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1.0 SUMMARY

o The Essure Micro-insert passes the corrosion suseeptibility bench test.

s 54 Bssure Micro-inserts were tested for up to six months in a worst-case
bench environment,

 The daly leaching rate of nicke] and tin jons released are at least 2000
times less than everyday intake of food and water and eﬁposwe to
environment,

. Thé daily leaching rate of chromium is below the detection limit.

s The Bssure Micro-insert maintained mechanjcal integrity during the six

months of exposure to a corrosive saline snvironment.

20 PURPOSE
The purpose of the corxosion bench test was to measure the levels of potentially
harmfu] metal ions xeleased, and assess loss of mechanival integrity and overall
corrosion damage to Essure Micro-inserts over a six-morith period in a worst case,

corrosive bench-top environment.

3.0 SCOPE
3,1 This report covers all six months of the corrosion bench test, The first
revision of this report was an interim report covering only the first three
months of data,
32  Thetest arficies were Essure Micro-insests, intemally known as Device
Subassemblies, EOG48-02,

40 REFERENCE DOCUMENTS

41 B0648-02 Device Subassembly
[H
42  YP-0191PV,Revl Protocol corresponding to this validation e
43  VP0I91.PV, A0Y Addendum to protocol g;qq
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5.6  Attachment 1

57  Attachment?2

60 BACKGROUND
No standard axists for corrosion testing of medical devices intended for

NDICES,

3 month interim report corresponding to this
validation

Corrosion Properties of the Essure Implant:
X-Ray Bxamination Evaluation

Validation Policy

Verification Bench Testing

Summary Report of Essurs Micro-insert
Corrosion Evaluation

Product Validation Protocol:
Biocompatibility Testing of the Essure
System

Product Validation Report: Biocompatibility
Testing of the Essure System

Table of Cumulative Leaching Rates
Table of Dismuptive Leaching Rates

Build records for test samples
Documentation of procecre (copies of lab
notsbook pages)

Leaching analysis data sheets,
VP-019LPV,Revl (copy)

VP-0121.PV A0 (copy)

implantation in the fallopian tubss, Therefore, this study was designed for the G cw@

specific requirements of the Bssure Micre-insert, The rasults of this study should
be considered together with the results of clinical evaluations to determine the

)

corrosion susceptibility of the device. See DR047, Rev 0.
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6.1

6'2

I.eaching Rate of Metal lons

This bench test is designed to measurs the leaching rate of potentially
harmful metal ions, The Essure Micro-insest is made of the materials
listed in Table 1 below.

"Table 1: Material composition of components of the Bssure Micro-insert.

Components Mhaterlal Mnterial Composition
Outer Coil Chromtusm doped | 56% Nickel, 44% Titanium,
Nitlnol (Nickel- trace Chromium
Titantum)

Innes Coil, Thread Coil 3161 stainless steed | apx. 62.59 Tron, 17.6%
Chromivm, 14,5% Nickel

Stopper Band, Platinum Band, | Platnum-ndium | 50% Platinnm, 10% Kidium

Platinum Ring, Burap
|_Solder Tin-Silver 95% Tin, 5% Sitver

Fiber PET polyaster, =929 Polyester, < 59 TiCy,

white < 3% fiber lubricants

From this list of materials, three metal ions have been identified as
potentially harmofil: nickel, chromium, and tin. Nicke! is of most concern,
because exposure to nickel is known to cause nickel allergy, The leaching
rates of other metals were not measuzed, because they are not known to
have harmful effects on the humean body.

This study seeks to guantify the leaching rate of the thres metal ions of
concern and compare them to known human intake levels, The study is
not designed to determine the effects of corrosion products on the humen
body. Instead, the biological effects of implanting the Bssure Micro-insert
have been addressed through biccompatibility testing as described in VP-
0246V Rev] and VR-0246PV.Rev1. '

Mechanical Integrity of Micro-insert u R 0 1 9 1
o

This corrosion study is also designed to determine whether or not the
mechanical integrity of the Micra-insexrts is maintained after exposurs toa
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corrosive environment for three months, During the first three months of
implantation, the outer coil holds the inner coil and polyester fibers in
place while tissue grows into the Micro-insert. After tissve ingrowth has
accurred, the Micro-insert is held in place by tissue. If corrosion should

causo the inner coil and outer coil to completely come apart during the first

thzee months of implantation, and then a subsequent migration of one of
the detached components wers to oceur, it is possible that the Micro-insert
may not be held in place long enough to stimulate complete tissue
ingrowth and blockage of the fallopian tube, The Micro«insert could not

be relisd on for contraception if this situation ocenrred,

6.3  Genexal Corrosion Susceptibility
In addition, the SEM images created as part of this study provide highly
detailed images that can be examined for signs of unsxpected corrosion.

6.4  Bench Top Corrosion Envivonment
The bench cormosion environment was desigted to be potentially wore
coxrosive than the in-vive environment. The implants were maintained in
37° C physiological saline similar to the entvironment of the fallopian
tubes, The saline was buffered to be slightly acidie, becanss the uterus
near the falfopian tubes is known to have a pH from 6.3 to 7.1, Tt was
not known whether corrosion would be worse in an enclosed environment
or an environment flushed by saline, so samples wore tested in two

different ways. One group of samples was Jeft in saline for up to 180 days,

Another group of samples was also tested for 180 days but had the saline
. periodically replaced with fresh saline,

! Fea 1L.G. (1955). "“The pH of the Humen Uterine Cavity in Situ™; Am. X, Obst. & Gynee: 60-64
? Rudia T, (1964). *The Bvaluation of the Hydrogene Potamions (pF) of the Utsrine Cavity In Situ jn the
Course of the Menstrunl Cycle in Comparison with Results of Bndometrial Biopsies and the Mensuremants

of the Bosal Body Tamperaturs,”
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The X-1ay ovaluation of clinical data from the Phase 1T and Pivotal trials
showed ne measurable loss of solder due to corrosion as compared to
visible loss of solder in the bench study, validating the design of the bench
study to simulate a potentially more corrosive environment on the bench
in-vivo. See the three month suymmary report, DR047, Rev 0,

7.6  PROCEDURE
7.1 Samples .

7.1.1  Samples wers Device Subassemblies B0648-02, lot # RD0127001.
Build documentation is included in Appendix 3,

7.12 54 Device Subassemblies were tested, Two Device Subaszemblies
were tested per vial to model the number of implants one patient
would receive.

7.1.3 6 Device Subassemblies (in three vials) were used as controls.

7.2  Prozedure

The corrosion bench study was performed according to the proceduse in

VP-0191,PV.Rev] and AO1, Referto Attachments 1 and 2.

Documentation of the procedure was recorded in lab notebooks,

Photocopies of the lab notebook pages are included in Appendix 4.

Protocol deviations are explained in Section 10.

Two types of tests wers performed on the samples, Group A “cumulative”
samples were placed in seline in 2 heated water bath for pestods of time
ranging from 7 days to 180 days, At the specified time, the vials were
removed from the heated water bath, the saline was sent out for analysis,
and the Micro-inserts were cleaned and examined, Group B “disruptive”
samples wore placed in saline in a heated water bath, At specified times, TN
the saline was removed for analysis, and fresh saline was added to the

vials. At 180 days, the vials were removed from the heated water bath, the L "'Q‘I

remaining seline was sent out for analysis, and the Micro-insests were
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cleaned and examined. Figure 1 shows the time each sample remained in
seline,

Time in 8aline and Number of Samples for Each

Controls i.EgEﬁfz
A-1 Samples £ :GSIEIUBF:M
_ al Wi
A-2 Samples B Micro-Insens
A-3 Samples |
A-4Samples NTRITWEN
A-5 Samples L
A-8 Samples § ! Ry
2 i Rkt
A7 Samples [ ' 1 b _;:ﬁ
Mﬁﬁ%mmﬁﬂﬂmm ;
B Samplos RGNS Lo nl;uu
mzmmmmmnmwmmmvmm; 1

0 30 &0 80 120 50 180 210
Days [n Saline

Figure 1: Graphical description of number of samples and days in saline.

7.3  Equipment
Only calibrated equipment was used, except in the case of the heated water
Iath, Because the water bath was not calibrated, a calibrated electronic
temperaturs gage was used to monitor the water bath temperatore, See the
protocol addendum located in Altachment 2.
7.3.1 Heated water bath
7.3.2 Electronic temperature gage
7.3.3 TUltrasonic cleaner
7.3.4 Microscope
7.3.5 pHteststrips

o Gy
COMY

VR 0197 &8
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7.4  Personnel

7.4,1 Sample preperation and handling was performed by R&D
engineers, Christian Lowe and Elisa Aldridge, and by R&D
technician, Cheryl Swanson.

742 SEM imaging was performed by SEM scientist Jane Wheeler at
Charles Bvans & Associates.

7.43 Metal leaching anelysis was performed by analyst DH at Scientific
Environmental Laboratories,

744 Jay Yang, PhD of Global Nitinol Technologies was consuited to
assist in designing the study and interpreting the results, Jay Yang
wrote the protacol and three month report, VP-0191.PV Revl and
VR-0191.PY.Revl.

8.0 ACCEPTANCE CRITERIA

8.1  Leaching Rate of Nicke!
‘The leaching tate of nickel ions from the samples must be lower than the
average levels of human intake of nickel from diet and the environment.

