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To the U.S. Food and Drug Administration: 

in the Federal Register of February 6, 1997 (62 Federal Register 5700-5709) the U.S. Food 
and Drug Administration (FDA) announced that it is considering whether to institute 
rulemaking to develop Current Good Manufacturing Practice (CGMP) regulations for dietary 
supplements and dietary supplement ingredients. FDA requested comments on whether it 
should do, and if it should do so, on what constitutes CGMPs for these products. These 
comments are submitted to FDA’s request. 

Amway Corporation - Nutrilite Division (hereinafter Amway/Nutril ite) is a leading and 
responsible manufacturer and distributor of quality dietary supplements. Amway/Nutril ite 
manufacture and sell dietary supplements in over 20 countries as well as the United States. 
Our sales of dietary supplements in the United States constitute. a major portion of our 
business. Amway/Nutril ite have manufactured and, sold dietary supplements in the United 
States for over 60 years. This provides us with historical perspective and experience 
necessary for effective comment to this notice. 

In addition to the manufacture and distribution of dietary supplements in the United States 
and other countries throughout the world, Amway/Nutril ite manufactures botanical dietary 
ingredients for exclusive use in the NUTRILITEe brand of dietary supplements. This 
manufacture includes the growing, processing and incorporation of these plant materials as 
a key component of our dietary supplements. This practice is our foundation and has been 
for over 60 years. This experience yields a total perspective relative to the manufacture of 
dietary ingredients that are botanical in origin and their subsequent incorporation in dietary 
supplements. 

The Nutrilite division of Amway Corporation maintains pharmaceutical manufacturer’s 
licenses at its manufacturing facilities in California. These licenses are renewed! annually 
and are maintained through application of appropriate CGMP in the manufacture of our 
dietary supplements. Additionally we are inspected routinely by the Australian Therapeutic 
Goods Administration (TGA) and are an approved manufacturer of therapeutic goods for that 
market. This provides us with a clear perspective on the design, application and 
understanding of CGMP. 

Our Vision: To be the best business opportunity in the world. 
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The combination of all the above. facets- of Amway/Nutril ite renders us highly qualified to * l.jf Jli, 
comment on this proposal. In summary, we are: a long-term  manufacturer of ,both dietary 
supplements and dietary ingredients; a qualified manufacturer of pharmaceuticals both 
domestically and internationally and holder of a notablesingle-company perspective in the 
industry for comment of issues relative to the m ”anufa,cture of,bot,a,nical ,djetary ingredients 
and their subsequent incorporation in finished-form  dietary supplements. 

We have (I) several fundamental general comments, (II) responses to the nine: specific 
questions raised by FDA’s ANPR and (Ill) a listing of some of the specifics in the proposal 
that show clear difference between the proposal and CGMP regulations for other foods. The .,a., ,.,, _“I X^  a. ?. “, 
following presents these matters as specified. 

I. General Comments 

A. Issuance of Regulations Would Be Premature 
Our fundamental reactionto FDA’s announcement is that it js premature at this point for FDA v-l 1,. ..-1.11 
to publish proposed regulations. There’~~~‘~e;er;;i”~~~~~~~s,“fd,r this.. j The, most critic& are \ I. ur~&~*‘,~.,.rr “___A I ‘I _ 
that first, there is no urgent public health reason to do so: ) second, the technical details of the 
initial proposal are better refined outside of the ru!em&ng process. 

Regarding public health priorities, we note that there are other,segments of the food Iindustry, 
such as, for example, the nonpasteurized juice industry and the seafood industry, which 
have experienced notable problems  with CGMPs, inclusive of repe5ted. reports “of ‘illnesses 
and even deaths that m ight have been prevented with improved manufacturing controls 
established by regulation. There is m  such history with respect to dietary supplements. The 
dietary supplement industry has a strong record of producing its products without notable 
CGMP problems. 

Congress with the passage of DSHEA in 1994 authorjzed,.FDA to create CGMPs for dietary ~ A_ ;,/.,/ii_“./_ l?Y_>hS 14-;ll*A>*‘~,, I ,,, *~(l*.“ri,~~.~p&&,&,:~> 
supplements. This authorization was not a mandate in large measure because Congress , /I.,.“..i^;, “,(-, 
found these products “safe within a broad ,range of intake, and safety problems  with the 
supplements are relatively rare.” When the America,n Association of Poison Control Centers’ , ,. . li^i ,,i. Ad, “W l,(_~_,. ni> “*r*,.s,A%.r,.“** ,./ , *+%qtd~~., ~ I, 
database is examined, it is noted that the reports of serious adverse events for d!etary 
supplements are rare and co-mparable to foods., Then ?%I$+ reports clearly show that 
consumption of dietary supplements poses no greater risk to the public than the 
consumption of food. As an _ industry, we acknowledge that the single greatest event 
demonstrable to date, i,nvo!ves! the accidentals ingestion of iron by children. The fact that 
industry acted voluntarily prior to rulemaking is’evidence that industry does intend to take 
action when a problem  is demonstrated. 

The industry presentation to FDA continues to demonstrate its position as a responsible x, (~;,,x /*+x, *A 
group of companies and trade assoc&tions. 

