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Innovative Delivery System for Fast Polymer Absorption for
Xtra Deliverability Optimal Healing
o £ Proven SYNERGY BP Stent

€ Trusted Drug and Abluminal Polymer



pesigned for FIZXZiE)Cig%ector Stent Design
Xtra Deliverability SN

Exceptional Overexpansion
Up to 5.75 mmt

Increased Pushability
Enhanced Laser-cut
Hypotube Technology”

Low Crossing Profile

Thin, Rounded Strut Design
Increased Trackability
Extended Lubricious
Coating”

Best-in-Class Visibility
\ Proprietary PtCr Alloy
The SYNERGY XD™ Stent System combines added trackability £ a

and pushability with a low-profile stent platform to enable
better navigation of challenging anatomy

*Based on bench testing of SYNERGY and SYNERGY XD BP Stents. Radial Guide Tracking and Radial Push Transmission; 3.00 mm stent systems tested, n=15 units.
Bench testing performed by Boston Scientific. Results not necessarily indicative of clinical performance.

1 Based on the 4.00 - 5.00 mm stent models labeled post-dilatation limits. Please refer to the directions for use for more detail on safety information.

[ Please refer to the directions for use for the SYNERGY XD BP Stent.




Optimal Healing

Unlike permanent polymer DES technology, the SYNERGY XD Bioabsorbable Polymer is gone shortly after
the drug is completely eluted

Optimized Everolimus Drug Delivery
Synchronous drug elution &
polymer absorption

Bare Metal <
=€~ ~ _~~ FastPolymer Absorption
74 um+4 um L - , A The 4-month absorption time is
S"““P"'V”‘“ = — : up to 6x faster than other BP Stent*
Abluminal Polymer ’ =
. o Thin, Rounded Struts
Abluminal Polymer Application Sy
Suppresses neointimal growth Stents with thinner struts heal faster than

i 2
while promoting early healing thicker stent struts

+ Compared to Orsiro BP Stent.
1. Wilson GJ et al. Catheter Cardiovasc Interv.
2. Soucy N, Feygin J et al. Eurolntervention. 2010 Nov; 6(5):630-7.

The SYNERGY BP Stent has been studied in over 35,000 patients across various patient and lesion complexities

The HBRindication is supported by the
data from the EVOLVE Short DAPT Trial.

0.2 ST

After patients stopped DAPT at
3-months through 15-months

Excellent Results In

COMPLEX
PATIENTS

Lowest ST rate in statistically
more complex patients

ZERO ST

After patients stopped DAPT
at1-month through 12-months

RANKED #1

Lowest relative risk of
Def/Prob ST

§ The HBR indication excludes the SYNERGY XD 48 mm stent
** EVIOLVE Short DAPT is a prospective, multicenter, single-arm trial defining the safety of 3-month DAPT in subjects at high risk for bleeding undergoing PCl with the SYNERGY BP Stent. Approximately
74% of patients enrolled discontinued DAPT at 3-months. N =1,396 (patients with respective event or sufficient follow-up). Co-primary endpoints: ARC Def/Prob ST and Death/ Ml from 3 -15 months.

3. Varenne O et al. Drug-eluting stents in elderly patients with coronary artery disease (SENIOR): a randomised single-blind trial. Lancet. 2018;391(10115):45-50. doi:10.1016/ S0140-6736(17)32713-7.
4.Kang S etal. JAm Coll Cardliol. Intv.doi:10.1016/}.jcin.2016.03.038.

5. EVOLVE Short DAPT Subgroup Analyses. Presented by Robert Stoler, MD at ACC 2020.
6.Sarno G et al. Cathet. Cardjovasc. Intervent. doi:10.1002/ccd.27030.
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SYNERGY™ XD MonoralCoronary StentSystem . o . .
INDICATIONS FOR USE The SYNERGY™ XD Everolimus-Eluting Platinum Chromium Coronary Stent Systemis indicated forimproving luminal in patients, indluding those with diabetes mellitus, with symptomatic heart disease, stable
angina, unstable angina, non- ST elevation M or documented silentischemia due to atherosdlerotic lesions in nafive coronary arteries 2.5 mm to<5.00 mmin diameter in lesions <44 mmin length and for high bleediing risk patients with
coronary arteries >2.25 mmto<5.00 mmin diameterin lesions <34 mminlength CONTRAINDICATIONS Use ofthe SYNERGY XD Everolimus-Eluting Platinum Chromium Coronary Stent System s contraindicated in patients with known
ensitivity to: » 3161 stainless steel, platinum, chromium, iron, nickel or mx num. » Everolimus or structurally-related compounds  The polymer or their individual comFonems (see Section 2.4.2 Polymer Carrierinthe elFU) Coronary

