Smlths ]

bringing technology to life

Smiths Medical International
Boundary Road,Hythe Kent,
CT21 8JL United Kingdom

URGENT FIELD SAFETY NOTICE
MNalghavé herpednostni ozndmeni

Sure-Pro® and Sure-Pro Ultra® Embryo Replacement Catheters

Affected Devices: Sure-Pro® and Sure-Pro Ultra® Embryo Replacement
dot&ené prostiedky: Catheters

Type of Action: Field Safety Corrective Action - Correction

typ akce: Bezpetnostni opatfeni k napravé - Oprava

Date: 28 March 2013

datum:

Attention: Risk/ Safety Managers, Clinicians, Embryologists
ko Murses and other users of the device,

Bezpecnostni manazeti, 1ékati, embryologové, sestry a
dalsi uzivatelé prostfedki

Details on affected devices: See Attachment 1 for List of Affected Product Reorder
Podrobnosti o prostredcich: Codes and Lot Numbers

Viz pfiloha | : seznam dotéenych prostiedkd,

kady a &isla farXi
Dear Customer;

Vizeny zdkazniku:

Smiths Medical is providing this Urgent Field Safety Notice to advise its customers of a Field
Safety Corrective Action for Sure-Pro® and Sure-Pro Ultra® Embryo Replacement
Catheters ("Sure-Pro Catheters”). Smiths Medical is voluntarily taking this Action with the
knowledge of the relevant Requlatory Agencies.

Smiths Medical uvadi toto bezpetnostni ozndmeni aby poradil svym zékaznikim bezpeénostni
opatfeni k napravé pro Sure-Pro ® a Sure-Pro Ultra ® katetrd pro pfenos embryi ("Sure-Pro
katetry"). Smiths Medical uvadi tuto akei 5 védomim pfistudnych regulatnich agentur,

Smiths Medical has become aware of a small number of users encountering resistance
when passing the inner catheter through the outer sheath. A limited number of Sure-Pro
Catheters were manufactured with the tip of the inner catheter slightly larger than the inner
diameter of the outer sheath. This issue does not involve every device listed on the list of
affected products; however all products listed have the potential to exhibit the issue.

Smiths Medical se od malého podiu uzivatelli dozvédél, Ze se potykaji s odporem pfi prichodu
vnitfniho katetru skrz vnéjsi plast.Omezeny podet Sure-Pro katetr byl vyroben s hrotem vnitiniho
katetru mirné vétdim, neZ je wvnitini pramér vnéjdiho plasté. Tento problém se netyka viech
prostfedkit uvedenych v seznamu dotéenych produkti, ale u viech produkti uvedenych v seznamu se
tento problém miZe vyskytnout.

Smiths Medical has received no reports of patient injury related to this issue.

Smiths Medical neobdrzel Zadné zpravy o poranéni pacienta souvisejici s touto problematikou.
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Advice on Action to be Taken by the User:
Rady jaka opatfeni maji byt pfijata udivatelem:

Subject to this Urgent Field Safety Notice, Smiths Medical is requiring its customers to
inspect their inventory and choose one of the options below:

Ucelem tohoto bezpednosiniho ozndmeni je, ze Smiths Medical zadd své zdkazniky aby zkontrolovali
své zisoby a zvolili jednu z ndsledujicich monosti:

Option 1 — Inspect and Use the Product
MoZnost 1 — kontrola a pouziti produktu

1. Remove the inner catheter and outer sheath from the pre-packed blister tray
as shown below.
Vyjméte vnitfni katetr a vn&ji plast’ katetru z obalu jak uvedeno nize.
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2. Gently insert the inner catheter into the outer sheath and progress the inner catheter
along the full length of the cuter sheath as shown below
Opatrné vsuiite vnitfni katetr do vigjsiho plasté v celé délee vnéjiiho plasté,
jak uvedeno nize
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3. Continue to progress the inner catheter completely through the length of the outer
sheath until the tip of inner catheter is visibly protruding through the end of the outer
sheath as shown below. If the inner catheter slides through the outer sheath with no
significant resistance, proceed with use of the product pursuant to the Instructions For
Use. If significant resistance is felt as the inner catheter protrudes through the outer
sheath, discard the device and continue the procedure with an alternative product.
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Inner catheter passing through
_the tip of the outer sheath with

no significant resistance |

Pokratujte se zasunutim vnitini katetru po celé délce vngjsiho plastd, az bude spicka vnitiniho
katetru viditelng vy€nivat z vngjiiho plasts, jak je znazornéno vise. Pokud se vnitini katetr zasune
do vnéjsiho plaste bez vyznamného odporu, pokratujte v pouZiti prostiedku podle ndvodu k
pouZiti. Jestlize je citit viznamny odpor kdyZ vnitni katetr pronika skrz $picku vnajsiho plage,
Katetr odlozte a pokradujte s ndhradnim produktem.




