

about some of the other NIH agencies and National Science 

Foundation -- page 9, s t a r t i n g at l i n e 11 t o 16, we t a l k 

about Department of Defense, Department of Energy, 

National Science Foundation are examples of fe d e r a l 

10 organizations t h a t might consider c o n t r i b u t i n g i n these 

11 areas. 

12 DR. ORNISH: Just add CDC there. 

13 DR. GORDON: I t also seems t o me you need t o 

14 define "special i n i t i a t i v e s " i n there, i n the t e x t , so 

15 t h a t people w i l l understand. 

16 DR. ORNISH: We t a l k e d about t h a t . 

17 DR. JONAS: The question i s what k i n d of 

18 specia l i n i t i a t i v e s do we want t o recommend because one 

19 of them we mentioned i s RFAs, RFPs, t h i s type of t h i n g , 

2 0 but another one would be the development of o f f i c e s , and 

21 I am not sure i f t h a t i s what you want t o say, and, i f 

2 2 so, then, we ought t o have a paragraph saying we 
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recommend p r o a c t i v e and special i n i t i a t i v e s i n fe d e r a l 

agencies and, t o me, t h a t would then elevate t h a t t o a 

l e v e l of a recommendation. 

DR. ORNISH: I am not sure t h a t adding special 

o f f i c e s at t h i s l a t e date i s the way t o go, but i f i t ' s 

6 important t o you, we can include i t . I t i s u n l i k e l y t h a t 

7 they are going t o create a special o f f i c e j u s t from 

reading t h i s recommendation anyway. 

DR. JONAS: Well, the NCI created one. The 

10 CDC, as a number of you know, CDC has the s t r a t e g i c plan 

11 around complementary and a l t e r n a t i v e medicine. I don't 

12 know, does i t include an o f f i c e ? 

13 DR. GORDON: I don't t h i n k there i s . 

14 DR. JONAS: Probably not, because there i s not 

15 resources, but i f they had resources and a mandate t o do 

16 an o f f i c e , they could, and i t would be something t h a t 

17 could then coordinate a l l those a c t i v i t i e s . 

18 DR. GORDON: What about, Wayne, making a 

19 recommendation about speci a l -- I mean, I t h i n k you may 

2 0 be r i g h t -- t h a t we may need a separate recommendation 

21 about speci a l o f f i c e s , e i t h e r t h a t , or we have t o include 

22 i t here and make i t e x p l i c i t along w i t h RFAs, RFPs, et 
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cetera. 

DR. ORNISH: The easiest way t o do i t would 

j u s t be t o r e f e r back i n the t e x t t o what special 

i n i t i a t i v e s include. 

DR. JONAS: We could have a paragraph 

de s c r i b i n g s p e c i a l i n i t i a t i v e s and examples of what those 

are l i k e . 

DR. ORNISH: Such as a spe c i a l o f f i c e i n the 

CDC. 

10 DR. JONAS: And an example of t h a t i s the OAM 

11 and NCCOM, and O f f i c e of Dieta r y Supplements perhaps i n 

12 NCI's o f f i c e . 

13 DR. ORNISH: That's good. I s t h a t okay? 

14 DR. JONAS: Okay, i f we d i d t h a t on page 9 at 

15 the end of t h a t . 

16 DR. GORDON: I s everybody f o l l o w i n g t h i s 

17 discussion? Okay. 

18 DR. JONAS: I would then recommend t h a t i n t h i s 

19 recommendation, t h a t we say "as described i n the t e x t , 

20 Section blah-blah-blah," or whatever, so t h a t people can 

21 see examples of what we are t a l k i n g about by special 

22 i n i t i a t i v e s , because apparently t h a t i s not cle a r . 
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DR. ORNISH: Joe. 

DR. PIZZORNO: I would l i k e t o have one 

sentence and i t could e a s i l y be i n the t e x t , and t h a t 

would be par t of the recommendation, but I t h i n k t h a t as 

we are asking f e d e r a l agencies t o increase t h e i r research 

i n t h i s area, t h a t they should t r y t o do so i n 

c o l l a b o r a t i o n w i t h CAM, p u b l i c h e a l t h p r o f e s s i o n a l s , 

i n s t i t u t i o n s t o help them t h i n k through the agenda, 

should not be doing i t independently of t h a t i n p u t . 

10 So, again, i t would p a r t of the recommendation 

11 or p a r t of the supporting language. 

12 DR. ORNISH: Recommendation No. 9. The 

13 Commission recommends t h a t --

14 DR. GORDON: I'm sorry, Joe. What happened t o 

15 Joe's suggestion? 

16 DR. JONAS: We can add t h a t i n t o the t e x t . 

17 DR. GORDON: I n the t e x t , okay. 

18 DR. JONAS: We can put t h a t i n the t e x t , I 

19 agree. I made a note of t h a t . 

2 0 DR. GORDON: Thank you. 

21 DR. ORNISH: Everybody ready t o move on? 

22 Number 9. "The Commission recommends t h a t 
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s t a t e p r o f e s s i o n a l r e g u l a t o r y boards develop processes 

t h a t w i l l allow p r a c t i t i o n e r s who have developed 

s c i e n t i f i c a l l y acceptable p r e l i m i n a r y data t o move 

suc c e s s f u l l y t o c l i n i c a l i n v e s t i g a t i o n of a non-approved 

treatment while maintaining t h e i r e t h i c a l and 

pr o f e s s i o n a l r e s p o n s i b i l i t i e s toward t h e i r p a t i e n t s and 

the p u b l i c . " 

Joe. 

DR. FINS: Yes, a couple problems here. F i r s t , 

10 t h i s i s a hodge-podge of things t h a t have been said. To 

11 c a l l something a treatment implies t h a t i t works, so I 

12 have r e w r i t t e n t h i s j u s t b r i e f l y t o something t h a t 

13 b a s i c a l l y wanted to give protection to the CAM 

14 p r a c t i t i o n e r t o pursue research without g e t t i n g 

15 sanctioned by the s t a t e medical board. 

16 The suggestion i s , "The Commission recommends 

17 t h a t s t a t e p r o f e s s i o n a l r e g u l a t o r y bodies develop 

18 processes t o allow CAM p r a c t i t i o n e r s t o pursue c l i n i c a l 

19 research i f t h e i r p r o t o c o l s receive IRB approval." 

2 0 DR. ORNISH: I was going t o suggest the same 

21 t h i n g . 

2 2 DR. GORDON: I would not say j u s t CAM 
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p r a c t i t i o n e r s . I would also say conventional 

p r a c t i t i o n e r s using CAM m o d a l i t i e s . 

DR. FINS: Okay. So, CAM p r a c t i t i o n e r s and 

conventional p r a c t i t i o n e r s using CAM m o d a l i t i e s . 

DR. ORNISH: Right. 

DR. JONAS: I s th a t s u b s t i t u t e d then f o r --

DR. FINS: "The Commission recommends t h a t 

s t a t e p r o f e s s i o n a l r e g u l a t o r y boards develop processes t o 

allow CAM p r a c t i t i o n e r s and conventional p r a c t i t i o n e r s 

10 using CAM mo d a l i t i e s t o pursue c l i n i c a l research i f t h e i r 

11 p r o t o c o l s receive IRB approval." 

12 DR. WARREN: Doesn't t h a t imply t h a t you are 

13 p a r t of an i n s t i t u t i o n ? 

14 DR. FINS: There are free-standing IRBs, but 

15 IRBs have t o meet c e r t a i n f e d e r a l standards, so t h i s i s a 

16 way of ensuring buy-in t o the human subjects research 

17 p r o t e c t i o n s concerns. 

18 DR. JONAS: Go ahead. 

19 DR. LOW DOG: I guess my question i s i f you got 

20 IRB approval, then, why do you need t h i s statement? My 

21 understanding of what t h i s -- I am not saying I agree 

22 w i t h i t -- what I am saying my understanding of t h i s i s . 
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i s t h a t f o r people t h a t t h i n k they have got promising 

data, t h a t haven't gone t o get an IRB, but they t h i n k 

they have got some promising f i n d i n g , t h a t there i s 

t r y i n g t o be some mechanism f o r them t o go then and 

present t h a t data without fear of persecution t o go get 

research. 

What we are saying here i s t h a t , you know, you 

should not be impeded from doing your research i f you 

have received IRB approval, and i f you have already done 

10 t h a t , why would you be impeded? I t h i n k t h a t they are 

11 saying two d i f f e r e n t t h i n g s . 

12 DR. FINS: I t ' s a quid pro quo. I want a 

13 c o n d i t i o n of t h e i r not being impeded, t h a t they have 

14 a c t u a l l y gone through an IRB, because the only way you 

15 can p r o t e c t the human subject i s go through an IRB, not a 

16 s t a t e medical board. 

17 DR. LOW DOG: I t h i n k t h a t i f you read the 

t e x t , t h a t i s not what t h i s says, and I am not saying I 

19 disagree w i t h you at a l l , I am j u s t saying t h a t t h a t i s 

20 not what t h i s says, and th a t i s not what I believe the 

21 i n t e n t was, and I t h i n k p a r t of i t was t r y i n g t o get some 

22 p r a c t i t i o n e r s i n the f i e l d , who may f e e l t h a t they have 
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come across something, t o come forward t o get the 

research done. I thought t h a t i s where t h i s was d r i v i n g . 

DR. ORNISH: The t e x t a c t u a l l y makes reference 

on l i n e 20 t o the need t o f o l l o w IRB g u i d e l i n e s . This 

i s n ' t something new. I t h i n k what Joe i s t r y i n g t o do i s 

j u s t t o make i t c l e a r i n the recommendation i t s e l f , and I 

agree w i t h t h a t . 

DR. FINS: Tieraona, i f somebody has already 

done the research without IRB approval, then, they have 

10 v i o l a t e d e t h i c a l norms. 

11 DR. LOW DOG: Right. That i s what a c t u a l l y i s 

12 o c c u r r i n g r i g h t now, i s t h a t a l o t of what i s going on, 

13 because i t has not been shown t o be therapeutic or 

14 e f f e c t i v e , much of t h i s i s a large experimentation on the 

15 population. 

16 Much of what we do i n CAM i s experimenting upon 

17 the p u b l i c because we don't know i f i t works or not. I 

18 understand what you are saying. I am saying i f you take 

19 i t t o i t s l o g i c a l conclusion, though, much of what we are 

20 doing i s a grand experiment without people's consent or 

21 permission. 

2 2 DR. ORNISH: That i s what we are t r y i n g t o 
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change here. I mean, I t h i n k i t i s r e a l l y important t h a t 

we take a balanced approach, otherwise, you can end up 

w i t h t h i n gs l i k e , you know, Tuskegee, or, you know, 

h o r r i b l e t h i n g s i n the name of CAM. 

An IRB, i f i t ' s a good IRB, doesn't say you 

have t o prove t h a t something works i n order t o get IRB 

approval, because, by d e f i n i t i o n , how would you know 

u n t i l you do the study. 

DR. FINS: Not t h a t i t has t o work. 

10 DR. ORNISH: I t j u s t has t o be i t i s not going 

11 t o h u r t people. 

12 DR. FINS: There has t o be adequate informed 

13 consent, there has t o be adequate safeguards. The person 

14 who i s p r o v i d i n g the i n t e r v e n t i o n has t o be a p p r o p r i a t e l y 

15 t r a i n e d , et cetera. I j u s t want t o say a CAM t r a i n i n g 

16 program or a school can have t h e i r own IRB. I t doesn't 

17 have t o be i n the a l l o p a t h i c arena. But i t i s the only 

way t o ensure human subject p r o t e c t i o n . 

19 DR. ORNISH: Joe. 

2 0 DR. PIZZORNO: I need t o b e t t e r understand what 

21 i s t r y i n g t o be accomplished w i t h No. 9, because i f you 

22 are going t o r e q u i r e they go through a standard IRB 
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process, t h i s i s not necessary. 

I f you are looking f o r a CAM p r a c t i t i o n e r s i s 

doing something out i n the f i e l d t h a t they t h i n k may have 

value, expecting them t o go through an IRB process i s 

u n r e a l i s t i c . They don't have the t r a i n i n g or funding t o 

do something of th a t nature. 

So, what are we t r y i n g accomplish i n No. 9? 

DR. ORNISH: I agree w i t h both what you and 

Tieraona are saying, t h a t t h a t i s not what most CAM 

10 p r a c t i t i o n e r s are doing, but t h a t doesn't make a r i g h t . 

11 They need t o do i t , and t o say they don't have the 

12 funding or i t ' s too hard or they are not t r a i n e d t o do i t 

13 i s nonsense. 

14 They need t o be held t o the same standard, t h a t 

15 we a l l need t o be held t o . Just because i t ' s CAM doesn't 

16 mean i t ' s okay t o be u n e t h i c a l . 

