Robert Cohen
560 Oradell Avenue
Oradell, NJ 07649 B
201-599-032% ( U0 -7 DL
201-599-0338 (fax)

December 15, 1999

Dr. Andrew Beaulieu

Center for Veterinary Medicine
HFV-2

7500 Standish PI1.

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 please find a photocopy of Pete Hardin’s newsletter editorial.

Very truly yours,

Robert Cohen

Enclosures
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Straight Talk

P

by Pete Hardin

The Hardin Plan — Part 1: Halt Posnac Use

ImagmeUS dmryfatmmasp,assengcxsm
ship that has struck a rock and is sinking fast in stomxy
seas. Milk supplies and imp are ding com:

jal dairy product d “Cheddarcheeseand
milk powder prices are at support price levels, Butter
could follow soon. Starting in January, many dairy
farmers face net farm milk checks in the $9.50-$10.50
per cwt. range. [fthey | lastvexy long, tlmem:lk pncs
will kill many prod ly and s

Huge losses are piling up fast for ma.ny market—
ers—especially operating dairy cooperatlves With
commodity prices in the pitsand

Immediate impaclx less milk, h\gher prices
-, .- IFFDA yanked Posﬂac, the impact.on mitk pro-
duction would be immediately negative. Prices of dairy
products and farm milk: would soon start clunbmg
Here’s why: i
. * Probably 20-25% ofall US. dau'y fams use
Posilac, normally on half or less of their lactating cows.
Various reports indicate a 6-8 pound daily’ gain in
treated cows’ milk production.

so little demand for raw milk, .

. * margins and i v
losses are huge. Hundreds of
millions of dollars in cheese
and butter inventory values..§: "

Lead, Follow ... or] ™"
Get Out of the Way

- Everyone whose living

That's a lot of extra milk.

Posilac creates a
metabolic dependency, Thus,
many dairy cattle accustomed to
to the drug would “crash” for the

have been lost just by Midwest ~ | comes from dairy farmers had remainder of their lactations, fos-

marketers in the second half of. | betterwork to help find reasoned |  ing significant milk output.

1999, solutions to dairy’s price disaster * A minor, but signifi-
Dairy farmers on this sink- . or eise. cant, percentage of U.S. dairy

ing ship face tough choices. To Friends, dairy is in crisis. cows are in extended lactations

try to save the ship, immediate - | We must use our brains and because of high milk and re-

action is needed to lighten the | wisdom to get out of this farm placement heifer prices, and low

load. A couple percentage points
of excess farm milk production
must be dumped, pronto. But
what, or whom, to throw over-

mitk price-mess. The same old
leaders spouting the same old

or get out of the way.

L.SMT won't work. Lead, foflow,

grain and beef prices ... and
Posilac. A normal lactation for a

dairy cow is 300 days. M

cows in extended lactations are

board?

Solution: Immediate FDA ban on Posilac
There’s a simple sohution to dairy’s current di-
lemna.dmddntﬂnUS.FoodndDmgAdmm
istration (FDA) immediately ban the sale and use of
“Posilac™—Monsanto’s recombinant cow growth bor-

mone that boosts milk p ion in injected cows.

milking way over the 300-day
nonn Take away the Powac, and these cows would
1 rger. Mitk prods would

quickly

dmp,
The Milkweed that p i

of Pos:lac would lower U.S. milk outpux by 2-4% —

-How could that action be pulled oﬁ‘ quickly?
=, A curreat citizen petition to FDA demands that
the agency halt sales of Posilac because the geneh
cally-engineered hormone molecule marketed by
Monsanto is DIFFERENT from the molecule on which
human and animal safety tests were conducted —
tests that fed to FDA’s approval of the drug. Logic

" and law dictate that the molecule being marketed should

be the exact same one on which pre-approval human
and ammal safely tests were conducted

T >

was
revealed ina July 1994 amcle in the journal Protein
hored by B ioland, a Monsanto

t. Violend d that an d addi-

uom! ammo acxd sequence change.occurred in the
of Mi ’s recombi-

nant bovme growth hormonc The “freak™ amine acid

-

" and boost farm

gh 1 1estore faygraglp supply/demand balances
milk prices, Dairy commodity inven-
tories are not burdensome. But there is too much farm
milk for cwrrent demand.