82  Mechanical Integrity
The Micro-inserts must maintain mechanical integrity for at least three
months. That is, erch Micro-insert must still be in one piece after
exposure to a corrosive saline environment for three months, In particular,
the fibered inner coil st remein attached to the puter coil, '

9,0 RESULTS AND DISCUSSION
The test passed both acceptance critetia, The leaching xate of nickel and tin jons
seleased due to corrosion wese at least 2000 times lower than the daily human
intake of these metal ions from the diet and environment, The leaching rate of

chromitm was below the detection limit. All of the samples tested maintained G0 SOy
mechanioal integrity, not just for three months, but for all six months of the study. 24
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91  Metal Yon Leaching Analysis Summary
The levels of nickel and tin jons released into the solution were found to
be at least 2000 times below the average levels of human intake of these
ions from diet and the environment®, The Jevel of chromium released was
below the detection Jimit, According to published data, the normal human
intake of nickel and tin from food and water and the observed highest
measured leaching rates for the three metals monitored are as follows:

Table 2: Highest Metal Leaching Rates Compared to Normal Huoman

Intake _ .
Vo | | ormelBwemn. | SighestMessured
ae Db Dailyletake® | ] -Tgaching Rates
Nickel 300 pig/day 0.14 pg/day
Tin 100,000 pg/day 27 pg/day
. no published data i less than 0.03 pg/da
Chromivm P available (below dctecﬁo?lgénﬁsé)

9.1,1 Metal Yon Leaching Analysis Cumulative Data
Figure 2 and Figure 3 show the leaching rate of nicke] and tin as
analyzed in the cumulative test (A samples), The leaching rats of
chromivm was below the detection limit at all time points. The
test was an svalvation of the cumulative metal ion release at each
time point {7 days, 14 days, 30 days, 60 days, 50 days, 120 days,

- and 180 days), The samples were placed in a vial of saline and left
in a heated water bath for the number of days indicated, and the
saline was removed and analyzad at the end of the time period
indicated, Table 3 containing the calevlated data is located in
Appendix 1, The raw data is located in Appendix 5.

Q“‘ c uﬂf‘,&

&

? Medical and Biologica) Effects of Environmental Poltutants, pubilished by the Nattonal Academy of
Sciences, Washington, D.C., 1973,
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Corrosion Data, A-Samples, Nickel
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Fignre 2: Loaching rate of Nickel for Cumulative Samples.

Cotrosion Data, A-Samples, Tin
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Figure 3: Leaching rate of Tin for Cumulative Samples,
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9.1.2 Metal Ion Leaching Analysis Disruptive Data

Figure 4 and Figure 5 show the leaching rate of nickel and tin as analyzed
in the disraptive test (B samples). The leaching rate of nickel was below
the detection limit at al] tine points except 7 days and 180 days. The
leaching rate of chromium was below the detection Timit at all time points.
The test svaluated metal jon relenss for 0-7 days, 7-14 days, 14-30 days,
30-60 days, 60-90 days, 90-120 days, and 120-180 days, for a single set of
sarnples and was termed the “distuptive test”, At each time indicated, the
saline was removed for analysis, and fresh saline was added to the vials
containing the Micro.insext samples, The data for the “disruptive test” is
included in Table 4 in Appendix 2, Raw data is [ocated in Appendix 5. -

Corroslton Data, B-Samples, Nickel
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Figure 4¢ Leaching rate of Nickel for Disruptive Samples,

VR 0191
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9.2

Cotroslon Data, B-Samples, Tin
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Tigure 5: Leaching rate of Tin for Dismptive Samples,

Mechanical Integrity

The samples passed the acceptance eriteria for mechanical integrity. All of

the samples tested maintained mechanical integrity, not just for three

raonths, but for all six months of the study.

After the Micro-insert samples were zemoved from the vials of solution,

they ware cleaned in an vltrasonic bath, dried, and examined using

scanning eleclion micrascopy (SEM), Nb Micro-inserts showed loss of

mechanical integeity. In all cases, the outer coil remained attached to the

fibered inner coil,

93  Examinatien for Signs of Corrasion

As expected, the solder showed signs of corrosion resulting in pitting and

incrensing porosity with the worst corrosion damage on the ball tip, At the

three~month time point, approximately 25-50% of the solder had corroded,
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At the six-month time point, the ball tips of some of the samples were
almost completely corroded, but all of the solder bonds continued to hold
together, In all cases, the outer coil rernained attached to the fibered inner
opil, This is an acceptable level of solder corrosion, because it did not
result in the loss of mechanical intagrity. No other components showed

signs of corrosion,

10,0 DEVIATIONS

10.1

10.2

10.3

104

10,5

In the Scope section of the protacol, one goal of the stndy was deseribed as
“determine minimum time nesded for strctural disintegration /detachment
in a simulated body environment,” This goal was not achieved, since none
of the sarples showed loss of mechanical integrity duting the 180 days of
the study, The fact that none of the samples lost mechanical integrity is
considered a favorable outcome, and a new study will not be conducted to
leasn the time neaded for Joss of mechanical integrity.

The protocel specified that the tempearature of the water bath be checked at
least once per week, However, the week of December 24, 2001, the water
bath temperature was not checked, This minor deviation did not affect the
rasults of the study,

The protocol says to ultrasonically clean the samples before and after SEM
handling. None of the devices was cleauned after SEM imaging. This
deviation had no affect on the study resuits,

The protocol requires two reports to be written: one at two months, and a
final repost with all six months of data. A three month report was writien,
rather than a two month report, because three months of data were
submitted to the FDA it the PMA Module I Biocompatibility, This
deviation has no affect on the study resnlts,

The pH of the six month saline samples was checked using pH test stiips
before the saline samples were sent out for metal leaching analysis,
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Testing the pH was not part of the original protocol. This deviation does
not affect the study results,

110 CONCLUSIONS

The Essure Micro-insert passes the corrosion susceptibility bench test,
The daily leaching rate of nicke] and tin ions released are at least 2000
times less than everyday intake of food and water and exposure to
environment,

The daily leaching rate of chromium is below the detection limit,

The Essure Micro-insert maintained mechanical integrity during the six
months of exposure to a bench top corrosive saline environment,

The corrosion rate of the solder is acceptably low.

Besides the solder, no other signs of corosion were visible in the SEM

images.
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APPENDIX 1

Table 3t Cumuletive Simulated Environment (A Samples)
i ' Time fn T .
g0 | NicKel | Chromiing Tine
Samplet fé‘:’;’f I Ggdyy by | Ggldyy
Asl-a .1 0.03 <0.03 4.2
A-l-b 7 0.13 <0.03 23
A-l-c 7 0.057 <0.03 6.9
Average pervial 0.07 0.03 Il
Asdeg 14 0.066 <0.01 11
A-2-b 14 0.046 <{.01 17
A2 14 0.063 <0.01 14
Average pervial 0.058 0.01 14
A-3-a 30 0.007 <0.007 0.37
A-3-b 30 0.047 <0.007 8.9
B30 30 0.016 <0.007 2.5
Average pervial 0.023 0.007 3.9
A-d-a 60 0.005 <0,003 1.09
A-4-b 60 <0.003 <0003 0.720
A-d-c 60 <0003 <0.003 0.28
Average per vial 0.004 0.003 0.70
A-5-a 90 <0.002 «0,002 0,098
A-5-b 90 <0.002 <0,002 0.20
A-5-¢ 90 <0.002 0,002 0.20
Average perviali 0002 0.002 0,17
ArBea 120 00033 <0.002 0.587
A-6-b 120 0.002 <0002 0,23
A-G-C 120 0.002 <0.002 0,21
Averagepervial | 0,002 0.002 " . 034
A-T-a 180 - 0,0009 <0.001 0.12
A-T-b 180 0.0031 <0.001 0.13
A-T-¢ 180 0,0089 <0,001 0,253
Average pervial | 0.0043 0.001 0.17
The raw data is measured in (mg/L). To calenlate the rate in (ug/day) the 46 gy
following equation wes used: ~
rate(ug ) 1) = rate(ng / L)* (4ml)™ (1000ug /mg) -ebq\'{
(1000ml/ LY* (days _in_ saline) v R D -l 9 1

"The number of significant digits shown is the mexireum number of significant
digits possible based on the raw data.
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APPENDIX 2

Table 4 Dmrupted Snnulated Env:ronment B Samplcs)“

Time . Tiffe” '
Sampl N # Devléam Salme ' Nmfml Cl,\rommm T
| SPIRETL K. Balime | “Téstell . (ug/dﬁ?) Cugfday) (ugfday)
C ] (daye) o bl
B-1-a 7 7 0.097 <0 03 14
B-1-b 7 7 0.14 <0.03 20
B-1-c . 7 7 0,13 <0.03 22
B-1-d 7 7 £2.13 <(.03 7
Ble 7 7 0.10 <0.03 15
B-1-f 7 i 0.063 <(.03 74
Average per vial 0,11 0.03 18
Br2-a 14 7 <0.03 <0.03 15
B-2-b 14 7 <0.03 <0.03 16
B-2-¢ 14 7 <0.03 <0.03 15
B-2-d 14 7 <0.03 <0.03 20
B-2-¢ 14 7 <0.03 <0.03 17
B-2-f 14 7 <0.03 <(.03 20
Average per vial 0.03 .03 17
B-3-8, 30 16 <{0.01 <001 3.3
B-3.b 30 16 <{.0] <0.01 0.50
B-3-¢ 30 16 <0,01 <0.01 0.0
B-3-d 30 16 <0.01 <0.01 0.45
B3¢ 30 16 <0.01 <0.01 0.88
B-3-f 30 16 <0.01 <0.01 1.5
Averape per vial 8.01 0.01 - 13
B-4-8 60 30 <0.007 <0007 0.40
B-4-b 60 30 <0.007 <0,007 0.16
B-d-o 60 30 <0.007 <(,007 0,23
_B-4-4 60 30 <0.007 <0,007 0.43
B-g-e 60 30 <0.007 <0,007 0.64
Bed-f 60 30 <0,007 <0.007 0.36
Average pervigl | 0.007 0.007 0.57
VR 0191

0 SR

1 Some of the data for the disraptive samples that were roported to the FDA in Table 2 of Appendix F of the L Q\T
June 21, 2002 response ware in error, However, the trus values ars even lowar than thoss that were
erronsously reported, This table includes the corrected values,
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R N O B U R P
Semple # (POEvicean, Salher |1 Niikel Y iChiogdith) Tin
“Sallie | MeSted- | Qiglde) [ -(uiday) o Guefdey)
L dc(days) | (@ag ol il oL .