17 DR. GORDON: Let me say what I t h i n k we are 

t r y i n g t o accomplish here. What we have heard i n the 

19 Commission i s a number of people who are i n t e r e s t e d , who 

2 0 believe they have promising treatments, who have been 

21 a f r a i d of prosecution from s t a t e medical boards, and who 

22 have been prosecuted by st a t e medical boards. 
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We are t r y i n g t o provide a mechanism by which 

those people who do responsible research can have a 

s h i e l d as they do th a t research. That i s the purpose of 

t h i s recommendation. 

DR. ORNISH: Maybe we should say th a t more 

e x p l i c i t l y . 

G e r r i . 

MS. POLLEN: The f i r s t step, as I understand 

i t , when we were discussing t h i s during meetings on 

10 research, i s t o be able t o take data t h a t you t h i n k i s 

11 good data and t h a t meets the requirements or the 

12 standards of good data, and somehow or other have a 

13 mechanism f o r submitting t h a t data t o a program l i k e the 

14 NCI program or even NCCAM looks at p r e l i m i n a r y data, so 

15 t h a t the data can be evaluated. 

16 DR. JONAS: That i s not what the goal of t h i s 

17 was. 

18 DR. ORNISH: That i s one aspect of i t , but th a t 

19 i s not the whole t h i n g . They may or may not want t o 

2 0 present i t t o NCCAM or NCI, who may or may not be 

21 i n t e r e s t e d . 

22 MS. POLLEN: I am not saying those are the only 
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places. That would j u s t be an example. 

DR. FINS: The Best Case Series t h a t J e f f White 

was t a l k i n g about. 

MS. POLLEN: J e f f White, and there were others, 

as w e l l , r i g h t . 

DR. LOW DOG: I am s t i l l confused. Dean, I 

t h i n k maybe you m i s i n t e r p r e t e d me. I agree w i t h going t o 

the IRB, I believe t h a t you should have a l l the 

appropriate p r o t o c o l s i n place. 

10 I am hearing what Joe i s also saying, though, 

11 i t i s not e x p l i c i t l y c l e a r , and, Jim, when you say t h a t 

12 they have got promising treatments t h a t they don't want 

13 t o be prosecuted, w e l l , i f you went and got an IRB, you 

14 wouldn't. 

15 DR. ORNISH: That was a question a c t u a l l y . Are 

16 they cases we have heard from where people had IRB 

17 approval and s t i l l got prosecuted? 

18 DR. GORDON: No. There have been cases t h a t 

19 were presented t o us where people were not able t o get 

2 0 IRB approval f o r a study -- I t h i n k i t was a study on 

21 qigong, I don't remember which u n i v e r s i t y i t was, maybe 

22 i t was the U n i v e r s i t y of Washington perhaps, i t was one 
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of the major u n i v e r s i t i e s where they would not give IRB 

approval t o a study, so the study couldn't go forward. 

Let me j u s t add something. 

DR. JONAS: I t has nothing t o do w i t h s t a t e 

r e g u l a t o r y boards. 

DR. GORDON: You are asking me d i f f e r e n t 

issues. Let me t r y t o e x p l a i n the v a r i e t y of d i f f e r e n t 

issues. 

DR. JONAS: I am a l l mixed up i n t h i s one. 

10 DR. GORDON: I have a question t h a t i s embedded 

11 i n here. I don't know what the obstacles have been t o 

12 g e t t i n g IRB approval, and t h a t i s something I a c t u a l l y 

13 would l i k e t o know before we make the recommendation. 

14 I mean, we, f o r example, have had IRB approval 

15 completely, not f o r work at Georgetown, but outside of 

16 Georgetown, j u s t doing research on our own, so i t i s not 

17 impossible t o get i t . 

But the issue t h a t we are r e a l l y dealing w i t h 

19 i s those people who believe they have promising data, I 

2 0 do not know -- and i t ' s a good question -- have they 

21 t r i e d t o get IRBs or not. 

22 I f they have t r i e d t o get an IRB and they have 
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been unable t o , or somehow been denied i t , then, we need 

t o know t h a t , and we need t o have another c r i t e r i a . I f 

they haven't t r i e d , or i f i t ' s possible t o get an IRB, 

and t h a t i s what r e l a t e s t o Don's question, then, maybe 

the IRB i s n ' t an appropriate c r i t e r i a . 

DR. FINS: We had t h i s discussion at the very, 

very beginning, i n the very f i r s t meeting, I t h i n k I 

mentioned t h i s , and everybody said, you know, there are 

not d i f f e r e n c e s i n the e t h i c s . 

10 Now, I pointed out maybe -- i f I r e c a l l 

11 c o r r e c t l y -- maybe the IRBs needed some education on t h i s 

12 issue, so maybe we want t o have another recommendation 

13 here t h a t IRBs t h a t are i n the process of reviewing CAM 

14 p r a c t i t i o n e r s ' work and conventional p r a c t i t i o n e r s doing 

15 CAM studies, should be a p p r o p r i a t e l y c o n s t i t u t e d t o 

16 r e f l e c t t h a t review process. 

17 So, t h a t would be a p a r a l l e l recommendation, 

18 but I want t o j u s t say t h a t i f an a l l o p a t h i c p r a c t i t i o n e r 

19 who i s out there i n the community i s doing research, and 

20 can't get an IRB approval, they must get an IRB approval. 

21 So, the p o i n t i s i f we are t a l k i n g about a 

22 s i n g l e standard or research, and a s i n g l e standard of 
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e t h i c a l adherence, then, what i s t r u e f o r me i s t r u e f o r 

the CAM p r a c t i t i o n e r . 

DR. ORNISH: So, why don't we j u s t say 

something l i k e , at the very beginning, the f i r s t sentence 

could read, "CAM and a l l o p a t h i c " — or CAM and whatever 

we are c a l l i n g conventional medicine -- "should be held 

t o the same e t h i c a l standard" -- period. 

Then, we go i n t o the second p a r t of i t . "As 

pa r t of t h a t , both t r a d i t i o n a l and CAM researchers need 

10 t o get IRB approval before i n v e s t i g a t i n g new m o d a l i t i e s . " 

11 The t h i r d p a r t could be, " I f they get t h i s 

12 approval, then, they should be prot e c t e d from sanction i n 

13 the same way th a t conventional medical p r a c t i t i o n e r s 

14 are," i n other words, i t doesn't give you blanket 

15 p r o t e c t i o n , you can s t i l l get IRB approval and do 

16 something r e a l l y s t u p i d and hurt people, but i t provides 

17 you the same l e v e l . 

18 Again, i t goes i n t o the overarching t h i n g of 

19 l e t ' s hold t hings t o the same standard. 

20 DR. JONAS: I would l i k e t o suggest some 

21 wording changes here. I t h i n k i t would be a good idea i f 

22 we d i d have a separate one t h a t addressed IRB, because 
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t h a t i s a d i f f e r e n t t h i n g than s t a t e r e g u l a t o r y boards, 

and a c t u a l l y , they have very l i t t l e t o do w i t h each 

other. 

The IRB issues are there and t h a t we should 

make some recommendation encouraging appropriate 

education, t r a i n i n g , r e p r e s e n t a t i o n on IRBs, and then we 

could leave i n here the issue about IRB as being k i n d of 

the bottom l i n e standard f o r everyone, but i n t h a t case, 

then, I would suggest we change "allow" t o "encourage," 

10 make i t p o s i t i v e r a t h e r than negative. 

11 So, t h i s recommendation would read -- there 

12 would be an a d d i t i o n a l one on IRBs -- but t h i s 

13 recommendation would read: "The Commission recommends 

14 t h a t s t a t e p r o f e s s i o n a l and r e g u l a t o r y boards develop 

15 processes t h a t encourage p r a c t i t i o n e r s who have obtained 

16 IRB approval f o r c o l l e c t i n g data t o move su c c e s s f u l l y 

17 i n t o c l i n i c a l i n v e s t i g a t i o n of non-approved treatments." 

18 DR. FINS: But i t ' s not treatment because i t i s 

19 not a treatment u n t i l i t has been proven. 

2 0 DR. JONAS: Okay, j u s t CAM i n t e r v e n t i o n s or 

21 whatever. 

22 DR. ORNISH: But, Wayne, i f somebody has 
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encouraging data and IRB approval, i s the same re g u l a t o r y 

board g i v i n g them a hard time? 

DR. JONAS: As I understood your 

recommendation, you were going t o s u b s t i t u t e "obtained 

IRB approval f o r t h i s , who have developed s c i e n t i f i c a l l y 

acceptable p r e l i m i n a r y data." 

DR. FINS: That i s not what I said. 

DR. JONAS: Okay. I would l i k e t o suggest t h a t 

because I t h i n k the issue here i s not t h a t you have 

10 already p r e l i m i n a r y data, because most of these 

11 p r a c t i t i o n e r s don't have p r e l i m i n a r y data, and they want 

12 t o do research i n order t o c o l l e c t the p r e l i m i n a r y data, 

13 t h a t requires IRB approval i n order t o do t h a t . 

14 I f i t was a requirement t h a t the r e g u l a t o r y 

15 boards encourage p r a c t i t i o n e r s who have IRB approval t o 

16 c o l l e c t data, i f we are t o say t h a t p r a c t i t i o n e r s who 

17 have developed s c i e n t i f i c a l l y acceptable p r e l i m i n a r y 

18 data, you w i l l have t h a t many who f i t i n t o t h i s c r i t e r i a . 

19 The po i n t of t h i s recommendation was t o address 

20 the testimony, as Jim said, t h a t we heard t h a t there were 

21 claims t h a t the r e g u l a t o r y boards were preventing people 

22 from c o l l e c t i n g p r e l i m i n a r y data. 
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Now, whether t h a t i s accurate or not, I don't 

know, but t h a t i s what we heard. 

DR. GORDON: That i s t h e i r perception. 

DR. JONAS: Perception. 

DR. ORNISH: Wayne, you are saying t h a t i f 

anybody has data already, t h a t they c o l l e c t e d , t h a t they 

d i d n ' t get through an IRB, t h a t they should s t i l l be able 

t o present --

DR. JONAS: No, I am suggesting we t o t a l l y 

10 throw out the whole issue of p r e l i m i n a r y data, because 

11 most a l l of these people are going t o be attempting t o 

12 c o l l e c t p r e l i m i n a r y data, and they should do t h a t through 

13 IRB approval. Then, they can c o l l e c t the data, and we 

14 should encourage the st a t e r e g u l a t o r y boards t o develop 

15 ways t o encourage t h a t and f a c i l i t a t e t h a t process. 

16 DR. PIZZORNO: I r e a l l y l i k e the d i r e c t i o n you 

17 are going because I t h i n k the word "allow" i s wrong. I 

l i k e using the stronger word " f a c i l i t a t e , " and i n many 

19 ways we are at the pre-IRB process. 

20 I t h i n k we need t o f a c i l i t a t e the people, i f 

21 they have an idea, t o provide t r a i n i n g and funding, so 

22 they can go through an IRB process, i n f o r m a l l y do t h e i r 
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own p r e l i m i n a r y gathering of data. 

I t h i n k r e a l l y i t ' s the pre-IRB process. 

People have an idea, they want t o do something w i t h i t , 

l e t ' s provide them a pathway and assistance f o r doing i t . 

DR. JONAS: Maybe we could say, "The Commission 

recommends t h a t s t a t e p r o f e s s i o n a l r e g u l a t o r y boards 

develop processes t h a t encourage p r a c t i t i o n e r s t o move 

su c c e s s f u l l y i n t o c l i n i c a l i n v e s t i g a t i o n i n c l u d i n g IRB 

approval, c o l l e c t i o n of p r e l i m i n a r y data," et cetera. 

10 DR. FINS: State medical boards, those boards 

11 don't f o s t e r research. 

12 DR. ORNISH: That i s not t h e i r j o b . 

13 DR. FINS: They are d i s c i p l i n a r y bodies, so 

14 i t ' s a d i f f e r e n t r o l e , and as f a r as the education i s 

15 concerned --

16 DR. JONAS: Do they impede research? 

17 DR. FINS: I t h i n k what t h i s i s meant t o do 

18 here i s t o say t h a t i f a CAM p r a c t i t i o n e r or a 

19 conventional p r a c t i t i o n e r i s doing CAM research, and they 

20 have got an IRB approval, and they have punched a l l those 

21 t i c k e t s , and pa r t of g e t t i n g IRB approval i s having taken 

22 a t r a i n i n g course and passed an exam before you can 
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q u a l i f y t o do an IRB-sanctioned p r o t o c o l , i f you have 

done a l l t h a t , and you are c o l l e c t i n g research, they 

can't say t h a t t h a t i s an unapproved or i t ' s 

unprofessional conduct because you have gone through t h i s 

other r e g u l a t o r y -- t h a t you have opened i t up t o peer 

review, you have ensured the adequacy of informed 

consent, safety, you have demonstrated your own 

competency t o do the study, so there would not be a basis 

f o r them t o sanction t h a t person. 