-. V,“’ $“’ .&.~I *  b I.“. 
The further “refinement of the document _j .. *( _n ~~~~~“c*~r~~‘.~~~ +&#w~~&C+w.e *;i~,r’m :u”i;iQ;.‘:~r-*M~~*~~~~~~,~~C~~:~7 ; A,.. 

submitted to FDA. by industry and subsequently publrshed as part of the ANPR would only 
/ ( ” 

serve to enhance the ultjmate outcome. of rulemaking. ..q,. “,,& ,,. ,_. V_” .,., 1_,1 r 1 .“;‘x‘.‘-,>’ Regulations tend to: become 
permanent fixtures” and are difficult as well as expensive to revise. ’ Pnor to rulem$king, the ), ,,,, .I,_ ,I., _I (*_“_l_jl” .ali,i,M (,XI j/ 
more resource-efficient method would be for industry to assure itself of the ,valid~ty of all ._ _a, j_~. /“__ -, .,,~a, C>‘“. .* 
aspects of the document inclusjve of ,the refinement ~of the proposals. “, .<.a*., Y  r,.GYe”*, j.l . . :- ,, This better occurs . .._.” I 
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outside the rulemaking process. There remains significant discussion within in$siry as to 
the “currentness” of these CGMF., ,_ FDA’:, receipt of additional comments from all..sources 
including trade associations, indicates that the proposal needs refinement and thus is not yet 
ready for the rulemaking process. 

B. Before Regulations are Issued, the Industry Should Develop Experience With Uniform Trade Assqciation 
Guidelines 

The relationship between FDA and InduStry has matured in recent years to one of 
acknowledged cooperation. We strongly urge FDA to continue in this spirit and first partner 
with the trade associations that represt& the ind.u&-y albng-v\iith leading manu‘factu@rs such 
as Amway/Nutrilite and allow indus&y to develop experience with a workable set qf CG,MP. 
guidelines. This is root an .unprecedented request and has worked well in ,t& c&mFtics, 
industry with trade association vigilance and application of guidelines for magufacture 
applied and supported through the CTFA. 

The history of the document submitted to FDA by industry is very short. It is very much a 
brand new document. At this preliminary stage in the evolution of CGMPs fqr dietary 
supplements, there are many provisions that may seem appropriate in the abstract but that 
experience may eventually show should be revised or &fined in ~p,me respect. some of 
these particulars are.noted in sect@ ll,l., FtIA.will receive comment from trade associations ” ._* ,+ ~i”.,ili,~**> II-. 2,~” **: . ,Ir-DL.“r~<-i x. li,‘A.-,.#$>p&*. ,a**. i “CIY*~,~~~~~~*r,r;,,..~.,” : ,_ I, >, .-._ ,, c .I 
and other responsible members of industry comments that identify opportunity for such ._ I .- a. 
changes at this very pr&limintiQ stage df the iegulatory process. We ‘strongly belleve that 
rather than evolve dietary supplement CGMPs through‘a;~‘elatj;~~~~, ‘~e~o~~6&ii%%~i~e and” 
time-consuming process of issuing and revising regulations, the process is best 
accomplished by having the major dietary supplement industry trade associations i$+e their 
current proposed. concept for CGM& es unifdr;m~guidelii?&%i- ~l%‘%&$i:’ it%i$h ‘~&~a 
and information gathering experience and process, testing the appropriateness of each of 
the items in the proposal a wealth of information is .vb;t~i,~,~~:ijriO~t~~~te~r;;g the’ rulemaking 
process. This assures the industry of conformance with fewer @nificant ch‘ali&ges out of 
enforcement by the requirements of law. 

The letter and spirit of DSHEA stipulate that any CGMP issued for the manu@ctuy~ of die&y 
supplements must be modeled after CGMP for foo,d,,i TJ&_,proposed concepts in the proposal ” . I, “*-.A ,. 
from industry incorporate several items that are not~from fopd CGMP and about which there may be uncertainty at this time (see section lII). There is L19 urge;t rc~~~‘i~,,~~‘~~~~~.~~~~~ b ‘” ’ 

about this matter. ~~IJs~~x!, we believe the reag.or!ab!e and JIJE~ appropriate couise ,$uijiild be 
an evaluation of this new text irtV the trade association document (&mphasi$ ‘&J ‘fh&‘-%&d I ,*__a ,“. ,, .I I* ), ‘“aw,,* ,,L, w+,> “,*,“i%*i ,.w j p”‘*.,, 
“new”) with testing for appropriateness through application of uniform industry g$d&lines for 
the next three years. This allows extensive experience by a greater number of cetipani’es 
living with the realities of the. new..,provisions. The result of.$u@,a process, w6 strongly 
believe, is a document and set of guidelines that are’ cu[@nt, appropriate and meaningful. 

C. Any CGMPs Proposed Should be Appropriate for Food Products, Not Drugs 
Dietary supplements often consist of sqb&nces that St-6. not found in any pharmaceutical . , ” _. _* .‘lA”“l,,~~~~-U I_ a,,* .r**.re,*i* ,LI- liu* _ / +,.*L) 
compendia. lncluc@J in2these dietary ingredients may be plant materials such as dehydrated e.” i *, /I ,i ^,,“~ 
garlic powder or alfalfa. It is ,w@ly inappropriate to expect these to be manuf+dQr@- in 
accordance with criteria developed with respect to’ pharmaceutical active ingredients. For 
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example, it may be reasonable to expect under drug CGMPs that each batch of a drug 
product be analyzed for the identity and strength of each active ingredient ‘prior to release of 
the batch for shipment. For example such a requirement is ‘wholly unnecessary ‘and 
inappropriate for a dietary supplement that includes alfalfa, watercress and parsley.’ Indeed, 
there may be no feasible way to analyze a batch of such-~a~l~t~,.f~r~~~~~tity and strength. 

