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COMME,NTS TO PRQP.OSED _,. 8. j.,-_, 

From: Herb P&u-m, Inc. 
Box 116 
Williams, Oregon 97544 

Date: 4 June, 1997 

Submitted by: Ed Smith, CEO of Herb Pharm, ‘Inc. 

Who we are: Herb Pharm i.s a small business (50 employees) that grows herbal ,a I”?/ -. &I< /c ,_, _ .;,_ /,// A,,“” <,..,I 
plants and manufactures herbal extracts. 

General” concerns regarding proposed cGMPs for dietary supplements . 

1 - They could -add significant regulatory burdens to the industry. 

2 - In many cases they appear inconsistent with the express terms and purposes of 
DSHEA. 

3 - They could ultimately be crippling requirements for *many smaller-&e ’ _ 
companies. 

4 - FDA’s apparent mis-assumption that many dietary ingredients do not have a 
history of food use in the L&$:before October,,15, 1994. 

5 - Could increase cost.of dietary supplements to consumers and decrease the 
number and kinds of products available. -; 

6 - FDA states its tentative judgment that section 402(g) of the Federal “Food 
Drug and Cosmetic Act, which states that any cGMP regulations for dietary 
supplements be modeled after the cGMP. regulations for food, doesn’t preclude 
FDA from adopting cGMP regulations for dietary supplements that have no 
counterpart in part 110 (2 1 CFP 110) if there is an appropriate basis for doing 
so. We strongly disagrees with this judgments, and believes that the words 
“modeled after current good manufacturing regulations for food” only has 
meaning within the context of part 110, and that part’s definitions and 
regulations. 



We also submit that dietary supplement GMPs and the development of concurrent 
industry guide&& should follow historical models ‘for the development of .-, _I ..,,. xi-l _,<a<Ivm‘__ Ih.uc *1 .b,, .“, _( w,,“,“,.,,/*_/. 
similar food GMPs. and industry guidelines. Historically, the food industry and 
similar. industries ,have been allo”wed, and, encouraged to develop voluntary 
guidelines for specific product.and process issues, FDA” has. often. later~.adopted 
these guidelines as GMPs or recommendations after industry has- demonstrated 
their appropriateness empirically. 

Comments Re. proposed cG&lPs on page 5705 

(7) (iii): We feel testing for aflatoxins is unnecessary ‘and burdensome. Since 
presence of afl,atoxins.is, linked to the presence of mold, our timely harvesting ” \.i ,,_/,“.““,.d ,. 
and processing of fresh botanical ingredients, to be dried or processed directly, 
will assure an alfatoxin-free product. 

(7) (v): We find the language here too vague to be able to comment upon. What 
tests? What established specifications . . 
Comments to Section IbT”, Summary and Request for Comments ^. ._. ,. U^,. e., . . _ _ ” _” /^ _/ _ _ ,., .I , . ,. ‘- i 

1 - Re. Defect Action Levels:, 

Since DALs are a comparative measure of quality and not a safety issue, DALs 
should be evaluated within the context of the industry to which‘ they are- applied. 
That evaluation should be based.on practical and historical amounts of 
unavoidable defects for the specific product in question. DSHEA and subsequent 
legislative discussions have,,confirmed. tha@..tary supplements are a valuable and 
safe consumer product. Therefore, the current level of defects in most ‘botanical 
products are well within acceptable tolerances for unavoidable natural. d~efects.. 
Specifically, this means that botanical DALs should be established based on -‘il”l I.., , ~, :’ ;* * .+7~~>~~~~~< j_ ;“.f~.’ 
botanical data, not on data from a similar but,economrcally 

4-,:: ~::;~jiJ+a& ..$,>.<’ _. b,. 
and practically 

__ _ )” < ” 

different industry. Further as’“with the spice industry, DALs are best established, 
through the promulgation of incremental industry guidelines for specific products 
based, as has historically been the case with other ‘food industries. ^ 

: 
2 - Re. Testing Requirements for Ingredient Id&$ifi&iqn; 1 : 

We strongly believe that with whole (unground) herbs, organolyptic (sensory) 
analysis is a tried-and-true method for determining identity and is commonly ” j. ..-,-.,. I w,,. / . .a,?,., 
used in the herb and spice industry worldwide. In the case of herballpowders, 
microscopic analysis and Thin Layer Chromotography are very dependable 
methods for identifying and are commonly used by the herb and spice industry ,I I^ . . jI ~ .I .-. 
worldwide. 

