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~ by your industry definition. We employ 12pe pf n raral Warren County, New Jersey Our Company

PO Box 553
> ... Broadway, N] 08808
April 4, 1997~ L e 90"8768‘9 9020

JRORIIN

Dockets Management Branch (HFA 305)
Food and Drug Admmtstratton o
12420 ParkIawn Dr

purchases plant mater1a1 pnmarlly ﬁ'om spemahzed wild crafters and cemﬁed orgamc herb growers The

different than those in the average large company and therefore our procedures"have been tallored to meet N
‘our staff’ s expertlse To adopt these requu‘ements 1mmed1ately n thelr entlrely would be ﬁnanmally '

products meet the obJectlve of the’ 1ndustry standards which is that they are and \yﬂl remam '(a) safe, not
adulterated or mlsbranded (b) properly Identlﬁed and labeIed and (c) are of good quahty, an exemptlon
makes sense. :

1y P ersonnel (c&dz Educatlon and tramlng Most of our m inufacturing tasks are taught on-
“’Most of our manufacturmg staff hiave taken or are enrolled in a
ic Jnanager is - trained in food preparatmn and

er of our producuon staff Tramlng is tallored
to their experlence “We do not therefore have uniform documentation with respect o tralmng We could’
develop trammg documentauon, but 1t would take 6 to 12 months to do $0.

- s. We currently have many of ~~~
" the procedures outlmed in place However, our manufacturmg processes “and personnel are somewhat'

the-Job Wlth: o

i“t’swo”' the suggesféd mdustry CGHIP's! - o e e



of certain dried herbs. We beliéve the manufacturers’ regular se
' purpose because if the freezers malfunction the herbs wrll not §]
’ be’heve there isa need for addltronal warmng dev1ces o S

financial records detalhng equlpment maintenance. We could adapt our productron records to make ' note of
whrch machmesh were, used and start addrtronal  logs to reﬂect the records suggested but we beheve thrs

" shall be established in wntmg ‘and followed. Three senior ofﬁcers of the Company and our lab m: agé
~ comprrse our quahty control group Certam members of the group rev1ew the productlon records weefdy

to 17 rr'onths to do so

) Exgzratwn datmg We currently use our industry’s generally accepted expiration dates We ~,so
products organoleptlcally Stabﬂrty studres would be time consuming and fit nancral]y burdensome

-8 Producnon and. Process Controls ( a- 2vu) Descrrptron of the product containers, closures, and other
- packaging materrals, 1nclud1ng posrtlve 1dent1ﬁcatlon of all 1 hng used We need clarrficatron here We

use the same type of container for each extract and labels are me a ‘

secured wrth tamper proof seals ' T

9) Production and Process Controls (c 5 ) ertten procedures shaII be estabﬁshed an 'foﬂow ,
the- recerpt identification, examination, handhng, samphng, testmg and approva[ or rejection of 1 raw

materials. We have a consistent method of performmg these proc ittén, it
would take 6 to. 12 months fo do so

material from that Wthh we use m our preparanons We belxeve thrs procedure comphes wrth apphcable o
standards. o o o Sy .

H&iii) We are opetating in an rndustry that uses pIant materral Plants by thelr very nature are hvmg
otganisms. We have never had a probiei with this issue in our 15 yeals of operation. Our Company
* purchases plant material primarily from specralrzed wild crafters and certified organic herb growers We T
beheve domg extensive mlcrobrologlcal testmg would be prohrbruvely expensrve o i - e

i o >

1v) We commend the mdustry for 1nc1udmg organoleptrc testing in thrs sectron We note that we recerve : 4 '
most of our plant matenal whole (not in powder or cut/srfted) We beheve that visual rdenuﬁcatron by

c-i-v, d- 2) We would ﬁnd mrcrobrologrcal and aﬂatoxm testmg to be prohrbrtlvely expensrve The hrgh‘ B
quahty extract makers in the herb 1ndustry have been workmg for over 2() years w1thout any orded I

12) Productzon and P‘rocess C’ontrolst 2 Wrrtten procedures are pamalfy dbne for thrs proce% ur : V
Detalled documentatron would take 6 to 12 months to 1mplement o e
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Record keegtng We do not beheve the ‘cost of i ‘creasedr cord ‘keepmg would rbe t00 substantral

PRSI

be requrred for this product We beheve that these products must be properly rdentrﬁed hotamcaﬂy, labeled‘ B

v

- accurately and be’ produced ina fac lit that meets the tate health codes for foc d processmg

S e

Mzrcroblologzcal and Aﬂatoxm estme

W

* agricultural college to develop low cost testmg procedures, but it may take number of years to develop
' M"and rmplement these proced €S

g e g it

specrahzed wild crafters and certified organic herb farmers On recerpt “of our raw‘ herbs, which we

ety b 1t ot RSN et -

receive in their whole s te, we thoroughly 1nspect all pIant matérial.’ We emove any “foreign matter N
and drscard any inferior p aterial- We operate in an industry that uses plant mate al. ‘Plants by
\ therr very hature are hvrng orgamsms To subject the plants to high heat ot to irradiate the pIants -

