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The National Health Network ("Network")

Submits th > s vest-nearing brief in sueport of its vosition that

Peoo-brovera vol be Loproved fer use 2s 5 roctrceptive

the United States. As the testimany presented at the

€ Nearing before the Pudiic Board cf Inguiry, written suo-

missions, and entire record clear y reveal, Compa ny
®to theerobn "has "fa

the safety of Depo-Provera.

1 ~"

A finding of safety must be -based on reliable
B sia+

sted, to support "Tts 'ic 8 safe

UpjGHh! "Gun fesearch, UNEeHshas"Eoewsed on

monkey ard beagleaog*Leebing > StranetyrsM4GeFES' that<Depo-:

Provera causes cageer .

Upiohi"attempts 'to avoid'the "re8olisy of the ronkey

study by arguing that the Gata suggescing.cancer are not

staristicaliv Siqhificant, However, 2s Dr. Shearer testified

ar
1

& he hearing is fundane flawed The

See Geo Gof) c& the Fede a? Prag ena © r

Tr the safety ot iS @h ian
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'ound in a small group of Sixteen monkeys stra
what, if a proper-sized test group was usea,
ive been statisticaliy sianjticant,

The results of the beagle dog Study likewise indicate
rcinogenicity. Upjohn has asserted five purported

for discounting the positive results of the study. However,
Nr. Shearer demonstrated at the hearing and in her written tes-
timony the invalidity or irrelevancy of each of these reasons.

As Dr. Shearer testifies, "however, this general statement is

difference that would be significant in assessing human risk of
mammary cancer would be the demonstration that progestogens do
not enter human breast cells and SO cannet the genetic
material in the nucleus, - Even BAYS"Te hot" fo.cthe cise
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tests to determine multiple or single cell oricin of

?

cd

referred ecu

nodule. Upjohn's claim that most dog mammary no@ules

hyperplasia rather than neoplesia should be supported

scch gata. a necessary prerequdsite for

neoplasia; therefore, this difference does 'not preclude

eaplasia in treated omens

Wext.. that the doq responds bizarrely

: 1 gouprogestogens - However, GRERLAE Retects;Serabetedalike

oe

in the list of bizarre effects is circular reasoning,

implying that this effect is not significant because at has noc

"pherefore,

See Testimony. of Ruth W. Shearer, ™.D. at 4, citing
1

anvary 13, 1983 at 97-98,

See Maugn, supra, cited in Testimony of suth W. Shearer,
"oO. at 4.

=ppounds, "Oncology 71237-242 (1960).See Schmerl ane} wads, "Carcinoge>.c °* 1 rosea
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cenesis. There is Anupport ok this

claim. The Gata indicate that these are two oF the effects of

in dogs but show no relationship other than the common

This claim is testable dy administration of growth

4ormone to dogs using carcinogenesis bioassay methodology, and

€ be

gestogens @iffer between dogs and humans. Although this state~

ment is true, it has no relevance to the extrapolation of

niv to the selection

of the maximum tolerated dose, for carcinogenicity testing and

for comparing that. dose to the human dose in quantitating the

cancer risk.
ts rebuttal testi

arguments regarding

the animal test rest.

the beagle or monkey studies. Because

vthese animal

After attempting to aisceunt
jradeauate or

Jannary
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Lpadequate Length of exposure, - and loss foltaw<

impertantly, ag Dr. Shearer testified, a soca
epidemiological study requires that women given Depo-Provera be

number of total women-years or total women-months obviously
cannot replace the twenty years per woman follow-up required to
assess the safety of the drug.

users far even close to the required twenty-year period. None,
therefore; is sufficient to prove the safety: of the drug.
Perhaps Upjohn realized this when "it recently designed a pro-
tocol fora more adequate human study (which shouid have been
done many years ago). Nas it
Clones the validity of the beagle doa study far backas thr
RQGD*Bejat that time, BAA LAsSSETEERt Ss be PSE hd

has beef used for almost two

B/ See Testimony of Gary A. M.PLE. ac b-3;Transerint
a/ See Traenceriat of Janvary 123, %41% = ib
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when Upjohn has failed to conduct
ted were necessary. It would be unfortunat

were to accept thet line of

Nor should the Board permit Upjohn to Feiv on enec-
Gotal Gata, such as the fact that physicians and other health
care personnel have not notified Upjohn of cancer or other
risks. Anecdotal testimony is not probative evidence in a
Public Board of Inquiry proceeding and certainly cannot prove

Depo-Provera, like Provera and other. progestins, Bayawen:"Shay.
aferU8. Or. Done's written

testimony, which is Supported by the testimony of Drs. Goldman
ang Rhodes, shows that the humber of positive studies linking

In addition to these cancer and teratogenic effects,
it should be noted that other Sienificant detrimental Side

Ne 1983); Adder



Yet data +WOMEN

likelihoog oF

consent,"
nO reliableevidence to Ove the Safety of Depo-Provera, The humanStudies conducted to date are holly inadequate for the reasonsescribed by the experts. Further, Upjohn's own aniMal studiesNtrary of Proving saat Depo-Provera Causes cancer.

- quite to the co
th fety -- Strongly Suqgest

Along with this evidenceShowing lack of Safety,

women who have access to Other ade
contraceptives, quate,

Outweigh its benefits, Accordingly, the Network Urges the
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