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3-Year Outcomes after 2-Stent With Provisional
Stenting for Complex Bifurcation Lesions Defined by
DEFINITION Criteria

Jing Kan, MBBS,*" Jun-Jie Zhang, PHD,*" Imad Sheiban, MD,” Teguh Santoso, MD," Muhammad
Munawar, MD,* Damras Tresukosol, MD,® Kai Xu, MD," Gregg W. Stone, MD,*" Shao-Liang Chen,
MD, PHD," on behalf of the DEFINITION II Investigators

J Am Coll Cardiol Intv 2022;15:1310-1320

ABSTRACT

BACKGROUND

The multicenter and randomized DEFINITION II (Two-Stent vs Provisional Stenting Techniques
for Patients With Complex Coronary Bifurcation Lesions) trial showed less 1-year target lesion
failure (TLF) after a 2-stent approach for complex coronary bifurcation lesions compared with
provisional stenting (PS). The authors report the 3-year clinical outcome of the DEFINITION II
trial.

OBJECTIVES

The aim of the present study was to investigate the difference in TLF at 3 years after a planned 2-stent
approach vs PS for complex coronary bifurcation lesions stratified by DEFINITION (Definitions
and Impact of Complex Bifurcation Lesions on Clinical Outcomes After Percutaneous Coronary
Intervention Using Drug-Eluting Stents) criteria.

METHODS

A total of 653 patients with complex coronary bifurcation lesions were randomly assigned to either
the 2-stent group or the PS group in the DEFINITION II trial and were followed for 3 years. The
primary endpoint was the occurrence of TLF at 3 years. Stent thrombosis was the safety endpoint.

RESULTS

At 3 years, TLF had occurred in 52 patients (16.0%) in the PS group and in 34 (10.4%) patients
in the 2-stent group (HR: 0.63; 95% CI: 0.41-0.97; P = 0.035), driven mainly by increased target
vessel myocardial infarction (8.0% vs 3.7%; HR: 0.45; 95% CI: 0.23-0.89; P = 0.022) and target
lesion revascularization (8.3% vs 4.3%; HR: 0.50; 95% CI: 0.26-0.96; P = 0.038). There was no
difference in TLF between the 2 groups between year 1 and year 3.



B 82 i Al (D

CONCLUSIONS
For patients with complex coronary bifurcations who reach 1-year postprocedure without
experiencing endpoint events, there is still a risk for future events. The type of procedure performed

initially is no longer a future event risk determinant.
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CENTRAL ILLUSTRATION Landmark Analysis of Target Lesion Failure

3-Year Results From Definition Il Trial (N = 653)
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Kan J, et al. J Am Coll Cardiol Intv. 2022;15(13):1310-1320.
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New-Onset Atrial Fibrillation after Transcatheter
Aortic Valve Replacement: A Systematic Review and
Meta-Analysis

Tammy Ryan, Alexander Grindal, Rehman Jinah, Kevin J. Um, Maria E. Vadakken, Avinash
Pandey, Igbal H. Jaffer, Jeff S. Healey, Emilie P. Belley-Coté, and William F. McIntyre

J Am Coll Cardiol Intv. 2022 Mar, 15 (6) 603-613

ABSTRACT

OBJECTIVES
The authors aimed to identify risk factors and outcomes associated with new-onset atrial fibrillation
(NOAF) after transcatheter aortic valve replacement (TAVR).

BACKGROUND

NOAF is a common complication after TAVR, although estimates of the precise occurrence are
variable. This study sought to quantify the occurrence of NOAF after TAVR and to explore the
outcomes and predictors associated with this complication.

METHODS

We searched Medline, EMBASE, and the Cochrane database from 2016 to 2020 for articles that
reported NOAF after TAVR. We extracted data for studies published before 2016 from a previous
systematic review. We pooled data using a random effects model.

RESULTS

We identified 179 studies with 241,712 total participants (55,271 participants with pre-existing atrial
fibrillation (AF) were excluded) that reported NOAF from 2008 to 2020. The pooled occurrence
of NOAF after TAVR was 9.9% (95% CI: 8.1%-12%). NOAF after TAVR was associated with
a longer index hospitalization (mean difference = 2.66 days; 95% CI: 1.05-4.27), a higher risk
of stroke in the first 30 days (risk ratio [RR]: 2.35; 95% CI: 2.12-2.61), 30-day mortality (RR:
1.76; 95% CI: 1.12-2.76), major or life-threatening bleeding (RR: 1.60; 95% CI: 1.39-1.84), and
permanent pacemaker implantation (RR: 1.12; 95% CI: 1.05-1.18). Risk factors for the development
of NOAF after TAVR included higher Society of Thoracic Surgeons score, transapical access,
pulmonary hypertension, chronic kidney disease, peripheral vascular disease, and severe mitral
regurgitation, suggesting that the risk for NOAF is highest in more comorbid TAVR patients.