The purpose of much of the data and recordkeeping requirements of drug ,CGMPs that 
carries over into the proposed dietary supplement CGMPs results dire&y ‘-from 
acknowledgment that drugs are inherently less safe than foods. -The mandates come forth, 
as a result of the need to prevent errors and/or know what wenf,wrong in the manufacture of 
the drug and how to identify who is in possession of the subsequently dangerous entity. 
Again, Congress was quite specific in the description of dietary supplements as inherently 
safe entities. Because these products are generally‘safe, indeed identified within ‘DSHEA as’ 
foods and not drugs, there is no need to populate the practices of the manufacturers of such 
products with requirements and personnel solely for regulatory conformance at the level 
typical of drug products. The costs associated with.such .population will be passed along to 
the consumer and serve littte ,purpose beyond avoidance of regulatory action. The focus 
needs to be kept on what is needed for the manufacture @ these food products. ’ 

D. Any CGMPs Should Be for the Manufacture of Dieta-ty Supplements, Not for the Manufactury of Dietary 
Ingredients/Raw Materials 

Amway/Nutril ite strongly believes that any CGMPs issued should apply to the manufacture of 
dietary supplements and not to the manufacture of dietary ingredients. The DSHEA clearly 
defines both these entities as separate and distinct. DSHEA further goes on to allow that 
FDA “may by regulation prescribe ‘good manufacturing practices for dietary supplements.” 
[Emphasis added.] 

We note that the CGMP regulations for drugs (as noted earlier is clearly more in need of - .,_ ,‘” ;i. .““, 
such requirements and for which there is more strict.regulatory restrictron and controlj ‘apply 
only to “drug products,,” not to. the manufacture of ,ingredients that are subsequently to be _ ‘+a*. . ,1 
used in the manufacture of a finrshed phatiaceutical. ’ T ” ‘ 

Specific inclusion of dietary ingredients under the CGMP umbrella ig jnappropriate, since 
many of these materials are clearly identified as foods or food products today. They are 
manufactured in accordance with,CG,MP regulations for food every day. Application of 
another standard is .impossible to enforce or apply and a clearly undue burden on the 
manufacturer of such materials. .Does tha proposal require that if the food is to be used in 
the manufacture of a dietary supplement, that the i.ngredient manufacturer ‘must now apply 
this new set of standards?~ What about cases. where the food is sold to one- coriipany, for . . . - . ., 1.4111 .; a*, .j emXI. “,11 ian* C.,^*lrw”II **.i-“,& -,*r-.a*i.” ,-ah .‘<i”“ii. ..: il.a*r / ‘x”snav.dl ;,,, ‘“,” _ 
distribution as a food product and used in the manufacture. of a, dietary supplement by 
another? The supplanting of current food CGMP is not,.within jhe_,reat.m. of .the% ,stated, , , 
purpose of either DSHEA or the industry’s submission would not be-appropriate. 

, 

There is no current mandate or,,explicit authorization for, FDA to issue,,regulations on the 
manufacture of dietary ingredients. These products are not food additives, but are’identified 
as foods and are inherently safe as noted previously. The only regulatory concern at present 
over the manufacture of dietary ingredients is in the confines of the ANPR.,,,, All of our ii “i,, .,.,” -“-*iv _,-, 
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concerns expressed above with respect to the prematurity of this rulemaking and the lack of need applies more strongly if FDA was to attempt td pro~~d~~“i;~~~l~~~n~~~~~.~~~l~~~f just 

to the manufacture of dietary supplements, but to the preliminary stages in the manufacture 
of dietary ingredients. ‘ ! 

E. The CGMP Regulations Should be Confined to ManufaWing Procedures Ttitit Are “Cutierit” 
We emphasize that any CGMP regulations issued be confined to requiring practices that are 
indeed “current.” Regulations should not attempt to impose standards that are not, in fact, 
part of the “current” good manufacturing practices now followed within the industry. Section 
9 of DSHEA states that any CGMP regulations issued by FDAfor dietary supplements “shall 
be modeled after current good manufacturing- practice regulations for foodand may ‘not 
impose standards for which there is no, currer$~ and generally-available analytical 
methodology.” The current good manufacturing practide regulations for food are~found at -_ :“‘ ~ii , ,,_ 
Title 21, Code of Federal Regulations, Part 110.” Any novel provistons that’gosubstant~a~ly 
beyond these regulations in an attempt to force new technology or new procedures’would 
violate the statutory authorization and’standard, in that it would albe “modeled, after” the 
“current good manufacturing practice regulations for food.” 

TheFS,“r:iz of the Amway/Nutril ite comments contained in this section ‘includes the fa,ct “. .” ..I<> ..a>,. Ie”,rl, I/L>,tlXI ,_,,, ~, _*l,“_ ” ,“, 
that we strongly believe it is premature for FDA to initiate any rulemaking at this time to 
establish any CGMP regulations for d&y supplements. Instead, we believe the trade 
associations for the dietary supplement industry should work together to issue a t iommon set 
of Uniform Guidelines for the Manufacture of~D,k@y Supplements. The trade assoc_iations 
should then work with the manufacturing companies to evaluate- the ‘appropriateness of I,* ) 
those guidelines in the real world of.manufacturing and revise and refine the guidelines as 
needed unfil the point of experienced Conser&&s’ rea;dhed before,” PDA~ considers proposing _ . . ,.I ,.” 
any regulations. 

We also strongly believe that any guidelines or CGMP regulations for dietary supplements 
concern the following: 1. They should apply only to the-manufacturing of finished dietary 
supplements and not the manufacture of dietary ingredients; 2. ‘- They should’ be “modefed 
after” the CGMP regulations’for-fdod, 21 ‘-CFR Part i 16, as required’by’ DSH‘E!A and ndt 
contain concepts added from the drug CGMPs or other extraneous sources. and; 3. They 
should be confined to articulating standards of good manufacturing practice that are in fact 
current in the basic food CGMP regulations, and not attempt improperly to force the 
evolution of new procedures that -are not in fact now ~,$urrent.” ,_/.. ._I., ,‘ /_ :’ 2 

II. Responses to FDA’s Nine Questions for Additional Comment 1. ,. 

The Federal Register notice asks for,comments onnine particular questions. The following 
are the views of Amway/Nutril ite with respect to each of these nine que<tions. 

