PedCath IMPACT User’s Guide
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Overview

IMPACT Overview

The American College of Cardiology Foundation's NCDR developed a new, national clinical data registry.
The IMPACT Registry™ (IMproving Pediatric and Adult Congenital Treatment) that assesses the
prevalence, demographics, management and outcomes of pediatric and adult patients with congenital

heart disease who are undergoing diagnostic catheterizations and catheter-based interventions. The

collection and analysis of this data will facilitate performance measurement, benchmarking, and quality

improvement initiatives. The IMPACT Registry will provide significant contributions to the knowledge

base and outcomes associated with congenital heart disease. To date, no single registry has collected

sufficient national quality-focused data on the management and real-world outcomes of quality-focused

data of patients who undergo diagnostic and interventional catheterizations.

PedCath IMPACT Registry Module

PedCath’s IMPACT module will allow you to collect and submit patient demographic, admission, and

procedural data to the IMPACT Registry.

The PedCath IMPACT Registry module is for the most part, a self-contained component that contains all
of the data collected for the IMPACT Registry. The IMPACT module leverages much of the data already
entered for the PedCath cath report, so that it will not have to be entered multiple times. (Any data that
is shared will either not be editable within the IMPACT module, or synchronized between both

locations.)
Seven procedure types are currently collected:

e Diagnostic Cath

e ASD Closure

*  Coarctation Procedure

e Aortic Valvuloplasty

e Pulmonary Valvuloplasty
* PDAClosure

e Proximal PA Stenting

The Episode of Care information
(admission/discharge, insurance, patient

“lgix
Patient: Smith. John B Cath Date: 4/3/2011  Cath #:CTH123456 ) av i Reg|stry
[ZDemoaraphics
Cath Lab Avival Date/ Tive: ] 1.day | CathLob Depature Date/Tive:  Joasoarzon  foeaz
[FEpisode of Care FitstSheath/Catheterin Date/Time: [Ga/0372071  4[740 | Last SheathCatheter out DatedTine: [oa7aa/2011  2[0358
Case Hospita Staus: (¥ Dupatient C it npatient foor  Adit o inpatient ICU
@E;Ej"ﬂrtgd';'e = 23 Hour obs outpatiert. © Return to inpatient foor  Return to inpatiznt ICU
initarbvalision Piocedute Staus: (+ Elesive.  Uigent  Emergency  Salvage Tiainee Preserk. & Ho € Yes
[ElHemodynamics Operater: [Many J. Jones (NPI=0445556667) 4|
[@Procedures Performed Access Lacation: " Venous ( Ateiial @ Both
[ZASD Closure Venous Access T heralhccess )
[ Coarctation Procedure Fluora Tine/Dose: Venaus Access Ste Verous Sheath S
erous Sheath Size: [5 Fiench (lagest)
[EAortic Valvuloplasty 5 mives © Lefibrachisl  C Fight bachial
[ZPulmonary OR [ moy C Leftferoral " Rightfernoral e
Valvuloplasty OR [ U2 @ Leftugar  C Rightjuguar
[EIPDA Closure  Leltsubolavian C Right subclavian
[ElProximal PA Stenting e & Hepatie € Transthoracic
Procedure C Unbliesl € Other I Method ot doctimerted
MM Sedation 1 | AwayMonsgemert | HemodnamicSuppart
[ZDischarge
Ancsthesichogist Piesert: & No.  Yes Anesthesiclogist Caled e & No. € Ves
(stattaf case] {due 1o escalation of care).
Sedalion; & General Anesthesia { Epidual * Caudel W € 1M (" Oralinkrarasal  None
Austicry & Ay & |
@ Hlanu Indicate the:me the patiert entered he ath 12
Savet Dlose oo |

history,... ), adds a new hierarchy level to PedCath between the Patient and Cath levels. The Episode of

Care data will need to be entered only once for a patient’s hospital visit, regardless of the number of

cath procedures performed during that visit. When adding a second IMPACT cath record within a

hospital visit you will be prompted to use the existing Episode of Care.




Even though there is an added hierarchy level, the main PedCath interface remains largely unchanged
(the arrival and discharge dates are now shown underneath the cath grid on the Browse screen). This
was done to allow PedCath users to create cath reports as they normally do and give them the choice to
either work on the IMPACT data themselves, or ignore the IMPACT module and have other staff
members fill in the data to break up the work.

The IMPACT administrative module will allow you to create submission files (one per quarter), create a
number of CSV extract files, or import IMPACT cases from another vender.

More on Work Flow

A PedCath report must exist before adding an IMPACT report to it. It does not have to be completed or
signed to fill in the IMPACT data. It is recommended to add your PedCath personnel to the cath report
prior to working on the IMPACT Case Data section, so that the operator may be specified for that case.

You can however fill in the Episode of Care data before the PedCath report is started, if desired.

Note on Cath Locking: IMPACT data may be edited after the PedCath cath report has been signed.
However any data within the IMPACT module that is shared between IMPACT and the PedCath report
will not be editable after the PedCath report has been locked.

Case Complete Checkoff

PedCath also gives you the option to specify if the IMPACT forms for a case have been filled out to
completion and reviewed. This is an optional feature that can be turned on/off for your institution in the
IMPACT administrative options.

If the feature is enabled, a Case Complete check box will appear on the IMPACT form and a check icon
will be shown in the cath grid on the Browse screen indicating what cases have been checked off (A
blank form icon will be shown next to cases where the IMPACT forms have been started but not checked
off).

The data panels will still be editable after the Case Complete box is checked for a case. This feature can
be used to facilitate data entry work flow and is ignored by the submission module (only cases with a
discharge date set will be submitted to IMPACT.)



PedCath Cath Report/IMPACT Shared Data
Much of the data on the PedCath Edit screen will be submitted to IMPACT. Once entered on the
PedCath Edit screen the data will show up within the IMPACT Registry module and will not have to be

re-entered.