. . ,,,liI ” .._ _, .., ., 



/  ’ 
_ .e  “. , / ,  /  :,.,-. ^  - _ ‘ “_ ” .I ,_  

As  w ith  any  indus try d e a lin g  w ith-d iverse m a terials, every  d ietary supp lemen t ’ 
ing red ien t, especia l ly  b o ta n ’ical m a t.~ r;a ls,~ ~ s~ ires its ‘o w n  level  o f specificity a n d  
e x a m ina tio n .” ‘Ih e  d ietary supp lemen t indus try has  deve loped  a n d  w ill con tin u e  to  
deve lop  approp r ia te  tes tin g  g u ide l ines fo r  indus try m e m b e r s . 

*, ,_ ,. 
I . : ., < ” 

3  - R e . C o n ta m ina tio n , Q u a !ity a n d  ‘Idkh i fica tio n  Criter ia: 

It is a l ready a n  es ta b l ished c G M P  fo r  fo o d  th a t a  m a n u fac tu re r , to  accep t 
cert i f ication fro m  suppl iers  th a t i ng red ien ts a re  fre e  fro m  filth , pes ticid e  
res idues, o r  o the r  h a r m fu l con ta m i.n a n ts,o r . o the r  impuri t ies; th a t i ng red ien ts a re  _  ““j ,, “x 4 ~ ~ **.y.* 
m icrobiological ly  sa fe ; a n d th a t they  m e e t speci f ied q u a lity “a n d  iden tity’ standa rds . I) . .“. s ” :. ,. .,_  :. , I . j 2  ,,^ _ _  , _  .” 

,_  
F D A  er roneous ly  sta tes  th a t m a n y  ing red ien ts used  in d ietary supp lemen ts d o  n o t 
have  a  h istory  o f fo o d  use  in th e  IJn ite d S ta tes , a n d  in so  sta tin g  ques tions  th e  
validity o f suppl iers  cert i f ication w ith  rega rd  to  b o th  i den tity a n d  a d u lte ra tio n . 
In  fac t, a lmost a ll o f th e . d ietary ing red ien ts used  in d ietary supp lemen ts we re  
marke te d  in th e  Q & e ,d  S  @ es, b e fo re  G ~ cto ~ b e r ~ .l,,S , 1 9 9 4 : “ A @ d ietal jr i ng red ien t . ._  _ ., _  > .: j_  
th a t was  n o t marke ted- in  th e . U n ite d  S tz@ sbe fo re  ,‘G ctobe r :‘l5,’ 1 9 9 4  is: d e fin e e d :by  D S H E A  as  a  ‘.~ n e w  ,d ietary ing ;;d ;;p ;; a n d  ,;$ ;< g j;;; g ;$---;. ic r equ i remen ts td  

^  . . 
a ttes t to  its sa fe ty. (../” i j “_  

D S H E A  specif ical ly acknow ledges  th a t d ietary supp lemen ts a re  “sa fe  w ith in a  
b road  r ange  o f in take’:, a n d  th a t “sa fe ty p rob iems‘w ith  th e  supp lemen ts ‘a re  
re la tive ly ra re”. Indus try has  con tin u a lly m o n ito red  records  fro m  th e  C e n ter  fo r  
D isease C o n tro l, P o ison C o n tro l C e n ters  a n d  the -  F D A . a n d  can  fin d ,n o  subs ta n tia l i 
h istor ical  o r  con tempora ry  d a ta  w h ich con tra d icts th e  record-o f sa le’.co n s u m p tio n  
o f d ietary supp lemen ts w h ich; is riot& l in  KJ !& F A ~ L ’& I-IP A ~  the re fo r e ~ ‘b ? ieve~‘ th a t it *. ~ i**,.~ *i~ .n i- ~ ,V ,C 1  ,.iig & .i* *-,- 3  ,% ,t*‘i *I ‘,Fi -“I- $  + *,A i;...i.,:r ,” .” 
is n e ithe r  necessary  no r  app rop r ia te  to  sub jec t d ietary supp lemen ts to  a ,m o r e  . .-_  - ii 
strin g e n t r equ i remen t th a t th e  certif ication,‘th a t is;: r p a n d a te ;.fo r .fppds i~“,~ ~ ~ ~ ~ ~ ,~ Q  , I( 
assure  th a t d ietary supp lemen ts a re  fre e  fro m ~ a d ~ u lte ra tio n , p rov ided  th a t th e  
m a n u fac turers  o f the -  d ietary supp lemen ts es ta b l ishes th e  rel iabi l i ty o f th e  
suppl iers  certif ication. _ ~  2 . .I _ , 2  _  “. 

