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Submits this post
Deco-provera shouid
LEed

the Public Board c¢f

missions, and entire record clearly reveal, e Upiohn Company

("Upjohn®) vhas faited “to téct the statutory bevdén ef provimg

e
ety of DepofProvera.*/

A finding of safety must be ‘based on reliabl
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‘cientific evidence. 8pj ‘has’
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_§CW5y.:Q.suppost”i%éﬁﬁ!légationsﬁtbatgpgpc;??ae@ragis;a-safef
s@érug. sRather, UPpJEHnY s oun research, MnTeHihas focused on
monkey and bedgle d6g testing; Stronciisiggedts thatiDepo~
Provera causes ¢aficer.
ppichf a¥tempts to avoid the T #861Y50f the ronkev
by arguing that the @ata”suggestingicancer are not
{1y SigniFficant. However, z2s Dr. Shearer testified
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Wis analysis 'is fundanentally flawed. The




cound in a8 small GEOUD IOTF N monkeys strongls
t, if a proper-sized test group was used, the
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ive been statisricn11y_ciqnificant.
The résults of thé beagle dog study likewise indicate
rarcipogenicitv. Upﬁohn has ossertod five purported reasens
or discountlng the p051t1ve results of the study. However,
Dr. Shearer demonstrated at the hearing and in her written tes-

timony the invalidity or irrelevancy of each of these reasons.

this general statement is
true of any two dlfferpnt specxes and g drray
difference that would be 51gnificant in assessing human risk of
mammary cancer would be the demonstration that progestogens do
not enter human breast cells and so cannot contact the genetic

material in the nucleus. ' Even: §$¥

sfueancer

2/ See Testimony
“augh, "Chemical ?aro'
MgJLation," Science

A S5¢e Testimonv of Ruth W, Shearer,

Jenuscy 13; 16883 4 o
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’PQOlaSla 1n t:eated women.
gf &ext, “gpjohn £i18fms that t.he doq responds. bizarrely

ﬁa‘proqebtbgens. However,fingj?““

The inclusion of malxgﬁant mammary

gi-mammary neaplasza.

in the list of bxzarre effects 1s c1rcular reasoning,

*' smAar e

1mo1v1ng that this effect is not 51gn1f1cant because 1t has noc

ﬁwiaely *accepﬁe&‘,ﬁhat

o : S AL O N S T R R R 3 / S
‘fbt A the same. ST gan in éifferéntrspé01es;g Therefore,

¥

See Testimony of Ruth W. Shearer, M.D.
nblum, i ol American

Carcinogenesis as a Biological Pr”
jer Publishing Co., New: York, pPp. 276- 2137 anscript of
ry 13, 1983 at 97-98,

See Maugn, cited in Testimony

at 4,

i See Schmaihl =znd Hab "carcinogern:ic
‘~rpounds, "Oncoloay 3 :237-242 (19801.




genesis.
claim. The data indicate that these are two
...PA in dogs but show no relationship other than iﬁe common
i-ase.  This claim iz tpstabie oY %mini tration of growth
wormone toO dogs using carcinogenesis bioassay methodology, and
Wiy ¥cusa-fg - DMPRCAFCIROGENES isoshoulfintt be acce ated s
ke ; , ,
_sbtboutssuehi@ata -
o fg@%fn,%%%ﬁffe&gthaé potencies of pro-
gestogens differ between dogs and humans,’ Although this state-
ment is true, it has no relevance to the extrapolation of
carcinogeuic»potcntialg i Ty ?ﬁly to the selection

of the maximum tolerated dose for carcinogenicity testing and

for ‘comparing that dose to the human dose in guantitating the

cancer risk. ; e

j&puted any of Dr. Shearer's refutations of
arguments regarding the beagle or monkey studies. Because
ook i EDstand; SELETDY:

inadeguate Or
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Mo
epidemiological study requires that women given Depo-Provera he
foilowed twenty years to détermine if cancer develops.g/ The
numger of total women-years or total women-months obviously

annot re_lacé the twenty vears per wo&an follow-up required to
assess the safety of the drug. :

Qifﬁbﬁﬁﬁﬁﬁﬁﬁbéﬁfdﬁéfé“hasfi@ébqued~fofﬁa1most~
l;ét:&é‘?s; no st usy QXiSttha tfuih}ia Al avutyuaie number
users for éven‘close to the required twenty-vear period.
therefore, is sufficient to prove the'safety of the drug.
Perhaps Upjohn realized this when -it recently designed a pro-

tocol for a more adequate human study (which should have been

dcne many years ago). ﬁﬁﬁﬁﬁﬁ?ﬁan;ekngipﬁgedﬁthat;itrQues#F

fiat that time, EHESCORBANV TR iaSEed Tte halinr snd:
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Upjohn to benefit from its own negligence.
Nor should the Board permit tUpjohn to f81Y o0 _nec-
data, such as the fact that physicians ang other hezlth

care personnel have not notified Upjohn of cancer or cther

risks. Anecdotal testimony is not probative evidence in a
, : : —_— o
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Public Board of Inquiry proceedin
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safety.
P el

medical risk arising
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Depo-Provera, like Provera and other progestins, Bds Béen shown

Have deleteripiisieffectson a fetud. pr. Done's written
"+ which is supported by the testimony of Drs. Goldman

and Rhodes, shows that the number of positive studies linking

0/

- : 1
Drogestins with teratogenic effects jc overwhelming.

In addition to these cancer and teratogenic effects

7

it should be noted that other significant detrimental side
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PIOvVe the safety of Depo-Provergs,

The human
Studies conducted to date are wholly inadequate for the
‘€scribed by the experts Further, Upjohn's own animal
- Quite to the Contrary of Proving safety -

= Strongly s
Depo-Provera Cauvses can

that cer.

showing 1lack of safety,

€-saving anAd w3

thy women who have access to other age

Contraceptives,

the Netw

ork believes that the risks of Depo-Provera Strongly
Outweigh itsg benefitsg, Accordingly, the Network urges the
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