B-5-a 90 30 <0.007 <0.007 0.68
B-5-h 90 30 <0.007 <0007 0.19
B-5-¢ 20 30 <0.007 <0007 0.07
B-5-d 20 30 <0,007 <0,007 0.09
B-5-8 90 a0 <(.007 <0.007 0.1
B-5-F 90 30 <0.007 <0,007 0.27
Average pervial | 0.007 0.007 0.23

B-§-a 120 30 <0007 <0.007 0.062
B-6-b 120 30 <0.007 <0.007 0,044
B-6-c 120 30 <0.007 <0.007 <0,007
B-6-d 120 30 <0.007 <0.007 0.020
B-6-e 120 30 <0.007 <0.007 0,081
B-6-f 120 30 <0.007 <0,007 2.35
Average pervial | 0.007 2.007 0.43

B-7-a 130 60 0.002 <0.003 0.008
B-7-b 180 60 (.003 <0003 0.003
B-~T-c 180 60 0.001 <0.003 0.005
i __B<7-d 180 60 0,003 <0.003 0.003
B-7-¢ 180 G0 0.003 <0.003 0,0093
B-7-f 180 60 0.002 <0003 0.040
Average pervial | 0002 0.003 0.011

The raw data is measured in (mg/L), To calculate the rate in (jug/day) the
following equation was nsed:

rate(mg [ Ly* (Am)* Q00042 {mg)
(1000m1/ Ly *(days _ saline . tested)

rate(ugl L) =

The number of significant digits shown is the maximum number of significant
digits possible based on the raw data.

Q,,f, Ony%.
: <K
Deseription | Corrosion Suseoptibility on Dot | VR- Rev. | 2 | Page 17 of
Conceptus Bssure Mlcto-insert: No., 10101.PV 17
Six Month Report '
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© ST

STV copeosion STODY

Lot TRAVELER for Shop Order,_OSE’
o STOR, Sterlle 2-Device ~ 100850 E1635 Tfa"’*?ﬂfm?sé'fzﬁ.
RQO“-’L?& l ! ’ ( ) BRCS enlry
o —r - KPR g
v\ [Process | WMateridls, BPCS # ‘| Initial } Dafe .pﬂf—,{d
1,__Equipment Sefup NIA N/A Yo nolety | wa
2 Line Clearance NIA /A
| SO0P00322 say (12) e [Wlagr |
3. QA Verificalion of NiA NIA
Line Clearance s l‘%‘o/p} NIA
SQP0SZE ray (£)
4 Flbar Ploer 100913 | Lotno.dssenepien 7 gts3esenot B e
ROG67  rev( & Innar/Quter Coll | Lot R M 97097 . ,ﬁ'
(&) Subazsamblyi0102e ° 1 ¥ é//?/‘” iﬁ
%
0% Mookl 100177 | | o no, o164 00m0s% S tliuba Shert
Release Galh S/A 100828 | | - /
Delivary Wira S/A 100758 Lot ho
GW Holder 100730 Letnu. "
Set Soraw 100703 Lotno.
8. Inspection ) \ Inapeolion Noles; Qtyreworked:,___,by____on__,L_,J,__
QUEBS-08rev( )
V51590 rav{ )
7. Bend Tip
RIG0Z  rev( ) /A
8. Handle | Lotno.
R1602  rev( ) Latno, 8ip,
Lotno,___
Lotno.
Catent400725 t no.
Thumbehieel 100724 '\t{%‘%
8utton 100728 | ot o, .
9. Inspsotion { Inspection Notes: Qly rewdr o bY__ on_j_
QU785  rev(
EO7E8  rev( )
V81534 rav{ ) \
f’ 10. Handla Il Lejt Handle 100727 | Lot no. N
R1502  rav( +) S, 8. Serews 100800 | Lot o, N\
1. Inspection It Inspaciion Notes:
Q766 rav({ )
12, Package Singla Tray S/A 101005 | Lot ro. ] o SN
RIBI7 tev( Pauch 100822 | Lot ne,
Stloker 100128 | [ oy oo N, D]
13, Seal Pouchesg \ J
RO102 rav( ) NiA NA h
14, Ingpaation ) inspoction Noles: Q!yremrkad:...,_by____cn_!_i._. \
Qi924 rev{

Additional Traveler Notes:

SHEe acobrR. 1407
RS ;’gzrdam

Reviston Lave)
J

wert

QAF-1700 LHR for 1008

ABUR SSSCMLIES (10929 ) Feomt
RESECTRD Bt 4dp 2‘*‘*’5 SR,

L5 FURE CF e 5-%, o DERIDR,
(o

OB Ie ==

Concaptus CONFIDENTIAL Dacument

59 (E1836) - Travelar for STOP, Sterile 2-Davics

Pagn 1 of 1 ]

VR

0197
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$ Part Number _ & © & 4402 rev, o
Lot Higtory Record Review Form Lot Number K10 O 2 FF-((2
. QA o25 shop OrderNo. ___//0F —{

PASS FAIL

Gﬂnﬂl‘al......u..un"uu-uuuuuunu-nnnuu»-uunnnnnnuuunuunnnunu- . PO IIT I ] -l t

~  Input flalds are complated with corract information {signaturas, inflisls, dates, quantifes, dala).
« Al pages are prasent,

5nspﬁcl[0ﬂ aﬂd Tcsﬂng...-.-..... L L L Ly T L T T e T T T T T T T T TR T Y Ty T P P P e I T I T @

= Verify thatinspeotlons were perfomisd at the coest sampis sizo,
~  Verify samples have passod any requirad teslng,

ROVISION LOVEIB.wrearsvsssss . . persreenseress m

- Revislon lovels of all documents used ara racorded.

~  Vedly thal ravislons recorded are apprapdate for bulld dalas.
Raw Mﬂlﬂﬂal Lot Numbers..., TN LPLETEINR I EtER RS Y I T LI T T T T L T @ @

-~ All Raw Mataria! lots used hava baen racorded,

=~  Rawhaleral lots are released grior fo LHR closura,
- RawMaterial lols have pok explred, .
Quanﬂly..,........ TP - L T L T O T L e -E

=  -Ara changes In quantity reasonable?
- Quanillies cannat Incroase without Justification.

comme“lsu|u-n-u-uniuutllnllulflnﬂlloluuQunn---n-n-llnntIouh *

~  Commenis mustba 8ignad and daled,

»  Review all commants recorded on {ha front 2nd back of the LHR,

- Varlfy that comments meke sense angd resullng actions are appropriale.
- If cemmants refar {o material belng rejected, wars unlls rejested?

Addition raguirements for Finishag Goods or Top AZBEMBIES...mweersrrissssessessmenisnresinston % &! &]
= Vol that Subassambly lols aro releasad piior to LHR closwe. .
«  Slelllization Dale YEAR _________ MONTH ____ _ DAY {Ust tra date Agralion |s complete).  Sterile Load SL.-
-  ExpirallonOgle YEAR . MONTH___ _ DAY {Ruqulred for Slerls Labeled Finlshed Goods)

Step Digeropancy Resolved by D

at Comments
e : Yy, ﬁL/ﬁV fzz?_’/!?! fngrg;gﬁ Zozﬁé} ;‘_‘;’;gﬁ Mix
he‘é’fa CL (1efafery ,gaﬂ,.j;
Mw%f-fo‘f Y

I¢ applicable, the following must be comploted:

Red-tines lo an ECO-confrollad process requira a comploled ECO piior 1o LK release, List documenl numbers and nevy rov lovel,
Allach the ECO cover paga for reference,

MRRs or QAls must be diapostiioned prior to LHR rafoass, Any unusual observations " List MRR or QAl numbars
aoted were Invasiigoted via MRR or QAL Attactivarilicalion, 3‘0[

— == — —
QUANTITY DISPOSITIONED _ =720
Raputliion Agaigned:
if Approved
F )l Relesied
Olher

I Rmaltddnslnmli one of mora followup aotiony
._ Reawark
. Sarp

)| NonHaman Uss oply
Lﬂ s P ——

e
QAF-G0B2 Rev, H(Refar to SOP00521) v R 0 1 9 1




MEMO

Dats: 12/12/01 %,
To: C. Lowe . pfef!
From: M, Martinez ﬂ

Re: Etched units used for corrosion test,

The following describes the process and inspections performed on etghed outer coils used
for VP-0191 PV Rev |

1'

2!

4,

TA Marseille 2009151 - recu le 13 janvier 2021 a 16:14 (date et heure de métropole)

Three lats of etched onter coils were produced. These Lots were entitled Lots A,
B and C, The LHR's used to produce Btched Coils from Lots AB, and C are
attached to this memo. Only steps 4 through 6 were performed per the QAF-1701
rev B, Quter coil subassembly. All raw materials are recorded on these LHRs,
The etching process was performed on all three lots following the attached redline
Oxide Rernoval work instruction R0704, and attached redline Work instruction
Acid Preparation R1727.

Inspection of coils weré performed per attached redlined, inspection was
performed by QA. The lots were identified by the Test group A and B, followed
by Lot group AB,or C,

80 coils were handed to Menufacturing for use in engineering build for Corrosion
testing, These 80 coils wers yandomly pulled from all thres of the lots A, B, C. Mo
other process or manipulation was performed on the coils before the transfer.

