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Comments Submitted On: 

Advanced Notice of Proposed'Ruaaking 

Current Good Manufacturing Practices 
in Manufacturing, Packing or Holding 

Dietary Supplements 

I. Background: 
Having worked on the.. committee -which developed the industry . _...~.xI...i.l." 

submis~sion ye y+d like to recommend~~~d~~'~~~~~~ $$&$jj 'k&c?ij#nize the need s, _, ", '" .chxi"x*lr ^, S&1 ,.~qr.'.,~.~.x...~~~.~~;irn., I- r..+;"a -,~., Qk.-"i. ~-G.&&xz; -z;k.,:irs,,$* 
for c.G.M.P.s fpr.911 supplxers of dle%arjl supplements -but: $v$ &$&s$.~ 
has pro-actively reip*Ggded in a spirit of self'kkgultition that @e agency 
need not promulgate specific guidelines but qnly to mnd&e that 
"commonly accepted qi.et+ry supplement c.G.MiP.s" are, required. I 

II. The Industry Submission: 
Definition,s: 

> Batch and Lot are distinct terms and, altho,ugh related, are not ., "L "I %saS_ ,ee> I-sL" ,(. A.‘ "?" .,-.w,_,*)^ "+A% 
synonymous and should be defined Individually. ' ,I I. ., .a1 .s.sl*a . A- 'Zil .r,~x..w-~:al. $ I. >; .**"-i*\,* : 

> "Manufacture" and "Man,ufact+uring" 
warehousing [sic. '"holding"], 

shoul<l%e expanded to include 
transportation and distribution., ..,. "_ , 

Quality Control and Labora,tcry Procedures: / . 
> Add to (a) (i) "equipment" 
> Revise (c) (1) to 'I.. assur.e thatthe product meets label ~c1..~fm,~." 

Production and,Process Controls;. > simplify and .ci~~~~~;;."~~~"~' ,a& L&.-G "tihe .word "amburitt" in lieu 
of "weight or measuke". 

III. Economic Issues: 
> Current G.M.P.s in the Dietary Supplements industry minimally 

conform to the industry subrmssion. 
> We contract'"$ith several small manufacturers; all 'of whom have , Ii ,:-a. \,I( ,!,& ei _l;i"*i,l‘ ,->::; .?"., i.:.* I * L>"i ,@t a\: .i"*'i.iu.w *id+%e*.%~‘:-" / ,, 

reviewed the industry submission, agree with the guidelines and have ".,G.. ..‘ . 
indicated that nominal costs .are anticipated to fully conform. > As statea-~~.‘in*'.X~ '&g;;; "'g. ~~~~nin;iii3rid that the agency need not 

,, .~O? +.*Y~a_l/>.i ,*,,+A 
promulgate specific guidelines 

* * e. ‘~"i‘Di-l"~~;ni!~r*r L&.'"*1*~ f ,,? *.#$> 6-f '"""wf~"“."to mandate tb'at"' ,,do*only 
accepted dietary suppletient c.G.M.P.s" are required. 

> Assuming that f;he agency eventually requires c,.G.M.P.s, we 
estimate t.i.me needed to come into compliance a$ not less. $.&an. 18 m,onths f ram publicatid;;‘".~~~~',-.~~-~~~~,~~~~~~~~ ~'F~gulations~ 

‘, ,, _. II"; I. ., i 

#d”aV/7 1 SD- 



\  _  

l., j . ;  

*\ i ,. 
_ .  ! 

, 

L O C A L  (714)  3 7 9 - 6 5 0 0  
F A X  (714)  3 7 9 - 6 5 0 1  

iE3  U S A  (800)  8 5 4 - 6 8 3 7  

“Q U A L lTY , Y O U  C A /V  T R U S T '"  " ,_  \, /I.2  ->  ,, ~ I^  _ , 'i3 *% +  ia  ,,_ , rni*+ _  _  _ , "‘,‘_ , x_  , ,,, ( h  x L  “The  L ine  with t&  S u n s h i n e ” 
c 

M .K  H E R L T H  F c > Q D  DISTRlB iJTORS,  INC. 7 1 8 0  L A M P S O N  A V IE-  l G $ X E @  GRpvf ,  C A  9 2 8 4 1 - 3 9 1 4  l U S A  ^I _s  __1x  I_L I_ ,,.,.,, , _  ?.I.. * .“..^.“‘_  1  ,A  .,,, & ,& _ ~ . . *_ ./ I% _  I,. ^  I ““.I , . _. .__. _. ^ ,W . ,.^“.S  ,,‘ a  * ,“,, /,/ r  ^  ,?‘ .I / . , ,( L  I .~  s, .I. ,^ ..I ‘. 
‘5  . -The ‘-:;i-;;F ~ e d ~ ~ ~ ~ c ”‘“co; lc ,~~~~-, ,~*~,  &y i  ‘;;l;;;f~&y&egs: ,  & 2 ~ ~ & ~ g  