‘Who’d benefit from banning Posilac?

Dairy commodity and farm milk prices would
rise,if FDA were to follow its rules and immediately
ban Posilac. Dairy at large would enjoy a better im-

: 'rqents are causmgma‘ any. g&gn; .
ave the funds for scv:%&‘f Posilac ety tests.

The staff hams lt up ata full
dross review. Louis Hardin
{_lditonal trainee), edjtor Pele
ardin~and  EmmaLeatiHardin -
(receptionist) are-all smiles.

and extended his concerns to all dairy products. Cohen
is about one month into a hunger strike, demanding
that FDA i diately yank approval for M 's
drug. He vows to maintain the hunger strike until FDA
bans sale of Posilac ... or until Cohen “looks death in

the eye.” . .
Cohen appeared at the FDA public hearing on .
food and biotechnology in Washi D.C.on No-

vember 30. That followed a two-hour session he held
eatlier in the month with FDA officials in Washing-
ton. Coben reports that the ABC television program
“20/20” is preparing & show questioning FDA’s fail-
ure to yank approval for sale of Posilac, and require
new safety studies once Monsanto changed the mo-
lecular structure of the synthetic hormone.

tronically, the citizen’s petition Colien filed with

o+ the FDA, which dérnands the agSHEy insinediately halt

Posilac sales, represents dairy’s best short-term solu-
tion for saving the souls on its sinking ship. In this
case, Cohen is the “enemy of daity farmers’ enemy™

© —Posilac ... themajor source of unneeded milk. Dairy

age among consumers. Posilac use has created pub- .

lic skepticism about milk’s safety. The present wave
of anti-food biotech concerns will only worsen this
negative perception of dairy products.

‘Who’d be hurt?
Who would be hurt if FDA immediately banned
Posilac? Obviously, such a ban would hurt Monsanto.
But that consideration is irrelevant to public safety.

actually appeared at three sites on the h ’s se-
quence, Violand reported.

Why did not FDA require a full round of new
safety tests for the different hormone molecule? -

Violand’s revelation is not startling news, The
Mllkweed has previously reported this fact, But cur-
rent events make the switched rbGH molecule’s im-
portance great. Those events include: global anti-

biotech food fervor, dire farm milk prices, and tack of -

other short-term solutions to restore farm milk prices.
If'the dairy industry could immediately throw one item
off the sinking ship to save the mdustry, Posilac is the -
best candidate. We must i di timi the .
top couple percentage points of mitk production. -

Not only should FDA ban sale of Posilac imme-
diately, pending a new round of legitimate human and :
animal “safety” tests, but all existing inventories of *
Posilac held by farmers should be confiscated.

A single amino-acid sequence change in a pro-
tein molecule can be significant. For example, humans
snﬂ‘uing from Sickle Cell Anemia have a single ge—
netic amino acid sequence change.

By law, FDA onght to revoke Monsanto’s 11-
cense to sell Posilac until-the manufacturer runs a
complete new gamut of humen and animal safety tests.
Such a dictate to Monsanto would effectively kill
Posilac. Mo >, whose food biotechnology invest~

Besides, M already hias so many problems that
one more wouldn’t matter.

Dairy farmers currently using Posilac would suf-
fer a disproportionately high decline in milk produc-
tion. Of course, dairy’s present course is leading to
ruin, anyway. The possible fi ial probt for.
Posilac users are a minor consideration, in view of the
greater public food safety considerations. If some
farmers lose money because their cows_cannot milk
efficiently unless they’re poked with 2 syringe, (hen
maybe those farmers should sue Monsanto. ;

Larger, westerti dairies tend to use Posilac miore
than small and medium-siz¢d family daires-in tradi-
tional milk-producing regions like the Northgast and
Midwest. Data show that the “surplus” milk destroy-
ing dairy prices is coming from western states where
dairies are expanding without heed to supply/demand.