Q°° Gy, ’l;,/

LN

VR 0197




©Attribute Data Sheat
Sample Pass Fail Conunents

A el

O peT fen ] B LR JED

=
P DS RIS fo b e frdoepe b et b brbe bel

2L
3
\

i3

Dats:_ P dilre

Con
>

Performed Byt S B

Group: Q"A UR 0'}91 Q<

e B Mt [y
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Deseription Quter Cofl Oxide Remaval Der~ MEBBIRLEY | Rev. J 1 | Poge | 160723 )
Operation & Pracess Quallfication Protocol | No. ’

e -




Aftribute Dala Shest
Sample

Fail Comments

H
w
ﬁ**%ﬁﬁxxxuﬁxxnxxxmA%&mxmﬁg

Date;___J—g - ef
Performed By:_ H Cias@ & &% Soniy

Group:,__ A ~B ‘JR 0191 o<l

I ALK o wfiafe s
Dascription Quter Coil OXide mm_mv Rew, | | | Page | 16023

Operation & Procets Qualification Prolocol | No.
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Attribute Data Shest
Sample

B

Faoll Comments

=3
KN
pat bl N (Y VY W VRV B I PR PN 2] PR U DT Y DU RN Ry PO Y L B

23 .
25 _ e

30 P

31

32

33 ‘

34 L
35 L

35 L

37 / ¥

38 ~

38

40"

Date: Je S0 |

N\
s

N
N2

~=b
9

N

Perfarmed By: H-Sipad ¥

Group;..__A—t- ’J R
- "f/# Ny

Description . Outer Cofl Oxide Removal Bae, | VPOISTPY 'K?Q.“H-. age | 160723
Qperation & Process Qualifiontion Protocol | Mo, P,
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Attribute Data Sheet

| Sample

o)
2

Pail

Comments

2 E3al 5 X P x4 e X PR IS P41 e ool be Ine ¥

N\

N

N

yd
¥ 7

40/

Date;_4- 3.8
Performed By: A% 8100 &4

Group! E)"- A QJ R

Deseription ' Outer Coil Oxitle Removal Do VP-DIS“?TPV"‘*R&__ 1 | Page
Qperation & Procass Qualification Protoont | No, ™

o,
v "’fre‘

0191\«

150f23
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TA

Attribute Dat;a Sheet

Sample

Pass

Rail

Comments

2 Jgws it 1oed WO 300 13O0 N B [0 {00 Jome

:h:iGNHO

\

\ KA B2 pe bl ) sl 2 b frebe pe b e [ [ x po L

\

N

L)
Q

AN
g

40/

Date; 9’3‘8"‘9/
Performed By:_} S GH

b-p

Group:

Description

Outer Coil Oxides Remov

Opetation & Process Qunlification Prolonol

e wiw oofn/y

hE30g.

15023

VP-0157.2V | Rev. | 1§ Page
Nﬂ'l
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Atttibute Data Shest
| Sample

=]
(2]
w

Bail Comuments

D00 =[Oy fn i 0 o { e

7S
PIredb ot b oafin hog b o | e e s b f52, [y DRSPS R B2 fig
N

39 e
w,/

Dats;_4-38—0] Qavc“”f@

Performed By L Sin2H 2<H
Group: EJ""'Q

YR 0197
¢ A/ k. .
"QAVS%W

Description Outer Coil Oxide Removal Do, MR-l Page | 150723
Operation do Procsss Qualifieation Protosel | No. T
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TA

Shop Order

Cnesptus

Outer Coil Subassembly
QAF-1701, Lot Mistory Record for 100795 (E0644-08)

BPOF
§Foaso B
INV 130

Batch Number Lot Number [__ eT C__
Procees Mateiléh, . %0t .0 hotNo, -ttt {vDote | Gty
L RN YT T e iRuBYOY
1. '&‘qu!pmemSetup E0578-02 Mandral Boad 100838 | { ot no., NIA
2, Line Clearance /A NfA NIA
8OPOOT22 oyl )
8. QA Verification of NA NIA NIA
Line Clearance
SOPO09RZ Tevl )
4. m‘i A"fr‘;a(' - 048204 NFTI Flbbon 100776 | Lot no,_(U/ 0.2 @) /6 | ¥4 b 9//{-/{ Y
Eis24  rev{d) . ff@rﬁ-ﬁoxmaqf g,}, Ruosg| R ?%/
5, Trm, Inspect Inspaction Nolss: L. £
atsed - v (C) b Re 9/-%/
V&1554  rov{ ¢)
6. Etch Colls Hy v:gon Perada 100810 | Lot no,2/06 0008562 exp 2C
RI7Z7  rev( ) 70% PA 100177 | Lot nogfoS 0N S expii/itfet | . ¢ |9,
Ro7e4  rov{ ) Etehing Conooniretn 100808 | Lot no.0/0§08004Y _exp 6 /1[0l |G %z!‘.l y
Delonized Water 100798 | Lot no, o/of 009721 expmgsz[oz e qu,, ol
Aleonox Pawdar 100762 | Lot no, £/00000.5°¢
Sedlum Blearbonate 100832 { Lot no, £000]% .
7. Inspact Eich)&_”w TR )
FIE T rev{ »
I ] P ey
8, Maka Bump EG700-05 Wirs for Bump 10 | headsd
R1501 tav{ } v iﬁ?’.‘
9. Weld Bump V17 Band, Plalinum 100777 | Latnonlo Soond 62 v Fa”gj
B rergT T | 45 of
10. Slage Sandwlch E0503-12 1) B X/
ROOZ 1oV () ng, Platinum 100834 | Lotno, e (08 sone £ 4 7{?‘ ﬁ%‘,
1. Weld Sandwich N/A M/A 7 2
RO702  rev{{®) 5 /’u
speot Outer Coll | Inspection Noles:
E0B4F:
Q0B44  rav{ f%
18, Cycle Test m\ « 2 &
RO72S  rov( ) - 1
Y & -~
14. OuterColls Qy
removed for | romwit
additional tesiing Gy ramovad for tesling____...._ e, |
Additional Comments: (Racord step number If comments are related to a parlovlar step,) v h
Fevision Concapits CONFIDENTIAL Dogument
E QAF-1701 LHR for 100795 (E0644-02) ~ Outer Coll Subassembly Page 1 of 1




BroS

(Cneeplus T

Quter Coil Subassembly
QAFIT01, Lot History Record for 100785 (E0644-02)

Shop Order Batoh Number Lot Number 07':/‘?
. Iy '.l e .
Process- Mategfal . Cletit e ¢ LotNe, t | higal [ Date | ey
Focss :'.F-'?._,_ Sy i e -u&iﬁ_.,lﬂl‘ @ PR SN T R "Rn%%a
1. Equipment Seiup EQs78-02 Mandre} Bead 100038 | | ot o, d oA
2, Lline Clearance N/A NIA NIA
SOPODRZZ YOV )
8. QA Verlflcation of o NA NiA , N/A
Line Clearance mgt"‘
SOPCO9ZZ ravl ) 4 a9
4. :\:Lﬂagr Aﬁ?ﬁl F‘?F’ E0462-04 NITI Ribbon 100776 | Lot no, 240 2 erpm e § |men %@; s 2
Eis2e _ pevid ) | 4% 7 2 Fpp s o By L35 12elgfil
B, Td aot éﬁ"' ¥ Inspoollon Notes: ” ; A
QBT Reay R e |97
Vs ,T&V [ . i
B. Elcé zolrs Hydsagon Perorids 100810 | Lot no, ©/06080067 exp (/81 7al120
Ri727  rov{ ) 70% PA 100177 | Lot no,0165000087 _exp, 4 3//0Y q
RO704  rev{ ) Etching Concantrate 100809 | Lot no, LI CH 00 MY exn 6 f1/04, .5 A,
© Dalonized Watar 100798 | Lot no.0/0¥0001294 _ exprofSfjon : el
Alcanax Powder 100762 | Lot no.&/o5'000d Y CE Jot
Sodlum Blearbonata 100932 | Lot no.ofox 000 1§ ihiee  brps
7. Inspect Etching Jnepgotion & N___Mﬂw ’g 2 7
by 718 rev( )
' )

8, Make Bump E0700-05 Wira fot Bump 10 37| ereaded
[£]
9. WeldBump *17 Band, Fiafihum 100777 | (ot no, G L e

L
BTy N ;“““ e

ROTOZ  rav (3) ng, Platinum 100894 | Lotno.olef sawo fep fﬁ()‘; ‘ 3 ¢
11, Weld Sandwich N{A . N{A ?1,3
ROT02 v (R) 1 ’I“
: act Outer Coil | Inspeclion Notes:
EQ
QU84 rov(
13, Cyela Test Inspection ﬁ&‘m:-mm
RO73S  rav( ) . & & /i/ 4
14. Outer Coills T e,
removad for —

additional testing Qly removed for testing,..o

VR 0197 &8

Additlonal Comments: {Record step number If commente ara retatad o a parlicular step,)

Revislon Conceptus CONFIDENTIAL Dooumaent
E QAF-1701_LHR for 100785 {E0844-02} ~ Ouler Goll Subassembly Page 1 of 1
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Cneeptus

Outer Coil Subassembly
QAF-1701, Lot History Record for 100785 (E0644-02)