10 DR. JONAS: Right. So, e l i m i n a t e then anything 

11 about s t a t e p r o f e s s i o n a l medical boards. 

12 DR. LOW DOG: I am a l i t t l e confused s t i l l 

13 about t h i s recommendation. One, I support t h a t you get 

14 IRBs before you do research. The r e a l i t y i s t h a t the 

15 p r e l i m i n a r y data, s c i e n t i f i c data may or may not be 

16 there. People j u s t make claims t h a t what they are 

17 already doing t r e a t s the disease. 

18 I mean, we keep s k i r t i n g around t h i s issue t h a t 

19 we are not t r e a t i n g disease, we are promoting h e a l t h and 

20 wellness, but t h a t i s not the r e a l i t y of much of what i s 

21 going on i n CAM. Much of what i s going on i s people 

22 saying t h a t what they are doing t r e a t s t h i s disease or 
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t r e a t s t h a t disease, and i s e f f e c t i v e at i t , and i f i t 

has not been shown c l i n i c a l l y t o be e f f e c t i v e , i f there 

i s no evidence t h a t i t has been e f f e c t i v e , then, 

b a s i c a l l y , you are s t i l l experimenting w i t h people, and 

you never got an IRB. So, the r e a l i t y i s much of what i s 

out there i s not f a l l i n g under t h i s . 

So, I t h i n k i t i s one t h i n g t o say we want t o 

f a c i l i t a t e the process, but the other i s t o say -- I 

9 t h i n k t h i s i s not strong enough i n saying a c t u a l l y t h i s 

10 does not e x i s t , and t h a t there needs t o be stronger 

11 sanctions against people t h a t are claiming t o have cures 

12 f o r things t h a t they haven't done research on. 

13 DR. ORNISH: I l i k e t h a t . 

14 DR. GORDON: That i s a somewhat d i f f e r e n t 

15 issue. I t h i n k t h a t e i t h e r we have t o come t o a decis i o n 

16 r i g h t now -- we have 13 more items, we have 25 minutes, 

17 and we need t o e i t h e r r e f e r t h i s back t o the group, which 

18 i s my sense, t h a t there i s a l o t going on, on many 

19 d i f f e r e n t sides. There are now two recommendations t h a t 

20 are possib l e . I t h i n k we don't have much in f o r m a t i o n 

21 about what i s a c t u a l l y happening w i t h IRBs at the present 

2 2 time. 
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DR. JONAS: I t h i n k t h a t t h a t would be f i n e t o 

put i t back and have us work on t h i s again, r e a l i z i n g 

there may be two recommendations, but I would l i k e some 

feedback from you i n order t o help do t h a t about s t a t e 

medical boards, should t h a t be pa r t of these 

recommendations at a l l , or should we e l i m i n a t e any 

statements about the st a t e medical boards being involved 

i n t h i s process or any recommendations d i r e c t e d towards 

them. 

10 MR. CHAPPELL: I am j u s t not seeing why the 

11 s t a t e medical boards needs t o be p a r t of t h i s , because 

12 the issue i s much broader, so I need an explanation of 

13 why they need t o be pa r t of i t . 

14 DR. FINS: I t h i n k we heard from people l i k e 

15 Nicholas Gonzalez and others, and other people as w e l l , 

16 t h a t they were f e a r f u l of even t r y i n g t o do research 

17 because they would be sanctioned f o r unprofessional 

18 conduct. 

19 DR. ORNISH: Even i f they had an IRB, you mean? 

20 DR. FINS: No, the idea of l i n k i n g i t t o the 

21 IRB was an idea t h a t I came up w i t h t o somehow s h i e l d --

22 i n other words, i t was a quid pro quo, i f you d i d t h i s , 
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you would get p r o t e c t i o n on the other end, because we 

j u s t wanted t o have them buy i n t o some of the safeguards, 

so as not only t o safeguard themselves, but --

MR. CHAPPELL: Could I make a suggestion t h a t 

t h i s be l i m i t e d t o r e g u l a t o r y boards, because i f I am 

doing p r e l i m i n a r y research, i t i s not the st a t e t h a t I am 

concerned about? 

DR. JONAS: Do we need a statement then about 

r e g u l a t o r y boards? Take out p r o f e s s i o n a l , take out 

10 state? 

11 MR. CHAPPELL: I am saying you drop " s t a t e , " 

12 and j u s t say "professional r e g u l a t o r y boards" or 

13 "appropriate r e g u l a t o r y boards," because the s t a t e i s not 

14 the one t h a t i s governing my work. 

15 DR. ORNISH: Again, the r e g u l a t o r y boards don't 

16 encourage research, they regulate, d i s c i p l i n e . That i s 

17 not t h e i r j o b . I t i s the wrong o r g a n i z a t i o n t o do i t . 

18 MR. CHAPPELL: That i s not t r u e . I j u s t have 

19 t o say t h a t i s not t r u e . 

2 0 DR. GORDON: Regulatory boards have been 

21 discouraging research. 

22 DR. ORNISH: They can discourage i t , but they 
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don't encourage i t . You can ask them not t o discourage 

i t , but you can't ask a r e g u l a t o r y board t o f a c i l i t a t e 

research. That i s not what they do. 

MR. CHAPPELL: No matter what I do, I am 

regulated by the FDA, period, whether I am working on new 

ground, unknown ground, or known ground. 

DR. ORNISH: The FDA may say you can't make a 

claim on a c e r t a i n toothpaste, but they are not going t o 

f a c i l i t a t e doing research on what i s the best toothpaste 

10 t o use. 

11 DR. GORDON: I want t o ask you guys, what you 

12 need t o go back and c o g i t a t e on t h i s . Do you s t i l l need 

13 anything, because we need t o move on. 

14 DR. JONAS: A l l I need i s whether s t a t e 

15 r e g u l a t o r y boards should be p a r t of any of these 

16 recommendations at a l l . 

17 DR. PIZZORNO: This i s a f a s c i n a t i n g discussion 

18 because there i s t h i s gray area here t h a t seems t o be 

19 s i g n i f i c a n t i n CAM. On the one hand, you have the 

2 0 Textbook of Medicine, or Textbook of Natural Medicine 

21 where i t says t h i s i s how you do i t . 

22 Over here you have got t h i s data, which means I 
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am ready t o go f o r an IRB. I n between, there i s t h i s 

gray area t h a t p r a c t i t i o n e r s see by doing something 

d i f f e r e n t , they might do a l i t t l e b i t d i f f e r e n t i n one 

p a t i e n t , do i t a l i t t l e d i f f e r e n t i n another p a t i e n t . 

They s t a r t seeing some experiences b u i l d i n g up t o the 

poi n t they get t o doing an IRB. 

Well, those people are seeing things somewhat 

d i f f e r e n t l y , i n p a r t i c u l a r , we are seeing them do i t i n 

CAM, then get n a i l e d by the s t a t e d i s c i p l i n a r y boards. 

10 So, how do we deal w i t h t h i s gray area i n 

11 between? I t h i n k t h a t i s what we are t a l k i n g about, 

12 between standards of p r a c t i c e . Textbook of Medicine, and 

13 we are ready f o r an IRB proposal. 

14 DR. FINS: I t h i n k t h a t ' s a very good p o i n t , 

15 and i t ' s l i k e when does c l i n i c a l innovation, when does 

16 thera p e u t i c innovation become experimentation, and I 

17 t h i n k most people would say when you generate a 

18 hypothesis, and i f you are going t o p u b l i s h i t as data. 

19 So, i f you are s t i l l i n the p r a c t i c e of your 

20 ther a p e u t i c i n t e r v e n t i o n , and you decide, w e l l maybe, you 

21 know, two p i l l s are b e t t e r than one p i l l , and you are 

22 j u s t s o r t of f i d d l i n g around w i t h an esta b l i s h e d dose or 

PERFORMANCE REPORTING 
Phone: 301.871.0010 T o l l Free: 877.871.0010 



288 

something, at a c e r t a i n p o i n t you say, w e l l , l e t me study 

i t f o r m a l l y , when you s t a r t wanting t o study i t f o r m a l l y . 

But i n the CAM arena, what we might have t o say 

i s we have t o a c t u a l l y move t h a t l i n e back, and t h a t a l l 

p r a c t i c e s t h a t are involved i n any kind of r i s k t o a 

human subject, should be construed as should be on 

p r o t o c o l . 

We do t h a t w i t h chemotherapy. There are things 

t h a t are h i s t o r i c a l l y e f f i c a c i o u s , so we don't do a 

10 p r o t o c o l on Didge [ph] anymore, you know, because there 

11 i s 10 years of h i s t o r y , and maybe we should. 

12 DR. ORNISH: Part of the problem i s some of the 

13 people who t e s t i f i e d said oh, we don't even see how CAM 

14 could ever hurt anybody, so there i s t h i s presumption 

15 t h a t everything i s safe, so t h e r e f o r e , i t i s okay t o t r y 

16 anything without having t o have a p r o t o c o l . 

17 DR. FINS: I t h i n k t h i s i s g e t t i n g o v e r l y 

18 complicated. 

19 DR. JONAS: Let's f i n i s h w i t h E f f i e and then we 

20 w i l l move back and redo these ourselves, and we w i l l 

21 b r i n g them back. 

22 E f f i e . 
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DR. CHOW: I t h i n k i t i s complicated, but I 

t h i n k the key issue here i s t h a t i f the r e g u l a t o r y boards 

don't understand about research, and i s not sympathetic 

t o research, and doesn't support the i n d i v i d u a l who i s 

p r a c t i c i n g and experimenting, t o do research and pr o t e c t 

them when they come out t o do research on a p a r t i c u l a r 

methodology, t h a t does add t o the problem. 

I t h i n k t h a t somehow the r e g u l a t o r y boards need 

t o be st a t e d i n here, because we are t a l k i n g about the 

10 f u t u r e , not j u s t immediate. 

11 I j u s t have one general concept, i s th a t a l o t 

12 of our discussion i s now ed i t e d by what i s happening and 

13 what i s n ' t happening, and I would l i k e t o b r i n g our 

14 v i s i o n back t h a t we are env i s i o n i n g f o r the f u t u r e , not 

15 j u s t what i s possible r i g h t now. 

16 I don't know whether I am c l e a r or not, but a 

17 l o t of discussion i s saying what i s happening and what 

18 i s n ' t , and then we are a d j u s t i n g our recommendations t o 

19 what we see as possible r i g h t now. 

20 I would l i k e t o j u s t expand our v i s i o n a b i t 

21 more. 

2 2 DR. JONAS: Thank you, E f f i e . 
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DR. ORNISH: Let's move on. So, j u s t t o be 

cle a r , we are going t o j u s t go back t o our committee and 

address a l l of these issues, the issues i n c l u d i n g are 

people experimenting on the general p u b l i c now without 

IRB approval as pa r t of the norm, the issues about 

applying the same e t h i c a l standards t o both conventional 

and CAM approaches, t h a t both need IRB approval, both 

need the same p r o t e c t i o n from sanctions i f they have IRB 

approvals, those issues. 

10 DR. GORDON: And t h i r d i s are there obstacles 

11 t o o b t a i n i n g c r e a t i n g an IRB f o r some of the CAM 

12 research, because t h a t i s the c r u c i a l f a c t o r . 

13 DR. ORNISH: Obstacles unique t o CAM. 

14 DR. GORDON: Understood. 

15 DR. FAIR: I don't know the answer t o t h i s , 

16 maybe somebody does. When you are doing m u l t i -

17 i n s t i t u t i o n a l t r i a l s , many pharmaceutical f i r m s w i l l have 

a CRO, a research o r g a n i z a t i o n , c l i n i c a l research 

19 o r g a n i z a t i o n , and I know i n some of those, some 

20 i n s t i t u t i o n s , i f you get approval by the CRO, which may 

21 apply t o 10 i n s t i t u t i o n s , you don't need t o an IRB. 

22 Does anyone have any more i n f o r m a t i o n on that? 
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DR. GROFT: There i s an IRB approval, i t ' s j u s t 

t h a t i t ' s a common IRB th a t i t goes through one - - i t may 

go through one, but many of the u n i v e r s i t i e s w i l l r e quire 

t h a t i t go through t h e i r s also. 

DR. FINS: I t depends on i f there are conso r t i a 

agreements. 

DR. GORDON: We have 13 more recommendations i n 

t h i s s e c t i o n , so can we move ahead. Anyone who would 

l i k e t o p a r t i c i p a t e i n t h i s discussion can be i n touch 

10 w i t h G e r r i , r i g h t , t o get on the p a r t i c i p a t i o n ? So, 

11 please do t h a t . 