4. Complete and return the Confirmation Form (Attachment 2), by fax at +44 (0)1233

722153 or by email to SurePro@smiths-medical.com. to acknowledge receipt and
understanding of the Field Safety Notice and to provide details of affected product in
inventory.

Vypliite a vritte Formuldf potvrzeni (pfiloha 2), faxem na ¢islo +44 (0) 1233 722153 nebo e-
mailem na SurePro@smiths-medical.com, potvrzujici piijeti a porozuméni tohoto
bezpeénostniho oznameni a poskytnutf informaci o vadnych produktech ve vagich zasohéch.

Option 2 — Return Unused Affected Product for Replacement or Credit

Moznost 2 — Vraceni nepouzitych prostiedki k vvméne nebo ahrds ceny

1.

If you choose not to perform the inspection as described above, remove all affected
products from use.

Pokud se rozhodnete neprovidét kentrolu, jak je popsdno vy3e, odstrafite viechny dotéené
wvyrobky z pouFivini.

Complete and return the Confirmation Form (Attachment 2), by fax at +44 (0¥1233
722153 or by email to SurePro@smiths-medical.com, to acknowledge receipt and
understanding of the Field Safety Notice and to provide details of affected product in
inventery. Smiths Medical will contact you to arrange the return of unused affected
product and arrange credit or replacement as requested.

Vyplitte a vrit'te Formuldt potvrzeni (priloha 2), faxem na ¢islo +d44 (0) 1233 722153 nebo e-
mailem na  SurePro@smiths-medical.com. potvrzujici piijeti a porozuméni tomuto
bezpetnostnimu ozndmeni a poskytnuti informaci o vadnych produktech ve vaich zasobach.
Smiths Medical Vis bude kontaktovat, aby zajistil vriceni nepouZiteho zhoii a platbu nebo
v¥meénu, jak bude poZadovino
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Advice on Action to be Taken by the Distributor;
Doporuéeni jakd opatfeni by mél pEijmout distributor:

1. Inspect your inventory and quarantine all affected products.
Zkontrolujte vase zisoby a oddélte viechny dotéené virobky.

2. Perform a count of affected products currently in inventory and complete and return
the attached Confirmation Form (Attachment 2) by fax to +44 (0) 1233 722153 or by
email to SurePro@smiths-medical.com. Following receipt of this form, Smiths
Medical will contact you to arrange return of the identified affected products.

Uvedte pofet dotenych wyrobkil v soutasné dob& na skladé a vyplite a wratte
priloZeny formulaf Potvrzeni (piiloha 2) faxem na 2islo +44 (0) 1233 722153 nebo e-mailem
na SurePro@smiths-medical.com. Po obdrZeni tohoto formulafe, Vas bude Smiths Medical
kontaktovat aby zafidil vriceni zjisténvch dotéenych virobki.

3. Send a copy of this Urgent Field Safety Notice to your customers identified
as having received affected product.

Zaslete kopii tohoto bezpetnostniho ozndmeni zikaznikim, u nich# se zjistilo, ze
obdr?eli dotéend vyrobky.

4. Provide email confirmation of your customer notifications to Smiths Medical at
SurePro@smiths-medical.com.,

Zaslete e-mailem potvrzeni vadich zakaznikii na _SurePro@smiths-medical.com.

Transmission of this Urgent Field Safety Notice

Preddni tohoto naléhavého bezprénostniho oznameni

This notice needs to be passed on to all personnel who need to be aware within your
organization, including points of use or to any organization where the potentially affected
devices have been transferred. If you or your facility has distributed these affected products
to other persons or facilities. please promptly forward the recipients a copy of this Urgent
Field Safety Notice.

Toto oznameni musi byt pfedano viem pracovnikiam, kteff pottebuji byt informovani v ramei vasi
organizace, vEetné bodl pouZiti nebo pro jakoukoliv organizaci, kambyly potencidlng dotéené
prostredky predany.. Pokud jste vy nebo vade firma distribuovali tyto dotéené vyrobky jinym osobam
nebo zafizenim, neprodlené prosim predejte prijemcm kopii tohoto naléhavého bezpecnostniho
gZnameni.

Please maintain awareness of this Notice and resulting action for an appropriate period to
ensure effectiveness of this Correction

Prosim, méjte v povédomi toto oznémeni a v¥sledné akee po pfiméfenou dobu pro zajisténi Géinnosti
TELO ndpravy.



Customers should report any issues with these products to Smiths Medical's Global
Complaint Department at +00 800 76 48 47 00 or globalcomplaints@smiths-medical.com.

Zakaznici by méli nahldsit jakékoli problémy s t&mito produkty na Smiths Medical Global Complaint

Department na +00 800 76 48 47 00 nebo globalcomplaints@smiths-medical.com.