The venous and artery access sites are now chosen from a pick-list, rather than free text as in PedCath 7.

Closure methods are new to PedCath 8 and are part of the IMPACT submission.

Hemodynamics

PedCath will send select measurements from your first set of hemodynamics to IMPACT. Fields with

green bars indicate the data going to IMPACT (there are some with blue bars that are submitted as well).

The following table shows hemodynamic data collected by IMPACT and the source PedCath fields.

IMPACT Data Collected

PedCath Field

Systemic Artery Saturation

dAO sat, or SA sat override if specified

Mixed Venous Saturation

SVC sat, or MV sat override if specified

Systemic Ventricular Systolic/End Diastolic

If systemic ventricle is LV:
LV Systolic, LV End Diastolic

If systemic ventricle Is RV:
RV Systolic, RV End Diastolic

Systemic Blood Pressure (Systolic, Diastolic, Mean)

dAO systolic, diastolic, mean (or Systemic mean
override if specified)

PA Pressure (Systolic and Mean)

PA systolic and mean (or PA mean override)

Pulmonary Ventricular Systolic Pressure

If pulmonary ventricle is RV:
RV Systolic

If pulmonary ventricle Is LV:
LV Systolic

Pulmonary Vascular Resistance Index

Rp (calculated)

Cardiac Index

Qs (calculated)

Qp/Qs ratio

Qp/Qs (calculated)

Systemic/Pulmonary Ventricle Designations

IMPACT is interested in collecting the systemic and pulmonary ventricle pressures. Since PedCath does

not collect data in this way, PedCath8 now allows you to designate which ventricle is the systemic

ventricle and which is the pulmonary. You will need to change the designation from the defaults

whenever a patient is double outlet, has transposition of the great arteries, or other configuration

where the LV is not the systemic ventricle and/or RV is not the pulmonary ventricle.

To change the ventricles designations click the S or P next to either the RV or LV pressures in the

hemodynamics grid.




If the patient is single ventricle, please specify so within the Episode of Care History and Risk Factors
section. If this is the case you will be able to set the systemic ventricle designation but not the

pulmonary.

4 Edit Cath Repork I

File Edit ‘iew Tools Feport Componsnts
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~ Patient Information-
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First Name |Abigai|

Medical Recard Mumber |21
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Date:of'B\r'th|1Uf’1Ue’2UU5 2|

Gender | Female -

- Caze Informaticn

Cath Date 04/15/2011
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Set Acoess | Yein Ii

Fluratime [min |0.00

= Hemadynamic: Set

_%'rs_eno'n: |
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Susternic Yentrick:

Pulmanary Yentricle:

Persannel
Marne
Marty J. Jones

Measurements

% Left Ventricle: {* Right Wentricle Elds 1
" Right Ventricle . Left Yenticle
" Mone

plan/) [50.0 |
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Access IMPACT Data on Edit Screen

As of version 8.1, PedCath will allow you to access and edit additional IMPACT data directly from the
PedCath Edit Screen. You will be able to edit any of the IMPACT pre-procedure and cath level
measurements.

To view the IMPACT panels, simply click the

the IMPACT data will be displayed where the Hemodynamics normally are, on the lower half of the
screen.

The case operator may be set as well, by checking off the appropriate staff member in the Personnel
grid.

Click to show IS i

toggle button in the Report Components group, and

File Edit ¥iew Tools ReportComponents
JJEd s e 2R? IMPACT Panels |
-~ Patient Information Report Comp: t

Check to Set

- Case Information

Cath Date |DW £23/2M2

P, 1l
Personnel

Operator \] - I
: Bu.o . [ Operator [ Name Role o
e cnl] I —

Allen D. Everett, MD

N
First Name |laqy Middle NamelK LastNameI'mDaCk IiL o —
| - @| Dxl S| @ &R
Medica;Heco,dNumbe,IDthenza 08/15/1955 Eehderl”ale ~]
- |
g
> -

Cath Murnber |873885 Account Number |§3?5E []  Heller MD, Felice Fel' w 'i’s |
SetAccess | Wein Ithht temoral 3fr Artery |Left carchid 5ff
Fluratime (mir) {000 Contrast Total (ce) |300.00 Rad. Doze [mGy) 10000.0¢
~IMPACT Registry Data > =
Pre-Procedure Measurements T a ]
Cath Lab Artival Date/Time: |g1;23;2012 Im:gg 1eday | ath Lab Departure Date/Time: IU1/23-‘*2012 I18:00
First Sheath/Catheter in DatedTime: Im;zggzmz |‘I2:DD Last Sheath/Catheter out Date/Time: |01/23/2012 I15;00
Hospital Status: & Dutpatient 7 Admit to inpatient floor € Admit to inpatient 1CL
23 Hour obs outpatient ¢ Return to inpatient floar € Return to inpatient ICL Fluara Dose:l WGy m2
Procedure Statusi % Elective (" Urgent ' Emergency (" Salvage Traines Present: ¢ Mo Yes
Sedation T Heparization T Ainway Management T Hemodyramic Support
Anesthesiologist Present: = Mo " Yes Anesthesiologist Called Ir: & Mo  Yes
[start of case] [due ta escalation of care]
Sedation’  ~ General Anesthesia & Epidural ¢ Caudal B O IM C Oralntanasal O None

| [HL? Export ON [[6 fooor




IMPACT Registry Module

To load the IMPACT Registry Module, simply highlight a cath report

and click the “IR” button. This will start a new IMPACT episode of care 05/15/2011
and case record if they have not been started yet; otherwise it will
allow you to view or edit the existing data.

The module is split up into multiple data panels. You can access each
panel by clicking the navigation links on the left side of the screen. The

Procedure-Specific Data panel links are not shown until the performed

procedures are specified. ] Difseisrzz 5 St

When you select any field on any of the data panels, the field number

IR| Add Cath | Edit Cath
8

and coding instructions will be shown at the bottom of the screen. "N
Click the question mark button for more information about this field.