BPOS
SFC 850
MV 180

Shop Order Batch Number LotNumber /oo 4]
- Progess Matarlal Lot No. initil | Date Qty
) \ Passod
1. Equipment Setup E0678-02 Mondre! Bead 100938 | Lot no, A
2. Line Cloarance N/A N/A A
SOPO0AR2Tav )
3. QA Verification of NfA N/A NiA
Line Clearanoce ‘
SORODSR2rev ) 5 ke
4. Wind, Anneal & qz‘“" E0482:04 NITI Ribbon 100778 | Lot no o0 ot i
2io2 000t \pw | Akl M
s Corrre oz A
5. Trim, Inspect pef fon Noles: o
QlERd " ravie 1'{’& 0&{‘\ ke |9/
VBISEd rviE ) v .
6, EtohColls Hydragen Petoxide 100810 | Lot no. ©f0 500 cobexp H3/fe | LA d/ifs
mizar rev{ ) 70% IPA 100177 | LOk n0.£/0800008 ) _expd/3foy |, Es. 9
Ro704  rev{ } Etehing Congentrale 100800 | Lot no. 210 oo 00 8sp G/ /fat| ¥, /!:/
Dolonlzad Wator 100798 | Lot no.@JoY0oBI35  explofiffol o,
Alconox Powder 100762 | Lot no. @fos odon £F EM' Vh "/‘l' f
Sodium Blearbonate 100832 | Lot no.oloseocs ! X .. ,eé.
7. inspact Etchin .| Inspantion Notos: : A W AL,
wr——iTE o tev( )
i 3 ) ]
”_Mm:-*
8. Make Burp E0700-05 Wire for Bump-10 ol vl snedad
R15041 oVl ) _
9. Wald Bump =17 Band, Platinum 100777 | Lotno, O fa® a0 0 0 6.2 e 71%;
M e r? oy
10. Stage Sandwich | gns0a-12 Fing, Plalinum 100814 He (f
ROZOZ VeV {[2) ng. Flaiinum Lot n'o._Q..[_a.sa.a.a.sw.J.*qL_ ;m_ %,
11, Weld Sandwich N/A N/A 7l /
RO702 v (E) e fof
~-gspact Quier Coll | fapechion Notes:
E0 .
Qub44  rav | e
18, Cyele Test Inspaction Nt
RO7ES  rav( ) S /‘;
W
14, Outer Colls \\ gﬁ-m\m
ramoved far —
additional testing Qiy ramoved for testing. . e ="

Additional Comments: (Record step number I comments ere roisted Yo & parlioular step.)

Revision
g

. Conceptus CONFIDENTIAL Document
QAPR~TOY LHR for 100795 (E0844-02) ~Quter Coil Subassembly

Pege 1 of 1
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(Creeptus

WORK INSTRUCTION ACID PREPARATION

R1727
Revision Effective  Criginators Nama/
Level ECO# Date Signature/Date _ Change Request
A 3641 07/18/0% M. Martinez initlal Release, Acid Solutfon preparation,
removed from R0704,
B T By83 Qsr21/0d M. Martinez Add using pyrex dish for solution prep,

Ao ffoes
S it A

Cop
" g

VR 0191 &«

Revislon Level Congaplus CONFIDENTIAL Dooument
B Ri727 Work Insirustion Acld Praparation Pagaq ol 4

'\_\
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' 1.0 PURPOSE:

This procedure defines the worlt instruction for preparing the acld solution for etching the
annealsd outer col,

2.0  DOCUMENTS:

21 As speciiled on davice specific MR,
3.0 PRODUCTION PARTS:

3.‘; As specified on device speclilc DMR.
40  EQUIPMENT

4.1 Hot Plate with magnetic stirdng mechanism FAB0B04 or FAS0B?7
4.2 Ultrasonic Cleansr

5.0 MATERIALS .
54 Detergent Eoo71-01

5.2 De-onized Water E0075
53 Etching Concentrate, ESTER-07 Bo708
8.4 Mydrogen Peroxide, 80% EQ707
55, lsopropyl Alcohol, 70% E0074
5.6 Sodium Bicarbonale E1558

6,0  TOOLS/SUPPLIES

6.1 Latex or nitlie gloves
6.2  Salety glasses or goggles
6.3 Lab cont or chemioal resistant apron
6.4  Plastle, Gradusted cylinder

& Syringe or pipaite

6  Wire basket for Ultrasonic Bath
7 Tweezers

8 Lint free wipes

g8  Vials
| Pyrex Dish 190%100 Mo, 3146

611 Thermometer or Tamparaiure Probe FAQDBYS
§,12 600g Scals FAS0642
6.48 1" Magnetlo stirver

54  Glass, Graduated Cylinder 26 ml
8.8  Glass, Greduaied Cylinder 100ml

6.16 Glass, Benker 100 ml

817 Glass, Beaker 060 ml

508  Glass, Beaker 400 ml

7.0 'Proceclure

71 All glass ware Is to be cleaned with datergeﬁf(ﬁﬁ!)ﬂ-ﬂ‘i). priay to produstion.
7.2 Rinse glasswara with Da-onfzed water (E0O75).

7.3 Wear waterproof gloves, sye protection, and a lab coat or apron durlng solutio o"’nn""’e»
praparation and use,
VR 0197 &
Revision Leval Concaptus CONFIDENTIAL Document
B R1727 Work Instruction Acid Praparation PagaRof4
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DEIONIZED WATER (E0075)

7.4  Placa a dry, clean 100 {mi} gradiated cylindar on the scale,

7.5 Zero out the scala,

7.8 Pour De-lonized watar into the graduated oyiinder unti! the digital readout (s 181 £ ig,

7.7 Pour De-ionized water Into a 1000 (mi) glass beakar or Pyrax Glass Dish 180x100 No.
3140,

7.8 Pour excess water Into & wasta oontalner.

’

ETCHING CONCENTRATE (E0705)
Note: Keep etohing concentrate at/or above room temperature,
7.3 Mix the Elching coneentrate ESTER-07 (E0706) by swirling the oontents,
7.10  Placa a dry, clean, 100 {ml} graduated oylindar on the seale.
741 Zerc outthe scals,

7.32  Pour elching concantrate into the graduated oylinder until the digilal raadout is 272 =
g).

7.18  Pour etching concentrate inwith the De-ionizad water,

714 Pour excess solution into Acld waste Container,

HYDROGEN PEROXIDE (EL707)

7.15  Carsfully loosan the cap of the HYDROGEN PEROXIDIE, 20% (E0707).

716 Place adty, olean 100 {ml) graduatad eylinder on the seale,

747  Zero ol ihs scale.

7.18  Pour hydrogen peroxide into the 100 {mi) beaker untll the digital readoutis 454 1 (g).
7149  Paur the hydrogen peroxida Inwith De-lonfzed water and etching concentrate,

720  Pour excess peroxrlde Into Acld Wasle Contaliner

ACID SOLUTION
7.21  Mix the elching solution with a stirfing rod,

7.22  Pour 68ml £ 8m/l of the etching sclution Into the 100 mi graduated cylinder or 100 ml
beaker.

'7.23  Lebel 100 (ml) graduated cylindar Reserve Acld,

7.24  Pour the ramalning solutlon inte Pyrey Glass Dish 190x100 No, 3140.
7.25 Placedlsh on hot plate.

7.26  Sef the magnelic stirrer to 150 RPM,

7.27  Place 1" magneflc stifrer In acld solution,

728 Rlacednslampaiaieprakenio-asidosiion W ’ 9 (
729  Sothabalielamperisiado b0l Cre l"l

7.30  eamtmoidesiutionioraparoximately 30 MBS ...

Revision Level Conceplus CONFIDENTIAL Document
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SODIUM BICARBONATE (£1598)
7.31  Mix% a spoonful of bicarbonate In a heaker with 800 (mi) of De-jonized water.

INSPECTION CRITERIA:

0.1 e hot plate.
102 Turn off the Ditga sonle cleaner.

110  TRAINING,
11,4 Training must be petformed by a process expert,

11.2  Personnal belng trained must bevable to produce 2 complete batches of acld solution
#nd accompanying solufions. R\\

Qa(’ L+l Uﬂffq’

Ravision Level Conceptus CONFIDEMTIAL Doctiment
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(Gneeptus

WORK INSTRUGTION-CXIDE REMOVAL
R0704

Revislon Effective  Orlginators Name/
Leva) ECOi Date Signature/Date  Change Recuest

A 2005 8/23/00 Andraw COrlaga Update with new equipment (scale, stir plate,
glagsware): changed solution measuramsnt from
miliifitets to grams.

B 2066 SI27I00 Andraw Oriega Update efching lapse time from 24 hrs to 7 days,
Spenified arientation of fixiures in beaker,
C aMs2 12114000 Andrew Ortega  Changed Etching solution; inoreased temp from 30 —

400 to 80C; add neutralizer and 2 stage rinse; efch
proximat end first,

D 3318 03/22/01 Andrew Orfega  Add neuiralize and rinse duting 10 minute etching
time, Added one fime 20 minute ultrasonlc clean,
was 30 min on each side separately,

[ 3897  04/25/01 M. Martinez Add Trafning, Inspection criterla, shut down. Clean
document up, Update document to reference wound
outer coll (E1524) instead of oufer coll sub-assambly

gamma device (E1524)
F 3427 06/02/01 M, Mattinez tncrease ultrasonls rinse ime in water for oxlde
removal, Add call rework,
3640 0718101 M. Martlnez Rewilte document. Acid solution preparation
removed to new Dastment R1727
M. Martinez Add new process window and instructions per VP-

ﬁ\ ‘\ 0167,
W

D

Y

¥R 0191

(Zg,(.iw
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TA

1!0

2.0

3.0

4.0

6.0

8.0

8.0

PURPOSE:

This procedure defines the work insteuction for removing the Tifanium Oxide from the Annealed

Outer Coil Surface. E1524

DOGUMENTS:

2.4 As specified on device specific DMR,
PRODUCTION PARTS:

3.1 As specified on devies specific DMR.
EQUIPMENT

4.1 Ultrasonic Cleaner

4.2  Elohing Fixture

4,3 Pyrex Dish 180x100 No, 3140

44  Thermometer or Temperatura Probe
4,5 Hot Piate with magnelic sfiring mechanism
4.6 1" Magnetio stirrer

4.7 @Glass, Graduated Cylinder 25 ml
48  Glass, Graduated Cylinder 100m!
4.8  Glass, Beaker 100 mi