1. We believe that the issue of establishing DALs for dietary ingredients comes only .,, / 
remotely from the discussion of proposed CGMP. The estat$sh.ment of a-second set of -+..a- ~.c~c.._I .,^.1//- we. ,,, ..,’ _*, I ,l * i 
DALs for dietary ingredients goes back to the need to..d./stinguish between dietary 
supplements and dietary ingredients. BotanicaIs are specifidally cited in this request for 

5 



\ , 
i.W&. ,‘,,“~;~:~~~~:..‘:.!, ‘p,: :,y;*. ,I. , _ A‘:’ %,_. _k .“” ,:- l_l*.l. .) ,., “_ .i‘lt>.~.+, j.. : .,$‘c 5: _: !iY ‘..“I r:.:, :“.:: 

I’ * . ” _’ I -. ._ * FDA Docket Number R! 
j&.& -, “. , : 

Comments for Filing - “Current Good Manufacturing Practice’in Manufacturing, P&&g or 
Holding Dietary Supplements; Proposed Rule June 5,1997 

comment. The request also supposes that use- of, b.otanicals, in d,ietary supplements 
increases the exposure to a “much greater” level than as consumed as ordinary food. 
We are unaware of any data to indicate there is significant potential exposure Increase. 
We do not know of any reason why there is any particular need for such establishment. 
If and when particular problems that might justify such action arise, FDA should provide - ’ -“, public notice and invite public comment.’ There is‘no addit$&l i’nformation *$i ,FDAs’, I ’ 
Federal Register document and no additjonal inform,ation ,of wh@h ,we are aware that ..-. x-yLI “- 
suggests that there is some public health need, at-this.time, for FDA to embark on this 
establishment and rulemaking exercise. 2. 

2. We do not believe that there is any need for FDA to d.evelop “testing requirements to 
provide positive identification of dietary ingredients” used in dietary supplements. The 
request implies that only plant materials can cause serious hami. It is more ljkely that 
excess consumption of vitamin ‘A as retinol wouid’cause harm’than the ov.er ingestion of 
responsible botanical products. Botanical dietary ingredients are manufactured by 
companies such as ourselves and the other responsible members of this indu$t@  There 
is obvious good in being able to assure the use of the correct meterial~,jnt,he manufacture, _ . .“, j) <_‘%. 5*. l,“_ ._I, ,.; < 
of any product whether it is a food or not. However, we disagree :with the 
characterization of danger as “significant public health.concern.” In response to FDA’s 
request for input we agree that the matter does come under section ‘492(g)(2) of then act 
concerning imposition of standards that are not te~t$jc~liy feasible. ~There is certainly no 
current and generally-available analytical methodology to identify mosf dietary 
ingredients in dietary supplements extensively comprised of botanicals. Furthermore, to 
require such analytical testing would be inconsistent with the:requirement of section 402 
(g) (2) that CGMP regulations for dietary supplements “shall be modeled after current 
good manufacturing practice regulations for food” One does,.~&analyze each batch of 
bread to verify it was made with-flour. Such analysis is not panof food CGMP ‘and-thus 
has no place in CGMPs for dietary supplements. Such testing requirements would not 
be “modeled after” the food CGMP regulations. Issues’ such as these are part of the 
reason why establishment of uniform guidelines outside of regulations is ‘the next 
important step. The evaluation would include th:e answemto~the questions posed in this 
request through a complete, industry wide practice assessment. 

,. 
3, There is no basis that--we. are,aware of tti,at suggests that there is any substantial public 

health problem, at the- present ’ time, with current dietary supplement * industry 
manufacturing practices, in relying on suppliers to provide ‘reasonable assurance that “~ ,- ,” ‘, *. .I. __ . 
raw materials are satisfactory for ‘use in food manufacturing”. The requrrements for filth 
and microbial contaminatio.n requirements already exist in food standards in. this cou,ntry. 
Application of these food standards is-clearly the necessary step to take. The fact is that 
these ingredients are foodsand not. something else. They are classified as such owing 
to their long history of safe use among other factors ,and they are not ordinarily confused 
with pharmaceuticals. Concern over synthetic new dietary itigredients is already 
addressed in DSHEA. All .that. remains are. the botanicals again. Botanicals conform 
either to international standards, in many instan&s%r*‘to~ food standards ‘in oth;ers. The 
certification of a supplier that the material is appropriate for use in the co.nte,xt of ,food - _/ __” ^. - .; / 
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application continues to be appropriate as it is in CGMP for food. This too demo.nstrates 
the inappropriateness of proposing‘CGMP regulations at this time. ” ,_./_ 

4. There is no evidence of any need and no statutpry basis for FDA to expand the CGMP 
concept in regulations for dietary supplements to establish new recordkeeping ,.. 
requirements “to document that the procedures . . . are followed &.‘a, contin~ng or day- 
to-day basis.” The CGMP re,gulations envisioned are to be “modeled ,aftei”’ the C,GMP 
for foods. Since such a. requirement for supervision is not found in 21 CFR Partll 10, it is 
not from the CGMP for food. Fu,$her, the question here asserts.requirements as they 
relate to enforcement not to CGMP and are, not appropriate for inclusion in such a 
regulation. 