Pick lists are available for the Pre-Procedure Diagnosis, Specific Procedures performed, and Events. The
interface for those lists works in the same way as the Dx section in PedCath, and is not detailed here.

The Episode of Care panel is selected by default when you enter the registry module. The next sections

will detail the data panels that make up the IMPACT Registry module.

Print / Validate / Save

[ redcan piacrregaty T S -loi
N - - / NADACT 2 o

Patient: Smith, John B Cath Date: 4/3/2011  Cath #:CTH123456 ) 2 VIHE IMPACT egls ry
= 5

ZiDemographics = . .
=4 Aurival Date: |[IEH i Patient Zip Code:  |90210 [ ZipCade N
L’._’E | Instrancs Papors: [check al that appl)

¥ Private Health Insurarice I~ Medicar [ Medicaid I~ Miltary Health Care

o Case I State-specific Plan [nonMedicaid) | IndianHealth Serviee [~ MonlS Inswance [ MNone
[EPre-Procedure

Clinical Evaluation HIC: [FIc224331 Premature Buth (it < Ty ald]. 7 Mo, © Yes
[Fcath Data Inteinational Patient: (' Mo " Yes Bith Weight < 30 daysold) [k
[ElHemodynamics Country of Hesiderice: - BestationalAge (if < 1 w old] weeks
E !

) Prior Cardiac Catheterization: & Mo € Yes Prior Cardiac Surgens ¢ Mo. % Yes
|&fProcedures Performed ﬂ Murnber of Prior Cardias Catheterzations: Nurnber of Prior Cardiac Surgeries: |1

&~ rClosure Date of Last Calhsteiization E| Date of Last Suene [01/2172010 44
NaVIgatIOI’l «2/C_arctation Procedure Muost Facent Praceduresls) Edit | Mast Recent Surgen(s): Edit | ot
" [ElAortic Valvuloplasty 10 PFO: Primaty closure \
H [EPulmonary
LI n kS Vahmioplasty

Genetic/Congenital Conditions (DIAGNOSED PRIOR TO OR DURING THIS ERISODE OF CARE]

[EPDA Closure

[lPraximal PA Stentin 22q11Deletion (DiGeorge Syndiomef & No € Yes Nwonarrswdmme. = Mo " Yes
—Q'medure Alagille Syrdiome, @ Mo " ‘Yes  Rubela G Mo Yes
Congenital Diaphragmatic Hemia: @& Mo C Yes Trisamy-12: @ Mo Yes No Tadl
= Diown Syndrome: @ Mo ( Yes Trisomy-18 & Mo Yes
@EVEMS Heterotaxy: & No O Yes Turner Syndrome; & Mo (" Yes
@Dischargg Marfan Syndrome: & Mo Yes “williams-Beuren Spndiome: + No € 'Yes
History & Risk Factors (DIAGNDSED PRIDR TO OR DURING THIS EPISODE OF CARE)
Chronic Lung Diseaze: @ Mo (' Yes FRenal Insufficiency: @ Mo € ‘Yes
Coagulation Disorder: & Mo ' Yes Seizure Disorder & Ho © Yos No To sl
Hypercoagulable State: e & e Siekle Cell Anernia; & No " Yes
Hypocoagulable State: e & Yes Single Ventricle: @ Ha  Yes
Diabetes Melitus: @ Mo  Yes Strake [prior to arrivall @ Na O Yes
Hepatic Digeage: @ Mo (T Yes
N sy 3 [ ey
g H‘lauuu Trdioate the date fhe patient arfived at your faciity.
=

Data Entry Panel

N
Save & Close | Close |

Coding Instructions




IMPACT Module Data Panels

Demographics

The patient demographic information should already be filled out from the PedCath patient record
(there are some fields PedCath does not require that may be missing — those should be filled in for
IMPACT if known). Changing the information here will change the patient record in PedCath.

In addition to the main elements there are two aukxiliary fields (Aux1 and Aux2). You may be instructed
by NCDR to fill in these fields for certain patients. There is also an option to exclude demographic
information from the submission file for this patient. These options are available only within the IMPACT
module and not on the main PedCath Patient Edit form.

il

Patient: Smith. John B Cath Date: 4/3/2011 Cath #CTH123456 ) @l ll E' Vil FAY ; Regist y
[ |

P First Mame: IM Aviliany 1: |
sfEpisode of Care Middle: B Auiary 2: |

Case Last Name: | Smith
[EiPre-Procedure MEN; | 123456783
Clinical Evaluation Diate of Birthsm'l-ﬂ_ ::ﬁ 1 Exclude identifying fields from

@Cﬂth Data Gendn_ar;iMale x S
[ElHemodynamics SSM:[Ed4e | [Fe [amaz | I 55N MatAvaisble

Race: [check all that apply]
™ wiite ™ Blackddfrican American

[ Asian IV American Indiandslaskan Native
V' Native Hawailan/Pacific |slander

@Pmcedures Performed
ASD Closure
@Cuarctalion Procedure
[Elportic Yalvuloplasty
@mf_ Hizpanic o Latina Ethnicity: Mo & Yes
Walvuloplasty
E’Z"IPDA Closure

meimﬂl PA Stenting
Procedure

[EEvents
[EiDischarge

' ?’ 1|201 0: Indicate the patisnt's first name.

Save & Close Close




Episode of Care
An episode of care stores data related to a patient’s hospital visit. This includes arrival/discharge

information, insurance information, prior caths and surgeries, genetic conditions and risk factors.

An episode of care may be associated with one or more cath procedures.