If you should have any questions regarding this information, please contact Smiths
Medical's Customer Service Department at +44 (0)1233 722267

Pokud budete mit jakékoli dotazy tykajici se této informacie, kontaktujte prosim Smiths Medical's
Customer Service Department at +44 (0)1233 722267

Smiths Medical is committed to providing quality products and service to its customers. We
apologise for any inconvenience this situation may have caused.

Smiths Medical se zavazuje poskytovat kvalitni produkty a sluzby svim zdkaznikim. Omlouvame se

za pipadné nepfijemnosti. kieré tato situace mohla zpisobit.

Sincerely,

Michael Herbert
Regianal Director, Quality Systems
Smiths Medical International

Enclosures: Attachment 1 — Affected Product Reorder Cades and Lot Numbers
Attachment 2 = Urgent Field Safety Notice Confirmation Form




ATTACHMENT 1:
Pfiloha €. 1:

Affected Product Reorder Codes and Lot Numbers

Kody predmétnych produkti a ¢isla sarzi

Reorder Reorder Reorder Reorder Reorder Reorder
Code Code Code Code Code Code
PEG23 PEBGZ23 PESEB23 PPG23 PPBB23 FPS623
Lot Lot Lot Lot Lot Lot
Number Mumbaear Number NMumber Number Number
2000099 2000101 2000102 2000098 2000100 2000103
2044001 2044006 2138834 2025748 2025750 2025752
2044005 2044008 2143444 2041152 2044018 2161556
2117201 2044009 2147484 2332539 2044019 2165854
2117202 2065654 2152583 2350024 20685653 2170929
2120953 2117203 2152584 2120052 2304190
2138832 2117204 2304183 2152589 2363603
2138833 220950 2305244 2152300
2161554 2138835 2336960 2156664
2304181 2132580 2156665
2304182 2132382 270927
2304199 21536663 2205308
2305239 2165851 2305235
2305240 2165852 2305236
2308138 2170920 2305237
2313278 2170926 2305238
2332537 2295309 2308139
2336956 2304187 2308141
2336957 2304192 2313280
2341409 2304193 2313281
2341410 2304194 2320238
2344790 2304196 2324603

2304197 2336961
2304198 2341418
2305241 2359005
2305243 2363387
2313279 2363588
2324539 2363580
2327973 2363592
2327974 2363593
2336959 2363594
2341411 2363595
2341412 2363596
2341414 2363597
2341413 2363598
2341416

2341420
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ATTACHMENT 2 pfiloha & 2 Smiths Medical International
Boundary Road,
Hythe,
Kent, CT21 6JL
United Kingdom

URGENT FIELD SAFETY NOTICE CONFIRMATION FORM
Naléhavé bezprénostni ozndmeni — potvrzujici formulaf

Wallace Sure-Pro® and Sure-Pro Ultra® Embryo Replacement
Catheters

Customer Identification No.

IC zékaznika

Please complete and return this Form by fax to +44 (0)1233 722153 or by
sending an electronic copy via email to SurePro@smiths-medical.com
Prosim, vypliite a odeslete tento formuldf faxem na +44 (0) 1233 722153 nebo zaslanim
elektronické kopic e-mailem na SureProf@smiths-medical.com

YES - We have affected product in our Product Code | Lot Number Quantity
inventory. Please contact me using the details | Kéd vyrobku Cislo sarze (EACH)
provided below to provide me with instructions mnozstvi
on returning my products

ANO - mame pfedmétné produkty v nasich zisobéch.
Prosim, kontaktujte mé a s ohledem na detaily
uvedené nize mi poskytnéte pokyny k vriceni mych

produktti.
YES — We have affected product and we | Product Code Lot Number Quantity
intend to continue using these devices following | Kdd virobku Cislo sarze mnozstyi
the instructions provided in the Field Safety
Notice.

ANQO — mame pfedmétné produkty v nasich
zasobdch a rozhodli jsme se pokradovat v jejich
pouzivani dle pokynil uvedenych v bezpeénostnim
oznament

NO — We do not have any of the affected products.
NE — nemame Zadné predmeétné produkty.

We no longer have any of the affected products. We transferred them to the following
location: {please provide name, address, and phone number and email address):
JiZ nemdme Zidné pfedmétné produkty. Predali jsme je na ndsledujici misto:
{uved'te prosim jméno, adresuy, tel. Cislo a e-mailovou adresu):

| did have affected products; however, they have been used/ have been disposed of.
Mél jsem pfedméiné produkty, ale byly pouzity / byly odstranény,

Facility Name:  jméno spolecnosti | Facility Address: adresa




Signature: podpis Facility Shipping Address: dodaci adresa

Print Name: tisténé jméno Date: datum

Department: oddéleni

Email: e-mail Phone Number: tel. éislo
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