o€ | 2

February 2026 | Issue 7

Congenital Cardiovascular
Interventional Study Consortium

(CCISO)
WWW.Nnew.ccisc.net

PFR Registry Newsletter

Pulmonary Flow Restrictor Registry Ver. 1.1

Highlights Congenital Cardiovascular Interventional Study Consortium
Brief Report — Pul Flow Restrictor (PFR) Regi
« Enrollment Growth: 184 cases enrolled riet epo monary Flow Restrictor (PFR) Registry
Date: November 4, 2025
from 16 centers. PER Registry Organizers
° ReCOI'd Yeal' (2025): nghest aIII’IUal Dnis.uke Kobayashi, MD: St. Lquis Children‘ls Hospital / Washingon U'niv'ersity in St. Louis
. David Balzer, MD: St. Louls‘ Chlld.rcn‘s Hospl}al / Wa_shmgton Ur!lvelsnty in St. Louis
enrollment to date, Wlth 79 PFR Thomas Forbes, MD: Joe DiMaggio Children’s Hospital /Memorial Health System
implantations performed.
. . E tive S
« 2" PFR Registry Webinar (Dec 18, 2025): recutive Stmiary
. . . This brief report presents the results of a preliminary analysis from the Pul Flow
RCCOI’dll’lg avallable on the CCISC WebSIte Restrictor (;FR!;Registry. The registrylzvas launagled inymid-2024 and ha|:l :e:;;{y ew(/'olved asa
. . collaborative, multicenter effort. As of this report, 148 have bee: olled from 17
o NeXt Weblnal‘ (May 14, 2026): Il’lVlted Partici;atineg ::entere:;rit; 132 patients inl:ll;ded in tl:::xirem;nalyns::r "
Speaker — Dr, Shyam Sathanandam (N icklaus Upon request from the PDA Stenting Symposium 2026 organizers, early registry data were
. . ; presented at the conference. This document is intended to provide an overview of the collected
Chlldren S Hospltal) . data, highlighting patient demographics, procedural characteristics, and early outcomes.
st 1 . 1 This report is not a formal publication but rather an internal summary designed to illustrate the
* 1 Brlef Report 'Released ° AnalySIS Of 1 32 regi§tr)?’s current progress al:ld share initial observations f’f ifﬂt{rcst v:tyh collibora‘wrs. Thg
patlel’lts now av all abl e on the CCISC ﬁndmgs' reﬂe;tF v;{h‘ere Ithe ref‘xlsltry stands today and provide insight into the evolving practice of
WebSIte The registry continues to expand its particip sites and late pr | experience
. . : : : through collaborative data collection. The registry organizers are committed to providing timel
° Streamllned DUA’ A Slmpllﬁed DUA 1S feedbick, promoting data sharing, and advangcin;ybeﬁ practices in the care of pel:tients ¢ Y
. . . . . . dergoing PFR implantation.
being distributed to pending sites. We remain | " e
committed to facilitating timely site Document Content
. . This brief report provides an early update and insight from the ongoing multicenter PFR
aCthathn. Registry, presenting:
« IRB Revision (v1.2) Forthcoming: Dataset + Registry progress and current enrollment status
. . . . « Patient demographics and baseline characteristics
Slmpllﬁcatlon underway - I'CmOVIIlg IOW' « Procedural data of PFR implantation
. . . « Prelimi one-year based on ing data collection
quality variables and adding more voney somg deeoflest
meal’lil’lgful Clinical data elements . Brief Report — PFR Registry 1 Date: November 4, 2025
Trend of Annual Enrollment (cases/year)
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Case Enroliment Per Center

Enrollment (n)

Phoenix Children's Hospital e 29
St. Louis Children's Hospital e 26
Children's Hospital of Alabama I 23
Children's Hospital Los Angeles N 15
Columbia University New York Presbyterian [N 15
Ann & Robert H Lurie Children's Chicago IIIEEGGGms 14
University of Texas Health Science Houston [N 12
Vanderbilt University Medical Center I 10
Children's Minnesota N 9
Children's Hospital Colorado N 7
Joe DiMagio Children's Hospital I 7
West Virginia University I 6
University of Minnesota Il 4
Wolfson Children's Hospital Il 3
Arnold Palmer Hospital for Children 1l 2