=13/
Patient: Smith, John B Cath Date: 4/3/2011 Cath #CTH123456 ) @l \ﬁl ﬂ il b Reg|8t y

= .
[Demographics " .
& 44 PatientZipCode: [30210 [~ Zip Code N/

Inswrance Payors: [check all that apply]

Arival Date:

B

¥ Private Health Insurance I~ Medicare [~ Medicaid I~ Military Health Care
- Case I~ State-specific Plan [non-Medicaid] [ Indian Health Service [~ Morl5 Insurance [ Mone
| Pre-Procedure |

HIC: [HICZ24331 Premature Bith (i< Ty ald): & Ho,  Yes

Clinical Evaluation
7 Cath Data Inteinational Patient: & Mo Yes I I kg
clEnce; vI Bestational Age:(it < 1 yr old) I ek
Prior Cardiac Surgen: ¢ Moo (+ Yes
Mumber of Prior Cardiac Suigernies: I'I_

Date of Last Surgeny: Im /2142010 ég
Mozt Recent Surgerys): Edit I

10. PFO: Prirmary closure

Birth \Wieight: [if

[ElHemodynamics GoanitenrH
[ElProcedures Performed
[EASD Closure
[ Coarctation Procedure
[ElAortic Yalvuloplasty

EPulmonary
Yalvuloplasty
[EIPDA Closure

Genetic/Congenital Conditions [DIAGNOSED PRIOR TO OR DURIMNG THIS EPISODE OF CARE]

Proximal PA Stentin 22q1.1De|etion [DiGeorge Syndiome): & Mo 0 Yes Nnnnan. Synidrome: * No  Yes
Procedure g Alagille Syndrome: + Mo (7 Yes Rubella: @ Mo  Yes
e — Congenital Diaphragmatic Hernia: @ Mo  Yes Trisamy-13: @ Mo  Yes Ma Tadl
_— Drown Syndrome: & Mo € Yes Trisomy-18; = Mo " Yes
FEvents Heterotawy: + Mo  Yes Turmer Syndrome: * Mo  Yes
@Discharge Marfan Sundrame: i Mo (T Yes ‘wfilliamz-Beuren Syndrome: {* Mo  Yes
History & Rick Factors [DIAGMOSED PRIOR TO OR DURIMG THIS ERISODE OF CARE]
Chronic Lung Disease: f Mo Yes Renal Insufficiency: Mo  Yes
Coagulation Dizarder: + Mo (7 Yes Seizure Disorder: ® Mo  Yes Mo To Al
Hypercoagulable State: € Ho € fes Sickle Cell dnemis; * Mo  Yes
Hypocoagulable State; £ No & Yes Single Yentricls: & Mo 7 Yes
Diabetes Melitus: « Mo ( Yes Strake [priar b arrival]: @ Mo  Yes
Hepatic Diseaze: & Mo  Yes
Auilia 3| iz 4 |
E ? j‘|3000: Indicate the date the patient armved at your facility.
Save & Close | Close
|

The following information was found in the PedCath database:

ﬂ The Prior Cath Catherization import will look at your cath database oot 2

and tell you how many prior caths, date of the last cath, and the most ot Canbare BISFONT

recent procedures performed. You can use the information returned in ”“??Zfi:‘.nf;iifif; Conial Frommal ot and/or pro
the wizard to fill in those fields on the Episode of Care panel.

The discharge information is part of the Episode of Care record, but is
stored on the Discharge panel, described in a later section.

Cancel

Two auxiliary values (3 and 4) can be entered on this form if instructed to do so by NCDR.

See the Managing Episodes of Care section for information on managing the episode of care records
outside of the main IMPACT module.

10




Pre-Procedure Clinical Evaluation
In the Pre-Procedure Clinical Evaluation section you will enter some pre-procedure lab measurements,
medications, rhythms, as well as select the pre-procedure diagnosis codes. Height and Weight are taken

from the PedCath report. The pre-procedure diagnosis codes are chosen from a hierarchical list similarly
to the Dx section of PedCath.

-lalx]

Patient Smith, John B Cath Date: 4/3/2011  Cath #CTH123456 ) v El JIPAC RGngtry

Demographics

Pre-Procedure Diagnozsis Codefz)

Episode of Care 20, 45D Secundum Height: 153.3 cm

Case ‘wheight: !2 kg

Procedures Performed

Pre-Frocedue Labs

Cath Data Hemoglobir: |5 af/dl  Creatinine: |5 mg/mk 02 8at |70 %

Pre-Procedure Canditions

Procedure-Specific Data Mecratizing Enterocalitis: ¢ Mo Yes Sepsis Mo  Yes
ASD Closure (if 30 days old] Fregnant: ¢ Mo  Yes
Coarctation Procedure
PDA Closure Fre-Frocedure Medications: [ Antiarhythmics. v Anticoagulants v Antihwpertensives. | Antiplatelets
Proximal Pulmonary Artery [check all that apply) |v BetaBlockers v Diuretics ¥ Prostaglanding W Sedatives v Wasodiators

Stenting Procedure

Pre-Procedure Bhythms: ¥ Sinus Bhythm |V Atial Ectopic Tachpcardia [AET) v Supraventricular Tachycardia (SWT]
[check all that apply] v afib/Flutter W Junctional Bhythr v Idioventricular Byt
¥ Second Degree &% Block  |v Third Degiee &V Block W Paced v DOther

Ewvents

Discharge

|
[ ? 1'3000' Indicate the date the patient arrived at your facility

0k Cancel

11



Cath Data

The Cath Data section will allow you to enter data pertaining to the case such as the cath
arrival/departure time, catheter access and closure methods, sedation, heparization, airway
management, and hemodynamic support (Inotrope, ECMO and LVAD use).

The Operator drop down list will allow you to choose the operator for the case from staff members
involved in the case. You must add staff members to the PedCath report before they will show up in the
operator list. If the staff member does not have an NPl number associated with them, it should be
specified on the staff edit screen before submission to the registry.

The Cath Lab Arrival Date will be set automatically from the cath date on the PedCath report. The arrival
time is required for IMPACT submission.