) ‘ I* _  /Ix’- : / ~ .Y fS ”, /,“S / , “& & <  *:a G d a  _  ‘; ” -‘ ;i ,” 
full compl iance  with ind~~t~ i r  ~Submi t ted  ,.__ or  $ - -D +s.  ,” -.pv ,i.,,i- “._ 

d r , a ~ ~ ~ ~ ~ . ‘~ ~ :~ .~ ~ .,P  ,. s ,are : 

-  th e  costs o f purchas ing /ins ta l l ing appropr ia te ~ .~ ~ ;~ '~ ~ ~ ~ ~ ~ ~ ~ ~ n -  1  
system s to  p rec lude  c rowss-con$amina tio n . .., . . ...‘i-:.e+  ,j.+ :* i"ii,.~ ,~ " ,~ > " ~ : A ' ,:,i ;,d "  ,“," , ,_ , 

-  th e  costs,o_f add i tiona l  i ng re~ren t.vali,~ a ,~ S o ~ ,,~ ~  labora tory  
analys is  fo r ~ j a g ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ j i ju idhased from -, reputabJe suppl iers  
w h e n  a l ready  accompan ied  by  appropr ia te  Cer ti,ficate o f A ssay. )  I,*,.*,. . .*_l- l i  _  _ _  (,,^  ‘ 

-  th e  cpsts o f add i tioqa l  process  ‘va l$da t,& o n ,by  labora tory  
analys is  fo r ' 'f% % & d " d ietary s u p p l e m e n ts to  val idate ,a . ,_  j ("I _ ,- > _ /_ ‘/,* 
m inim u m  o f 1 0 0 %  o f each  a n d  al l‘idgred ien t a m o u n ts a t .tim e .e f m a n u fac tu re  '& G S "  ‘< y - e & g 6  i;~ & ~ ~ ~ w a ~ " :she.&f l i re w h e n  a l ready  

*i V .%  Y . *"~ S $ %  , rL . :., e "a l r3 , :*>  
va l ida ized i;y‘~ ~ ~ ~ ;;‘~ ~ ~ d u s ,~ ry'~ ract ice o f es tiq a t.5 .g  by  inpu t. 

-  add i tiona l  l iabil i ty exposure  from  rede fin ing  " ' responsib le  
m a n a g e m e n t" / 

>  
IV . R e q u e s t fo r  C o m m e n ts:. 

1 . D e fec t A ct$on,&evels:  W ./' ic ,Q ., T h e  agency  "b*, i,.& ;b .t+ .\"",,‘, ,, is mak ing  a  poss ib ly  e r roneous  
a s s u m p tio n  in  stat ing th a t " the use- -o f a  b o tan ica l  in  a  d ie tary  'li. " i*c /_ I. , -en> A , ~ *c"r",i,:~  II, ,.!. ..,I %  ,*-I l..,' 1 " h  
s u p p l e m e n t m a y  result , in< .a  m u c h  g rea ter  e x p o & r e  to  th e  vbo tan ica l  
ingred ien t... than  in a  fapdl.‘~ ‘~ ~ ~ ~ ““spice or  f la ,yoyingW . ~ o ta~ i~~f’& “’ &  

_  , (46  ,.,. 
d ie tary  s u p p l e m e n ts a re  in  tio u ;'n ts no- rma l% ly c o n s u m e d  as  a  f-ood, 
excep t w h e n  a  b o tanical, ,~ . i"s.~ ' 'p & p a r &  ' -and?jo ld  as  a n  + Q F a c t or  a , 
c o n c e n trate. In  these  cases th e  m e thods  used  to  e % tr-act ‘or  '*," . . )/ ,_ ,i, "V i  .*.."*"i‘. I‘ n ,*, > ; % & la:* .s ::-*-NW "., ;ii; '.,?  ,:,*d  ', _ _ _  
c o n c e n trate th ~ 'b & % u z a l  a lso  serve  to  rep love  m a ‘~er ia l~ '~ h ~ ~ ~ _ ‘~ i ju ld - ,..- ,,_  ‘,*l,,l,.r* ,.b  ajl,.,‘ 
normal ly  t r igger D A L s , 