5. We do not believe there is any basis known to us or in FDA’s records,.that suggests that 
it “may be necessary that trained medical professionals rather than quality control or 
nonmedical scientific/regulatory personnel evaluate all, reported adverse events 
associated with the use of a specific substance land advise responsible management -of 
their findings.” Once again, the FDA suggests that it might establish regulations that are 
not “modeled after” the CGVP. regulations for foods, in violation of the criteri‘a est,ablished 
by Section 402 (g) of the FDC Act for the issuance of CGMPregulations for the dietary 
supplement industry. Further, FDA’s case is based on the. premise ‘tfiat* diet&y ‘. 
supplements. might include pharmacologically active substances. This could i,n,clude 
vitamin E  or vitamin C provided FDA had allowed f+j$h.,,d&n~ for t&se nutrients to , .._ i _.. .“% “e, ..--“;-.“-.hn-,,*.i’*-- I. s 1.1 , 
stand. We submit that in order for a mater@ to havea pharmacologically active effect :e 11.1.,.._ I ,a%. 
(call it a health effect or Uheakh benefit) it must either be a drug or has successfully 
completed evaluation by FDA and has allowaw ts ,,wtke.,.sy?h a&im. , UT@%!kys 
that some dietary ingredients are so active, they must either be drugs (which’they are 
not) or have some health benefit allowed for use in jabeling the product. j I. ““.,-“̂ . I_,, eI, a,.,, * ,-,. 5 “, FDA-currently 
has authority to take action in instances where!he$ublic health is deemed to be at risk 
and has exercised this authority previously. There is no clear need to expand on this 
authority either under the guise of CGMP regulation or. other regulation for dietary 
supplements. 

6. The first request in this area is the same as it is for the one immediately prior. The ., ,I,” 
difference is that FDA is asking about the provision of such information on dietary 
ingredients versus ,dietary supplements. The second request in this area IS a request for 
comment as. to. whether pr not. FD,A.,should establish a requirement that adequate .- 8. .w 1 +,al_,,~- j ,-.> ” ** ,ui”l. *,; iniru*, 
scientific evaluation 0f.di.etar-y ingredients be performed prior to inclusion of :a dietary 
ingredient in a dietary supplement. Whether a dietary supplement is safe for* use is a 
matter that is handled under, other sections.of the law., not the prov%ions’concerning / ’ 
CGMPs. DSlju- specifically establishes safety%andards for dietary supplements, 
including procedures for notification, of new dietary ingredients and standards for safety s ..%_I I m**.i l^ -L/1_ 
of those ingredients. To attempt to turn the CGMP regulations into an ingredient safety 
evaluation mechanism would. ,go far beyond the intended scope of the reguiations“’ 
envisioned by DSHEA ‘and-again violates”the principle ‘in section 402 (g) of the: FDC Act 
that the CGfvlP regulations for dietary supplements should be “modeled after” the CGfvlP . 
regulations for foods. This approach is not within the confines ofthe,la,wYV Qnc%nore, if c 4 ._. I 
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FDA is allowing that some of these ingredients have ph’arinacological effect, the 
responsible manufacturer must be al lowed to present this information to the public. If 
FDA has knowledge of such substances they should provide this information tq industry 
as al lowable health cl@ms,.,o.r ic&~j~‘y the materials as drugs if this truly is the case. 
Lastly, establishing a  regulatory definition of “adequacy” iS exfr6mel) difficult, n&&r clear 
and specific criteria are not provided. Any detailed discussion of wtiat th& ev&~&iot% 
should be is not meaningful in this context bf ~+t#sl$n~e$ of CGMP. _  _  “. > ., ,. , “,I .:_, _  

7. Standards for evaluation of the use of “computer controlled or assisted” rnan&%3yrif lg 
operations would be a  posit ive step. These should first be establ ished for I&e fo& 
industry generally as a  part of the food CGMPs. It is a.violation.of the principle that the 
CGMP regulations for dietary supplements be. “mod@&! $er” ‘Itie fo@d Q3”F @ :ifF,Qfiz 
imposed new software requirements solely for the diet&y supplement industry. 
Furthermore, insofar as FDA would attempt to impose new procedures that are not in 
fact “current,” such action would viola& the intention-“and authorization of DSHEA’s ,,., _,,^ li - .1., )__ __‘_. ,,s,, __) .__ -., 1”..a”->Ld,.**” i,., .,07<,j. *. ll._-,w”l _  _  
enabl ing legisl&tion. Application-of industry sponsored uniform guidel ines allows for the 
identification, evaluation and discussiqn tif .$i@ , syStems as cur&t. “thtis.‘eji&6tioti 
would allow for a  refined and appropriate set of guidel ines for future rulemaking. To do 
as suggested in the request for comment  reverses this posit ion and mandates the 
evaluation while s~m,ultanepusly progressing throl&$ ruje-naking. ,,_ ; -_ I 

8. W e  are strongly opposed to any suggest ion th,at Hazard Analysis and Critical Control 
Points (HAACP)--type iegulations be initiated for.the dietary supplement industiy. Such 
regulations may  be useful for seafood, where there are subsf&~~~~! reports of i l lness and. 
injury resulting from m icrobiological contaminatibn and toxiris in th& fo& that n&y need 
to be controlled by an unusual ly exquisite system of quality assurtince. There is no 
evidence of similar problems related -to quality co’n~r6l’ in n % % % i&‘ri~~ in” tl%  di&t!tar$ 
supplement industry. Furthermore, to impose WACP requirements directly violates the 
provision of section 402 (g) that CGMP regulations for dietary supplements “shali be 
modeled after current good irianufactliring V Ij&tice regulati6ris for food.” “” This al&j 
excludes FDA’s HAACq regulations for seafkoh.“ ‘ ” ‘. ’ ” 

9. The request for segmentat ion of CGMP for t@.diffe$g aspects of the manufacture of 
dietary supplements only reemphasizes the points in this commentary.  Thei-e ‘is itill no  
wording within the body of the s‘tattit6 ihaf st ig@sts FCj;6’al jpt%&h&s the manufatiture of 
dietary ingredients or other raw materials used i,n dietary supplements. FDA appea‘rs to 
have neglected those companies with the capabil ity and propensity to manufadur& both 
dietary ingredients as weil as”dietary supplements, often withinthe same geneial facility. 
Application of a  broad, set of CGMP rn.al@, more sen@&$\~.,$orn an e.nfor&ment as -, , 1, ” -*._L .I I. “L,, ,. ,& .” . ..“*. a-. .a ,/ .~_ 
well as  from a feas@#ty perspective. This is clearly recognized in 21 CFR Part 110 since 
the CGMP fgr foods are brpa$ +t$tte$ggnize the diversity of the processes go\jerned. If 
there is greater detail or segmentat ion necessary, we strongly bel ieve that the initial 
steps must indlude issuaiice. 6f. tiniforti @ .%lelihes“ by in&&y f$F @ @ licatibn and 
evaluation. Tliis shows why it is premziture for’ FDA to prop& ariy CGNiP ‘&$l&tion~ 
for the dietary supplement industry at this”rime. 
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FDA Docket Number pt, 7 : ;, *.* , 1. ‘ . ,_ 