12 DR. ORNISH: Number 10. "The Commission 

13 recommends t h a t the agencies, as appropriate, develop 

14 programs t o evaluate practice-based data f o r p o t e n t i a l 

15 research support, communicate the a v a i l a b i l i t y of such 

16 i n i t i a t i v e s i n a pr o a c t i v e manner t o CAM and t o 

17 c o n v e n t i o n a l l y - t r a i n e d p r a c t i t i o n e r s who believe t h a t 

18 they have promising data on non-approved treatments and 

19 provide t r a i n i n g and data c o l l e c t i o n , p r o t o c o l 

2 0 development, and e t h i c a l g u i d e l i n e s on human subject 

21 p r o t e c t i o n . " 

22 Comments? 
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DR. GORDON: Seems l i k e a good idea. 

DR. JONAS: I t h i n k I would phrase t h i s much 

d i f f e r e n t l y . I t h i n k t h a t the most e f f e c t i v e e f f o r t i n 

t h i s area would not n e c e s s a r i l y be t o develop t r a i n i n g 

programs f o r p r a c t i t i o n e r s who are too busy a c t u a l l y t o 

c o l l e c t practice-based data i n any case, but t o t a r g e t 

resources, since t h i s i s i n Resources section, f o r 

research i n s t i t u t i o n s t o do t h a t , so t h a t then they could 

use practice-based research networks and other types of 

10 mechanisms t h a t are i n place t o look at CAM p r a c t i c e s i n 

11 p r a c t i c e s . 

12 So, I t h i n k the recommendation i s s l i g h t l y o f f 

13 the group t h a t i t should be targeted towards. I t should 

14 be f o r research i n s t i t u t i o n s t h a t could c o l l e c t p r a c t i c e -

15 based research data blah-blah-blah. 

16 DR. ORNISH: We won't even t a l k about whether 

17 t h a t practice-based data was generated under an IRB or 

18 not. 

19 DR. JONAS: Well, IRB, I mean, i f you t a r g e t i t 

20 towards those who p r o f e s s i o n a l l y do research, and t h a t i s 

21 p a r t of t h e i r business, then, they have IRBs as par t of 

22 the process. 
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DR. ORNISH: Okay. 

Can we l i v e w i t h that? Any comments, 

questions, concerns? 

[No response.] 

DR. ORNISH: A l l r i g h t . 

Number 11. "The Commission recommends 

7 co n t i n u i n g adequate p u b l i c funding f o r research on 

8 promising and/or f r e q u e n t l y used CAM products t h a t would 

be u n l i k e l y t o receive a patent, and th e r e f o r e not l i k e l y 

10 t o a t t r a c t p r i v a t e research d o l l a r s . " 

11 My own bias here, of course, would be t o say 

12 research on - - I mean, i t would have t o be more than 

13 promising r e a l l y , but I am open t o any suggestions. 

14 MR. CHAPPELL: This i s where you want the 

15 s a f e t y and e f f i c a c y q u a l i f i c a t i o n . 

16 DR. LOW DOG: This may be where you are t r y i n g 

17 t o e s t a b l i s h s a f e t y f o r some of these, because of the way 

18 DSHEA i s w r i t t e n . You don't have t o prove s a f e t y before 

19 they are entered i n t o the marketplace, and so what you 

2 0 may want t o do research on i s t o determine i t s s a f e t y i f 

21 taken i n pregnancy, et cetera. 

22 DR. ORNISH: Yes, I l i k e t h i s the way i t i s . 
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DR. JONAS: I a c t u a l l y again t h i n k we are 

missing the boat here i n terms of our r o l e as someone 

th a t can t a r g e t t h i n g s towards f e d e r a l p o l i c y . I t h i n k 

i t i s h i g h l y u n l i k e l y , nor i s i t even probably advisable 

t o suggest t h a t the government be funding s a f e t y and 

e f f i c a c y research on non-patentable products, because 

t h a t i s i n f i n i t e , i t ' s huge, we w i l l never be able t o do 

t h a t . Just look at a l l the herbs. 

DR. GORDON: But t h a t i s not i n the 

10 recommendation, Wayne, we are not t a l k i n g about s a f e t y 

11 and e f f i c a c y research s p e c i f i c a l l y . 

12 DR. ORNISH: Well, i n a way we are, though, I 

13 t h i n k . That i s e x a c t l y where we need i t . 

14 DR. JONAS: What we are c u r r e n t l y doing now, 

15 and t h i s i s a e x p l i c i t p o l i c y of NCCAM, i s t h a t they fund 

16 research on p u b l i c l y used supplements, f o r example, and 

17 herbs, because there i s no p r i v a t e money going i n t o i t , 

18 because you can't get a patent t h a t i s going t o guarantee 

19 your i n t e l l e c t u a l property on t h a t . 

20 I am suggesting we are missing the boat by 

21 suggesting t h a t , because t h a t i s a drop i n the bucket as 

22 t o what needs t o happen i n these areas, and instead, what 
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we should be doing i s addressing the i n t e l l e c t u a l 

p roperty and patent laws t o f a c i l i t a t e the p r i v a t e sector 

moving i n t o these areas, and not simply saying the 

government should be p r o v i d i n g more money t o do t h a t . 

DR. GORDON: Wayne, doesn't t h a t come under the 

next recommendation? 

DR. JONAS: I di d n ' t see patents address i n 

t h a t . 

DR. GORDON: The question here -- and I want t o 

10 t r y t o s i m p l i f y things because again, we have 10 or 11 

11 recommendations i n 10 or 11 minutes --

12 DR. ORNISH: I know what you are going t o say, 

13 so l e t ' s j u s t --

14 DR. GORDON: What I would l i k e t o do i s t o go 

15 ahead w i t h t h i s recommendation and then amend No. 12 t o 

16 r e f l e c t your concerns. 

17 DR. ORNISH: Can we l i v e w i t h No. 11 as i t i s 

18 w r i t t e n ? 

19 DR. PIZZORNO: Why the word "continuing" --

2 0 DR. ORNISH: We can say "continuing" or you can 

21 say "increasing," because, as Wayne said, there i s 

22 research t h a t i s being done through NCCAM on t h i s very 
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issue. 

DR. GORDON: But i t ' s not adequate. 

DR. ORNISH: Why don't we j u s t say "increasing 

p u b l i c funding," or j u s t say, "recommend p r o v i d i n g 

adequate p u b l i c funding," how about that? A l l r i g h t , so 

"prov i d i n g adequate p u b l i c funding." 

Number 12. "The Commission recommends t h a t the 

f e d e r a l government provide i n c e n t i v e s t o s t i m u l a t e 

p r i v a t e sector investment and research on CAM products 

10 and NDA development, and on developing a n a l y t i c a l methods 

11 f o r producing b e t t e r q u a l i t y CAM products." 

12 I f you want, Wayne, we could say, " p r i v a t e 

13 sector investment" -- da, da, da -- "such as changes i n 

14 patent laws" without s p e c i f y i n g what those are. 

15 Would you be comfortable w i t h that? 

16 DR. GROFT: Changes i n patent law are very 

17 d i f f i c u l t . Dean, I don't see t h a t happening. 

18 DR. ORNISH: How about i f we leave i t the way 

19 i t is? Wayne, are you comfortable w i t h t h a t the way i t 

20 is? 

21 DR. JONAS: No, I t h i n k t h a t we should say 

22 something about patents. 
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MR. CHAPPELL: I would l i k e t o hear, Wayne, 

what you have i n mind, because --

DR. JONAS: I don't know. 

MR. CHAPPELL: Then, l e t me j u s t say t h a t we 

are dealing w i t h p u b l i c h e a l t h when there are 15 herbs 

being used commonly i n t h i s country r i g h t now. This i s a 

matter of p u b l i c r i s k . I see no p o i n t t o p r i v a t i z i n g the 

op p o r t u n i t y side of t h a t use. 

I n f a c t , I t h i n k i t i s the government's 

10 r e s p o n s i b i l i t y t o weigh i n where small companies do not 

11 have the d o l l a r s t o demonstrate s a f e t y of these very 

12 complicated i n t e r a c t i o n s , and i t i s p r e c i s e l y the 

13 government t h a t should bear the burden of e s t a b l i s h i n g 

14 s a f e t y of these most commonly used, because i t i s a 

15 matter of already p u b l i c r i s k . 

16 DR. ORNISH: So, Tom, what I hear, an 

17 unintended consequence I hear you saying i s t h a t the 

18 large m u l t i n a t i o n a l corporations could end up w i t h 

19 patents on these products because smaller companies 

20 couldn't a f f o r d t o do those kinds of th i n g s . 

21 MR. CHAPPELL: That i s one of the i m p l i c a t i o n s . 

2 2 DR. ORNISH: Okay. 
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DR. LOW DOG: The other side of t h a t , though, 

i s t h a t because of the way th a t the laws c u r r e n t l y are 

w r i t t e n under DSHEA, i t i s not j u s t the 15 herbs. I take 

Wayne's p o i n t s e r i o u s l y , t h a t i t becomes t h i s endless, I 

mean, endless, so every new compound t h a t comes out, not 

j u s t the 2 0 tops herbs, but every new compound, we are 

going t o have t o do research on, and i t puts the onus on 

the government while the companies make the money, so 

they can put whatever they want out there, and the FDA 

10 has t o prove i t i s unsafe. 

11 Now what we are saying i s the government has t o 

12 then do a l l the research t o show -- i t ' s a p u b l i c h e a l t h 

13 issue, I agree, I t h i n k we need more research on i t , but 

14 I t h i n k there needs t o be some tweaking of the language 

15 here a b i t , because I am not sure a l l the r e s p o n s i b i l i t y 

16 should f a l l under the government t o do a l l the research. 

17 DR. ORNISH: What you are r e a l l y saying i s you 

18 should look under DSHEA and say t h a t DSHEA should be 

19 modified, so th a t the burden of proof i s on the person 

20 who i s s e l l i n g the supplement t o show i t i s safe as 

21 opposed t o the government t o show i t i s no safe. 

22 DR. GORDON: I would l i k e t o r e t u r n t o the 
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recommendation, what do we want t o do w i t h t h i s 

recommendation? Do we need extensive discussion? 

MR. CHAPPELL: No, I t h i n k other than changing 

the word "providing," we are there. I t h i n k we ought t o 

keep -- I d i d not want t o amend i t t o include some 

adjustment t o the patent laws, as Wayne was suggesting. 

I t h i n k i t i s f i n e the way i t i s . 

There might be in c e n t i v e s t h a t could be made 

a v a i l a b l e , the smaller companies, very l e g i t i m a t e --

10 DR. ORNISH: Just i n the i n t e r e s t s of time, can 

11 we leave i t the way i t i s , or d i d you want t o change i t ? 

12 MR. CHAPPELL: Yes. 

13 DR. JONAS: I j u s t want t o j u s t make a 

14 statement, t h a t we are missing. There i s an e n t i r e 

15 s e c t i o n t h a t i s completely absent from i n c e n t i v i z i n g 

16 research i n the p r i v a t e sector, and t h a t i s , what do we 

17 do about i n t e l l e c t u a l property, the problems w i t h 

i n t e l l e c t u a l property other than say dump more government 

19 money i n t o i t . 

20 We c u r r e n t l y say t o be established as safe and 

21 e f f e c t i v e , you have t o meet c e r t a i n c r i t e r i a , and those 

22 c r i t e r i a are set up f o r drug law, f o r drug production. 
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and the current laws, i n t e l l e c t u a l property laws, allow a 

huge investment i n t h a t . 

So, i f we are going t o hold herbs t o the same 

standard, then, we should something t o t r y t o encourage 

the p r i v a t e sector t o do t h a t , or say th a t they are 

d i f f e r e n t and we shouldn't be t r e a t e d as --

DR. GORDON: I s t h i s an area where we need 

another recommendation? 

MR. CHAPPELL: This i s a gap recommendation. 

10 DR. JONAS: And i t not be j u s t patent, and I am 

11 not saying we know the answers, but I am saying 

12 i n t e l l e c t u a l property issues around these areas need t o 

13 be address i n some way. 

14 MR. CHAPPELL: I am f i n e w i t h t h a t . 

15 DR. ORNISH: Let me j u s t get some closure on 

16 t h i s because we have t o move on. Everything t h a t you are 

17 saying, Wayne, i s a subset of what i s here. I f you t h i n k 

18 i t needs t o be more e x p l i c i t than what i s here, then, we 

19 need t o go back t o our subcommittee and t a l k about i t , 

20 but everything you have said i s r e a l l y contained w i t h i n 

21 t h i s , i t j u s t doesn't e x p l a i n i t e x p l i c i t l y . 

22 DR. PIZZORNO: I have one s o l u t i o n t o 
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recommend. Back i n October, 14 months ago, there was a 

repre s e n t a t i v e here from a drug company who discussed the 

methodology they have f o r p r o t e c t i n g the research they 

were doing on an herbal product. 

I don't r e c a l l , I d i d n ' t f u l l y understand how 

6 they were doing i t . I t might be worthwhile t o go back t o 

7 t h a t October notes and see what the methodology was, 

8 because maybe we can f a c i l i t a t e t h a t . 