Fluoro Time/Dose and Contrast are taken from the PedCath report and cannot be changed on the
IMPACT forms. An indexed dosage value may be specified on the IMPACT form (only one fluoro
time/dose value need be specified).

Two auxiliary values (5 and 6), can be entered on this form if instructed to do so by NCDR.

=lox|
Patient: Smith. John B Cath Date: 4/3/2011  Cath #:CTH123456 ) @' ,ﬁl = . b RGngt y

EIDemographics ) ) )
Ll Cath Lab Armrival Date/Time: |Dg1,ang;2m1 I 1.dayl Cath Lab Departure Date/Time: 10430332011 :=i=5|04:32

[EIEpisode of Care First Sheath/Catheter in Date/Time: [04,/03/2011 _:_i_j 01:40 Last Sheath/Catheter out Date/ Time IDMDSQDH }ﬁiDB'ES
Case Hospital Status: (3 OQutpatient " Admit to inpatient floor ¢ Admil to inpatient |CL

|ZPre-Procedure

e " {23 Hourobs outpatient ¢ Retun to inpatient flaor  Retumn to inpatient [CL
Clinical Evaluation

— Procedure Status: (+ Elective: ( Urgent ¢ Emergency © Salvage Traines Present: + Mo  Yes
[EHemodynamics Opetator: [pary J. Jones [NPI=0445556657) =l
[EiProcedures Performed Access Location: © Wenous { Adedal (+ Baoth
[@ASD Closure ¥enous Access T Arterial Aocess
@Cuarctalion Procedure Fluora Time/Dose: Werious Aocess Site: _ _ WarasShealiSa i5_ Fienenllsiasstl
I@Aﬂﬂic Valvuloplast |5_5 mifutes " Left brachial  Right brachial
[EPulmona OR [5ea Gy O Leftfemcral € Right femoral Wenous Closuie Methads:  Add Hemove.l
Yalvuloplasty OR I uGym2 (= Left jugular " Right jugular [18] Sealant - Dn-Site [Datazcope Corp ]
[EiPDA Closure ™~ Left subclavian ¢ Right subclavian [18) Sealant - On-Site [Datascope Corp]
= 7 : : ~ :
[ElProximal PA Stenting e EB__ i ™ Hepatic: Transthoracic
Procedure € Unibiical  Other I~ Method not docurnented
Mm Sedation r Heparization T Airway M anagement T Hemodynamic Support
|EiDischarge
Anesthesiolngist Present: 8 No (7 Yes Anestheziologist Caled In: & Mo Yes
[start of case] [due to escalation of cae]
Sedalion: 7 General Anesthesia: © Epidual ¢~ Caudal ¢ % M ¢ Oralrkanasal ¢ None

Auwiliary 5: | Aupiliany B |

i'.?- jlgﬂaﬂ: Indicate the time the patient entered the cath lab.

Save & Close Close
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Hemodynamics

The hemodynamics data on this form is all read-only and taken from the PedCath report. Please refer to
the prior Hemodynamics section (page five) regarding PedCath/IMPACT shared data for information on
entering the hemodynamic data on the PedCath Edit screen.

4 PedCath - IMPACT Registry

Patient: Smith, John B Cath Date: 4/3/2011 Cath #CTH123456

[EDemographics
[EEpisode of Care

B Case
S Pre-Procedure
Clinical Evaluation

|sZCath Data

) avid

=lax|

Registry’

Baszeline Hemodinamics

(EHE

ifProcedures Performed
[EASD Closure

[@Coarctation Procedure

[Elportic Yalvuloplasty

EAPulmonary
Walvuloplasty

E’Z"IPDA Closure

meimﬂl PA Stenting
Procedure

[EEvents

[EiDischarge

Sustemic Aterial 5 aturation: IQS %

Systernic Ventncular Pressure:
[Suetalic] iEE_ mmHag
[End Diastalic) [34 mmHa
Systemic Blood Pressure:
[Swstolic) EB_ mmHg
[Diastolic) !21— mmHg
[Mean] I_ mrHg

Miked Venous 5 aturation: IBU %

P& Pressure:
[Systalic] I32_ mmHg
[Mean] IZ1 mmHg

Pulmanan Yentricular Systolic Pressure: |21 mmHag

Pulrmonany Ventricular Resistance Indew: I ‘whood Units*m2

Cardiac [ndex: I Lmindm2
Op/Qs ratio: I

[Data Entered on PedCath Edit Screen)

Using LY asz Spstemic Ventricle

Using BY as Pulmonary Yentricle

' ? 1[8000: Indicate the systemic arterial saturation obtained during the procedurs in %.

Save & Close

Close
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Procedures Performed
In the Procedures Performed section, check off all of the procedures that were performed for the case.

All of the procedures except for Diagnostic Cath will require additional procedure-specific data to be
entered.

After checking a procedure, a data panel link will be shown on the left side of the screen within the
Procedure-Specific Data group.

You can also specify any additional specific procedures by choosing them from a pick-list.

=10l x|

Registry’

4 PedCath - IMPACT Registry

) slvs

Patient: Smith. John B Cath Date: 4/3/2011 Cath #CTH123456

EIDemographics :
Procedurelz) [check all that apply]

[EiEpisode of Care

_____ Case

v &S0 Closure v Coarctation Procedure

Iv Pulmanary Valvuloplasty v PDA Closure

v Aortic Yalvuloplasty

v Proximal P& Stenting

| Pre-Procedure
Clinical Evaluation

f|Cath Data

Specific Procedure{s):

[E]JHemodynamics

35, Conduit: S ana modification-with valve [FY to PA valved conduit] [Ballaon dilation]

EZASD Closure

[EdCoarctation Procedure

[ElAortic Yalvuloplasty

EPulmonary
Yalvuloplasty

[EIPDA Closure

[ElProximal PA Stenting
Procedure

Edit I

Procedure-Specific Data
Panel links show here

[EEvents

|EiDischarge

v “?- jFDDU: Indicate the date the patient arived at your Facility.