Comments for Fitjng - ‘Current Good Manufacturing Practice in Manufacturing, Packing or 
Holding Dietary Supplements; Proposed Rule June 5,799i ‘. 

III Significant Differences from CGMPs for Food 

As noted repeatedly in the confines of this document, the requirements of section 402 (g) of 
the act allow for issuance of CGMP, for’diet~ry supplements and that such CGMP $ issued~ 
be modeled after food. The following lists several notable-sections- that differ srgnificantly 
from 21 CFR- Part 1 IO and-thus are outside the scope of the CGMP for food and thus not in ^ .,I. ,.,, L . _, ,“,. , . . 
conformance with the stipulations of the act. 

A. General Notations 
The most objective evaluation pf the proposal as published is that it attempts to apply too 
great a level of detail for effective application. Good regulations are structured in such a 
manner as to allow for changes in technique and technology without violation of regulatory 
requirement. The greater the level of detail contained in ~regulations the less irinovative 
industry becomes white conforming absolutely to the letter of the’regulation. Evaluation of 
the proposal via application of a set of Uniform Guideljnes supported and ‘enforced by 
industry would allow for identification of such refinements. ,, 

B. Areas of Major Difference Between the Proposal and CGMP for Foods 
There are several areas where the differences be@veen the CGMP for foods’ and the 
proposal are considered major these are listed as: ‘*‘. ‘- 

,1 ,-a., ,e .%_ 2 h ,./l x ,.., _-x. _hM ‘1” .*a*+,,“,” ai,, I ~. 

Requirements for written procedures for cleaning, testing, processing, label control 
and reprocessing 

Requirements for records and documentation, retention for product and batch 
records, yields and tests 

Requirement for the existence of a Quality Control Unit with responsibilities for 
testing, accepting, rejecting and investigation 

Requirement for complaint documentation and records of returned goods 

Requirements for personnel qualifications, their training and documentation of same 

Change in terminology common in the food industry from contamination to the 
pharmaceutical “adulteration” 

C. Areas of Specific Difference Between the Proposal and CGMP for Foods 
There are several critical differences that are specific in nature as they relate to the different 
between the proposal and the CGMP for foods. 

1. DEFINITIONS -- The proposal defines words such as “E3-atch”” or- “Lot”; “Composition”; 
“Dietary Product”; “Lot number” ; “Manufacture”; “Quality Control Unit”; “Raw Material” 
and “Representative sample”. These definitions as worded greatly expand the scope 
and application of the regulation beyond the direction given in DSHEA and the current 
CGMPforfoods. - L ’ x. 

,, ., __ ,, _. -* . . .I 3 I ,i 1 ..%” . .: 
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b  - F D A  D o c k e t N u m b e r  R I l& A A S ? ,“. ’ ’ :- :: .,- -; ” 
1  . 

‘Cur ren t  G o o d  M a n u fac tur ing  P ract ice in  M a n u factur ing,  P a c k i n g  o r  C o m m e n ts fo r  F i l ing - 
Ho ld i ng  Dietary  S u p p l e m e n ts; ‘P r o p o s e d R u l e  J u n e  q 1 9 9 7  

2 . P E R S O N N ,E L  - A  n e w  sect ion  ( c o m p a r e d  to  th e  C G M P  fo r  foods )  w o u l d  a d d  *-, ~ ~ “.cIIyL.& .I,~  
r e q u i r e m e n ts fo r  d o c u m e n ta tio n . o f e m p l o y e e  t ra in ing.  T h e  sect ion  g o e s  o n  to  a d d  
r e q u i r e m e n ts th a t Superv i so ry  pe r sonne l  b e  qua l i f ied  wi th p rope r  e d u c a tio n , t ra in ing a n d  
expe r i ence  n o t just c o m p e te n t as  spec i f ied  in  C G M P  fo r  fo o d s . _  ‘. 

3 . P L a N T  A N D  G R O U N D S  - T h e .d j f ferences a re  in  th e  wo rd i ng  th a t requ i res  p l a n t des i gn  ._  I_  .,..I i - .1 .1+“.” 
a n d  s p a c e  to  p r e v e n t m ix-ups imp ly ing  th a t th is  cou ld  l e a d  to  “a d u l terat ion.” Fur ther-  i s -an  
a d d i tio n a l  r e q u i r e m e n t to  c o n trol m ic roorgan ism,  d u s t, humid i t y  a n d  te m p e r a tu re  th a t.is 
n o t fo u n d  in  th e  C G M P  fo r  fo o d . 1  