DR. ORNISH: Okay. Why don't we j u s t t a b l e 

10 t h i s f o r now, and we w i l l send i t back t o our committee. 

11 DR. GORDON: Excuse me. You want t o t a b l e the 

12 recommendation or approve t h i s recommendation and make 

13 another --

14 DR. ORNISH: My suggestion i s t h a t we approve 

15 the recommendation and t h a t we make more e x p l i c i t i n the 

16 t e x t the ideas t h a t Wayne i s t a l k i n g about, because they 

17 are subsumed w i t h i n t h i s , unless you p r e f e r t o do i t a 

d i f f e r e n t way. 

19 DR. JONAS: Well, I t h i n k we could accept t h i s 

20 recommendation as long as i t i s pa r t of our charge i s t o 

21 develop a recommendation t h a t addresses i n t e l l e c t u a l 

22 property r i g h t s and how we can use t h a t t o i n c e n t i v i z e 
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p r i v a t e sector investment. 

DR. GORDON: Let's move on then. Good. 

DR. FINS: There i s a law c a l l e d the Bayh-Dahl 

Act, which i s meant t o b r i n g basic science innovation t o 

the marketplace. One of the problems i s , i s t h a t i t i s 

predicated on patents and i t i s predicated on dis c l o s u r e 

of patent methods and dissemination, so I t h i n k whatever 

gets sa i d here has t o r e f e r back t o Bayh-Dahl. 

Also, things could be patented, I mean, t o 

10 answer Joe's question --

11 DR. GORDON: Joe, I am going t o ask you i f you 

12 would help them w i t h t h i s . Okay? 

13 DR. ORNISH: Okay. Moving on, No. 13. "The 

14 Commission recommends t h a t the f e d e r a l and p r i v a t e 

15 sectors provide support f o r workshops t o discuss research 

16 needs f o r r e g u l a t o r y review and approval of CAM products 

17 and devices, as w e l l as f o r other purposes." 

Comments or questions? 

19 [No response.] 

20 DR. ORNISH: Sold. 

21 DR. WARREN: This statement here p r e t t y w e l l 

22 c o r r e l a t e s w i t h No. 4, t h a t you had e a r l i e r i n t h i s 
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se c t i o n , and you are dealing w i t h supporting conferences 

or workshops. 

DR. ORNISH: You are r i g h t , i t does, so maybe 

i t ' s redundant. Why don't we j u s t delete i t . 

DR. GORDON: I t i s regarded as redundant? 

DR. ORNISH: This i s a conference on r e g u l a t o r y 

review. I t h i n k we can delete t h i s myself, but I don't 

f e e l s t r o n g l y about i t . 

DR. GORDON: So, we can e i t h e r delete or 

10 compress. 

11 DR. ORNISH: Maybe we could cover t h a t i n the 

12 t e x t . 

13 DR. GORDON: Okay. 

14 DR. ORNISH: Any objections? 

15 [No response.] 

16 DR. ORNISH: Number 14. "The Commission 

17 recommends f e d e r a l and n o n p r o f i t support f o r research on 

18 p r a c t i c e s t h a t b u i l d on l i f e s t y l e and s e l f - c a r e , and 

19 support f o r new, innovative and sometimes c o n t r o v e r s i a l 

20 CAM research i n emerging areas of s c i e n t i f i c study t h a t 

21 might expand our understanding of h e a l t h and disease, and 

22 encourage support f o r basic research on core question 
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described i n many CAM systems, such as bioenergy." 

DR. GORDON: This speaks t o my gap 

recommendation, because I t h i n k there are at l e a s t two 

separate thoughts i n No. 14. My gap recommendation t h a t 

r e l a t e s t o i t i s , "The Commission recommends t h a t a high 

p r i o r i t y be given t o research on complex, m u l t i m o d a l i t y 

CAM and i n t e g r a t i v e t h e r a p e u t i c i n t e r v e n t i o n s and t o 

research on the i n d i v i d u a l i z a t i o n of therapeutic 

i n t e r v e n t i o n s . " 

10 That seems t o me t o go w i t h the f i r s t h a l f of 

11 No. 14, and then there i s the second thought, which was 

12 separate, I t h i n k before on the s o r t of emerging areas i n 

13 No. 14. 

14 DR. JONAS: I agree t h a t they are separate 

15 ideas. I a c t u a l l y t h i n k what you j u s t read i s even 

16 separate than s e l f - c a r e , and s e l f - c a r e i s important 

17 enough t h a t we ought t o have i t --

18 DR. ORNISH: I agree w i t h Wayne t h a t those can 

19 be two separate t h i n g s , but I ki n d of l i k e the way they 

20 are, j u s t separate them, t h a t ' s a l l . 

21 DR. GORDON: You l i k e them together? 

22 DR. ORNISH: No. I mean, we can separate them. 
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but there i s two d i f f e r e n t t h i n g s , because I mean, they 

are separate t h i n g s . I mean, personally, I l i k e the 

f i r s t p a r t up t o the semicolon. When you s t a r t t a l k i n g 

about support f o r new, innovative and sometimes 

c o n t r o v e r s i a l , I t h i n k t h a t i s j u s t a b i g land mine you 

want t o stay away from, because I mean, e i t h e r i t has got 

some innovation or i t has not, and whether i t ' s 

8 c o n t r o v e r s i a l , t h a t can be something t h a t ' s e q u a l l y 

9 whether i t ' s a l l o p a t h i c or not. 

10 DR. JONAS: That i s very important. That's 

11 where the money i s . Well, t h a t ' s where the excitement 

12 i s . I mean, t h a t i s what the paradigm issue i s a l l 

13 about. The ones t h a t are c o n t r o v e r s i a l o f t e n ignore data, 

14 and people argue simply over b e l i e f s . 

15 DR. ORNISH: Well, I am not any stranger t o 

16 controversy, but I don't t h i n k we have t o make i t 

17 e x p l i c i t i n here t h a t j u s t because i s something 

18 c o n t r o v e r s i a l , t h a t i t should have a higher p r i o r i t y . 

19 DR. JONAS: Yours i s n ' t n e a r l y c o n t r o v e r s i a l 

2 0 enough. 

21 DR. FINS: Simply by saying i t i s not going t o 

22 make i t happen. I t i s r e a l l y e s t a b l i s h i n g a s t r u c t u r e 
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t h a t can review i t . This i s l i k e a throwaway 

recommendation. 

DR. ORNISH: I t i s . 

DR. GORDON: Which i s , Joe? 

DR. FINS: The second p a r t of 14. 

DR. ORNISH: The second p a r t of i t e s p e c i a l l y . 

DR. GORDON: The second p a r t or the f i r s t part? 

DR. FINS: The second p a r t . I f you have an 

e n t i t y t h a t has a funding o p p o r t u n i t y , and they are i n a 

10 process t o review new proposals, t h a t i s productive, but 

11 t o say we should fund as an idea, you know, bioenergy, 

12 decontextualized from an NCCAM or some substantive t h i n g , 

13 i t i s not going t o play. 

14 DR. ORNISH: I t raises questions about our 

15 bias, t h a t ' s a l l . That i s what I mean, because i t raises 

16 those questions. 

17 DR. GORDON: I s there a l a t e r recommendation on 

18 f r o n t i e r science here, or t h a t i s i t ? 

19 MS. POLLEN: The t e x t at the bottom of page 8 

20 and 9, the f i r s t h a l f of the f i r s t paragraph on 9, the 

21 t e x t , I t h i n k gets t o t h i s issue. 

22 DR. GORDON: But not the recommendation. Joe, 
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I would argue the other way. I t h i n k i t i s important t o 

emphasize. We may have made i t too s p e c i f i c here, but I 

t h i n k i t i s important t o emphasize f r o n t i e r science and 

some of those core questions. 

This i s one of the areas t h a t , you know, we can 

r e a l l y make a d i f f e r e n c e by making t h a t k i n d of 

statement. We are saying research on i t , we are not 

saying you should believe i n i t . We are saying t h i s i s 

an important area t o study, and t h i s i s an area also t h a t 

10 i s i m p l i c i t , i f not e x p l i c i t , i n v i r t u a l l y every 

11 t r a d i t i o n a l system of healing. 

12 So, I t h i n k i t i s important f o r us t o approach 

13 i t . I am not sure the wording here i s a c t u a l l y r e a l l y 

14 strong enough or comprehensive enough, Wayne, t o r e a l l y 

15 say what we are t a l k i n g about. 

16 DR. JONAS: Right, I agree. I t h i n k the issue 

17 i s f r o n t i e r sciences and the emphasis, t h a t we encourage 

18 t h a t or we would l i k e t o see more -- not encourage 

19 f r o n t i e r medicine, but we encourage research i n the area 

20 of f r o n t i e r sciences, and focusing i t j u s t on bioenergy 

21 i s probably too narrow, and t h a t needs t o be expanded. 

22 I do t h i n k t h a t should be -- we e s s e n t i a l l y 
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have w i t h i n t h i s one, t h i s could be s p l i t up i f we 

include what you mentioned, what you read, three 

p o t e n t i a l recommendations. 

DR. GORDON: What do you want t o do w i t h t h a t , 

how do you want t o handle i t ? 

DR. ORNISH: Why don't we j u s t say 

Recommendation 14 would be u n t i l the semicolon, 

Recommendation 15 could be, "The Commission recommends 

support f o r new and innovative" -- I would leave out 

10 "sometimes c o n t r o v e r s i a l " -- "The Commission recommends 

11 support f o r new and innovative CAM research and emerging 

12 f r o n t i e r areas of s c i e n t i f i c study t h a t might expand our 

13 understanding of h e a l t h and disease, and encourage 

14 support f o r basic research on core questions i n these 

15 areas." 

16 DR. GORDON: I t h i n k we have t o give some 

17 examples because otherwise people won't know what we are 

18 t a l k i n g about. 

19 DR. ORNISH: I t ' s i n the t e x t , so we are j u s t 

20 r e f e r r i n g back t o the t e x t . There are l o t s of examples 

21 i n the t e x t . 

22 DR. GORDON: Okay. Do you want me t o read my 
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recommendation now, since i t goes w i t h these, or do you 

want t o wait u n t i l the end? 

DR. ORNISH: Go ahead. 

DR. GORDON: The recommendation t h a t I made 

again i s , "The Commission recommends t h a t a high p r i o r i t y 

be given t o research on complex, m u l t i m o d a l i t y CAM and 

i n t e g r a t i v e t h e r a p e u t i c i n t e r v e n t i o n s , and t o research on 

the i n d i v i d u a l i z a t i o n of therapeutic i n t e r v e n t i o n s . " 

DR. ORNISH: I don't know what t h a t means, but 

10 i t sounds good. 

11 DR. GORDON: Do you want me t o explain? I t 

12 means l i k e the Ornish program, f o r whom i t works and f o r 

13 whom, those few f o r whom i t doesn't work. 

14 DR. JONAS: Except f o r the complex side. 

15 DR. ORNISH: I am j u s t a simple guy. 

16 DR. PIZZORNO: I r e a l l y l i k e Jim's 

17 recommendation because t h i s i s what we are a c t u a l l y 

18 doing. We are using complex m u l t i p l e therapies t h a t we 

19 i n d i v i d u a l i z e t o p a r t i c u l a r p a t i e n t s , and nobody studies 

2 0 what we a c t u a l l y do. Let's s t a t e what we a c t u a l l y do. 

21 DR. GORDON: G e r r i , I can hand you t h i s . 

22 DR. ORNISH: As ch a i r , you get the prer o g a t i v e . 
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I might as w e l l agree w i t h you. 

DR. FINS: I t ' s j u s t very high on jargon, the 

way i t reads. One man's jargon i s another man's idiom, 

you know. 

DR. GORDON: I w i l l accept any d e - j a r g o n i f y i n g . 

DR. JONAS: Examples would help, and we can put 

some of those i n . 

DR. ORNISH: When you combine f i v e - s y l l a b l e 

words w i t h seven-line sentences, i t i s dangerous. 

10 DR. GORDON: I f we have consensus, can we move 

11 on t o No. 15, the actual No. 15 i n the te x t ? 

12 DR. ORNISH: Which w i l l be No. 16 now. 

13 DR. GORDON: I t w i l l be No. 17. 

14 DR. JONAS: "The Commission recommends t h a t 

15 NCCAM conduct a review a s s i s t e d by the National Science 

16 Foundation, the I n s t i t u t e of Medicine, the World Health 

17 Organization, or other f e d e r a l and non-federal bodies on 

18 methods t o study, i n a c r e d i b l e manner, emerging areas of 

19 s c i e n t i f i c i n v e s t i g a t i o n associated w i t h CAM." 

20 DR. PIZZORNO: I s n ' t t h i s the same as No. 4? 

21 DR. GORDON: I s i t the same as No. 4 or the 

22 same as the second p a r t of 14? To me, t h i s seems l i k e 
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the f r o n t i e r science recommendation, j u s t worded s l i g h t l y 

d i f f e r e n t l y , or do you mean something else? 

