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EXHIBIT A

St. John's Regional Health Center
MEMORANDUNM

To: IRC Mombers

frem: Sr. Kathryn Slaughter, Tom Tally, end Tobias Meeker (reporting)

Date: 9/28/92
Bubj: Mentor Adjunet Study of silicone gel Dreast implants
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Our subcommittoe had & number of concerns anout the design of :Mg study

and the consent form: The protocel] did
" in any familiar sense o t torm. a) ‘lhere 18 no ac-
crual goal. The study is simply opon for five years to any women who
quality., Participants are t0 De foilowed for five vears. B) There are
few exclusion criteria. 1In addition to the standard exclusions fer any
type of bDreast implant, women would be excluded if they merely desired
augmentation, ar I1f they had & aqualifyving condition AEA saline implants
weré deemed 'medically unsuitadle” Dy the surgeon. ¢) Inclusion crite~
ria are very subjertive and general.
m_xrg.g__mxsmm.sm we believed should De reveslsd. In one section
ve Tound an outright error (whan compared to information given in the
protocol itself).

Tobiae Mesker calied Dr. Grant Bagley of the FDA (301-443-5470), One of
the deaignere of the study, and Joves Nanny of Nentor [(800-258-3494).

g‘u study coordinator. Here is a brief report of his conversations with
oM

. Dagley said that ho partigipeted in the “ronceptual davalnpmant™ of

Dr-
the Mentor protocol. The FDA and Mentor worked togsther to devise the
study and the consent form., DOr. Bagley represented “the clinics! pnint

of view” for the FDA team,

Ho maid that this protecel is like nothing we've seen defore dDecauss of
Lle Uistery of these devices. When the PDA requirementse went into af-

foct in 19768, requiring PMAs (pre-nuarket arprovals) for medical devices,
Lrwast iaplants were grandfathered in, That means they wers “_ugmmg
gu: ;oguéz marketsd.” By law, this would de the status of such grand-
P;ﬂ.L 137 svices unless oy until the FDA would have raason to renuire a

Following the media furor last year adout side effects saong women who
nad received silicons Jlmplants, s Noticnal Advisory Commisoion (NAC) wae

formed to rsview the status of silicone braast implants. .

The NAC. recoge
manded th A-ahey be zequired fez -?rkoum o!t-ni:::o
gel~ * oast implent¥, NAC algo etiteg that 88 _dsvice
shouie contin svgila o N gnusual siroum- *
stances would have medics m1 or thes. h:: ond, the coomis-
nited core at 4 de

sion recommended That thare e

led and ag adiyhioe -
syaifanls (exnce Rov DR L TR I I e
— y far s rraditional .
" g8 ad_t srve this latter mr“igf“&?’g;l‘?

612rL0dSY




L s >
e, AL7TERS B B iUy ey

gaid of this protaocol: * . Sdmintgtrs g - 3 _gontin -

make th ey Wi " Lable teo the T h_need that tha
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It is for these reasons that there arg no sccrusl goale/limits and that
more stringent criteria a&rs not given for the "medical indications” that
L’ Justify inelusion in the study. Ur. Bagley said Lhet the FDA accepes
that judgements of medical need will be very subjective, arrived at by a
physician and patient in the context of an informed consent process.

H Or. Bagley zaid that he, permconally. 4oes not undsrstand wiiy "nmediceally*”
the seline implent would not be an implant option in gsome cases. Yet,
he sasid, at the hearings of the Nationsl Advisory Coamission “i\ was
aurcansiully argued that such medical indications exist -~ and this as~
sertion was not succeasfully challenged;* hence the NAC's reccmmsnde~

tiens.

Dr. Bagley said that local hospitals ¢could use their own peer revievw and
other policies tc sot medical criteria standards for these caeas, dut
theso measurss wauld has outside the protosol.