CONCLUSIONS
NOAF is common after TAVR. Whether AF after TAVR is a causal factor or a marker of sicker
patients remains unclear.
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FIGURE 2 Mortality and Stroke Are Associated With NOAF After TAVR

Heterogeneity: Tau? = 0.24; Chi? = 225.75, df = 13 (P < 0.00001); I = 94%
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(A) Mortality in hospital or at 30 days was higher in patients with new-onset atrial fibrillation (NOAF) relative to those without. (B) The risk of stroke was also higher in
patients with NOAF. (C) The risk of stroke in the first 30 days after transcatheter aortic valve replacement (TAVR). (D) The risk of stroke beyond 30 days after TAVR.
Data are presented as risk ratios with 95% Cls.
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FIGURE 3 Adverse Outcomes Associated With NOAF After TAVR

Test for overall effect: Z = 3.24 (P = 0.001)
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Total events 196 1374

Heterogeneity: Tau? = 0.00; Chi? = 2.84, df = 6 (P = 0.83); I> = 0% 50 o1 o 1¢0 100’

Test for overall effect: Z = 6.59 (P < 0.00001) " Lower Risk with NOAF  Higher Risk with NOAF
D NOAF No NOAF Risk Ratio Risk Ratio

Study or Subgroup Events Total Events Total Weight M-H, Random, 95% CI M-H, Random, 95% CI

Doshi 2020 2140 10847 1974 13229 30.5% 1.32 [1.25, 1.40] u

Mentias 2019 277 2948 602 40149 30.4% 6.27 [5.46, 7.19] =

Robert 2018 0 19 3 99  10.4% 0.71[0.04, 13.30]

Tarantini 2016 16 138 48 1102 28.7% 2.66 [1.56, 4.56] -

Total (95% CI) 13952 54579 100.0% 2.43 [0.76, 7.78] S

Total events 2433 2627

Heterogeneity: Tau? = 1.15; Chi? = 433.60, df = 3 (P < 0.00001); I* = 99% T T i 300

Tt T el ftiect: 2w L50 (o= TL15) Lower Risk with NOAF  Higher Risk with NOAF

New-onset atrial fibrillation (NOAF) after transcatheter aortic valve replacement (TAVR) was associated with (A) a longer length of stay in the hospital, (B) a higher risk
of new permanent pacemaker implantation, and (C) major or life-threatening bleeding. (D) There was no significant association with 30-day readmission rates. Data are
presented as (A) the mean difference or (B to D) risk ratios with 95% Cls.
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INFORMATION FOR AUTHORS

Scope

Journal of Taiwan Society of Cardiovascular Interventions (J Taiwan Soc Cardiovasc Intervent) is an official Journal of
Taiwan Society of Cardiovascular Interventions. It is a peer reviewed journal and aims to publish highest quality material,
both clinical and scientific, on all aspects of Cardiovascular Interventions. It is published on a basis of 6 months.

Article Categories
Reviews, Original Articles, Brief articles including images, Case Reports, Letters to the Editor, Editorial Comments. Please
look into each category for specific requirements and manuscript preparation.

Manuscript Preparation: General Guidelines

Taiwan Society of Cardiovascular Interventions reserves copyright and renewal on all material published. Permission is
required from the copyright holder if an author chooses to include in their submission to Journal of Taiwan Society of
Cardiovascular Interventions any tables, illustrations or other images that have been previously published elsewhere. Copy of
the letter of permission should be included with the manuscript at the time of submission.

Manuscripts should conform to the Uniform Requirements for Manuscripts Submitted to Biomedical Journals (N Engl J
Med 1997;336:309-15). Text should be double-spaced throughout. The Title page, Abstract, Body Text, Acknowledgments,
References, Legends, Tables and Figures should appear in that order on separate sheets of paper. Define all abbreviations at
first appearance, and avoid their use in the title and abstract. Use generic names of drugs.

Covering Letter
The main author should write a covering letter requesting the publication of the manuscript and assuring that the other authors
have read the manuscript and agree to its submission. The editorial board reserves the right to confirm this in case it needs to.

Title Page

The title page should include a Title, full names and affiliations of all authors, and an address, telephone number, facsimile
number and E-mail address for correspondence. Acknowledgment of grant support should be cited. A short Running Title (40
characters or less) should be provided.

Abstract
A concise description (not more than 250 words) of the Purpose, Methods, Results, and Conclusions is required. Give 3-6 key

words for indexing.

Body Text

The text of Original Articles should be divided into Introduction, Materials and Methods, Results and Discussion sections.
Other article types may use other formats as described in specefic guidelines against each category of manuscript below.
Acknowledgments are typed at the end of the text before references.

References

References are cited numerically in the text and in superscript. They should be numbered consecutively in the order in which
they appear. References should quote the last name followed by the initials of the author(s). For less than four authors provide
all names; for more than four, list the first three authors' names followed by "et al.". List specific page numbers for all book
references. Refer to Index Medicus for journal titles and abbreviations. Examples are provided below. Authors are responsible
for the accuracy of the citation information that they submit.