“ would degrade the product to a useless level; spraying with ethyl di-bromide would be toxic and
“ potentially carcinogenic. " We’ belreve that by workmg dxrectly wrth reputab!e and knowledgeable

. supphers, we have addressed thxs 1ssue

[P [ T Y

2) Appropnate testmg requrrements to pro ide’ posrtlve 1dent1ﬁcat10n of dietary ing drents partrcularly
- plant materials used in diefary supplements. We believe the 1ndusuy guidelines in the’ @@W s address
this issue adequately. Quotmg from that secuon ““Such tests may 1nclude‘any apprb riate test with
sufficient specificity to determine’ 1dentrty, mcludmg ‘chemical and laboram ry tests, gross organolepuc

- analysrs mlcroscoprc 1dent1ﬁcatron or anaTysrs of constrtue: markers.” Wrth respect to our ’

i
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8)

© we have a close relatlonshlp with the agncultural land grant university, Cook College at Rutgers B
. Umversrty We would work w1th thelr experts to ascertam posrtrve 1dent1ﬁcat10n

’ suggested label changes

- of reviews of data and procedu;res in order to maintain its accuracy 0

outhned above, we beheve the 1nduSUy proposed CGMP’S are adequate for our opera

organoleptic testmg is sufficient for product xdentrﬁcatlon “Asas 11 company We Wor w'th a great

_ number of small lots of material. We inspect each Iot flroroughly and rémove any forergn plant "

material. Mrcroscoprc identification is used if there are “any unresolved questions from the organoleptic
tests. We have an in- house pharmacognosy reference hbrary Farhng these methods of identification,

o g ¥

dietary ingr dlents
should meet the same standards as food We worl< prrmanly w1th certrf ed orgamc groWers, therefore
we are reasonably certam that there are no pestrcrde resrdues in our product As any food

“ standards for their own specrfrc situation. ' We beheve that each company should establrsh approprrate

practrces to ensur?edth«e” go"als(of producmg hfgh quahty products for consumers,

CGMP’s report injuries and evaluated by a medical doctor to protect ‘the

- years 4go the American HerbaI 'l’roducts Assocratron establlshed a hotline for reportmg any problems
- with the herb, chaparral. This hotline is still active and. contrnues to be effective. The American

Herbal Products Association is also considering establishing a more general ‘hotline for all herbal

. products We believe, this actron will be effective in addressing this question. Our own expenence in

the 15 years we have been in busmess, has been that there have been a few 1solated reports, none of
which have been unresolved .

Safety Index was developed and reviewed by some of the most respe ted herb _ V
the herbal 1ndustry Our own herbalist, David Winston’ (Herbaﬁst AHG and "Ethnobotamst) was among )
the reviewers. We believe thlS document addresses thIS’ rssue:adequately and v we are it

Specrfzc controis for computer controlled or assnsted operatlons how best to ensure that the,software
programs and equrpment used to direct and m y designec

tested, validated and monitored. We believe that estabhshmg a ‘quality revrevv group ‘that rewews

‘weekly productlon records and havrng a knowledgeable productlon staff aré sufficient fo instre that the

a‘nufacturmg process is correct. Our computer systern is a record keepmg system S We have aseries
rocesses are overseen by

trained people at every step of they processmg We also have hand wrrt
checklng and comparrson ‘ ’

CGMP s adequate for the broad spectrum of ﬁrms in the dretary supplements mdustry”l?}’e o
speak for all the comparies in this industry, but with respect fo our Compatny, wrth the me dvrfj catlo’r'fr,s'k o T




_ compariies under $5 mllhon in"sales and probably would be considered “mic

makes sense. .

One of ouracollea € who alerted us to your call for comments.on these subjects noted that “si
‘Tegulations i in Australia put out of business any com:pany dorng less than°$l mrlllon/year * One of our

.
N :
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Thank you for the opportunity to respond to the issues you have outhned Please do not ‘overlook the needs T

of the small businesses in out, industry. Our Company has’ grown between 20- 40% over th fer
We now employ 12 people, and will be’ hrrmg at least 1-2 more people this year. “Our p material
purchases support many small farmers in our area, wﬁere farmmg is bemg lost asa way of Tife and farmers

ate under severe pressure to sell their land for housing development. We are one of a group of ﬁun&re&s of o

& L,

We strongly urge you to consrder a small company exemptron for compames under $5 1 million in saTes )
There is precedence for such an exceptron DSHEA allows for a small busmessvexcepnon As long as the

o S

We belleve that 1 many of the issues w1th respect to cleanhness are covered by the state boarcls of health

\Vregulauons whxch we follow. We have been inspected. With the type of products we are. manufacturmg,

we do not beheve we shouldrb subJected to more stringent standards than the food" processmg companies.

3

offrcers recently attended a conference on sustamable development in A t_ral a and met w1th some herb

Please keep us 1nforrned of any puBlic hearrngs ont MhlS matter “We w111 send a representatwe fr m
company to make our v1ews known verba]ly R

Sincerely,

. . . .
E Py SRR

few years.
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