Central Michigan University 1l 2
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PFR Registry Study Contacts:
National Investigator: David Balzer, MD
Co-Investigator: Thomas Forbes, MD
Daisuke Kobayashi, MD, MPH, MHA

Brian Boe, MD

Dominic Zanaboni, MD
Project Manager: Nancy M. Sullivan, MS, CCRC (Nsullivan@mhs.net)
Business Intelligence Developer; Jonathan Forbes (JForbes@mhs.net)
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Overall Site Progress

No. Site IRB Approval Participation Agreement Enrollment
(DUA) Cases (n)

1 Children’s Hospital of Colorado v v 7
2 | Joe DiMaggio Children’s Hospital v v 7
3 | Children’s of Alabama at Birmingham v v 23
4 | Children’s Minnesota v v 9
5 | Children’s Hospital of Los Angeles v v 15
6 | University of Minnesota v v 4
7 | University of Texas Memorial Hermann v v 12
8 | Vanderbilt University v v 10
9 | OSF Healthcare Children’s Hospital of lllinois v v 0
10 | Wolfson Children’s Hospital v v 3
11 | Arnold Palmer Hospital for Children v v 2
12 | Columbia Presbyterian Hospital v v 15
13 | St. Louis Children’s Hospital / WashU v v 26
14 | Phoenix Children's Hospital v v 29
15 | Central Michigan University | Detroit v v 2
16 | Ann & Robert H. Lurie Children’s Hospital v v 14
17 | West Virginia University Children’s Hospital v v 6
18 | UPMC Children’s Hospital of Pittsburgh v New DUA 2/17 sent

19 | University of Wisconsin, Madison v New DUA 2/17 sent

20 | University of Arizona Health Sciences Center v New DUA 2/17 sent

21 | Nationwide Children’s Hospital v New DUA 2/18 sent

22 | Duke University v New DUA 2/18 sent

23 | University of Virginia v New DUA 2/18 sent

24 | Advent Health for Children v New DUA 2/18 sent

25 | Children’s Hospital of New Orleans v New DUA 2/18 sent

26 | Advocate Children’s Hospital New DUA 2/19 sent

27 | Medical City Dallas New DUA 2/17 sent

28 | Cohen Children’s Medical Center of NY New DUA 2/17 sent

29 | INOVA Fairfax New DUA 2/19 sent

30 | Atrium Health New DUA 2/19 sent

31 | Children’s Hospital of the King’'s Daughters New DUA 2/19 sent

32 | Children’s Hospital of Richmond/VCU New DUA 2/19 sent

33 | Children’s Mercy Hospital, Kansas City New DUA 2/17 sent

34 | Cincinnati Children’s Hospital New DUA 2/19 sent

35 | Cleveland Clinic New DUA 2/19 sent

36 | Johns Hopkins All Children’s Hospital New DUA 2/19 sent

37 | LeBonheur Children’s Hospital New DUA 2/19 sent

38 | Mayo Clinic New DUA 2/19 sent

39 | Nemours Children’s Hospital New DUA 2/17 sent

40 | Nicklaus Children’s Hospital New DUA 2/19 sent

41 | University of North Carolina, Chapel Hill New DUA 2/19 sent

42 | Ochsner Children’s Hospital New DUA 2/19 sent

43 | Rady Children’s Hospital New DUA 2/19 sent

44 | Seattle Children’s Hospital New DUA 2/19 sent

45 | Texas Children’s Hospital New DUA 2/19 sent

46 | UC Davis New DUA 2/19 sent

47 | UCSF New DUA 2/19 sent

48 | University of Oklahoma New DUA 2/19 sent

49 | Valley Children’s Hospital New DUA 2/19 sent

50 | Cardinal Glennon Children’s Hospital New DUA 2/19 sent

Total 184