DR. JONAS: I t depends what you mean by 

"emerging." 

DR. ORNISH: My short recommendation here i s 

j u s t accept i t as i t i s , because i t i s going t o provide a 

l o t of c r e d i b i l i t y f o r mainstream readers who read t h a t . 

The f a c t t h a t we have j u s t mentioned these organizations 

w i l l make them f e e l b e t t e r . So, I t h i n k i t i s worth 

10 p u t t i n g i t i n there. 

11 [Laughter.] 

12 DR. ORNISH: You t h i n k I am j o k i n g , but I am 

13 not. 

14 DR. JONAS: Well, i n t h a t case, we should j u s t 

15 f i l l the whole t h i n g f u l l of t h a t . What confused me on 

16 t h i s was the term "emerging." I mean, i f we need 

17 f r o n t i e r medicine i n these areas, then, do away w i t h the 

18 above, merge i t w i t h the below, but define what 

19 "emerging" means. 

2 0 DR. ORNISH: We w i l l accept the recommendation 

21 t o do away w i t h the above and merge w i t h the below. 

22 DR. JONAS: I mean, i s t h a t what t h i s i s 

PERFORMANCE REPORTING 
Phone: 301.871.0010 T o l l Free: 877.871.0010 



312 

focused on? I t i s also focused more on methodology, 

r i g h t ? I s i t on methods of f r o n t i e r areas? 

DR. ORNISH: What they are t r y i n g t o say here 

i s t h a t there are new, emerging areas of s c i e n t i f i c 

i n v e s t i g a t i o n l i k e energy medicine, and they may requ i r e 

the very t h i n g t h a t you are t a l k i n g about, which i s new 

methodologies, and as a way of t r y i n g t o ground t h i s , so 

i t doesn't sound so a i r y f a i r y t o say l e t ' s have some 

conventional organizations help us develop these new 

10 methodologies t o avoid the c r i t i c i s m t h a t I hear a l l the 

11 time, t h a t people say oh, CAM wants t o develop i t s own 

12 methodologies t h a t are i n f e r i o r , because they can't stand 

13 up t o the s c r u t i n y of -- you know, there i s good science 

14 and bad science, and i t doesn't matter what you are 

15 studying. 

16 DR. JONAS: Thank you. Dean, I understand i t . 

17 No, I do, I am serious. That was very c l e a r . I a c t u a l l y 

18 recommended t h i s , but now t h a t you have explained i t t o 

19 me, I understand i t . I agree. 

20 DR. FAIR: I l i k e the term "emerging" because 

21 i t also applies t o new a p p l i c a t i o n s . 

22 DR. JONAS: Excuse me? 
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DR. FAIR: I l i k e the term "emerging" because 

i t also applies t o new a p p l i c a t i o n s of o l d drugs. Joe 

mentioned we are not studying things l i k e d i g i t a l i s , but 

there are a number of studies now on Coumadin, w a r f a r i n , 

i t has been around f o r years, and now i t turns out i t has 

some a n t i - m e t a s t a t i c p r o p e r t i e s , so i t i s being used i n 

p a t i e n t s w i t h cancer t o t r y t o stop the tumor from 

metastasizing, and no one would have thought of t h a t i n 

the 25 years i t has been used. 

10 DR. GORDON: We have s i x minutes and s i x 

11 recommendations. 

12 Are we okay w i t h t h i s ? Yes? Okay. 

13 DR. ORNISH: A l l opposed say no or forever hold 

14 your peace. 

15 Number 16, please. 

16 DR. JONAS: Number 16. "The Commission 

17 recommends p r o v i d i n g increased p u b l i c and p r i v a t e 

18 resources t o strengthen the CAM research i n f r a s t r u c t u r e 

19 at s t r a t e g i c a l l y located conventional, medical, and CAM 

20 s i t e s , t o expand the corps of researchers knowledgeable 

21 about CAM who have received rigorous research t r a i n i n g i n 

22 basic c l i n i c a l and h e a l t h services research." 
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I t h i n k we could probably reword t h a t and s t i l l 

get the essence of i t . 

DR. ORNISH: I s everybody okay w i t h i t ? 

Anybody opposed? 

[No response.] 

DR. ORNISH: Great, No. 17. 

DR. JONAS: "The Commission recommends strong 

support f o r enhanced research t r a i n i n g by a l l f e d e r a l 

agencies w i t h research and t r a i n i n g program and 

10 r e s p o n s i b i l i t i e s t h a t encompass CAM-related questions." 

11 DR. GORDON: So, these two we may be able t o 

12 condense, as w e l l , as we move ahead. 

13 DR. ORNISH: I t i s hard t o argue w i t h those. 

14 Number 18. 

15 DR. JONAS: "The Commission recommends 

16 u t i l i z i n g e x i s t i n g resources, such as NCCAM-supported 

17 centers and the National Center f o r Research Resources, 

18 general c l i n i c a l research centers t o increase 

19 o p p o r t u n i t i e s t o conduct c l i n i c a l research and t r a i n i n g 

20 on CAM and examine the i n t e g r a t i o n of CAM i n t o the 

21 c l i n i c a l s e t t i n g . " 

2 2 DR. ORNISH: Okay? Okay. 
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Number 19. 

DR. JONAS: "The Commission recommends 

continued strong support f o r career development awards 

t h a t enable i n v e s t i g a t o r s focusing on CAM t o develop i n t o 

independent i n v e s t i g a t o r s and f a c u l t y members, and mid-

career awards t o provide the time required t o mentor new 

CAM i n v e s t i g a t o r s . " 

DR. ORNISH: The only t h i n g I would add i s 

something t o even j u s t h i g h l i g h t what may seem redundant, 

10 which i s so t h a t they can be strong s c i e n t i f i c 

11 researchers, something l i k e t h a t . 

12 DR. JONAS: There i s support, i t i s debatable 

13 how strong i t i s . 

14 DR. ORNISH: Let's j u s t delete the word 

15 "continued." 

16 DR. JONAS: Maybe not strong, j u s t continued 

17 support. I t i s ongoing. 

DR. ORNISH: A l l r i g h t . 

19 DR. JONAS: B i l l . 

2 0 DR. FAIR: What happened t o the SPORE? 

21 MS. POLLEN: I t ' s i n there. I t i s i n the t e x t . 

22 I t ' s on page 10, f i r s t paragraph. On Methodology and 
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Design, the Commission notes. I t s t a r t s obviously the 

page before, but i f you get down t o the s p e c i a l i z e d 

awards, i t i s n ' t the only one, e x p l o r a t o r y grants and 

center core grants, they a l l encourage i n t e r d i s c i p l i n a r y 

research approaches, i n c l u d i n g SPORE. 

DR. ORNISH: Number 20 i s too long t o read, but 

does anybody have any recommendations on i t ? 

DR. WARREN: I have a question as t o what you 

r e a l l y meant there. I want an explanation of 20. 

DR. ORNISH: Of which one, 19 or 20? 

DR. WARREN: Twenty. That i s the one we are 

on, i s n ' t i t ? 

DR. ORNISH: Then, you are going t o make me 

read i t 

DR. WARREN: I thought you said i t was too long 

t o read. 

DR. ORNISH: That's the problem. 

DR. WARREN: Go f o r i t . 

DR. ORNISH: Well, they are b a s i c a l l y saying 

t h a t somebody should create an evidence-based database, 

so t h a t people can access and get t o see what i s the 

l e v e l of evidence f o r any p a r t i c u l a r CAM modality. 
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p r e f e r a b l y be a v a i l a b l e on the I n t e r n e t . 

DR. GORDON: I f e e l we have t o recommend 

s t r o n g l y t h a t i t be p u b l i c funding. I don't t h i n k we 

should wait f o r somebody t o do i t . We can say t h i s 

should be p u b l i c l y funded. 

DR. ORNISH: I f you put p u b l i c and p r i v a t e , 

t h a t doesn't take anything away from i t . 

DR. GORDON: I understand, but we are i n no 

p o s i t i o n t o do anything w i t h p r i v a t e . We are i n a 

10 p o s i t i o n t o recommend e i t h e r l e g i s l a t i o n or 

11 a d m i n i s t r a t i v e change. 

12 I t h i n k t h i s i s one of those areas where we can 

13 make a f a i r l y pointed recommendation. I f we t a l k about 

14 p r i v a t e resources, i t becomes more d i f f u s e . 

15 DR. ORNISH: We could do t h a t although we have 

16 t a l k e d about p r i v a t e things throughout t h i s whole 

17 document. 

18 DR. GORDON: I'm sorry? 

19 DR. ORNISH: We have t a l k e d about p r i v a t e 

20 support throughout t h i s whole document. 

21 DR. GORDON: I understand. 

22 DR. LOW DOG: You have got already people doing 
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t h i s . You have got Cochrane, and you have got AHRQ, I 

mean, so you already have people doing systematic reviews 

and some doing a c t u a l l y a l o t . 

I t h i n k t h a t you want t o do p u b l i c and p r i v a t e , 

because there i s already a l o t of t h i s being done. 

DR. GORDON: I am saying there should be pu b l i c 

funds made a v a i l a b l e t o do t h i s i s what I am suggesting. 

DR. LOW DOG: Doesn't i t say p u b l i c and p r i v a t e 

resources? 

10 DR. ORNISH: I t does. 

11 DR. GORDON: I t h i n k the tendency i s t o say we 

12 w i l l l e t -- what we have heard from people i n the p r i v a t e 

13 sector i s i t i s happening, i t i s happening somewhat 

14 slowly and very incompletely, and what they are saying i s 

15 we don't have the money t o do i t . 

16 DR. JONAS: I t i s also not a u t h o r i t a t i v e i f 

17 i t ' s g e n e r a l l y done by p r i v a t e --

18 DR. GORDON: Unless there i s s i g n i f i c a n t 

19 government e f f o r t t o do t h i s , i t i s not going t o happen. 

2 0 That i s my concern. 

21 MR. CHAPPELL: The consumers w i l l t e l l you 

22 t h e i r primary concerns are t h a t they need an education on 

PERFORMANCE REPORTING 
Phone: 301.871.0010 T o l l Free: 877.871.0010 



319 

what these m o d a l i t i e s are f o r , and then they need t o know 

they are safe. 

I would say r i g h t now saf e t y i s the even 

greater of the two questions, and since t h a t i s the 

p r e v a i l i n g number one concern among probably the 2 0 

percent of the population t h a t are using these, I would 

agree w i t h Jim t h a t i t does bear a burden, you know, we 

ought t o put the burden of support of research on the 

government, because i t ' s a matter of great p u b l i c safety. 

10 DR. WARREN: Can we leave o f f the second 

11 sentence i n t h a t recommendation? That i s j u s t an 

12 explanatory sentence anyway. 

13 DR. JONAS: Put i t i n the t e x t . 

14 DR. ORNISH: That's a good idea. 

15 DR. GORDON: I di d n ' t understand t h a t . 

16 DR. ORNISH: Take the second sentence and put 

17 i t i n the t e x t . 

18 DR. GORDON: Okay. 

19 DR. ORNISH: So we delete the word "private"? 

2 0 MR. CHAPPELL: I am not sure you need t o delete 

21 the word " p r i v a t e , " you need t o make the case f o r the 

22 p u b l i c f i r s t , and no need t o delete the p r i v a t e . I don't 
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t h i n k you need t o delete the p r i v a t e , do you, Jim? 

DR. GORDON: I j u s t t h i n k t h a t the f e d e r a l 

government, e i t h e r i t s e l f or through c o n t r a c t i n g w i t h 

p r i v a t e e n t i t i e s , however you want t o say i t , do t h i s . 

A l l I am saying i s we need t o focus on fe d e r a l money 

being used t o do t h i s , not nec e s s a r i l y the government i s 

doing i t i t s e l f , but c o n t r a c t i n g out. 

DR. ORNISH: So, i n summary, you want t o take 

the words "and p r i v a t e " out, and leave the f i r s t sentence 

10 the way i t is? 

11 DR. GORDON: Yes. 

12 DR. ORNISH: I don't have any strong o b j e c t i o n 

13 t o t h a t . 

14 DR. PIZZORNO: Can we wipe out the second 

15 sentence j u s t f o r b r e v i t y ? 

16 DR. ORNISH: We are going t o put i t i n the 

17 t e x t . You weren't l i s t e n i n g . 

18 [Laughter.] 

19 DR. ORNISH: Twenty-one. Any comments or 

20 questions? You hurt our f e e l i n g s so badly, you are going 

21 t o have t o read i t y o u r s e l f . 

22 I n a way, 21 i s r e a l l y a subset of 20, i s n ' t 
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i t ? 

DR. GORDON: Right, e x a c t l y . 

DR. ORNISH: I t h i n k we could j u s t put th a t i n 

the t e x t . 

