
Robert Cohen 
560 Oradell Avenue 
Oradell, NJ 07649 
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201-599-0338 (fax) 

December 15,1999 

Dr. Andrew Beaulieu 
Center for Veterinary Medicine 
HFV-2 
7500 Standish Pl. 
Rockville, MD 20855 

RE: Citizen’s Petition Docket #99P-4613 

Dear Dr. Beaulieu: 

Dairy farmers are now recognizing the financial dangers of Monsanto’s genetically 
engineered bovine growth hormone. The latest issue of The Milkweed (December 1999, 
No.245), a dairy industry newsletter, urges farmers to petition the Food & Drug 
Administration to revoke the use of Posilac. 

Editor Pete Hardin of The Milkweed presents evidence that Monsanto created five “freak” 
amino acids, and carefully points out to dairymen the fraud that Monsanto perpetrated 
against the FDA. Mr. Hardin also explains that Monsanto fixed the error, but that the 
hormone that FDA reviewed is completely different from the hormone that is presently 
on the market. In other words, FDA has an “out.” 

The scientific merits of our petition to FDA pale in comparison to the gross insult and lie 
told by Monsanto. There are no gray issues concerning Monsanto’s deceit. Their 
genetically engineered fraud should be immediately taken off the market. 

Enclosed pIease tind a photocopy of Pete Hardin’s newsletter editorial. 

Very truly yours, 

’ Robert Cohen 

Enclosures 

t 
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Straight Talk by Pete Hardin 

Imagine V.S. dairy farmffs as p@+xlgss on:“.‘... 
ship that has stnzk a rci& and is s.i&“Yg fast in ,$otiJ”“; 
seas. Milk supplies rind imports are exceeding com- 
mercial dairy prod”ct danand. Chedder cheese and lmmediaie impacts: less milk, higher pric.fa 
milk powder prices are “t s”pportprice levels. Butter If FDA yanked Posi&xc, the impact on m$k pro- 
could follow soon. Starting in Jawsy, many deiry dudion would be immediately negative. Rices ofdeiry 
farmersface”etf~milkch~~inthe~9.50-$10.50 products and farm milk would soon start cl&b&g. 
percwt. range. rftheylastverylonl&Umilkprices Here’s why: a.. :;,: 
will kill many producers tinrmciellyand spirimelly. * Probably 20-25% of all U.S. dairy farms “se 

Htige losses are piling up fast for many.msrkex- 
ers--estwielly opemting dairv &$emtives: With 

Posilac, “o$mauyo”halfoTles# of.dleirlacmti”g cqws. 
Various reports indicate B 6-8 $““d daily’gdn in 

treated cows’ milk productiw. 
Ws a lot of extra milk 

wmm&iy pi&in the pits &I 
so little demand for rew milk,, 
markern’ “lzugim and fnvenmry 
losses are huge. Hundreds of 
millions of dollars in cheese 

Lead, Follow . . . or 
Get Out of the Way 

* Posilac we&es 8 
metabolic dependency. Thus, 
many dairy calue accustomd ro 
to the dmg would “cm&” for tqe 
re”leinderoftheirl”c&tio4ls,los- 

The Hardin Plan A Pal rt 1: Halt Pbsiiac Use -,. 

and burfer invenfory values 1 Everyonewhose living 
hove deem losf jurf by Midwesf comes from dairy farmers had 
mark&m in Ihe second half of beller,w$ to help find reasoned i”g.3i@hUtilk0utplt 

1999. solutions to dairy’s p&x disaster l Ami”or;but sig”iii- 
Dairy farm= on tbis sink- . . . or alse. 

Friends, daily is in crisis. 
cant, percentage of U.S. dairy ““dexte”dedhisco”cemstoaudabyprodudsCobal 

ing ship face tough choices. To cows are in extended lactations 
by m save the ship, bm”ediate. We must usa our brains and 

is about one month into a hunga strike, danand@ 

action is needed to lighkn the *wisdom to get out of this farm 
baaus.e of high milk and re- that FDA immediately yank approval foih4owmtto’s 
pIecemat heifer prices, and low dnrp.HevowstomaintsinduhungasirikemuilFDA 

load. Acouple p&“t”gepoi”ts milk price-mass. The same old grain &d beef prioes . . . and bans sale of Posilac . or until Cobe” “Iooks’dCam in 
of excess faml milk prorbaio” leaders spouting the same old Posilse. A normal lactation for a the eye.” 
must be dumped, pronto. But ‘stuf? won’t work. Lead, follow. 
what, or whom, to throw,over- or get out of the way. 

dairy cow is 300 d”ys.. Many Cohen appeared at tbe FDA public hearing on 
cows in exmded 1wtati0”E are food and biotechnology in Weshingto”, Q.C. on No- 

board? mi!ldng wy over the 3OOd”y vanber 30. Glut follow4 a w&our session he hdd 
norm. Take away the Posilec, end these cows would earlier in Ihe month WitkFDA officials in Washing- 