/ a i_,  .b tS ~ lJI _ I ~ *~ a w ~ ~ p  i .+ . ," &  _ .,, :I:- ..", ",-;> ,$  ..( .I ̂ I A \*? ,.* *~ .'i,+ *$;% 3 !ii',; ";"'. 
thus  vl t lae"(~ ~ ~ '.~ ~ ~ '^ n e e d  fo r  th e  agency  s 

‘ 

concern . W e  ag ree  with- , th e ,, . . ..A w n c y  th a t cur ren t , fy@ ~ -,~  J ? A L ~  *\, 'if:? , 
inappropr ia te  fo r  re fin e d % ,or  p rocessed 'd ie tary  ingred ien ts b u t. m a y ' 
b e  appropr ia te  fo r  unprocessed  or  un re fin e d  d ie tary  ingred ien ts. _x  ", _ ,,*_ \ __ " " , ,r _ . 

2 . B o tanical .  Ugred ien t, IcIe n tification,,zS ,k Peer - rev iewedc  pub l i shed  c o m p e n d i a  with appropr ia te  a n ~ i ~ fTc:~ f.',~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ,;;p e d  th r o u g h  

scientif ic .n  consens ,us  is th e  o p tim a l m e a n s  to  accura te ly  iden tify W I -  ̂ ,i r i*i -  ,*\ .< "  I *.irTI %  .~ ~ ~ i,.,.^ r ,,,*ir,.~ ~ ~ ~ ~ ~ , $  ..‘ . . .<  .,_ ,/, ~  ,/ ,,.,,, ,, , 
b o tan ica l  ingred ien ts. For  _ _  ~ ,~ ~ ~ ,sg--~ ~ ~ g r e d i e n ts fo r‘ wh ich  _  n o  ,such 
c o m p e n d i a 1  m e th q d ,o logy  is avai labl,e,,~ t is i n c u m b e n t fo r  ingred ien t 
m a n u fac turers, /suppl iers to -  p rov ide  

(. _ (  " " - *wse -..*,p w  #" " "  ‘#+" " * ,& - & , 
a  ver i f iable a Y 3 Z r n a tive to  

val idate th e  ingred ien t. 
.:., :.,'/p  ,-*,;-a $ >  . . . x  ,< ? I, 

Tradi t ional  o rganb lep tic m e thods  a n d ‘o ther  ,", 
sensory  eva lua tions  a re ,appropr ia te  ' i f * " independent ly  veri f iable. 

3 . D ie tary  Ing red ien t C o n ta m inatio n : 1  i _ .‘ (,,U L  It is th e  responsibi l i ty  o f th e  
m a n u fac turer  " o $  th e  d ie t,ary  s u p p l e r n ~ ~ ~ ~ ~ ~ ~ '~ ~ ~ ~ ~ ~ ~ . th a t'. each  d ie tary  
ingred ien t 
a n d 'safe. 

a n d  th e  T f" ini?j% d 'd ie tary  s u p p l e m e n t a r e ~ " ;i;lc~ ~ ~ ~ ~ ~ ,~ ~ ~ .~ d  \ 

any  a n d  
S ta n d a y d ,? " ~ .~ lytical~ " ~ e thods  a re  crit ically necessary  fo r  
al l  d ie tary'  ingred ien ts a n d  d ie tary  s u p p l e m e n ts. A  

Cer tif icate o f A ssay, p repared  by  th e  s u p p l e m e n t m a n u fac turer  us ing  
c o m p e n d i a 1  m e ,thodq logy , .'" m .tist " a d & 6 m & p g tiy I ,gxeh  d ie tary  i";;~ --~ d " s = ~ " ~ ~ ~ ~ ~ o t 
cert i fy ing th a t th e  lot‘"  is sa fe-  a n d  u n c o n ta m inate d . This  ,"I> ..~  (1  ".T"' a*  ";* A * ii "  4 "  Far *<  ij .xl $ 5 . ,. xl** ,"*", d u e  
d i l igence wou ld  p rec lude  th e  necesg i ty " 'fo?add i tiona l  ana ly tical 
veri f ication.that th e  fin i shed 'd ie 'tary  s u p p l e m e n t is u n c o n t& m inate d  ^  7  _  *d j I. ,- _ I I. ,. 
a n d  sa fe . 