- Jeyee Denny, ummrumx_mmr at Menter. said that the consent
%fom had besn “negotiatad®

changed. Nor may ¢ transferred to the letterhead of any institution
== the form mugt De used as pravided by Nentor. ! told her that ws had
concerns about the form., She said that she has received many calls from
other IRCe oxpreseing concerns. 1f aa institution wighes it may dsvize
%:{' addendym on its own lettsrhead that the patient signs in addition to

v Menter form.

1 told Lier that we were not only concerned +hat the patient be given
mors information than aypearesd in the Mentor form, dut that the present
Torm cotilaine a disorepaney with informstion givan in the protocel.
Section B.2.c, paragraph 2 of the consent form, last sentence says,

"While no guarantesd mothod 20 detect Dresksgs now
exists williout surgically opening the pocket con-
taining the implant, mammogrephy, ultrasound and
physical examinallon u

2is" (emphasis added).

on page 1 of the protocel it g stated:

"No reliable method te detest rupture or leaksge ASPU34220
now exista, alllivugh mammegraphy, ultrascund and : .=
phyeical examination may De helpful in diagnosing

rupture” lemphaslw adced).

Our subcoamittee believes Llivrw is & great difforsnce between a diagnon=
tie work~up deing effective "usuelly” and it being unreliable and merely
vnalpful.” 'We ZJigNt have TS send vut en amendment on that.“ Ms Denny

s8id.

Our subcommittee sees three reascnadle courses of action: 1) refuse the
nrmtacol and consent form. <) accspt them willi an addendum to the ocon~
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while we spéak with ether centers around the country of our concerns.

Arguments for refusing this protecol: a) The safety of these devices is
unproven aid has been called into gquestion. b) The design of this pro-
tocol lacks riger. This makes thegs devicss widsly availadle on the ons

l Rand ang, on the olhier hand, c8lle into question tha validity cof data
that will be collected. ») Af the publié Decomes aware of this “study”
and how 31t aiffers from (reditional clinicel triale. many wiil share the
subconmittee's concerns that the very subjective dstermination of
‘medical need” opens the door fur csenflict of interest Dy resesrchars
and that 3t ig {rresponsible to widely disseminate thess untested de~
vices. St. John's wil] appear irrewponsible if it3 IRC revisws and ape

proves this protodol.

Argumants for accerting the protocol and amending the consent: a) The
harmfulnesy of these deviceg is unproven. ) The FOA heg been inti-
mately involved in the design of this protocol and the wording of its
consent. We should trust that sdeguate conslisration has bBeen given of
potential for risk versus potential for denefit. ¢} Physicians on staff
whe are convinced of the safety of these dsvices will de elienated if
ft. John's refuses to accept an FOA-approved (and designed!) study,

Argumante for tabling this protocol while conferring with other centers:
&) It would strengthen the IRC's position if we san demonstratie that

other ceant.ers shars our concorns and will also act to refuse the proto~
col. b} It may be possidle £0 generate a signiticant response tu Montor

ang the FDA to cause them to reconsider offering this protocol. ¢)
Widespread consultation may cause us ¢0 modify our assesgment.

taeswe ‘
Addandum: OQur IRC met 5/25. One of the surgeons who hopées to do these
procedureo met with us. Tha discussion was lively. The surgeon gave
his understanding that this protocol was designed "“to give the iliusion
of a study” co that these devices ¢ould remain of the markst. In sudbse-~
quent closed session the IRC tock the following action:t We unanimously
syreed that thio protocol does not meel criteria that we normally expect
of a clinical study. Ve are going to table ths requsst for (ts approval
wiile we continue to mpeak with othar TRCs and groups around the coun~
try. In the meanvhile, we are instructing the surgeons who have been
vrerating under "Urgent Need® to rmontinue to do so.

Our IRC sess no role for iteself in thia "gtudv.” We feel that we are
being asked to rubber-stamp 3 political solution to this hizhly po-
liticisud lssue. This “study” will recklamaly put many women at risk.
Asking IRCs to Delavs {n thig manner violates their mandate and calls
100 quuzlion their intogrity. It apesarm to ux that the FDA has lost
ite ¢cbjectivity. We hope this whele approach will de reconsidered.
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