4 . S A N ITA T IO N  O F  B U J L D ING A N D  F A C !L ITIE S  - Th is-  sec t ion  w o u l d  requ i re  th a t .*I I.r*-,l *- / ._  ,_  ,, ,y.., *_  .‘di i r ,a@  *V II+  .**; ,e*  .‘l**exr,A \ “il>  ,,? i” _  
r o d e n t ic ides, insect ic ides a n d  fung i c ides  b e  reg is te red  in  acco rdance  wi th o the r  
regu la t ion .  B e y o n d  th e  d i f ferences re lat ive to  C ,G ,M P  ,fo r  ,fo o d s  th & . a p p e a r s  to  b e  
r e d u n d a n t wi th o the r  regu la t ions.  T h e  sect ion  a l so~uses . fhe~  te n - n  “p o ta b l e  w a te r” a n d  
spec i f ies  a n y  w a te r  c o n tac t ing  in -p rocess  o r  fin i shed  p r o d u c t m u s t m e e t E P A  P rima ry  
Dr ink ing  W a ter  R e g u l a tio n s  (40  C F R  P a r t 1 4 1 )  wh i ch  is% leai- Iy o u ts ide th e  ‘s c o p e  o f 
r e q u i r e m e n ts fo r  C G M P  fo r  fo o d s . ,The, sect ion:“a lso  ,a d d s  q i i i a~~ca t i -~~~‘~ q ’iii~ ~ ~ ~ ~ ~ s  o f 
superv is ion  o f san i ta t ion to  b e  d o c u m e n ted -as  qua l i f ied  by  e d u c a tio n , expe r i ence  a n d  
t ra in ing.  

5 . E Q U IP M E N T  A N D  U T E N S IL S  ,- Th is  sect ion,  requ i res  th a t “insofar  as  necessary ,  
e q u i p m e n t wi l l  b e  ta k e n  a p a r t fo r  th r o u g h  c l ean ing”. It a l so  requ i res  wr i t ten c l ean ing  
p rocedu res  a n d  d o c u m e n ta tio n  o f th ,e .,c!e a n i n g  in  ind iv idua l  e q u i p m e n t logs.  Th is  g o e s  
fa r  b e y o n d  th e  s c o p e  o f th e  C G M P  fo r  fo o d s . :_  

6 . Q U A L ITY  C O N T R O L  7  A n  e n tire sec t jon  a d d s  a  r e q u i r e m e n t fo r  a  “Qual i t y  C o n trol Uni t” , ,‘ . . .-,a _ , _ ,*a +  “l ‘*,‘\<  
a n d  o u t l ines respons ib i l i t ies  fo r  app rov i ng  a n d  re jec t ing speci f icat ions,  p rocedures ,  r aw  
m a ter ia ls,  fin i shed  p r o d u c ts a n d  eva lua t ion  o f errors.  A ll p rocedu res’ m u s t n o w  b e  in  
wr i t ing. T h e  s c o p e  o f th e  fu n c tio n  as  we l l  as  th e ” existence. .of  th e ,” fu n c tio n ,,g o e s  we l l  ., ,.._ I_  
b e y o n d  th e  C G M P  fo r  fo o d s . . .” .“x _ . ,i_ /I 

7 . E X P IRATION D A T ING - T h e s e  r e q u i r e m e n ts a n d -  s tab”ility tes t ing  r e q u i r e m e n ts as  
m a n d a te d  in  th e  p roposa l  a re  c o m p l e te ly  o u ts ide th e  r e q u i r e m e n ts f rom th e  C G M P  fo r  
fo o d s . In  m a n y  ins tances  d u e  to  fechno log i ca l  u n feasibi l i ty,  such  es tab l i shment  o f 
stabi l i ty d a ta  m a y  n o t exist  a n d  th u s  runs  c o u n te r  tc th e  s a m e  sec@ n ,o f th e a c t as  th e !. ,, j 
r e q u i r e m e n t th a t th e s e , C G M ~ P  b e  “m o d e l e d  a fte r” th e  C G M P  fo r  fo o d s .” 

.,I!;. 
,..‘,” , _ ..~  ..l.. “**.-*r rl.X  *“‘.q  ,” ̂ _  q _ _ .,_  /^  _ ..r I_ _  *,, II% *~ ~ _ I:_ I_ ~ _ l .c *_  ,., ./i_ , ,,_  ._ ,. A ,. 

8 . P R O D U C T IO N  A N D  P R O C E S S  C Q N T R ‘Q L S  7  S e c tio n s  o f th e , p roposa l  requ i re  
ex tens ive  M a s te r  P roduc t ion  a n d  c o n tra! records,  “d o c u ‘m e & & % ‘a n d ’ record  k e e p i n g  . 
T h e s e  r e q u i r e m e n ts d o  n o t c o m e  from, th e : C G M P  fo r  foods  b u t exist  speci f ica l ly  in” th e  I >  ,*. 1  I ,_  _ - -_  “,x”,\ -% “.,_ * <  *__;  W Y ”“i*,rr^u 
C G M P  fo r  p h a r m a c e u ticals 21- .  CF.R -Par t  2 1 6 ,. T h e  r e q u i r e m e n ts fo r  ex tens ive  b a tch “kli lX  . , -I W ” a , *1_ IeA  
p r o d u c tio n  a n d  c o n trol records,  i nc lud ing  y ie lds;  l abe l  c o n trol records;  wr i t ten p rocedu res  
fo r  r aw  m a ter ia!  co,ntro ls a n d ; test ing,  approva l ,  e tc. a n d  dist inct ive lot n u m b e q n g  c o m e  .“,. ,,. “‘,i 
n o t f rom th e  C G M P  fo r  fo o d s  ,b u t f rom _ th e  C G M P -  fo r  d r u g  p r o d u c ts: “Th is  c lear ly  d o e s  -.,,, ,“.., b ”“‘L  ,< , * v,_/ ‘.psy  
n o t m e e t th e  r e q u i r e m e n ts o f D S H E A . T h e  p roposa l  a l so  requ i res  raw  m a ter ia l  i d e n tity 
tests; Cert i f icate o f Analys is /spec i f icat ion tests; s tock rotat ion;  re- test ing a fte r  s to rage  
tim e s  a n d  a  q u a r a n tin e  system. A g a i n  th e s e  a re  f rom th e  C A M P  fo r  d r u g  p r o d u c ts n o t 
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C o m m e n ts fo r  F i l ing - “Cur ren t  G o o d  M a n u fac tur ing  P ract ice in  M a n u factur ing,  P a c k i n g  o r  ’ 
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th e  C G M P  fo r  fo o d s . W ritten, p rocedu res  fo r  rep rocess ing  w o u l d  n o w  b e  requ i red .  
W rit ten p rocedu res  fo r  l abe l‘ test ing,  s torage, ,  I u s a g e s  a n d  d e s truct ion. L ’~ t~ .n ,u m b e r ” 
requ i red  o n  p a c k a g e  a n d  labe ls  a n d  lot n u m b e r s  checked. :  N o n e  o f-th e s e  ‘ite m s  c o m e  I* x  I _  ,.~ ,‘,- ,_  .,,., “- ,, .,‘_  
f rom th e  C G M P  fo r  fo o d s  b u t c o m e  f rom th e  C G M P  fo rd rug  p r o d u c ts. : 