4  - R e * D o c u m e n ta tiqy ! ,,~ ~ ~ ~ # II~ ~ : - _ .,a  _ _ / ./, _  -i li. ,I I,., “,.^  (I+ _ _ .,,._  > “_  ,““.L  1  ,P . ,: ,.,~  ,. )_  ,,,I_  ( , ,. ,,< *. ,. .~  . ,, , 

As  F D A  acknow ledges , the re  is n o  prov is ion o f pa r t 1 1 0  (cG M P  R e g u lat ions fo r  
.Foods)  th a t requ i re  such  d o c u m e n ta tio n . ’ 

D S H E A  specif ical ly sta tes  -th a t, any  c G M P  regu la tions  prescr ibed fo r  d ietary _  
supp lements  b e  m o d ,e l ed~  a fter-.cC;~ ~ ~ ~ ~ ~ ~ t~ ~ ~ ~ -‘~ ~ ~ ‘~ i;o d . ‘O n e  “o f th e ” mos t ‘ 
signif icant d iffe rences  b e tween” c G & IP ~ regu la tions  fo r  fo o d  ‘a n d  those’prescr ibed 
fo r  d rugs  is th e  requ i remen t fo r  m a n u fac turers  o f d rugs  to  d o c u m e n t th a t th e  

. 



procedures prescribed for the manufacture ,$‘a d,&g ‘are ‘foiiowed:’ We’ be&e ‘. . 
that such document@ion is not n-ecessary to ensure that dietary supplements are 
safe for their intended-use, and that the agency would be ignoring the statute’s 1 ,,) .;I”_ 
intent in this. regard if it were to require such documentation. 

.I ,. \. . . 

FDA states that its tentative judgment is that s!ectron 402(g) of the Federal Food 
Drug and Cosmetic Act, which states that any cGMP regu%tions” f6r dietary . ’ 
supplements be modeled af&$&~ @&&~,~~gtiiBtions for food, does not preclude 
FDA from adopting cGMP regulations for dietary supplements that have no 
counterpart in part 110 (21 ‘CFR 110) if there’ is an appropriate basis for doing 
so. We strongly disagrees with this judgment, and believes that ‘the words 
“modeled after current good manufacturing regulations for food” only has 
meaning within the context o.f part 110, and that part’s definitions and 
regulations. 

l . . . \ i “*_ ,,=j /.. ), “. 

5 - Re. Reporting of injuries or illnesses: 
., 

The FDA already has an ample program for such reporting in its MEDWATCH. / , . , ̂  I” ..: _._ ̂  .‘, . /. ,,_ (; I..,; , _, > 
6 - Re. Establishing procedures to identify, evtiluate and respond to 
potential safety concerns: ,,.; ., : .~ 
We strongly disagree with FDA’s statement that,‘(many dietary ingredients have 
little history of use in food mthe UnitedStates or- use mth~e amounts that wou!d 
be used in a dietary supplement. “-Both DSHEA and historical) data subst,antiate the. 
general safety associated with the consumption of dietary supplements. Also, this 
safe-use history is related to the amou,nt of dietary ingredients historically used in 
dietary supplements. I ‘ _ ‘. 

_ 
We do not understand Howe FDA’s statement &at “Moreover, dietary ingredients .^ .,,_ ,S” \ .r .,,, “. 
are excepted from the definition of “food ,add~itive’,‘,~.rl” is-in” any way relevant to 
its proposals. , 

FDA is asking if Hazard Analysis and Critic.al ControJ Point ‘(HACCP); rather 
than proposed cGMP, may more effectively address the requirements for 
manufacturing and handling dietary products. 

,_ “~. : , ,, , ,. , $ 
Subjecting the dietary supplement industry to’nACCP requirements 1s ‘an over:“ ” I . . 
,kill and will represent a major change in our’processing, distributing and 
retailing approach. We strongly oppose the mandating’of HACCP and legislative . . ,‘( ” I ,.,_” ,, ,. I ,_ _‘ , / ..~,_ . .., ,_. . .,.-,. h..__ > > I.. ..*. . . , ;, “> ., _ i / 



The difference betyeen supply; ‘manufacture ‘and marketing entities in the dietary 
supplement industry are largely the same as for the same” entities in the food 
industry. As in the food industry, Certificates of Analysis supplied%y original 
vendors are, and should continue” to be, acceptable documentation for identity, 
quality and contamination provided that the orQ$nal vendor fully complies with 
GMPs. 

9 I. I s _, “r‘ ,~ , ._ ,/ a, I. ,.y ‘ , ,_. 

CEO of Herb Pharm, Inc. - -. ’ ” ’ ’ 