Save & Close Close
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ASD Closure
The ASD Closure section will be available if ASD Closure is checked under the Procedures Performed
section. It is required to have at least one defect.

To add more than one defect, click the Add Defect button. Clicking the Remove Defect button will
remove the currently active defect tab.

Managing Devices
To add any devices, you must mark one or more defects as treated.

To add a device, type in the device id within the device id column or click the icon within that column to
bring up the device list.

To remove a device, either delete the Device ID number, or right-click the number within the Num
column and choose Delete Device.

To designate the defects that are treated by a particular device, type the defect numbers within the
Associated Defect(s) column, separated by commas if more than one. So for instance if the device
should be associated with Defect 1 and Defect 3, type “1, 3” in the grid cell.

o redcath-peacegsry

£+ Right venticular volume overload ¢ Chroriic lung disease ( Failurs to thrive

=10l x|

Registry’

Patient: Smith. John B Cath Date: 4/3/2011 Cath #CTH123456

EiDemographics

Primary Procedure Indication;

@Episude of Care " Recurent respiratory infections (" Wentlator dependent ¢ Cyaniosis

" Stoke prevention

_____ Case

| Pre-Procedure
Clinical Evaluation

[Eicath Data

[EHemodynamics

sfProcedures Performed

" Migraines
Atrial Septal Aneurysm Present: ¢ Moo 7 Yes

Total Septal Length: I23 i

ASD MultiFenestrated: & Mo (& Yes

Add Dafect | Remove Defect |

Defect 1 T Defect 2 T Defect 3 ]

ASD Size: |34 mm

Balloon Sizing Performed:

[
@

@Aoﬂic Yalvuloplasty

@Pulmonﬁm
Valvuloplasty

E’Z}PDA Closure

Proximﬂl PA Stenting

i Mo {* Yes

Stretched Diameter Performed

Size: !5 mm

(" Mo (= Yes

Stop Flow Technigue Performed: Mo 8 Yes

Rim Measurement Performed: ¢ No (% Yes

I%C Fimn Length: I34 mm
Auortic Rim Length: i23 i

Defect Treated: " Ho (* ‘es

Feazan Mol Fesidual Shunt Size:

Procedure dive: IE_ — € |rraifficisht * Mone to tivial (<3 mim]
L € ther, " Significant [>=3 mm)
| Events
=1 Devices
#Discharge
Lél Murmn Device ID | associated Defect(s) | Dutcome of Device: |

Implanted, not released

[ ?- HI?UDD: Indizate the primary reason the atrial septal defect (45D procedure is being performed.

Save & Close Close
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Coarctation Procedure
The Coarctation Procedure section will be available if Coarctation Procedure is checked under the
Procedures Performed section.

To add one or more devices you must first set Defect Treated to Yes. If the Device ID is known it can be
directly typed in the box, otherwise you can look it up in the device list by clicking the “...” button.

To add more than one device, click the Add Device button. Clicking the Remove Device button will
remove the currently active device tab.

4 PedCath - IMPACT Registry _ D =1of x|

Patient: Smith. John B Cath Date: 4/3/2011 Cath #:CTH123456 ) %l :ﬁ | E Vil B Reglst y

EIDemographics

Primary Procedure Indication: o

¢~ Congestive hear failure Enercize hypertension

@Episude of Care i Spstemic hypertension € High resting gradient € Angiographic appearance
Case -

----- - ! 15.4 | o |B4 H

[EfiPre-Procedure Pre-Procedure Coarctation Diameter: mm  Pre-Procedure Coarctation Peak Systolic Gradient: mmH g
Clinical Evaluation Defect Treated:  No & Yes

&Cath Data Post-Procedure Coarctation Diameter: I4.3 i

m&m Post-Procedure Coarctation Peak Systolic Giadient: |54 mmHg

HiProcedures Performed

Lﬁ} Add Device | Remove Device |

LZASD Closure
&2 | Device 1 I

[ZlAortic Valvuloplasty

@Pulmona Device ID. IES |Balloon - Jocath Maestro PTCA Catheter 4.5 mm x 11 mm [&bbott Vascular]
M ry l
S "Valvulo Ids Device Typs: (+ Balloon ( Stent
[EIPDA Closure
Proximal PA Stentin Purpose: &+ Compliance testing Dutsome: ¢ |iplariedintended site
Froximal FA stenting
Procedure " Stent rediation € [mplanted aeation
= Angioplasty 1 ot-dep
[HEvents ' Stent inplantation
@Discha[ge Max |rflation Pressure: |23 atmiz) I Stent Diameter PastProcedurs T

Outcome: (& Inflated with wpture

" Inflated without rupture:

—
[ ? 1|?1 00: Indicate the primary reason the Coarctation procedure is being perfarmed

Save & Close Close
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Aortic Valvuloplasty

The Aortic Valvuloplasty section will be available if Aortic Valvuloplasty is checked under the Procedures
Performed section.

To add one or more inflations you must first set Defect Treated to Yes. For each inflation you must
specify if the balloon technique was Single or Double, and fill out device information for each balloon. If

the Device ID is known it can be directly typed in the box, otherwise you can look it up in the device list
by clicking the “...” button.

To add more than one inflation, click the Add Inflation button. Clicking the Remove Inflation button will
remove the currently active inflation tab.