4410  Glass, Beaker 1000 m)

441  Glass, Beaker 400 mi

MATERIALS

6.1 De-jonized Water

5.2 Etching Concentrate, ETSER-0Y
583  Hydrogen Peroxide, 30%

54 lsopropyl Alcohial, 70%

5.5 Sodlum Blearbonate

TOOLS/SUPPLIES

6.1 Water proof gloves

6.2 Safety glasses or goggles

6.3 Lab coat ar chemical resistant apron
6.4 Plastle, Graduated cylinder

6.8 Syringe or pipetie

8.6  Wire basket for Ultrasonlc Bath

6.7 Tweezers

§8  Lintiree wipes

6.8 Vials

PROCEDPURE
FIXTURE PREPARATION (E0772):

EQ772

(For etching solution)
FASGE76

FAS0604 or FAS0B77

E0075
EQ706
E0707
E0074
E1598

NOTE; The subassembly quantity {s limited to 2 maximum of 25 aszemblies per fixture. A
maximum of & fixtures may be used In the solutien at any given lime.

yp 0191

Bm;,.q’

L

Qng

Revlsi?-]n Level
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- 8.1

82
8.3
8.4

Position the proximal end of the oufer coll subassemblles on the same side of alehing
fiuture,

Verify that the proximal tip of the outer coll is touching the end of the fixture,
Position Delrin clip beiween the press to fit pins.
Press cllp dewn,

CLEAN COILS 70% 1PA (EQ074):

856 Transfer 400 (ml) of 70% JPA into a 1000 {inl) beaker.
8.6 Place fixtures into beaker.
8.7 Crientthe flxture(s) so that the subassemblies are horizontal in beaker,
3.8 Place Beaker in ultra sonie deaner,
8.9  Sattimerta5 minutes.
810  Starttimer
B.11  Remove the fixture(s) and subassemblies from the Isopropy! Alechol,
812  Allow components fo air-dry for a minfmum of 2 minutes.
843  Remove dlip from the etfching fixture and raposition the {ip of the colls to toush fixture,
8.14  Reposition clip. '
8,18 'l:l:tl{Tg a microseope verlfy that the coils are straight and fouch the dlp of the efching
xture,
ETCHING:
™ Proximal Tip (short side):
§ B.16  Setfimer to 22'(min.) 30"(sec.).
© 8.17  Place fixtures In eiching selufien.
£ 8148  Startfimer,
g 8.19  Dip plastic ruler inlo solulian,
§ 820 Verlfy that the scluflon fevel ls within 1.6 .1 (om),
T 821  |frequired flil solullon level lo specified height,
= 822  Remove fixtures after imer has signaled the end of process,
E’ 823  Submerge entire fixture in neufrallzer for a minlmum of 15 seconds,
3 8.24  Submerge entire fixture In beaker number 1 (300 (mi) Da-lanized water), for a minimum
= of 15 seconds.
:.U 8.25 Subrnerge entire fixiure In beaker number 2 {300 (ml) De-ionized water), for a minimum
& af 18 seconds,
g 8.26  Remove clip from the etching fixture and reposiiion the tl;i of the colls 1o touch fixture,
% 827 Reposiiion alip.
‘OH; 828 g;tﬁmg a microscope verify that the colis are stralght and touch the tip of the etahing e >
j;i 829  Settimerio 22'(min.) 30°(sen.), lul R 0 1 g 1 2,
g} 8.30  Place fixtures In etohing solution, : )
o Revision Level Gonceplus CONFIDENTIAL Dosument
é‘ H RO704 Work instriction-Oxide Removal Page 3 of 8
&
2
&

TAM




8.31
8.32
8.33
834
8.35
8.36
8.37

838

8,39

Start timer.

Dip plastio ruler into solution,

Verify that the solutlon fevel Is within 1.5 .1 (om).

1f reqUirad fill sohution level fo speciflad helght.

Remove fixtures after imar has slgnalad the end of process.
Submerge entlite fixlure in neutralizer for a minimum of 15 seconds.

Submerge entire fixture in beaker number 1 (300 (ml) De-lonized water), for a minfmum
of 15 seconds,

Submerge enfire fixture in beaker number 2 (300 {ml) De-lonized water), for a minlmum
of 15 seconds,

Rernovye fixtures from the etching solution.

Distal Tip (Long Side):

8.40

8.41
842

B.43
8.44
845
8.46
8.47
8,48
849
8,50
8.51
8.62

8.53

8.54
8.68
8.66

8,67
8.58
8.59
B.8D
8.61
8,62
863

Remove the clp from the eiching fixture and position the Distal tip of the colis to touch
fixture,

Repaositioh oilp.

Using a mioroscope verify that the colls are stralght and touch the fip of the etching
fixture,

iFvolume Is below 4.5 .1 (cm), refill 1o specified level,

Settimer to 22'{min.) 30"{sec,},

Place flxtures In etohing solution,

Start fimer.

Dip plastic ruler into solution,

Verify that the solution level Is within 1.5 & .1 {em).

If required fil solution level fo speclfiad height.

Remove fixiures after {imer has signaled the end of process.
Submerge entire fixture In neutralizer for a minimum of 16 seconds,

Submerge entire fixure in beaker number 1 (300 (ml) De-lonlzed watar), for a minlmum
of 16 seconds,

Submerge entire fixture in beaker number 2 (300 (i) De-lonized water), for a minimum
of 15 seconds,

Rermove clip from the etching fixdure and reposition the {ip of the coils to touch fixture.
Repositton clip.

Using & microscope verlfy that the colls are stralght and totieh the tp of the efching
fixture,

Set timer to 22'(min.) 30"(sec,),

Place fixiures In etching solution,

Start imer.,

Dip plastio ruler into solution,

Verify that the solution leve! s within 1.6 2 .1 (em).

If raqquired fill solulion level ta specified helght. \J R
Remaove fixiures after timer has signaled the end of process.

Revision Level
H
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8.64
8,65

8.86

8,87

Submerge entire fixtire in nautrallzer for a minlmum of 18 seconds,

Submerge entlre fixture In beaker numbar 4 (300 (ml} De-ionized water), for a minimum
of 16 seoonds,

Submerge entire fixiure In beaker number 2 (300 (mi} De-ionized water), for a minimum
of 15 seconds.

Remove fixtures from tha efehing solution,

ULTRA-SONIC CLEANING DI WATER

8.68
B2

B.70
8.71
8.72
8.73
8.74

Set fimer o a minlmum of 50 minutes.

Flace fixtures In the ulira sanic water bath,

NOTE: Use fresh water In the ullra sonic cleaner,

Transfer tha fixtures to 400mi beaker{s) filled with da-ionlzed water (E0078),

Fiil the ultrasonic cleaner to the operatlonal leve! with water as Indicated on the bath,

Place beakei(s} info the wire mesh basket of the ulirasonlc cleaner.
Start Hmer.

Remove fixtures after alarm has signalad.

ULTRA-SCONIC CLEANING 70% IPA

8756  Transfer fixiures to 400 {ml) beaker(s) of 70% IPA,
876  Set timerfor 2 mhutes,
877  Orlentthe fixture(s) so that the subassemblles are horlzontal [h beaker,
8.78  Place beakers in ltra sonic cleaner.
g 878  Start Timer.
& 8.80  Remove fixlures from IPA after alarm sighals.
g 8.81  Place devlce compohents on lint free cloth,
2 B.82  Allow components o dry for a mintmum of 2 minutes.
o 8.83  Place the outer ¢olls info plastic vials.
§ 8.84  Record the ime and date eiching was completed on the bulld document.
5]
2 WASTE DISPOSAL
©
g 8.85  Dispose of ali solution after one complate cyale,
o 8.86  Pourwaste solution In ETSER-07 Waste Container.
,(‘_g' B.87  Pourwaste de-lonized water in sink.
é' 888  Pour waste IPA in Waste Container.
o B.89  Clean all equiptment with detergent.
(]
'S 880 Rinse and allow toalr dry.
[
S o= cﬂb;,a’
. 191
(O]
= yg 0 Q<
O
o
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9.0  INSPECTION CRITERIA;
9.4 Inspect both distal and proximal ends of outer culls for etching, Refect if the coll Is hot '
etched a minimum of 4 mm.
9.2  There must be no oxide elther proximal or distal located along the first mm of the coll,
0.3 Light oxide may be present from 1 mm UPR TO SEVEN COILS,
10,0  SHUT DOWN,
40,1 Turn off the hot plate,
10.2  Tuin off the ultra sonic cleaher.
10.3  Remove water form ulira sonic cleaner.
110  TRAINING.
114 Tralning must be performed by a process expert,
142  Personnel belng trained must produce 50 etched outer colis hefore being allowed to
manufacture production assemblies, ’
1.3 Unite assembled for tralning, must be Inspected by the designated process expert and
pass the specification, '
e Soniy
VR 07191 o«
Revislon Level Canceptus CONFIDENTIAL Dostiment
H RO704 Work instruction-Oxide Removal Page B ofd
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10

2.0

INSPECTION INSTRUCTIONS, ETCHING

TOOLS AND EQUIPMENT
11 Microscope
1.2 Tweezers

INSPECTION: .
ROTE: INSPECTION TO BE PERFORMED USING A 10X MICROSCOPE

4.1 Inspect the proximal and distal tip of the outer coil, alf oxide and flakes must b
completely removed 2 minimurm of Imm, see Figure 1.