Soletimc lnmulttk FDA bau ao Peslhw quickly become bamburgcr. Milk production would bXh CQhCtl G@ttS &St @IS m t&M wf&?ffBl 
:. 1‘bas’rsdmp&aohaidemddty’scwmltdi- drop. 72Of2W is 

katmazdm+dmttbe,lJ.SFoodandDr”gAdmi”- 
Pl-+43ahq umdoning FDA’s feil- 

we to yank approval for sale of Posilac, and requin 
. istmtion(FDA)immediatelybanfheselcanduscof 

“I’&&“-M-to’srowtitwwmti hor- 
The Milkweed estimates that prompt removal new $fety studies once Monsemo eba”ged the-mo- 

of Posilac would lower U.S. milk o”m”t bv 2-4% i leader stmcture of the svntbetic hormone. 

. ----. 
:’ . ~~Aa”rmtci8ivapetitiontbFDAde”m”dstha! toriserenot burdensome.B”t thereistoomuch farm 
i the es* hat sales of Posilac baause the !&eti- milk for cmre”t dffnand. 

i 
Cd&“&eered hormone molecule mark&d by 
M~iSDlFF!ZRENfflhW&CUkGTiWhiCh 
lmmm rmd animal safety tests wem conducted - 
teststhatledtoFDKsapprovaIoftJledmg.Lo& 
and~di~lhat~moleoelebein~msrketedshould 
kc %e exact same one on which preqqroval human 
a”d a”imal sefdy tests were conducted. 

Monsmm’shon”o”et”olaule”switchaoo”wao 
reve3kd in s July 1994 artidc in the jonmd Prorein 
Sciem, authored by fbnard Violand, a Monsanto 
tidi.st. Violend reported that an ““recog”izd eddi- 
timal amino acid sequence elran.ge.ocowed in the 
origbml production process of Monsanto’s reoombi- 
mtt bovinegmwtb hornrone. The “fre&” amino acid 
adwdlyr@earedatthwsitesonthehornrone’sse- 
qnemx, Violwd reported. 

Who’d benefit from banning Posilac? 
Dairy commodity end farm milk prices would 

rise,if FDA were to follow its r&s end immediately 
ban Posilec. Dairy al large would enjoy a better im- 
age among consumers. Posilac “se has created pub- 
lic skepticism &out milk’s safety. The present wve 
of anti-food biotech concerns will onlv worse” this 
negative perception of dairy products. 

Who’d be hurt? 

Why did not FDA reqtdre B &It round of new 
safbty ksts for the different hormone molecule? 

Violrmd’s revelation is “ot startliig “ews. The 
Mhveed has previously reported this feet. Bbt.cur- 
tat events make the switched rbCH molecule’s im- 
portance great. Those eve”@ include: global anti- 
biotech food fervor. dire farm milk prices, end lack of. 
other short-term solutions to restore farm milk prices. 
lfthedairyind~eouldinimediatelythrowoneitem 
offthe sinking ship to seve the industry, Posilsd is the 
best candidate. We must immediately eliminate the 
top couple percentqe points of milk production. 3 

Not only should FDA ban sale of Posilac immei 
dietely, pending” new round of legitimate human and : 
animal “safely” tests, but 31 existing invffnories ‘6f’ 
Posilae held by farnwrs should be cortiiscated. 

A singlb mnino-wid sequence ohenge in a pro- 
tein mokxde can be significant For example, humans 
soffcriag from Sickle Cell Anemia b&ve a single ge- 
n&c amino acid sequence change. 

By Law, FDA ought to revoke Monsanto’s li- 
ecll~c t0 sn POS~I~C ““tii.the men”facturer runs ” 
compldcncwgsmatofhmna”mdtimalr&ytes&. 
Such a dictete to Monsanto would eff’tiveiy kill 
Posilac. Mdnsanto, whose food biotechnology invest- 

Who wouldbe hurt ifFDA immediately banned 
Posilsc? Obviously, such B ban would hurt Monsanto. 
But that consideration is irrelevant to public safety. 
Besides Monsento&eady&somanyprobiemsthei 
one more wouldn’t matter. 

Dairy farmers currently “sing Posilec would suf- 
fer e disproportionately higb decline in milk produc- 
tion. Of course. dairy’s present course is leading to 
ruin. anyway. The possible ,financial problems for. 
Posilac users are a minor consideration, in view of the 
greeter public food safety tonsiderations. If some 
farmers lose mow+ because their cows’canitot milk 
efficiently unless they’re poked with a sy+“ge, then 
maybe those fanners should sue Monsanto. 