-loix

Patient: Smith. John B Cath Date: 4/3/2011 Cath #:CTH123456 ) %l b f | E J b Reglst y

[EDemographics

Primary Procedure Indication; € Aortic stenosis gradient (+ 4 LY dysfunction € Symptams
@m Walve Morphology: ¢ Unicuspid ¢ Bicuspid ¢ Tricuspid * Quadracuspid ¢ Uncertain
Case Pre-Procedure Aortic Walve Insufficiency:  © Mone €+ 1+ [mild] 2+ [moderate] 3+ [moderately severs] 4+ [severs]
EPre-Pracedure _ _
Clinical Evaluation fj::éi::::g';;;f;] r-_ mm Pre-Procedure Peak Systolic Gradient: 34 mmHg

[Eicath Data
Defect Treated: ¢ Ho + Yes
[E|Hemodynamics

T Add Inflation I Remove |nflation I
|EProcedures Performed

[EASD Closure Inflation 1 T Inflation 2 ]
LA Coarctation Procedure ;
‘%‘ Balloon Technique:  + Single ¢ Double
&Pulmonary Device ID: |2 |
Valvuloplas Balloon - HIGHSAIL Coronary Dilatation Catheter 2.5 mm 5 15
@PDA Closure mm [Abbott Y azcular]
Pruximﬂl PA Stentin Balloon Stablization: & Mo  Yes
Procedure Ma Inflation Pressure: | atrm(s]
@Events Outcome:  (+ Inflated with rupture:

= " Inflated withaut rupture
| Discharge

Post-Procedure Coarctation Peak Systolic Gradient: |4 mmHg

Post Procedure Aottic Valve Insufficiency: & pone 3+ [maderately severe]

£ 1+ [mild) &+ [zevere]
i 2+ [moderate]

' ?’ 1|?200: Indicate the primary reazon the aoric valvuloplasty (&%) procedure is being perfarmed

Save & Close Close
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Pulmonary Valvuloplasty

The Pulmonary Valvuloplasty section will be available if Pulmonary Valvuloplasty is checked under the
Procedures Performed section.

This section is arranged similarly to the Aortic Valvuloplasty panel. Please refer to page 16 for more
information.

-loix

Patient: Smith. John B Cath Date: 4/3/2011 Cath #:CTH123456 ) @l E' 11/ b Regist y

[EDemographics

Primary Procedure Indication; + Highiesting gradient. B to L shunting € BV dysfunction. ¢ Symptoms
[EEpisode of Care

alve Morphology: € Typical % Dysplastic/Complex Subpulmonay Steriosis Present. & Mo & Yes
Case ; .
@Pre—Prucedure [Eil‘gDt;agrg‘::tl\;'jzlliloa':]eter. |2U mm Pre-Procedure Peak Systolic Gradient: |22 mmHg

Clinical Evaluation
S S T————— Defect Treated: Mo Yes

Tl

Hemud!nﬂmics Add Inflation | Fiemaove Inflation |
[EProcedures Performed i 1[ e ]

[EASD Closure

L Ealloon Technigue: ¢ Single £+ Double
|EfCoarctation Procedure

Z-JADI’ﬁC Valvuloplast Device 1D Balloon 1: |34 | Device 10 Balloon 2: |534
l;Zi E alloor - HIGHSAIL Coronary Dilatation Catheter 2.75 mmm » Ealloon - Sterling Monarail Balloon Dilatation Catheter 5.5 mm
13 mm [Abbott Vazcular] %15 mm [Boston Scientific Corporation]
= Ealloon Stabilization: ¢ KMo % Yes Balloon Stabllization: ¢ Mo % ‘Yes
sfPDA Closure
meimﬂl PA Stenting tdax Inflation Pressurs: |45 atmz] I aw |nflation Pressure: |23 atmls]
Procedure ) .
Outcome; (% Inflated with rupture Qutcame: ¢ [niflated with rupture
@Events " Infated withaut rupture % |nflated without rupture
@Discharge Post-Procedure Coarctation Peak Spstolic Gradient: |34 mmHg

Fost Procedure Pulmonary Valve Insufficience pone " I+ [moderstely severs]

& 14 [mild] 4+ [severs]
T 2+ [moderate]

' ?’ 1|?4DU: Indicate the primary reazon the pulmaonary valvuloplasty (PY] procedure is being performed.

Save & Close Close
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PDA Closure

The PDA Closure section will be available if PDA Closure is checked under the Procedures Performed
section.

Managing Devices
To add one or more devices you must first set Defect Treated to Yes.

To add a device, type in the device id within the Device ID column or click the icon within that column to
bring up the device list.

To remove a device, either delete the Device ID number, or right-click the number within the Num
column and choose Delete Device.

1 i N A
Patient: Smith, John B Cath Date: 4/3/2011  Cath #CTH123456 ) @l :Cl H| N

[EIDemographics

ACT Regis’f

Primary Procedure Indication; n (= Left ventricular volume overload ¢ Pulmanan hypertension

FD& Diameter Aortic Side: |23 i FD& Minirmum Lumenal Diameter: |32 mm PDA Length: |44 T
Case

@Pre—Pmcedure PO Classification: ¢ Tupe A [conicall & Type B [window) ¢ Twpe C (tubular) ¢ Type D [complex]  Tupe E [elongated)
Clinical Evaluation

HCﬂth Data Defect Treated: ¢ Mo (% Yes

[EiEpisode of Care

[EHemodynamics PA Dbstructior: @ Mo (' Yes  Aotfic Obstuctior: ¢ Mo & Yes

. Residual Shunt Size:  + Mane to tivial 3 mm]
[cauged by implant] i

[caused by implant] [immed after device
[EiProcedures Performed HiatesH

EIASD Closure Devices
ECoarctation Procedure Device [l | Outcome of Device
[ElAortic Valvuloplasty 417 ) Implanted. released

[EPulmonary
Yalvuloplasty

L&

@meimal PA Stenting
Procedure

" Significant [>=3 mm)

&) Implanted, not released

EEvents
[EiDischarge

'.-? 1'7800: Indizate the primary reason the patent ductus arteriosis (PDA) procedure iz being performed.

Save & Close Cloze
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Proximal Pulmonary Artery Stenting Procedure
The Proximal Pulmonary Artery Stenting Procedure section will be available if Proximal PA Stenting
Procedure is checked under the Procedures Performed section.