Artery Stenting is contraindicated for use in: » Patients judged to have a lesion that prevents complete infiation of an angioplasty balloon or proper placement of the stent or delivery device.  Patients with uncorrected bleeding disorders or
patientswho annot receive anticoagulation or antiplatelet aggregation therapy (see Section 6.2 Pre- and Post-Procedure Antiplatelet Re?;g]gen rmoreinformationinthe! eIFUR, WARNINGS e Tomaintain sterility,the package should notbe
opened ordamaged prior to use. » The use of this product carmies the risks associated with coron[aerzjartery_ stenting, induding stent thrombosis, vascular complications, and/or bleeding events. e This product should not be used in patients who
arenot likely to comply with recommended antiplatelet therapy. GENERAL PRECAUTIONS  Careful consideration should be given o the risks and benefits of use n patients with history of severe reaction to contrast agents.  Stent thrombosis
isarare eventandis frequently associated with myocardial infarction (MI) or death. In the dinicaltrials analysed to date, differences i the incidence of stent thrombosis have not been assodated with an increased risk of carciiac death, MI, or
all-cause mortality. » When DES are used outside the specified indiications for Use, patient outcomes may differ fom the resuits observed during the EVOLVE diinical trals. » Compared to use within the speified Indications for Use, the use of DES
in patients and lesions outside of the labeled indications may have an increased sk of adverse events, indluding stent thrombosis, stent embolization, Ml or death. When treating such patients, physidans should be aware of this increased risk
and consider available data and the limitations of such data. ¢ Orally-administered everolimus combined with cydosporine s assodited with increased serum cholesterol and friglycericle levels Pre- and Post-Procedure Antiplatelet Regimen
The optimal duration of antiplatelet ;f_)erapty/, speaﬁcalmt’m inhibitortherapy is unknown and DES thrombosis may sill occur despite continued therapy beyond cument professional sodiety quidelines Oral Antiplatelet Therapy Continuation
of combination treatment with aspirin and a P2Y12 inhibitor after PCl appears to reduce major adverse cardiac events. On the basis of randomized dinical trals the 2016 ACC/AHA Pmdehnes recommend aspirin 81 mg daily should be given
indefinitely after PCl. In patients who are not at high risk of bleeding, a P2Y12 inhibitor should be given daily for atleast 6 months in stable ischemic heart disease patients and for t feast 12 months in acute: corona‘r\yP%yndrorpe (ACS) patients.
Full guidelines a%rovided atthe follwin%mbsm: http://www.onlinejacc.org Based upon the results of the EVOLVE Short DAPT Study the SYNERGY XD stent can be safely used in conjunction with shortened DAPT in patients at high risk for
bleeding. In the EVOLVE Short DAPT Study, high bleeding risk subjects were defined as meeting one o more of the following aiteria: 275 years of age and, in the: ocfinion ofthe invesu%atomhe Tisk of bleeding assodiated with >3 months of DAPT
outweighs the benefit: need for chronic or lifelon antlcoa(ﬂulation, history of major bleeding (severe ife threatening or moderate bleeding based on the GUSTO diassification) within 12 months ofthe index procedure; history of stroke (ischemic
orhemorhagic); renal insuffidency (creatinine 2.0 may/di) or failure (dialysis dependent); platelet count 5100,000P/&1L Itis veryimportant that the patient is compliant with the post-procedural antiplatelet recommendations. Premature
discontinuation of prescribed antiplatelet medication could resultin a higher risk of thrombosis, Ml or death. Prior to P, ifa surgical or dental procedureis. anﬁdﬁsazed that requires early discontinuation ufan‘n&la‘teletﬂwerapy,me interventional
ardiologistand patient should (arefuly consider whethera DES andits assodiated recommended antiplatelet therapy s the appropriate PCl choice. Pediatric Use The safety and effectiveness of the SYNERGY Stentin pediatric patients have
notbeen established. Lesion/Vessel Ct istics The safety and effectiveness of the SYNERGY Stent have not been established in the cerebral, carotid, or peripheral vasculature orin the fo\lowing tient populations: e Patients with vessel
thrombus atthe lesionssite. e Patients with coronary artery referen | di <2.250r>5,00 mm. e Patients with coronary artery lesions longer than 44mm or reqii than one SYNERGY Stent. » Pati ithlesions located in
saphenous vein grafts, inthe left main coronary artery, ostial location, or complex bifurcation (e.g. bifurcation lesion reqiring reatment with more than one sten). Patients with diffuse disease or reduced blood flow distal to the identified
lesions. e Patients with a recent acute ST elevation myocardial infarction where there is evidence of thrombus or poor flow. » Patients with in-stent restenosis. » Patients with a chronic total ocdusion. » Patients with 3 vessel disease. Magnetic
Resonance Imaging (MRI) Safety Information: Non-dinical testing has demonstrated that the SYNERGY XD Stentis MR Conditional for single and oveng?%ec conditions up to 94 mm. A patient with this device can be safely scannedina
Magnetic Resonance system meeting the fol mmn%ond’mons: o Staticmagnetic field of 30 and 1.5 Tesla only « Maximum spatial gradient ma)g]etkﬁeld 00 gauss/cm(23T/m) s Mk ic Resonance sy ported, whole