Ler&r, westerii ilairiestend to “se Posilac “iore 
than smell and medium&& familv dairies in tmdi- 
lional milk-producing regid& like the Northeast and 
Midwest. Data show that the “swplus” milk destiy- 
ing dairy prices is coming from western states where 
dairies z$z expimdinjwithoutheea lo s”$ply&“mnd. 

Tlms, bmningPosilac~o”ldinflicttheeco”omic 
pain on the sowces df the milk surplus problem. 

ti’oaert Cohen: Enemy 6i my ibetny? 
CrGlit Robert Cohen with uiveiling (he si&i- 

cance of Monsanto’s r&H “switcheroo.” Cohen, e 
New Jersey resident, is an ardent dairy critic. He be- 
lieves dairy products ere ill-advised for the adult diet. 
Cohenoriginallygotintothis6ajbyresearchi 
questionable human safety eonsidemtionsfor Posilac, 

,. .._._ .,_““. , . . . “.__ .~.. . . . - 

Posilsc sale& represe”~.d”iq+ besf sbort4er”l sohr- 
tiw for saving the souls on i&sinking ship. In this 
case, Cohen is the “enemy of &by fanners’ enemy” 
-Posilac... the.majorsourceoftmneededmilkDaiay 
farmers and organizations should vigorously support 
Robert Cohen’s petition. With pending major t&vi- 
sion cowmge of tie issue, it’s titter for dairy’s hue 
friends to be ahead oftbe curve 0” this volatile issue. 

Sadly, 8s 1999 is about to become 2000, many 
dairyfer”xxs e&tstmdqpIydem”edr&tilkpri~ 
ing little better rban did dairy f&en at the close of 
the previous centmy. Immediately banning Posilac 
sales should only be the beginning of a top-to-bottom 
reshucturing of knowledge, attitudes and prectices 
by groups alleging to represent U.S. deiry farmers. 

I urge you td contact FDA, your elected repre- 
senteiives, farm organizations, co”smxr and environ- 
mentd orgmizations. 

How to C&act FDA 
The Milkweed urges all concerned dairy 

farmem sad Pensomers te immediately contacl 
FDA to express their c”“eern about .Posilac’s 
safely, due to the fact that many of the human/ 
animal safety tests conducted for Posilac were 
done on hormones that contained amino-acid 
sequences structurally different from the prod- 
net Monsanto new markets. Concerned persons 
mny contact the FDA ab 

Lyle Jaffe, FDA Dockets Mgr. 
Re: Docket #99P-4613 
FDA 
5600 Fishers Lane 

. Rockville, MD 20852 

FAX: 301-827-6870 
E-mail: dockete@oc.fda.gov 

The Milkweed....D&ember 1999 - Tl _^_...__.__ _ __-_ _ _._ 
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*‘PosilaC).-Monsanto’s geneticaIiy-engixieered, 
Unrewgnized amino-acid sequence changes 

in Posilac were fit?5t a&&&+ed in a July 1994 ar- i 
honnone drug that boosts milk product.ion-is NUT t59 in Pro:ein Science by Bernard Violand, a 
the m molecule upon which human and animal . Monsanto researcher. Vio\and found that one amino- . . 

safety tests were conducted. acid was actually appear&g at three different sites 
For many years prior to U.S. Food and Drug among the hormone’s I91 amino acids. : 

Administration (FDA) approval of Monsanto’s drug, 
/ i. . Violand’s article appeared months after FDA 

unrecow changes occurred in the sequence of approved commercial sale of Posilac. Violand’s ar- 
19 1 amino-acids. A single amino-acid change can dra- title indicated that many of the’safety tests $onducted 
maticaUy alter how ahormonemolecule functions. With for Posilac in the 1980s and early 1990s were con- 
Posilac, at least ~ separate amino-acid sequence ducted before this stn~cturai problem was identified. 
changes occurred in a “significant portion of.. . rbST A private individual; Robert Cohen of OradelI, 
produced with E. Coii, ” Monsanto reported. New Jersey, has filed a leg& compIaint against FDA 

The Milkweed views this matter as an op- (a citizen’s petition) den&ding that the agency im- 
portunity for concerned dairy farmers and con- mediately halt Posilac. It list& a variety ofhuman health 
sumers to demand that FDA immediately ban &&ems for milk derived f&n Posilti injections. The ’ 
sale and .use of Posilac, pending a whole new docket number of Cohen’s petition is #99P-4613. 
rciund of h&an/animal safety testi. Suspending 
Posilac sales would immediately halt dairy’s sur- Concerned per&s should con- i 
plus milk .proble~boosting farm milk prices. 
And the public image of dairy products would be 

tact FDA t&rg@$spension of 
boosted, since many consumers are skeptical 6f Posilac sales. See,Page 1 I. I _’ 

. 