Journals

1. Xu J, Cui G, Esmailian F, et al. Atrial extracellular matrix remodeling and the maintenance of atrial fibrillation.
Circulation 2004;109:363-8.

2. Boos CJ, Lip GY. Targeting the renin-angiotensin-aldosterone system in atrial fibrillation: from pathophysiology to
clinical trials. J Hum Hypertens 2005;19:855-9.

Books

1. Gotto AJ, Farmer JA. Risk factors for coronary artery disease. In: Braunwald E, Ed. Heart Disease: A Textbook of
Cardiovascular Medicine. 3rd ed. Philadelphia: Saunders, 1988:1153-90.

2. Levinsky NG. Fluid and electrolytes. In: Thorn GW, Adams RD, Braunwald E, et al, Eds. Harrison's Principles of
Internal Medicine. 8th ed. New York: McGraw-Hill, 1977:364-75.
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Tables
All tables should be cited, by number, in the text. It should be typed double spaced, give a title to each table and describe all
abreviations or any added relevant information as a footnote. Type each table on a separate page.

Figures & Illustrations

Number figures in the order in which they appear in the text. Figure legends should correspond to figure/illustration numbers
and appear on a separate sheet of paper. Prepare your figures according to your mode of submission:

e-mail Submission: Figures should be submitted in high-resolution TIF format, or alternatively in GIF, JPEG/JPG, or EPS
format. The figures should be placed in separate files, named only with the figure numbers (e.g. "Figurel.tif".)

Regular Mail: Photographs and drawings should be unmounted, glossy prints, 5" X7" in size. Three sets of each illustration
must be submitted in a separate envelope. Label the back of each figure with the title of the article and an arrow indicating the
top of the figure.

Manuscript Preparation: Specific Guidelines

Review Articles. These are scholarly, comprehensive reviews whose aims are to summarize and critically evaluate research in
the field and to identify future implications. Unsolicited reviews may be submitted to the editor-in-chief and will be subject to
approval by the editorial board. Instructions for Title page, Abstract, References, Tables and Illustrations/figures remains the
same. The text can follow independent pattern as per the authors desire, subject to approval of the editorial board.

Original Articles. Clinical human studies and experimental studies will appear in this category. It should not exceed 6,000
words including references and figure legends. It should conform the general pattern of submission i.e., Title page, Abstract,
Body Text, References, Tables and Illustrations/figures.

Brief Articles including images. These will present brief clinical, technical, or preliminary experimental results or
cardiovascular intervention related images and should not exceed 3,000 words. It should conform the general pattern of
submission i.e., Title page, Abstract (< 200 words), Body Text, References, Tables and Illustrations/figures.

Case Reports. Case reports should not exceed 2,000 words in total with not more than 6 authors. Abstract should be less than
150 words. In the body text, the Materials and Methods and Results sections should be replaced with a Case Report(s) section
which should describe the patient's history, diagnosis, treatment, outcome, and any other pertinent information. All other
sections should follow the general format. Only two figures/illustrations are permitted. The number of references should not
exceed 15.

Letters to the Editor. The editors welcome all opinions and suggestions regarding the journal or articles appearing in the
journals. A title for the letter should be provided at the top of the page. The writer's full name should be provided. The Letter
should be no more than 250 words long and may include one table or figure and up to four references. The editorial board
reserves the right to edit any letter received. Author should provide a covering letter, on his/her own letterhead, to the Editor-
in-Chief stating why the Letter should be published. If it is concerning a particular article in Journal of Taiwan Society of
Cardiovascular Intervention it should be within 6 months of that article's publication.

Editorial Comments. These will include invited articles or brief editorial comments representing opinions of local and
foreign experts in cardiovascular medicine and research. They should be 1000-1500 words in length and not more than 20
references should be cited.

Submission of Manuscripts: e-mail submission is preferable

e-mail submission to tsci.med @msa.hinet.net

Please prepare text file or Microsoft Word file for your manuscript. Figures should be submitted in high-resolution TIF
format, or alternatively in GIF, JPEG/JPG, or EPS format. The figures should be placed in separate files, named only with the
figure numbers (e.g. "Figurel.tif".)

Regular Mail: Three copies any kind of Manuscripts including figures/illustrations should be submitted to:

Editorial Office, Taiwan Society of Cardiovascular Interventions,

16F-18, No.50, Sec. 1, Zhongxiao W. Rd., Taipei 10041, Taiwan, R.O.C.

Time Line
The first decision will be made within 6 weeks from receipt of the manuscript. Once a manuscript, if sent by regular mail has
been accepted, it should be submitted on a compact disc as a text file or Microsoft Word file.

Author Reprints and Costs

Fifty reprints of each article will be furnished to authors free of charge. Additional reprints will be charged at a rate of US$20
per 50 copies. No charges will be instituted for articles less than seven printed pages. The cost of color reproductions will be
borne by the author.