DR. JONAS: A c t u a l l y , they are a l l a subset of 

22 . 

DR. ORNISH: Yes. Let's combine --

DR. GORDON: Combine 21, 22, and 23? 

DR. ORNISH: There i s no 23. 

10 DR. GORDON: Oh, 20, 21, and 22, sorry. 

11 DR. JONAS: Ch a r l o t t e , there i s a book s i t t i n g 

12 on the corner of the desk there, would you hold i t up, 

13 please? This i s what I t h i n k we should t r y t o get done. 

14 I t h i n k i f there i s one t h i n g t h a t we get done out of 

15 t h i s e n t i r e s e c t i o n here, i f the fe d e r a l government --

16 and I agree the fe d e r a l government should be doing t h i s 

17 because a c t u a l l y the f e d e r a l government i s supporting 

18 t h a t one i n England -- were t o produce an ongoing 

19 p u b l i c a t i o n l i k e t h i s one i s , i t i s p e r i o d i c a l l y updated, 

20 i t i s current s t a t e - o f - t h e - a r t evidence f o r s a f e t y and 

21 e f f i c a c y from the c l i n i c a l research i n CAM, t h i s would go 

22 a long way towards f a c i l i t a t i n g the whole process of CAM 

PERFORMANCE REPORTING 
Phone: 301.871.0010 T o l l Free: 877.871.0010 



322 

use, r e g u l a t i o n , research, et cetera. 

They do include CAM someplace, the c r i t e r i a are 

there, the methods t o do i t are there. 

DR. GORDON: Wayne, can you and Dean come back 

t o us w i t h something t h a t summarizes those three, w i t h 

G e r r i , those three? 

DR. JONAS: We can. I mean, these aren't a l l 

completely redundant, f o r example, because what AHRQ i s 

doing i s much more expanded than t h a t book or even than 

10 what Cochrane does, so they are d i f f e r e n t , and they cost 

11 a l o t more. 

12 DR. GORDON: Understood. 

13 DR. JONAS: So, they are not a l l e x a c t l y 

14 redundant, but they are a l l subsections b a s i c a l l y of 

15 ongoing summaries. 

16 DR. GORDON: Why don't we leave them and then 

17 l e t you a l l , i f you f e e l they can be condensed and 

18 reordered, please do them. I s t h a t okay w i t h everyone? 

19 B a s i c a l l y , we are leaving these, and we are a l l o w i n g some 

20 condensation and reor d e r i n g w i t h the c l e a r n o t i o n t h a t 

21 these three recommendations, as they are, are the ones we 

2 2 want. 

PERFORMANCE REPORTING 
Phone: 301.871.0010 T o l l Free: 877.871.0010 



323 

DR. ORNISH: Thank you. I couldn't have said 

i t b e t t e r myself. 

DR. TIAN: The Commission recommends who should 

do the summary report? 

DR. ORNISH: You mean? 

DR. TIAN: Number 22. 

DR. JONAS: Number 22? The fe d e r a l government. 

DR. ORNISH: The fe d e r a l government i s what 

they are advocating. 

10 DR. TIAN: Can we put the f e d e r a l government --

11 DR. ORNISH: We are going t o consolidate. 

12 DR. GORDON: The fe d e r a l government fund the 

13 summary r e p o r t . 

14 DR. JONAS: Right. 

15 DR. ORNISH: Thank you a l l . This has been a 

16 r e a l pleasure. 

17 DR. GORDON: Thank you, guys. You d i d great. 

18 [Applause.] 

19 Session Sxjmmary 

2 0 DR. GORDON: I am sure everybody remembers 

21 everything t h a t t r a n s p i r e d i n the l a s t two hours, so I 

22 hardl y need t o go over i t . 
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For the most p a r t , the recommendations were 

accepted as amended. There i s a Recommendation No. 9 

regarding IRBs, p r o t e c t i o n f o r c l i n i c i a n s who want t o do 

research, and pr o f e s s i o n a l r e g u l a t o r y boards was r e f e r r e d 

back t o the committee t o work on, so anyone who wants t o 

work on t h a t w i t h them, please do so. 

Also, the discussion of i n t e l l e c t u a l property 

i s one t h a t the committee i s going t o take up again. 

Recommendation No. 23 i s very much r e l a t e d t o 

10 Recommendation No. 4, and i s e i t h e r going t o be folded i n 

11 or deleted. Gap Recommendation Nos. 14 and 15 were 

12 s p l i t , and the gap recommendation was r e l a t i n g t o complex 

13 i n t e r v e n t i o n s and i n d i v i d u a l i z a t i o n was also put i n 

14 there. 

15 The l a s t series of recommendations, i t i s cl e a r 

16 t h a t there needs t o be fe d e r a l funding f o r some of these 

17 e f f o r t s t o b r i n g together research and make t h a t research 

18 a v a i l a b l e t o the p u b l i c . 

19 Thank you again. Let's break u n t i l 3:20. 

20 Well, t o be f a i r , 3:23, and then we w i l l come back and 

21 are going t o be moving i n t o Wellness. 

22 [Recess.] 
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Session IV: CAM i n Wellness and Prevention 

DR. ORNISH: You a l l know how much I hate being 

l a t e , so l e t ' s get s t a r t e d . 

[Laughter.] 

DR. ORNISH: Why don't we take the same format 

t h a t we d i d w i t h our l a s t one, which i s we w i l l go 

through the recommendations, and i f anyone has any 

questions or comments about the recommendations or the 

t e x t t h a t elaborates on them, speak now or forever hold 

10 your peace. 

11 The f i r s t recommendation i s on page 4 i n Tab 8. 

12 "The Commission recommends" -- you w i l l n o t i c e these 

13 recommendations are shorter, t h a t i s the f i r s t t h i n g --

14 "The Commission recommends t h a t DHHS review the 10 

15 leading h e a l t h i n d i c a t o r s and, where appropriate, develop 

16 s t r a t e g i e s t o encourage the use of safe and e f f e c t i v e CAM 

17 p r i n c i p l e s and p r a c t i c e s i n these areas." 

18 Comments, questions? B i l l . 

19 DR. FAIR: Two comments. F i r s t , I couldn't 

20 believe t h a t hypertension wasn't among the 10 leading 

21 h e a l t h i n d i c a t o r s . The second t h i n g was, as I mentioned, 

22 I was very disappointed not t o see --
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DR. ORNISH: I t h i n k hypertension was No. 11. 

DR. FAIR: You mean i t i s b e t t e r than 

environment q u a l i t y ? I don't know. 

At any r a t e , I was very disappointed not t o see 

as our No. 1 recommendation, a c t u a l l y the l i f e s t y l e 

m o d i f i c a t i o n s as p a r t of an educational program from 

grades K through 12. 

Ce r t a i n l y , we t a l k e d about l i f e s t y l e 

m o d i f i c a t i o n s i n the e l d e r l y and the dying, which i s a 

10 very short-term problem, and I t h i n k there i s l i t t l e 

11 b e t t e r we could do f o r c h i l d r e n than t o s t a r t teaching 

12 them as soon as they got t o school the l i f e s t y l e changes 

13 t h a t would be b e n e f i c i a l f o r them. 

14 They are not g e t t i n g i t from t h e i r peers, they 

15 are not g e t t i n g i t from t h e i r f a m i l i e s , a t t e s t e d t o by 

16 these f i g u r e s . 

17 MS. AXELROD: B i l l , can I j u s t i n t e r r u p t you 

18 j u s t f o r a po i n t of c l a r i f i c a t i o n ? One of the things 

19 t h a t we changed i n t h i s go-around was we switched what 

2 0 was p r e v i o u s l y No. 1 and No. 2, so you w i l l f i n d the 

21 recommendations t h a t address c h i l d r e n under the second 

22 issue. 
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We put t h i s one f i r s t because i t i s kind of 

even broader than t h a t . I t i s r e a l l y , you know, the 

recommendation t h a t applied t o the whole country, t o a l l 

populations. So I t h i n k some of your concerns may be 

addressed i n the second one. 

DR. FAIR: I have read a l l of them, I can't 

f i n d i t . 

DR. GORDON: There i s no s p e c i f i c 

recommendation on schoolchildren. 

10 MS. AXELROD: There i s a reason f o r t h a t and 

11 perhaps when we get t o No. 2, we can elaborate on t h a t 

12 because we had q u i t e a b i t of discussion on t h a t . 

13 DR. FAIR: You mean Recommendation No. 2? 

14 MS. AXELROD: I mean. Issue No. 2. 

15 DR. FAIR: Are you going t o wait f o r that? I 

16 mean, you do say "where appropriate, CAM p r a c t i c e s . " I 

17 guess I would ask the question, where i s i t not 

18 appropriate? 

19 DR. LOW DOG: When you look at Healthy People 

20 2010, reducing v e h i c u l a r deaths, t h a t i s not a l o t t o do 

21 w i t h CAM. So, I t h i n k "where appropriate," i s 

22 appropriate when you are r e f e r r i n g t o the top leading 
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h e a l t h i n d i c a t o r s , and also where you are t a l k i n g about 

the preventive s t r a t e g i e s f o r d i f f e r e n t things t h a t are 

l i s t e d i n 2010. I t h i n k "where appropriate" i s okay. 

DR. GORDON: Can we stay focused on one 

recommendation at a time? 

DR. LOW DOG: That i s where we are. We are on 

Recommendation 1. 

DR. GORDON: You're are on Recommendation --

DR. ORNISH: No. 1. 

10 DR. GORDON: I'm sorry. I thought you were on 

11 Recommendation 3. 

12 DR. LOW DOG: No. I am r i g h t where I am 

13 supposed t o be. 

14 I am glad t h a t we added the s p e c i f i c s , Corinne, 

15 i n the t e x t , but my comment s t i l l remains what i t was, 

16 t h a t I t h i n k we want t o be c a r e f u l not t o co-opt a l o t of 

17 the preventive s t r a t e g i e s t h a t have been done through the 

18 CDC community prevention, the prevention g u i d e l i n e s . 

19 There has been an awful l o t of work t h a t r e a l l y 

20 has not come out of complementary and a l t e r n a t i v e 

21 medicine p r a c t i c e . We have a l o t t o o f f e r , but a l o t of 

22 t h i s has not come through the work t h a t we have done. 
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DR. ORNISH: But, Tieraona, don't you t h i n k 

t h a t by saying "where appropriate," t h i s i s an 

augmentation t o that? 

DR. LOW DOG: I am t a l k i n g about the t e x t , the 

supporting t e x t f o r t h a t . I t i s the tone, the general 

tone s t i l l , and I t h i n k i t i s b e t t e r than i t was, I t h i n k 

i t i s not there y e t . 

DR. ORNISH: So, would you l i k e i t t o make more 

reference t o Healthy People 2010, and so on? 

10 DR. LOW DOG: I j u s t t h i n k t h a t we have had a 

11 tendency t o neglect the down sides of CAM and t o then co-

12 opt everything t h a t i s good, even i n conventional 

13 medicine, and then use i t under the r u b r i c of CAM. 

14 DR. GORDON: Where i n the t e x t , Tieraona? 

15 DR. LOW DOG: I t ' s a l l throughout. 

16 DR. GORDON: But i s i t there under Issue 1? 

17 DR. LOW DOG: I t ' s under the i n t r o d u c t i o n 

i n c l u d i n g . We s t i l l t a l k about t h a t preventing heart 

19 disease, cancer, stroke, others, y e t , there has only been 

20 l i m i t e d success i n reducing the occurrence of these 

21 c o n d i t i o n s . 

22 DR. GORDON: Where are you reading from? 
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DR. LOW DOG: Page 1. 

DR. ORNISH: Look at page 3, l i n e 75, because 

the i n t e n t i o n there i s t o acknowledge Healthy People 2 010 

and t o say, i n l i n e 87, how CAM p r i n c i p l e s and p r a c t i c e s 

are consistent w i t h two of t h e i r overarching goals, and 

then i t goes on t o t a l k about t h a t . 

The i n t e n t i o n of these was t o not co-opt i t , 

but t o augment i t , t o say t h a t CAM can add something t o 

the important work t h a t they have already done. Now, i f 

10 t h a t d i d n ' t come through, we need t o change i t , but th a t 

11 was the i n t e n t i o n . 

12 DR. GORDON: I would also l i k e t o o f f e r another 

13 general perspective here. My own work i n working i n 

14 schools i s t h a t i n s p i t e of everything, c e r t a i n l y i n the 

15 D.C. schools, i n s p i t e of everything t h a t the Healthy 

16 People 2000, 2010, the Surgeon General has said, none of 

17 these things are happening or v i r t u a l l y none are 

18 happening i n the schools here where I l i v e . 

19 From my p o i n t of view, one of the o p p o r t u n i t i e s 

2 0 we have i s p r e c i s e l y because we are coming at i t from 

21 another place w i t h a f r e s h k i n d of energy and a f r e s h 

22 crew of people who are a v a i l a b l e , t h a t we may be able t o 
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have an in f l u e n c e i n a kind of s y n e r g i s t i c way. 