l averaged specific absorption rate (SAR) of <2 W/kg (Nomal Operating Mode) Under the scan conditions defined above, the SYNERGY XD Stentis expectedg o produce amaximum temperature rise of 5 Corless after15 minutes of
continuous scanning. MR Image quality may be compromised if the area of interest is within the lumen or relative%nearme stent Therefore, it may be necessary to optimize MR imaging parameters for the presence of the stent. Theimage:
artifactextends a-pg%matel ‘1cm from the stentwhen scanned in non-dlinical MRtesnn%spedﬁed in ASTM F2119-07. The artifact does obscure the device lumen. Image artifact was minimized using the spin echo sequence versus gradient
echo. POTE RSE Potential adverse events in alphabetical order) which may be assodiated with the use of a coronary stent in native coronary arteries indude but are not imited to: » Abrupt stent dosure » Allergic reaction
toanti-coagulant and/or antiplatelet therapy, contrast medium, or stent materials ¢ Angina » Anhythmias, induding ventricular fibrillation, ventricular tachycarcia and heart block e Cardiogenic shock/pulmonary edema e Death ¢ Embolization
(air tissue or thrombotic material or material from device{s) used inthe procedure) induding stent embolization or migration « Heart failure « Hemorthage, which
may require transfusion; induding bleeding and hematoma e Hypotension/hypertension  Infection, local or systemic; induding feverand gymgen reag’_lon

espiratory failure

« Myocardialischemia or infarction  Pain, chest or access site « Pericardial effusion or cardiac tamponade ¢ Renalinsufficiency or failure
*Restenosis or aneurysm of stented segment e Stent deformation, collapse, or fracture » Stent thrombosis/occlusion « Stroke/ cerebrovascular acddent/transient B O Ston

ischemic attack » Viessel trauma requiring surgical repair or reintervention; induding coronary, femoral or radial artery spasm, dissection; ocdusion, perforation, rupture,

or pseudoaneurysm Zortress™, the oral formulation of everolimus developed by Novartis Pharmaceuticals Corporation, has been evaluated i dinical trials and is Clentl C
approved inthe United States for the prevention of organ rejection in adult kidney transplant recipients at the dose of 1.5 mg/day. Outside the US, Zortress is sold

underthe brand name, Certican™, in more than 70 countries. Everolimus s also approved in the United States under the name of Afinitor™ for patients with Ad 5 ; for life™
advanced renal cell cardnomaicancer), afer failure of treatment with sunitinib or sorafenib, at doses of 5020 m?/daywhen taken by mouth. The following st WElnding Sdisines itelr i
indudes the known risks of everolimus at the oral doses listed above. The amount of dmgel?cwr(ulates inthe bloodstream following implantation of a SYNERGY™

Stentis several folds lower than that obtained with oral doses (1.5 mg to 20 mg/day, see Section 7.2, Pharmacokinetics of the elFU)).» Abdominal pain » Anemia i i
 Angioedema Anorexia s Asthenia » Constipation » Cough s Deayedwound healng/fuidacumulaion  Diathea » ey hyperipidemiaand ;’gg e 't't'°'s‘a" c?;"'wgv
hypercholesterolemia) » Dysgeusia » Dyspepsia s Dyspnea  Dysuria e Dry skin « Edema peripheral) o Epistaxis » Fatique » Headache » Hematuria s Hyperglycemia 0ston Scientine vay
(mayindude new onset of diabetes) « Hyperkalemia » Hyperiipicemia « Hypertension o &)@kﬂ\em\a  Hypomagnesemia  Hypophosphatemia e Inceased Marlborough, MA 01752-1234
serum eatinine « Infections and serious infections: bacterial, vl fungal, and protozoal infections (may indude herpesvirus infection, polyomavirusinfection which www.bostonscientific.com
m 3%e[la.sust?(lzt)ed with rﬁKvm:]s assouaéed trquhmlpaw and(_/%og]ero ponums?c |’r\hfeg?rrgn)i_lns(omma . In_teracg?n wlrtnsuvng \_n) %ors anii_ |r1)1ducers of

*eukopenia » Lymphoma and other malignandies (induding skin cancer) e Malei azospermiaand/or oligospermia) ¢ Mucosal inflammation g g
(induding oral ufc)graﬁon and oral mucositis) » Nausea » Neutropenia » Non-infectious pneumorrll\:hs-_ Pain; extremity,incision site and procedural, back, chest, olorcenpoa gy fo( e on
musculoskeletal  Proteinuria e Pruritus » Pyrexia « Rash » Stomatits » Thrombocytopenia s Thrombotic micoangiopathy (TMA/Thrombotic thrombocytopenic contact customer service at 1.888.272.1001.
purpura(TTP)/Hemolyticuremic syndrome (HUS) » Tremor « Upper respiratory tract infection e Urinary tract infection » Vomiting Live vacdnes should be avoided and N N
dose contactwith those that have had live vacdnes should be avoided. Fetal harm can occur when administered to a pregnant wornan. There may be other potential © 2020 Boston Scientific Corporation
adverse events that are unforeseen atthis time. CAUTION: Federal law_(USAg restricts this device to sale by oron the order ofaa ;Evhgsman. Rxonly.Priortouse, please or its affiliates. All rights reserved.

nts, and Operator's Instructions.

see the complete Instructions for Use" for more information on Indications, Contraindications, Wamings, Precautions, Adverse
925378838 IC-751701-AB