9 . W A R E H O U S E  D IS T R !B lJTlG N . A N D  ,,P O S T - D IS T R IB U T IO N  R E C O R D S  ’ - T h e  ^  *s”, _xj,.X < . 4 .3  _ # a $ ,./“.~  V W  _ ... *w .,(L Y  M I<  i ,II*IIIIxI”.,> ~ ~ s L ^  .A ., -**** / .,., ., *, .*,,. / /_ /.a  A ..,a .,“,_  j “. 
r e q u i r e m e n ts fo r  record  re tent ion as  o u t l jned.for d istr ibut jon,  p r o d u c t b a tches ,a n d  raw  
m a ter ia ls,  b a tch records  comp la in t  f i les a n d  labora tory  records  e x c e e d  th e  s c o p e  o f th e  
C G M P  fo r  fo o d s  by  a  w i d e  m a r g i n . A d d i tiona l ly ,  a  re tu rned  p r o d u c t p r o c e d u r e  a n d  
reserve  s a m p l e s  a re  a l so  requ i red .  P roduct  sa l vag ing  p r o c e d u r e  r e q u i r e m e n ts’a re  a l so  
speci f ied.  T h e  excerp t ion  a n d  m inor  m o d i f icat ion, o f th e s e  requ i . rements  f rom th e  C G M P  
fo r  d r u g  p r o d u c ts as  o p p o s e d  to  th e  C G M P  fo r  fo o d s  c lear ly  d o  n o t m e e t th e  des i gn  o r  
in tent  o f th e  law.  

.’ D. S u m m a r y  
Regard less  o f th e  p o i n t o f e m a n a tio n  o f th e  p roposa l  pub l i shed  in  th e  Federa l  Reg is ter  
n o tice, th e  l aw  is c lear  conce rn ing  th e  des i gn  o f C G M P s  fo r  d ie tary  s u p p l e m e n ts. 

IV  Conc lus ion  

A m w a y /Nutri l i te represen ts  a  s u p e r b  perspec t i ve  o n  th e  A N P R  for.  d ie tary  s u p p l e m e n t 
C G M P s . Th is  perspec t i ve  is o n e  o f a  respons ib le  m a n u facturer ,  o f b o th  d ie tary  ingred ien ts  
as  we l l  as  d ie tary  s u p p l e m e n ts us ing  th e s e  d ie tary  ingred ients .  W e  a re  a l so  act ive m e m b e r s  
o f m u l tip l e  t rade  assoc ia t ions  ref lect ing th e  b r e a d th  o f ou r  p r o d u c t l ine”a n d  invo lvement  wh i le  
s h o w i n g  conce rn  fo r  th e  c o n tin u e d  respons ib i l i ty  in  th e  industry.  Th is  perspec t i ve  a l lows  us  
o n e  o f th e  g r e a test  a n d  m o s t e d u c a te d  v iew o f a n y  ind iv idua l  m a n u facturer  o f d ie tary  
s u p p l e m e n ts. 

O u r  v iews  a re  o u t l ined jn.th,is c o m m e n tary  a n d  succinct ly  a re  th a t it is p r e m a tu re  to  e n te r  in to d . “(/ * B L _  ,, /,,, ..‘ ._  
ru l emak ing  fo r  th e  p u r p o s e  o f i ssu ing  C G M P  fo r  d ,ie tary  s u p p l e m e n ts. 
fa c e ts to  th is  v iew d o c u m e n te d  in  th e  m a ter ia l  p reced ing .  

The re’ a-r -e-  m u l tip l e  
F u i ? h e ~ ‘w e  p rov ide response  to  

e a c h  o f th e  n i n e  a d d i tio n a l  r e q u e s ts fo r  c o m m e n t c o n ta i n e d  in  th e  A N P R . ,W e , s t rong ly  
be l i eve  th a t th e s e  a d d i tio n a l  inqu i r ies  a l so  s u p p o r t th e  c o n te n tio n  th a t th e  i ssuance  p f C G M P  
regu la t ions  is a  p r e m a tu re  activity. W e  trust th e s e  c p m m e n ts are.helpfu l .  
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Sincerely, 

Senior Manager, Quality Control/Technical and Regulatory Affairs 

cc: Robert J. Moore, Ph.D. (HFS-456) 
Office of Special Nutrjtionals 
Center for Safety and Applied Nutrition 
U.S. Food and Drug Administration 
200 C Street S.W. 
Washington, D.C. 20204 

Byron Johnson 
Amway Corporation, Nutrilite Division 

Ray Jaglowski 
Amway Corporation 

cc Dick Bednarz 
Amway Corporation 

Annette Dickinson, Ph.D. 
Council for Responsible Nutrition 

Jeff Morrison 
American Herbal P roducts. Assocjatip!! I 1 

Patrice W right, Ph.D. 
Nonprescription Drug Manufacturers Association 

12 