4.2  One millimeter fror the proximal and distel tip, etching is acceptable within the first 7
coils, see Figure ¥ and Figure 4,

4.3 Silver streaks located in the etohed areas is acceptable, see Figure 2,

44  Spotting or longitudinal streaks located in the etohed areas are acceptable, see Figure 1, 3,
and 4.

FIGURE 1 - DERINITION OF PARTS OF THE COIL

Gony
)

YR 0197 &8

Description

Outer Coil Oxids

Doe. | VP-OI57.PV { Rev. | 1 | Page | 9 0f23
Operation & Process Qualification Protos
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ETCH WITHIN 7 COLLS 15 ACCEPETABLE. SPOTTED ETCHED AREAS ARE ACCEPTASLE

Figure 4 -LIGHT RTCH and SPOTTED ETCH IN THE MAIN BODY OF THE COLL.
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COALESCENT SURGLCAL

PR W2/ 82

Erom i Scientific Brvirernental Lab, Ine, (6582 855~581t How 2‘?.2451 21188 PM

A&M SCIENTIFIC ENVIRONMENTAL
Polin A AV LABORATORIES, ING,

Concaptus, Inc.
1021 Howard Ave, :
San Carloy, CA 35070

Mr, Ixy Young

Source

A-1A
A1R
Al

A2A
AzB
A2C

AS A
AdB
A3C

BJA
B.I1B
BaC
B D
B4 E
B-lF

B2 A
B2B -
BaC
B-2D

. BaB
B2T

B3 A
B-3B
B3 L
B3 13
B2R
B3 P

Contral ] O-D
Control 2 C-E
Control 3 OWF

Nickel  ~EPA#2427 Defection Limlt .05 my/.
Chromium -~ BPA #2182 DotecHon Limit 0.0S mg/L
Tin ~BPaA# 2822 Detectlon Limlt 0.05 my/L.

SPide

Erente CoctdNud Water L aborkiacy tor Chwiniosl snd Elotegieal Exatnlixtisn

~inkel .
0,05
Q.22
.10

8,23
016
0,22

0,05
0,35
0.12

017
024
0,23
022
0.18
0.31

< 005
<408
<008
<o.us
defel
<008

<008
<08
<008
< D.05
< 0,05
<005

< D03
< Q.05
<7,05

Reloasods
labiD ;
ot

oot
Anatyat !
Matrix ¢

Rowftz
Chromlum

20,05
< 0,08
<D.05

<0,05
< 4,05
= 0,08

< 0,05
< Olos
< 0.05

< 0.05
<0,08
<0,08
<008
<008
<008

< 0,08
0,05
<qQ,05
<008
=< {3,058
<308

<0.08
<003
< 0,05
<008
<008
< 0,08

<008
<D,05
< 0,05

4-270]
5836-016865
i atﬁ'o.i

reephis
quid
L)

Iy =m

7!9
41
12

k1
59
50

2.8
67
19

28
a¥
as
43
2t
n

8
2B
a7
35
25
a5

13

20
3.8
1.8
"] 38
5%

=005
< 0,08
< 0,08

R

SISy

824 Industiin]l Avanua Palo Ao, CA B430% SED 8568011 FAX 850 BBBLRBY
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: Aé ﬂ SCIENTIFIC ENVIRONMENTAL
LABORATORIES, INC.

Conceptus, Inc. Released: 12-14-01
1021 Howard Ave. LabID :017352-017360
San Carlos, CA 94070 Reov'd :12-11-81
Sampler : Conoeptus
Mz, Jay Young Analyst © DH
Matrix : Liquid
Source Resulis (mg/L)
Nickel  Chromium _Tin
A4 A 007 <005 163
A4 B <0.05 <005 10.8
A4 C <005 <{(,05 42
B4 A, < 0,05 <0,05 3.0
B4 B <0.05 <{.05 12
BAC < 0.05 <{.05 1.7
B4D < (.05 < 0,08 32
B4E <0,05 <005 4.8
B4F . <0.05 <005 27

Nickel —EPA#249.2 Deiection Limit 0.05 mg/L
Chromium ~EPA #2182 Detection Limit 0.05 mg/L

Tin ~EPA #2822 Detection Limnit 0,05 mg/L
4 WAl
Shui Fong
SBude Dirsctor, Water Laboratory

VR 0191 P
State Cortifted Wator Laboratory for Ghamical aud Bicloglcs! Exsmination
924 industrial Avenue Falo Alte, CA 34303 680 858.6011 FAX 650 B56-42B1 ~¢b'<ﬂ
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. 4&&. SCIENTIFIC ENVIRONMENTAL
O . LABORATORIES, INC,

Sciantific Envirormenial Lab, Ime.  (650) B56-6Bii Jan. 39, 2802 83:48 PM Fai

Conceptus, Tne. Released: 1-24-02
e S5
Mr, oy Yang ' zsi;:”:l!;l:tl | ' CeDnI_o!eptus
Mairix ! Lignid
Soyree Results (mg/l)
Mckel . Chromiym _Tin
A8 A <0.05 <0.05 2.2
A5 B <005 <0.05 4.5
ASC , <008 <005 44
BS A <0.05 <0.05 51
BS5B <005 <05 1.4
B«5 C <005 <0.05 0.5
Ba5 I <005 <0.05 0.7
BSE <0.05 <0.05 0.9
BSF <0.05 <005 2.0

Nickel  —BPA#249.2 Detection Litit 0,05 mg/l,
Chromium - EPA #2182 Detection Liit 0.05 g/l

Tin ~EPA #2822 Detection Limit 0.05 mg/L
Ay A
Shui Fong
SF:do Director, Waer Latioratory
Btats Ceriftsd Water Laboratory for Charaieal and Rlsistloal Zxamination ™ Boag
824 Industvlal Avenus Pnlo AHo, CA 84303 G50 865-8011 FAX 650 8EB-4281 d
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4&& SCIENTIFIC ENVIRONMENTAL
. A LABORATORIES, INC.

Conceptus, Tng. Released; 2-28-02
1021 Howard Ave. LabID ;020941020945
San Carlos, CA. 94070 Reov’d 12-22-02
. Samopler : Conceptus
M, Blisa Aldodge Aualyst ©: DH
Matrix 1 Lignid
Source Results (mg/L)
Nickel  Chrominm _ Tin

AGA 0.10 <0,05 17,6
ASB 0.05 <0.05 7.0
ASC ' 0.05 <0.05 6.3

) BS A <0.05 <0.05 0.69
BS6B <0,05 <0.05 0.33
B6C < (0,05 <005 < 0.05
BGE <0.05 < 0,05 0.61
BGF <008 < 0,08 17.6

Nickel  —EPA#249.2 Detection Limit 0.05 mg/L
Chromium—EPA #218.2 Detection Limit 0,05 mg/L,
Tin ~EPA #2822 Detection Limit 0.05 mg/L

SFide

A YR

Stats Cattified Water Laboratory for Chamical and Blologleal Examination
924 Industrinl Avenus Palo Alto, CA 94303 650 866-8011 FAX 66D 856-4281
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SCIENTIFIC ENVIRONMENTAL
LABORATORIES, INC,

Conceptus, Ine, Released: 423-02
1021 Howard Ave. Leb 1D :021777-021785
San Carlos, CA 94070 Reov'd :4-1102

Sampler ; Conceptos
Ms, Blisa Aldridge Analyst ; DH

Matrix : Liquid

Revised
Soutes Results (mg/L)
Nickel Chromivm _ Tin

ATA | | 004 <005 52
ATB 0.14 <0.05 59
ATC 0.40 <005 116
B-7 A ' 0.03 <0.05 0,09
BB 0.05 <0.05 0.05
B-7C 0.02 <005 .07
BI7D 0.05 < 0,05 0.05
B7E 0.05 <005 014
B-7F 0.03 < (.05 0.60

Mickel —EPA#249.2 Detection Limit 0.02 mg/L
Chromium — EPA #2182 Detection Limit 0.05 mg/L
Tin ~EBPA #2822 Detection Limit 0,05 mg/L

Shui Fong
Director,

YR 0791

SEde ater Laboratory

State Cartifled Watsr Laborstory Tor Chamical ant Biofogical Examinadon
924 Industris! Avenue Palo Alto, CA §4303 650 856-6011 FAX 650 858-4281
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Corrosion Susceptibility Test Protocol on Conceptus | V P0191,pv revl
Tissure®™ phe device

10/11/01

Corrosion Susceptibility Test Protocol
Conceptus Essure™ pbe device

Approvals:
| P
Document Originator Jay Yang, PhD Date: /o, 12, 2/
* Consultant -

Global Nitinol Technologles

Research and Development W %"ﬁ&ef:‘ lo.a-or

et

Regulatory Affairs Date: [0/Aa /3001

J,um.
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Corrosion Susceptibility Test Protoco) on Conceptus | V P0191pv revl
Fssure™ phe device
10/11/01
Objective

To evaluate the corrosion susceptibility of the implantable Bssuye'™ pbe devics.
Background

Corrosion and its effects on structural integeity and biocompatibility are important part of
design validation on efficacy and sefety of implanteble medical dcvmes, especxally when
the device is made of dissimilar metals. Since an implanted Essure™ pbe device is made
of several types of matesials (Tin solder, nitinol, 316L. stainless steel, platinum), it is
recornrnended to conduct a corrosion test to assess potential risks assocjated with
galvanic corzosion,

Scope

1. To determine maxinnm leaching rate of toxic metal jons (Ni, Sn, Cr, specifically) in
a simulated body environment,

2. To determine minimum time neederd for structural disintegration /detachment in 2
simulated body environment.

Highlighis of Methods

1, Samples: n=60 actual devices (fmplantable portion only) with current validated
processes,

2. Simulated environment: iramersion in 3 0.9% NaCl physiological saline solution at
37 +/-1°C for up to & months, The pH value of the saline will be buffered between 6.0
and 7.0 at the beginning of the test. Corrosion data will be collected both in a
cumulative sanapling nethod (individual sample groups will be used for selected time
points and solutions will not be changed during the sampling periods) and in &
disruptive sampling method (same sample groups will be used for all selected time
points and oniy solutions will be changed at the selected time points).

