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URGENT FIELD SAFETY NOTICE / PHYSICIAN ADVISORY
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Type of Actlon:; Advice regarding the uge of the devive

Dear Valued Abbott Vascular Customer,

Abbott Vazculsr (AV) is voluntarily issuing this Field Safety Notice (FGN) for all sizes of
Absorh™ Bioresorbable Vascular Scaffold (BVS) and Absorb GT1™ BVS Systems.

AV has recently publishad tha results of ABSORE llljd glinical trial that comparad the safety
and effectivenass of Absorb™ BVS to the XIENCE®, metallic drug eluting stent, Learnings
from an analysis of the ABSORB Il data and other published date have identified an impact
on clinical autcomes following changes to procedural techniques. Implementation of these
techniques is expected to facllitate optimal clinical outepmes and reduce the possibility of
thrombogls. AV will be updating the Instructions for Use (IFU) with this information. Untll the
IFU is available, please ba awara of the following kay changes:

When Parforming lasion Sizing and Preparation:

» Invery small vessals, on-ine Quantitative Coronary Angiography (QCA) or
intravascular imaging is strongly recommended to accurately meagure and confirm
appropriate vessel sizing.

» Ravised sizing instructions:

Target Vessal Diameter Ranges and BVS Diameter to be Used (Quantitativa)

Target Vezsel Dlametar Distal and Absorh or Absorb GT1 BVS Diameter
Proximal to be used
=220mmand < 2.75.mm 2.5 mm
> 2,75 mm and < 3.25 mm 3.0mm
*325mmand £ 2.8 mm 3.5 mm

L ABSORR Il was a prospective, randamized, single-blindad, controlled clinical trial that compared the
safety and effectiveness of Absorb™ BVS to the XIENGE ®, metalic drug eluting stent. Tha frial enrolled
abiout 2,000 peaple with coronary artary digease, The results showed that ABSORB Il met its primary
endpaint of noninfarierity far targat lesion failure (TLF). TLF was 7.8 percant for Absarh and .1 pargant
for XIENCE {non-infarlorlty p<0.007, no statisfically significant differsnce), demonstrating that both
davices are comparable In treating pecpla with coronary artery disease CAD. Additionally, the tiat found
that tharg waa no statisteally significant diffsrence in the rate of definite and/or probakle stent thrambosis
(5T) betwesn the two davices,
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»  Naote that tha use of the BVS scaffald autsida the above lizled ranges for target vessal
diameter can result in sub-optimal apposition of the scaffold to the arterial vessel wall.
The safety and efficacy has not been evaluated outside of the ranges of thesa target
vassel diamatars. Additionally, sub-optimal appasition may increase the risk of aerlous
adverse events such as thrombosis and death as ientified in the Instructions Far
Use,

» |f visual estimation Is used: Use the pre-dilatation ballaon, when inflated, to asgist in
gizing the vessel,

» Adaquate lesicn praparation prior ta scaffold implantation is required to ensure safe
delivary of the scaffold across the target leaion. [t is not recommended to treat patients
having a lesian that prevents complete inflatian of an angloplasty balloon. It is strangly
recommended to ashieve a residual stenosis between 20% and 40% after pro-
dilatation to anable suscessiul delivery and full expansion of the seaffold.

Scaffold Deployment and Final Result:

» Optimal expansion requires that the scaffold be in full contact with the artary wall,
which can be facilitated with the uss of routine angiography and post dilatation.
Intravascular ultragound (IVUS) or optical coherance tomography (QCT) ean be used
to confirm scaffold apposition to the artery wall.

To achiave optimal scaffold apposition, post dilatation is strongly recommendad,
especially for smail vegsals, When performed, post dilatation should be at high
pressure (>16 atm)® ? with & non-compliant balloan®,
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“Naota: Limit choice of nan-cempliant kallssn neminal diameter to e no maore than 0.5
mimm sibave the scaffold nominal dismeter to stay within the scaffold's maximum
axpanaion limit,

AV wauld lika to reinforce the impartance of following the IFY instructions (including enguting
the vessel size is » 2.0 and £ 3.8 mm) and the key charnges in this notice to facilitate optimal
clinical outcomes and reduce adverse events auch as restenosis and thrombosis.

Thers is no nesd ta return any produst to Abbott Vascular. Patients who have Had Algorb™
and GT1™ scaffolds successiully implanted are not affectad by this action.

Singapora Health Scisnzes Authority has been made aware of thig action.
Thank you for your attention to this matier, Pleage sign the Effectiveness Chack Farm and

provide this FSN to thoge who need to be aware in your arganization. For any questions,
please contact your AV representative,

Marletta Nicolson
Country Manager
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Type of Action: Advice ragarding the use of the device

Effectiveness Check Form

Customer Account #
Account Name
Address

Phone

(Information required for regulatory effectiveness check)

| acknowledge receiving and reading the December 7, 2015 Physician
Advisory Notice

Custorner Name/ Title (print) Signature

Date

This form lg to be returned to Abbott Vascular
e Return this signed form to your Abbatt Vascular Representative, or

»  Fax this signad form to +&5 6270 2020
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