
February 7, 1999 

The FDA 
5600 Fishers Lane 
Rockville, MD 20857 

Dear Sirs: 

We are writing regar-ding Monsanto's application to the FDA 
to allow the use of rBGH. 

The FDA's handling of this application demands 
investigating. There should be a recall of rBGH treatments until 
the FDA conducts a new and THOROUGH review of the drug. It is 
ludicrous to suggest that citizens of the US should continue to 
consume foods which contain rBGH UNTIL the drug is proven 
dangerous. Surely the prudent and logical thing to do is to STOP 
consuming any foods containing this drug until it is proven 
either safe or unsafe. 

It is significant that no other country except the US has 
approved rBGH. Does this company have such a stranglehold on our 
government that it is willing to jeopardize the health of 
Americans??! 

$d /&F&a &7dm @lq. 
Susan and Hubert van Asch van Wyck 
35 West Morris Road 
Washington, CT 06794 
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‘. CAN.4nA~-‘In’1993,’ the US Food and Drug 

w y Administration had to decide whether to 
2‘ u;,,, permit farmers to inject Monsanto’s recom- 
“Y . binant bovine growth hormone (rBGH) into 
$?: .’ dairycows to artificially increase milk pro- 
?;, 
$i:- 

duction. In’-1990, ‘the -FDA’ had ruled that 

f:; 
rBGH was, “safe for human’consumption.” 

iY,, 
: Today, nearly everyone in US is affected 

by the FDA’s ‘decisional most of us are con- 
suming rBGH-treatedinilk, “cheese, yogurt, 

tm and w-z- le wnt 
baked goods- 

&idbxhd’s Ei;vi- 
? ronment and Heaih Weekly [PO Box 5036, 
B B : . Annapolis, MD 21403,’ fax (41p) 263-89441 
:; “No other country besides the US has ap- 
” proved rBGH for use within its borders, 
. though Monsanto has sought approval in 
{ Australia, New Zealand, the European Union 
~, andCanada.” * 

; In its attempt to force its way into Canada’s 

i- 
markets, Monsanto set off a chain,of events 

2 ’ that has called into question the validity of 
‘, i.. the company’s science and.the credibility of 
. . the FDA. +i .nr:+* , ; 
Li ‘, ; The fuse was lit when Canadian govem- 
:., ment scientists were called in to review the 
%i science.,~e~~rMons~to’s rBGH research. 
,+?: ; lbey found-that up’ to 30 percent of lab rats 
i” fed rBGH for 90 days absorbed the geneti- 

cally’engineered material into their blood, 
where ‘it caused ‘an antibody reaction. The 

::- researchers also ‘found cysts on the thyroid 
$ glands of male rats given rBGH. 

1‘: $;The’Canadian researchers also noted el- 
evated levels of IGF-I (an insulin-like growth 
factor) .i.n, the ,milk of’ rBGH-injected cows. 

iv, Because IGF-I ‘is shared by both cows and + -“..h~~~ns”Tt~~,“~~~~ri5hk-~cautioned that 

.: “many note&al heal&oncerns’remain un: 

Canadian government ‘scientists con- 
+ eluded that “both procedural&d data’gaps .:. *’ . ‘ ,. . “~*cv+jl “>$.; 
p,c.,.’ _ were a found which fail ‘$‘properly address 

CK;’ ::: the human safety requirements:‘ofIthis,c~~ 
‘. : under the [Canadian] Food ‘and ,Dtigs ‘AC; 

3.. : ,_ : 

‘he, US,, FDA’s rules, require”’ that a@g 
1. * &$@slpyn to be safe for use in ar@atii 

::I ,b~t$-$$-radiari r&archers found numerr a 
ous’studies mdicat@g that’rBGH had caused’ 

;ffects in cows, including birth de- 
::fectsf! reproductive ‘disorders, higher inci- 

;“.’ de&e%f~mastitis:~which may have had an 
imnact on human health.“’ ‘.! ., : 

Iow, the Canadians wondered, could the 
‘. ” -US’ FDA have concluded that there were 

“no!?. ‘clinical~findings”~in~Monsanto’s origi- 
i&l’studv &ith rats and rBGH? 
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Fake Science? ’ 
studies to ascertain human safety” and ad- 
dress the potential risks of “sterilitv. infertil- 
ity, birth defects, cancer and immunological 
derangements.” 

Monsanto’s application has been pending 
in Canad: since 1990 and the corporation is 
impatient to proceed. According to 
Montague, Monsanto’s application “has re- 
portedv created political pressures on gov- 
ernment scientists there to sidestep normal 
safety protocols.” 

Scheid at the FDA’s Center for Veterinary 
Medicine. The FDA never examined the raw 
data, Scheid told the Associated Press. “We 
do not have the data from that study.” The 
FDA, Scheid stated, had relied entirely on.a 
summary of the study provided by Monsanto. 

In its 1990 ruling, the FDA stated that it 
“requires the pharmaceutical companies to 
submit all studies they conducted [and]. 
all the raw data from all safety studies that 
will form the basis of the approval of the 
product.. . .” For some reason, the FDA failed 
to follow its own stated policy. 

In its 1990 finding, the FDA declared that 
“if the initial toxicity study demonstrates that 

The FDA took Monsanto’s word that 
rBGH was safe for US dairies. 

Canadian scienlisis think otherwise. 

]rBGHl . . is indeed orally active, additional 
testing may be required.” If the FDA had 
actually reviewed Monsanto’s raw data they 
would have seen that the product was in 
fact, orally active. 

The Canadian researchers insist that their 
findings require that “long-term toxicology 

The Canadian report also noted that 
“Monsanto pursued aggressive marketing tac- 
tics, compensated farmers whose veterinary 
bills escalated due to increased side effects 
assoated with the use of [rBGH] , and cov- 
ered up n?gative trial results. All four US 
manufacturers [Monsanto, Eli Lilly, Cyana- 
mid and Elanco] refused to disclose the lists 
of their research grants to US universities.” 
(A list of research grants could have uncov- 
ered further animal testing studies.) 

Before they were silenced, the scientists 
told the Toronto Star that Health Canada 
(Canada’s equivalent of the FDA) appeared 
“more concerned about pleasing the compa- 
nies that submit the drug applications and 
are paying for their approval than! they are 
about protecting health.” 

When Canadian lawmakers demanded to 
see copies of the Monsanto study containing 
the alarming side-effects of rBGH, Health 
Canada officials turned it over, but the criti- 
cal information had all been blocked out. 

In the US, Consumer’s Union is calling for 
a congressional investigation into the FDA’s 
1993 decision to approve rBGH. Meanwhile, 
in Canada, the scientists who authored the 
report exposing rBGH’s risks have testified 
that they have been threatened and were 
told to alter the content of their report. (The 
scientists have been instructed not to speak 
to the press, but their uncensored report is 
posted on the Internet at www.nfu.ca/nfu/ 
Gapreporthtml.) 

Attempts by Earth IslandJoumaI contribu- 
tor Robert Cohen [Milk, the Deadly Poison] to 
obtain Monsanto’s rat studies under the Free- 
dom of Information Act have proven futile. 
FDA lawyers argue that releasing the study 
“would cause substantial competitive and 
financial harm to [Monsanto] .” Montague, 
however, believes that the reason the FDA 
has resisted handing over the report is be- 
cause the FDA “never possessed a complete 
copy of the study.” - GS 
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The FDA 
5600 Fishers Lane 
Rockville, MD 20857 