3. Analytic methods: (2) Using atomic absorption spscizoscopy to measore }cachmg
rate of metal fons (N, Sn, Cr) periodically for up to 6 months; and (b) use scanning
slectron microscopy (SEM) to record surface condition and compohents integrity
periodically for up fo 6 months.

Reference Documents

W

1. ASTM F746-87: “Standard Test Method for Pitting or Crevice Corrosion of S
Metallic Surgicsl Inplant Materials”

2. “Medical and Biological Effects of Environmental Poliutants - Nickel", M
published by the National Academy of Sciences, Washington, D.C,, 1975.

3. Meeswement of ttace element Nickel by atomic absorption speotroscopy, test <5
method EPA 249.2 K

VYR 0197

TA



Corrosion Susceptibility Test Protoeol on Conceptus | 'V PO191.pvrevl
Essuye™ nhe device

10/11/01

4, Measurament of frace element Chromium by atomic absorption spectroscopy,
test method EPA 218.2

5. Measurement of trace ¢lement Tin by atomic absorption speciroscopy, test
method EPA 282.2

Maierials and Equipment

Tmplantable devices, p/n E0648-0Z , Qty 60

Water bath with temperature control at +/~1°C,

Distilled water

Optional Polypropylene balls, hollow

Physiological saline solution, 0,9% NaCl

Buffer solutions pH 6.0, pH 7.0, pH 8,0, pH 5,0

Glass vials, 4 mid, with Teflon sealed screw top

Vial rack or glass containers with screw top

Pipette and snction bulb

Electronic temperature gage (calibrated, see report for calibration information) .

Procadure

1. Fill the water bath with distilled water.

2. Add polypropylene balls to top surface of water in the bath so that the entire top

surface is covered (this will raduce evaporation of water from the bath),

Sat water bath temperatures to 37° Celsius.

Allow baths to heat for 2 hours to allow temperatures to stabilize.

Confirm temperature of bath; recalibrate temperature control of bath if necessary

using procedure detailed in instruction manual of bath, Check and note temperature of

bath at minirmum once a week, Check water Jevel at least once a week, to make sure

vials are betwesn 50% and 80% immerged in the water of the bath,

6. Prepare thirty (30) glass vials and divide them into three groups (4, B, C) by marking
each as follows with an indelible ink marker:

I

A~l-a 7 days, cumulative

Asl-b: 7 days, comulative

Anl-o 7 days, cumulative

Arlea: 14 days, qumulative

Aslbe 14 days, cumulative

Arlec: 14 days, cumnlative

A-3-a: 30 days, cumutative

A-3-br 30 days, cumnlative

A-3-0: 30 days, cumulative AT
A-d-a: 60 days, cumulative S ¢
A-4-b 60 days, cumulative w(x:l
A-d-c: 60 days, cumulative L
A-S-a 90 days, cumulative

A-5-bt 90 days, cumulative “ R 0 1 9 1

TAY arseille 2009151 - recu le 13 janvier 2021 a 16:14 (date et heure de métropole)
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Corrosion Susceptibility Test Protocol on Conceptus | 'V P0191.pv revl
Essure™ phe device
10/11/01
A-5-c 80 days, cumulative
A-G-a 120 days, cumuiative
A-G-b: 120 days, cumulative
A-G-c: 120 days, cumulative
Arl-a 180 days, cumulative
A-7-Db: 180 days, curaulative
AT 180 days, cumulative
B-x-a x=1,2,3,4,5,6,7, representing 7, 14, 30, 60, 90, 120, 180 days
B-x-b: %x=1,2,3,4,5,6,7, representing 7, 14, 30, 60, 90, 120, 180 days
B-x-0 %=1,2,3,4,5,6,7, representing 7, 14, 30, 60, 90, 120, 180 days
B-x-d: x=1,2,3,4,5,6,7, reprasenting 7, 14, 30, 60, 90, 120, 180 days
Brx-e, x=1,2,3,4,5,6,7, xepressnting 7, 14, 30, 60, 90, 120, 180 days
B-x-fi %=1,2,3,4,5,6,7, representing 7, 14, 30, 60, 90, 120, 180 days
Cea: Control / reference, device only
Cb: Control / reference, device only
Cee Control/ referencs, davice only
Cd: Control / reference, solution only
Cet Control / refarence, solution only
Cf Control / reference, solution only

7. Prepare Sixty (60) implantable devices using current engineering procedures,
inclunding the heat treatment, cleaning, and inspection criteria, Sterilization is not
necessary, Record complete history of the devices.

8. Take scanning electron micrographs (SEM’s) of six {6) devices as control or
reference, Micrographs should be taken at both lower magnification and high
magnification at representative lovations: solder joint, weld joint, inner coil, 2nd onter

coil.

9, Place two (2) of the devices into each of the all vials, except for c-d, c-g, c-f,

10, Add minimum amount of the pH 6,0 buffer solution to set the saline solution at pH
between 6,0 and 7.0.

11, Using the pipette and suction bulb, add sufficient physiological seline solution to the
first vial to fully cover all devices. Note exact axnount added, Close screw cap tightly,

12, Add this same volume of saline, measured with the pipette, to all other glass vials
except for the C-a, C-b and C-c vials, Close all vial lids tightly, Send solution control
saraples C-d, C-e, C-f to a contract lab for trace elements (Ni, Sn, Cr) analysis,

13, Place the vials in water bath set to 37°C. The vials may need to bs weighted down oy
fixed onto a rack to keep it submerged, Replace cover on water bath and note date

and time.,

14, Reop the thres vials labeled “control” at room temperature in a cool place, Keep the
lids tightly closed, No temperatore control is required,

15, At 7 days after the start of the test, remove the vials labeled “7 days” in semple group
A from the water bath, Remove 2ll devices from each vial; ultrasonically clean the

VR 0191
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10/11/01

devices and place them in new, labeled vials, Send the aged solution of each vialto a
confract Iab for trace slements (Ni, Sn, Cr) analysis and the devices of each vial for
SEM analysis. SEM Micrographs should be taken both at lower magnification and
higher magnification at each representative locations: solder joint, weld joint, inner
coil, and outer coil, with focuses on specific corrosion signs such as pits, eracking,

. massive erosion, and detachiment of joints,

18. Similarly, at 7 days after the stact of the test, remove the vials labeled “7 days” in
sample group B from the water bath, Remove all devices from each vial and place
them in new, Iabeled vials, Fill the new vials with the same amount (4 ml} of fresh
buffered saline solution and close the lids tightly. Place the new vials back into the
water bath, Send the aged solutions to a contract lab for trace elements (Ni, Sn, Cr)
analysis.

17, Repeat Steps 13 and 16 at 14 days.

18. Repeat Steps 15 and 16 at 30 days, .

19. Repeat Steps 15 and 16 at 60 days. In addition, perform SEM analysis on devices
from sample group B. Ultrasonically clean the devices before and after SBM
handling,

20. Repeat Steps 15 and 16 at 90 days.

21, Repeat Steps 15 and 16 at 120 days.

22, Repeat Steps 15 and 16 at 180 days. In addition, perform SEM analysis on devices
from sample group B. Ultrasonicelly clean the devices before and afier SEM handling

23. Analyze data and write an intermedijate raport at about 2-months of data points and a
final report of findings when the test ends,

Acceptance Criteria

1. The mensured maximum corrosion rate must be such that the resulting amount of

equivalent nickel release js less then the normal human intake of nickel from the
natoral environment, which is 0.3 to 0.6 mg per day, as published in reference 2.

2. There is no complste detachiment of the components caused by corrosion within first
3 months of the tested time periods.

Results and Conclusions

All build documentation for the samples, calibration information and test data will be
included in a final report,
The results and conelusions of all tests shall be documented in a final report,

ebeomf,r
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Addendum fo Corrosion Susceptibility Test YP-0121.7V.Revl A01 Page
Protoeo} on Conceptus Essure Device 1/2
02/22/02
Addenduam. to

Corrosion Susceptibility Test Protocol
On Conceptus Essure Device

VP-0191.PV.Revl A01

Approvalss
Document Originator Elisa Aldridge Luee Qlplust,,  Date: 2-22.-02,

Research and Development ~ Ashish Khera W Dates: 2+220%
4
Regulatory Affairs Susan Aloyan ﬁd Ao §3\; % Date: 3-4 *%\90_

quﬂqu,
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Summary

This addendum describes and approves a deviation from the original protocol, VP~
0191.FV.Revl. Annncalibrated water bath may bo used for the validation, This is an

acceptable deviation, beoayse the water temperature i being monitored-with o calibrated
clectronic terperature gage, '

Original Protocol Requirements

1. Required equipment includes:
1.1 Water bath with temperature control at +-1°C
1.2 Electronic temperature gage

1.3 Unless specified otherwise in a validation protoeo], only calibrated equipment
may beused in a validation,

2, Step 5 of the procedure includes;

2.1 Confirm the temperature ofthe bath is 37 £ 1° C before setting the samples in
the water bath.

2.2 Check and gote temperature of bath st minimun once a week.

Deviation

VP-0191,PV . Rev may be performed using an vnealibrated water bath as fongasa
onlibrated temperature gage {3 used to monitor the tempetature of the water bath, The
original protocol did not cleasly state that an uncalibrated water bath is acceptable,

Justification

1. The terapexature is being monitored at least once a week using a oalibrated elestronic
temperature gage,

2. During the 4 months thet the test has been ruoning, the water bath temperature has

varied from 36,1° C to 37.8° C. This is within the range requixed by the protocol.
The datais located in Iab notebook # 239, pages 64 and 65.
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