The Surgeon General has been saying many, many 

th i n g s , the President's Council on Physical Fitness, 

Healthy People, but i t i s j u s t not happening most places. 

So, I t h i n k we can c o n t r i b u t e and we can help 

t o move things ahead without saying t h a t we are the only 

people who are t a l k i n g about i t . 

DR. ORNISH: Okay? Can we move on or you seem 

l i k e you are s t i l l not s a t i s f i e d ? 

10 DR. LOW DOG: I sent you comments, and I am 

11 glad t h a t we beefed i t up w i t h some of the examples, I 

12 mean, I came up w i t h a l o t of the examples, because I do 

13 t h i n k CAM has a r o l e t o play here. 

14 I t i s j u s t t h a t there i s s t i l l t h i s f e e l i n g , 

15 one, t h a t CAM can prevent i l l n e s s , and I t h i n k you have 

16 t o be s p e c i f i c , what are you t a l k i n g about. When we t a l k 

17 about CAM n u t r i t i o n , t h a t i s also one f o r me. I t i s 

18 l i k e , w e l l , i s t h a t the Atki n s D i e t , or i s i t the Right 

19 f o r your Blood Type, I mean, what i s CAM n u t r i t i o n ? I 

20 don't even know what t h a t i s . 

21 MS. AXELROD: I t might be h e l p f u l i f we j u s t 

22 add an i n t r o d u c t i o n , you know, t o introduce the whole 

PERFORMANCE REPORTING 
Phone: 301.871.0010 T o l l Free: 877.871.0010 



332 

concept of some balance i n t h i s subject. 

DR. ORNISH: Why don't we j u s t use what we were 

t a l k i n g about before -- B i l l , could you t u r n your mike 

o f f -- i s t o t a l k about i n the case of n u t r i t i o n or CAM 

mod a l i t i e s t h a t are proven t o be safe and e f f e c t i v e . We 

don't have t o get i n t o i d e n t i f y i n g which ones are and 

which ones aren't, but c e r t a i n l y t h a t i s the overarching 

theme. 

I have had a problem a l l along w i t h the whole 

10 idea of t h i s chapter, you know, t h a t , t o me, what i s wise 

11 wellness p a r t of CAM, you know, some of these things are 

12 t o me not r e a l l y CAM anyway, and yet here we are w i t h 

13 t h i s s e c t i o n , so now having made the dec i s i o n t h a t we are 

14 going t o t a l k about wellness, s e l f - c a r e , and prevention, 

15 I t h i n k i t does a reasonably good job of t h a t , but we can 

16 always make i t b e t t e r . 

17 DR. FAIR: Now, can I put my l i g h t on. Dean? 

18 DR. ORNISH: I'm sorry. B i l l . Yes, now you can 

19 t u r n your l i g h t on. 

2 0 DR. FAIR: I t h i n k we are being a bunch of 

21 wimps i f we don't come out and make t h a t comment t h a t we 

22 need t o have education. I n schools, f i r e d r i l l s are 
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mandatory. Even some schools had t o put condoms on are 

mandatory. This i s j u s t so reduced here. 

I know you said you were going t o add 

something, but I 8 - f o l d increase i n incidence of diabetes 

i n 30-year-old among m i n o r i t i e s , i s an a b s o l u t e l y 

staggering s t a t i s t i c , and i t j u s t means t h a t we are not 

doing anything - -

DR. ORNISH: B i l l , look at Recommendations 3 

and 4. I t h i n k p a r t of the confusion i s t h a t they 

10 f l i p p e d those two, and so they are under t h a t . Now, we 

11 w i l l get t o those i n a moment, and we may want t o expand 

12 them i n the ways t h a t you are t a l k i n g about i t , but t h a t 

13 i s where those ended up. 

14 DR. FAIR: "Where appropriate," I mean, t o me 

15 means where the school board i s not g e t t i n g money from 

16 McDonald's t o put McDonald's i n the c a f e t e r i a . 

17 DR. ORNISH: What I am j u s t suggesting i s , can 

18 we stay w i t h Recommendation No. 1, and then defer your 

19 comments u n t i l we get t o Recommendation 3, which i s 

20 r e a l l y where they are. 

21 DR. FAIR: I t h i n k i t w i l l be one, t h a t i s what 

22 I am saying. I t h i n k we ought t o come r i g h t out and take 
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a strong stand on i t . 

DR. ORNISH: I t i s not a question of p r i o r i t y , 

i t i s j u s t a question of what i s i n t h a t s e ction, t h a t ' s 

a l l . 

DR. GORDON: Although l e t me say t h a t i f there 

are strong f e e l i n g about p r i o r i t i e s , i t i s f i n e t o put 

those out there now, and we w i l l s o r t of take them i n t o 

account as we look at p r i o r i t i z i n g . 

I am not t r y i n g t o i n t e r r u p t w i t h your order, 

10 Dean. 

11 DR. ORNISH: I am j u s t saying, j u s t so we can 

12 get through, l e t ' s do No. 1, then No. 2, and then we w i l l 

13 do No. 3. I f we decide t h a t No. 3 should be put up at 

14 the very beginning, we can do t h a t , but l e t ' s j u s t , f o r 

15 the sake of discussion, l e t ' s t r y t o focus on one issue 

16 at a time. 

17 With Recommendation 1, Tom? 

MR. CHAPPELL: I t h i n k we are missing an 

19 o p p o r t u n i t y by not being more e x p l i c i t about CAM 

20 p r i n c i p l e s and p r a c t i c e s i n No. 1. We have been very 

21 e x p l i c i t about the 10 h e a l t h i n d i c a t o r s , and we are being 

22 very general about the usefulness of CAM. 
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So, I a c t u a l l y t h i n k t h i s should be b u i l t up 

q u i t e a b i t t o be more s p e c i f i c i f we can. I mean, I 

know we can. 

DR. ORNISH: Here again, i n the t e x t , we do 

give s p e c i f i c examples, and we want the recommendations 

t o be broad, they are under the overarching theme, the 

t h i n g s t h a t are safe and e f f e c t i v e , and we do give some 

s p e c i f i c examples. 

MR. CHAPPELL: I have seen those i n the t e x t . 

10 I s t h a t as f a r as we want t o go? 

11 DR. ORNISH: They are j u s t examples, they are 

12 not the only places t h a t CAM has been found t o be u s e f u l , 

13 but again, i n the i n t e r e s t s of space, we are j u s t t r y i n g 

14 t o give a general p r i n c i p l e here. 

15 MR. CHAPPELL: I guess I don't, and t h i s i s one 

16 case where I don't t h i n k reducing i t i s h e l p f u l . I t h i n k 

17 i t ought t o be b u i l t up w i t h more --

18 DR. ORNISH: What would you l i k e t o include i n 

19 here, s p e c i f i c a l l y ? What i s missing here? 

20 MR. CHAPPELL: Well, s p e c i f i c a l l y , I would l i k e 

21 t o see those items mentioned i n the t e x t brought i n t o the 

22 recommendation, and I would l i k e t o see CAM p r a c t i c e s 

PERFORMANCE REPORTING 
Phone: 301.871.0010 T o l l Free: 877.871.0010 



336 

t h a t are relevant beyond what i s mentioned i n the t e x t 

enumerated. 

DR. ORNISH: With the f i r s t p a r t , we have made 

a de c i s i o n not t o put the s p e c i f i c things i n there 

because once you s t a r t g i v i n g s p e c i f i c examples, then, by 

exclusion, you are e l i m i n a t i n g many, many more. We 

already made the decis i o n even before t h i s s e ction, t o 

put the p r i n c i p l e as the recommendation, and give the 

s p e c i f i c examples i n the t e x t . 

10 So, I am not r e a l l y i n t e r e s t e d i n d e v i a t i n g 

11 from t h a t unless there i s a r e a l l y compelling reason t o 

12 do so. 

13 MR. CHAPPELL: I f you read the recommendation, 

14 do you get a f u l l sense of what i s being said. Dean? 

15 DR. ORNISH: Well, I don't t h i n k you get a f u l l 

16 sense i n any recommendation, otherwise, we wouldn't have 

17 t e x t , but the p r i n c i p l e t h a t --

18 MR. CHAPPELL: I don't agree w i t h t h a t , Dean, 

19 not everyone i s going t o read the t e x t , they are going t o 

2 0 read the recommendations, and e s p e c i a l l y when we r e o r i e n t 

21 t h i s t o the ki n d of r a t i o n a l i z a t i o n t h a t has been 

22 suggested by Steve e a r l i e r , t h i s i s going t o be showing 
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j u s t as a separate b u l l e t p o i n t , and I t h i n k i t needs t o 

be b u i l t up w i t h s p e c i f i c s and a c t i o n steps. 

DR. ORNISH: Why t h i s and not the other 

examples? 

MR. CHAPPELL: I can't answer t h a t , I am 

focused on the t o p i c at hand r i g h t now. 

DR. GORDON: Tom, there are two questions. One 

i s what would you l i k e t o say, and then i f t h i s 

recommendation doesn't lend i t s e l f t o t h a t k i n d of 

10 s t r e n g t h , we may want, as B i l l i s suggesting, t o move i t 

11 back down i n the order. 

12 I am hearing from both of you t h a t you want 

13 stronger and more s p e c i f i c recommendations, but we need 

14 t o hear what they are. 

15 MR. CHAPPELL: I guess I need t o ask f o r help 

16 from the committee who has done the work. We could l i f t 

17 out the s p e c i f i c references t o massage therapy, 

18 med i t a t i o n , Tai Chi, of n u t r i t i o n . I am j u s t t r y i n g t o 

19 d i r e c t us t o have more in f l u e n c e , t o be more h e l p f u l when 

20 we come up w i t h a recommendation than t h i s does. 

21 I t h i n k we use CAM p r a c t i c e s and p r i n c i p l e s 

22 o f t e n , and I t h i n k t h i s i s one case, because you have 
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enumerated the 10 leading h e a l t h i n d i c a t o r s . 

DR. ORNISH: The 10 leading h e a l t h i n d i c a t o r s 

are i n t e x t , they are i n the footnote. I n the l a s t two 

hours we spent the whole time going through and 

shortening recommendations by e l i m i n a t i n g the s p e c i f i c 

examples and r e f e r r i n g people back t o the t e x t , so i t i s 

j u s t p u z z l i n g t o me why t h i s has suddenly become such an 

important issue. 

MR. CHAPPELL: Because I t h i n k t h i s i s so 

10 d i l u t e . I t h i n k t h i s i s going t o be glossed over as i t 

11 i s p r e s e n t l y w r i t t e n . I am j u s t t r y i n g t o be h e l p f u l , 

12 gentlemen, I am not t r y i n g t o be d i f f i c u l t . 

13 DR. ORNISH: Nobody has a greater i n t e r e s t i n 

14 l i f e s t y l e and h e a l t h than I do, i t i s very dear t o my 

15 heart. 

16 MR. CHAPPELL: Okay. Then, l e t ' s put some 

17 punch i n t o i t , l e t ' s say what we want t o say. 

18 DR. ORNISH: I t h i n k i t does say what I want i t 

19 t o say. 

20 MR. CHAPPELL: But i t ' s euphemistically 

21 described as e f f e c t i v e CAM p r i n c i p l e s and p r a c t i c e s . 

22 DR. ORNISH: I t t a l k s about safe and e f f e c t i v e 
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CAM p r i n c i p l e s and p r a c t i c e s . We have spent e a r l i e r i n 

t h i s t h i n g --

MR. CHAPPELL: Then, l e t ' s be s p e c i f i c about 

what they are as they r e l a t e t o the 10 h e a l t h i n d i c a t o r s . 

DR. ORNISH: We could broaden the t e x t . 

DR. GORDON: You mean give examples? 

MR. CHAPPELL: Yes. 

DR. ORNISH: We can give examples i n the t e x t 

and broaden t h a t , and I am c e r t a i n l y very f a m i l i a r w i t h 

10 t h a t l i t e r a t u r e . 

11 MR. CHAPPELL: I am sure you are. 

12 DR. ORNISH: But I don't t h i n k i t belongs i n 

13 the recommendations. 

14 DR. GORDON: I would say, Tom, th a t the 

15 10 -- and t h i s r e l a t e s t o B i l l ' s p o i n t -- I don't t h i n k 

16 the 10 h e a l t h i n d i c a t o r s are the best place t o get more 

17 s p e c i f i c . I f I were g e t t i n g more s p e c i f i c , I would t a l k 

18 i n terms of wellness programs, whether i n the school or 

19 f o r the e l d e r l y , or i n the f e d e r a l government, t h i s i s so 

2 0 d i f f u s e because as Tieraona i s saying, what does i t have 

21 t o do w i t h car accidents, i t j u s t gets t o be too complex. 

22 I t h i n k t h a t we should get -- what I am hearing 
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