Thus, banning Posilac would inflict the econoinic
pain on the sources 6f the milk surplus problem. -

Robert Cohen: Enemy of my enemy?

Credit Robert Cohen with unveiling the signifi-
cance of M »’s rbGH “switcheroo,” Cohen, a
New Jersey resident, is an ardent dairy critic. He be-
lieves dairy products are ill-advised for the adult diet.
Cohen otiginally got into this fray by researching FDA’s
questionable human safety considerations for Posilac,

farmers and organizations should vigorously support
Robert Cohen’s petition. With pending major televi-
sion coverage of the issue, it’s bétter for dairy’s true
friends to be ahead of the curve on this volatile issue.

Sadly, as 1999 is about to become 2000, many
dairy farmers understand supply-demand and milk pric-
ing little better than did dairy farmers at the close of
the previous century. Immediately banning Posilac -
sales should only be the beginning of a top-to-bottom
restructuring of knowledge, attitudes and practices
by groups alleging to represent U.S. dairy farmers.

1 urge you to contact FDA, your elected repre-
sentatives, farm organizations, corsumer and environ-
memel organizations.

How to Contact FDA

The Milkweed urges all concerned dairy
farmers and s to i tiately confact
FDA to express their concern about Posilac’s
safety, due to the fact that many of the human/
animal safety- tests conducted.for Posilac were
done on hermones that contained amino-acid
sequences structurally different from the prod-
uct Monsanto now markets. Concerned persons
may contact the FDA a¢:

. Lyle Jaffe, FDA Dockets Magr.
Re: Docket #99P-4613
FDA - :
5600 Fishers Lane
Rockville, MD 20852

FAX: 301-827-6870
E-mail: dockets@oc.fda.gov
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‘Freak’ Ammo ACId Ralses PosnlacSafety Doubtsw'

by Pete Hardm

: “Posxlac "—Monsanto’s genetxcally-engmeered,
hormone drug that boosts milk production—is NOT

the exact molecule upon which human and animal |

safety tests were conducted.

For many years prior to U.S. Food and Drug:

Administration (FDA) approval of Monsanto’s drug,
unrecognized changes occurred in the sequence of
191 amino-acids. A single amino-acid change can dra-
matically alter how a hormone molecule functions. With
Posilac, at least three separate amino-acid sequence
changes occurred in a “significant portion of ... tbST
produced with £. Coli, ” Monsanto reported.

- The Milkweed views this matter as an op-
portunity for concerned dairy farmers and con-
sumers to demand that FDA immediately ban

sale and ‘use of Posilac, pending a whole new
round of hunian/animal safety tests. Suspending

Posilac sales would immediately halt dairy’s sur-
plus milk problem—boosting farm milk prices.
And the public image of dairy products would be
boosted, since many consumers are skeptical of

‘ Posllac-mduced dairy roducts,

Unrecognized ammo-acxd sequencc changes
in Posilac were first ackn‘&wkdged in a July 1994 ar-
ticle in Protein Science by Bernard Violand, a
Monsanto researcher. Voﬁand found that one amino- |
acid was actually appearmg at three different sites

among the hormone’s 191 amino acids.

Violand’s article appeared months after FDA
approved commercial sale of Posilac. Violand’s ar-
ticle indicated that many of the safety tests conducted
for Posilac in the 1980s and early 1990s were con-
ducted before this structural problem was identified.

Aprivate mdmdual, Robert Cohen of Oradell,
New Jersey, has filed a lega] complaint against FDA
(a citizen’s petition) demanding that the agency im-
mediately halt Posilac. It lls& avariety of human health
concerns for milk derived from Posilac injections. The
docket number of Cohen’s petmon is #99P-4613.

Concerned persons should con-

tact FDA to urge suspension of

Posilac sales. See Page 11.