-  .*.- x .S Y L  . " "8 , e ‘s_  Il,i*,.‘ I""icr,n.,4r. .,‘+ ." r,,& *e;&  I .‘,_ .A . I, . ?  , "  
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4. Consistency Validation: c.G.M.P,s,ar,e, by definition, guidelines, 
and are therefore a sg$~~:pg$wlat6ry mechani-sm, Their; .coq,gi,~&ent 
application"~s'"~'~~e;e;;t intheir use and the validation of that ‘is I' A. *' 3.s *, f,Z> > * ir,i‘ +*,e i7.-** .il,,<r-l_- a', +a\+. ,.a. ,?,_ .-,.,a~- 
the responsibility of the'Quality Control Unit as stipulated 'i~K"the . 
industry submission and any further document,atio,n is .unns,ce,s*s,ary. 

5. Personnel Medical-E,valuation: We STRONGLY object to the agency's 
erroneous ~~a~e.~~~,t % ,'." 

+%KhE' ir 1 “w.%~y" -,. &E?g&e&j%i? .-*i ~supplements 
contain 

pharmacologically actxve 
., .'S .">. '.g#A& ?&&$q& s " 

as dietary ingredients have _ I *, --.l"._il,_lliib,~ ,... 
only physiologically active substances and the~r:",,s~~bgequent 
comparisons with ot.h.yr foods~ 4~. ,W=refore erronepus., cj&i- ,,,.,_ Fe,s..,~lc~Lc? f4 .,t" ..i**._ * LS"? ""., . ,d,X 
disagree strongly with the agency's arbitrary, unilateral and 
unn,scessary suggestions to override local and.~st~-~ec,~hhealth and .',I".".>._?. 
safety codes and regulations. We feel that cur,rent ,.fo,o,d 'c"'~G;'M~*P~s 
are adequate; further, the dangerously vague "responsible 
management" obviat,es significant additional liability exposure - and 
therefore significantly increases potential operational costs. 

6. Dietary Supplement Safety: We assert that the Act's allowanc"eeof 
permitting consumer information stat,eme,nts, includin<tiwarnin$ and 
cautions, offers the optimal method for man-ufactqrers t:o"e.ducate 
consumers about safe use of,,"d&et+ary supplements. We 'believe that it 
is the responsibility of the manufacturer, as a critical part of 
responsible due dil,igence, to evaluate safety of all ingredients, 
ingredient smourit~ and ingredient combinatiins of,& a d+tary 
supplement and inform and educate consumers about product'sa~fety on 
the product label. 

, w&+&++44 W~‘.wb?~..~~ ~-*-irr,r*~: a "',.~~,~~~,".~~~~~~~~~~*~~ which vaQldate any~ such label 

information.,,~must, 
“.‘ '.'L >$L ii,a.u,a “"I. ,.'-r 2 _): ;.*a 

. ,.( _, however, be ret&&d by the manufacturer. We 
strongly object to any proposal by the agency to mandat:e a specific 
evaluation process or method as cmstly, unnecessary and onerous. 

7. Computer Validation: We asser‘t that,,+ computer's hardware and 
software are simply specialized "equipment" and there,fore ,need no 
additional regulation beyond those in the industry submission. 

8. Deferred for comments to be submitted at a later date. 1'-1* ? , * ..w I ,. -.,r,..'v -..* - % .+., :,.v). we ‘XX?‘ ,Tr""".<~ I:,", .;."a "i~,.lr:~s/~~p" ,_i, i " j‘_ j ‘. _- 

9. We appreciate the agency's recognition of the segmentation and 
specializtition of the industry. We recotiend that if the, owner of ", ,(‘,l_ti- 
the branded product label is not physically involved in,any phase of 
manufacturing, packaging, labeling or testing dietary supplements 
that additional S..Q.,P.s are still necessary to ensure that their, *b <a .-. i. ‘s+*‘**(f,A "&*,<*a 
branded products are s~~~~~"~~~_~~~.thfully labeled. Such procedures ii ,_..- i 
m currently included in the indus,try submission but..,a section 1. s ,s ", L .2*a, ,e.,>^ e ,,_ 
should be adde.d,,that segments of the supply chain, other than ,*.c . 111 / . ,a 
conventional manufacturers, also need to develop and consistently 
observe, their own "8.'GtMM,P;$. a 1 

Submitted on behalf of M.K. Hea1t.h Foods, Inc., dba Nature's Life. , ",^).. .,_I ..‘", 1 .i, " (2 ., ," d 

* Karl Riedel, 
C.E.O. 

cc: N.N.F.A.: Scott Bass, Charles Raubicheck, Michael Ford 
Nature's Life: Marianne Kostka, Callista Macleau, -Diane Harper I al .,j ,._ .".,_,..~._ 
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