To add more than one defect, click the Add Defect button. Clicking the Remove button will remove the
currently active defect tab.

There are some pre and post procedure hemodynamics and measurements collected for this procedure.

Make sure to specify whether or not the patient is Single Ventricle within the Episode of Care panel so
that all of the appropriate measurements are shown.

Managing Devices
To add any devices, you must mark one or more defects as treated.

To add a device, type in the device id within the Device ID column or click the icon within that column to
bring up the device list.

To remove a device, either delete the Device ID number, or right-click the number within the Num
column and choose Delete Device.To designate the defects that are treated by a particular device, type
the defect numbers within the Associated Defect(s) column, separated by commas if more than one. So
for instance if the device should be associated with Defect 2 and Defect 3, type “2, 3” in the grid cell.

Patient Smith, John B Cath Date: 4/3/2011  Cath #CTH123456 ) @' (l =

RV hypertensionddusfunction € Pulmonary insufficishcy

=lax|

Registry’

|&Demographics

Frimary Frocedure Indication; &

[EfEpisode of Care " PA flow discrepancy ¢ Angiographic narmowing

@P P Cdﬁse Add Defect | Remove Defect |
&1 Pre-Procedure
Clinical Evaluation Defect 1 T Diefect 2 T Defect 3 ]

[ZCcath Data ] : : }
Eﬂ Defect Locatior: (=" Right prosimal B4 Left proximal P4 Pre-Procedure ]’

[E|Hemodynamics

Post-Procedure

Ostial Sterosis Present: % Moo € Yes

[EProcedures Performed
[EASD Closure

[@Coarctation Procedure

[Elportic Yalvuloplasty

Distal Obstruction Present: & No ( Yes

Sidebranch Jailng: ¢ Mo & Yes
Intended: Mo @+ “Yes

Prosimal Systolic Pressure: 121 mmHg
Distal Systolic Preszure; ]21 mmHg

Prozimal Diameter: 135 ity
Distal Diameter: I1 5 i

EAPulmonary : : e
Artery = ™ P Wessel Diameter kinimum; | i

Vahuloplas fter (% Prosimal Artery Lobar Artery

@PDA Closure Decreased Flow: ¢ Mo & Yes Defect Treated:  ~ Mo @ Yes
|- Devices
FEvents
- Hum Device 1D | Azsociated Defect(s] | Outcome of Device
[ Discharge 1131 @ 1 Stert not deploped

‘Sterit - FlexMaster F1 Coronary 275 mm » Smm [Sbbott Vascula]

e @

—
[ ? 1|?700: Indicate the primary reazon the pulmonary artery [P4] stenting procedure iz being perfarmed.

Save & Close

Close
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Events

The Events section will allow you to enter complications that arose during the procedure, as well as

post-procedure treatments. You can also specify events from a more comprehensive list in the Other

Events section.

4 PedCath - IMPACT Registry

Patient: Smith. John B Cath Date: 4/3/2011

Cath #CTH123456

) avid

=lax|

Registry’

MDemugrﬂphics i ) .
Cardiac Amest; @ Mo Yes Ainway Event Fequiring Intubation: + Ha ( Yes
[EEpisode of Care Athythria: " No 5 Yes Evert Requiing ECMO & Mo € Yes
_ Antiarhpthmic Medication: # Ho O Yes Event Requiing LyAD: & Mo ( Yes
“Pracaduia Cardioversion: * Mo " Yes Bleeding Event: Mo 5 Yes
inical Evaluation Temporany Pacemaker: " Mo (+ Yes R e & No & Yes
F P ker: * Mo ¥
...... Al St = Hematoma at Access Site: Mo % Yes
[E|Hemodynamics New Heart Yalve Regurgitation: f* Ho " Yes
Size: ¢ <3em O 3Bom C 2510cm O »10cm
- Tamponade: @ Mo (7 Yes 5 -
= 1 S = Retroperitoneal Bleeding: O Mo % Yes
=
%wp 4 Embalic Stroke: # Mo O Yes Hiptsest B
.¢ Coarctation Procedure .
— g Device Malpostion or Thiombus: ® Mo © Yes EiEEs il
ElAortic Valvuloplasty o Other Bleed @ No C Yes
@Pulmona Device Embolization: " Mo & Yes : .

Walvuloplasty Refrigved via Catheterization:  + Mo Yes RBCAwhale Blond Transfusion C Ho 6 Yes
@PDA Closure Retrieved via Surgen: Mo * Yes Hab Prior tar Transfusion: |‘I 1] gfdl
P"JXimﬂl PA Stentin Mew Requirement for Dialsis: f* Mo  Yes OtherVascular Complications Reg s+ Nao ( Yes

Procedure

Mo To &l
‘% OtherEvents: No & Yes 2310. Angiographic catheter rupture [Equipment/General]
&éDISChalgE 22580, General Equipment failure [E quipment/General]
ra 2310. Angiographic catheter rupture [Equipment/General)

Post-Procedure Treatmerits

Plarned Cardiac Surgen: * Ho ( Yes Unplanned Other Surgeny: " Ho = Yes

Urplatned Cardiac Surgerny: ® No ( Yes Dug to Cath Complication:  Ho' (& Yes

Unplarned Yascular Surgery: & No  Yes Subsequent Cardiac Cath: T Ho & Yes
' ?’ 1[8000: Indicate if there was a cardiac anest event that required CPR.

Save & Close Close
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Discharge
The Discharge section will allow you to enter the discharge date and status. Any cases without a
discharge date will not be submitted to IMPACT.

|-% PedCath - IMPALCT Registry

8|vI| |VIPACT Registry

ZDe mog rap:hicg-
FEpisode of Care

"~ Clinical Evaluation
[ECath Data

E}F’m_ cedures Performed
[EASD Closure

[EPDA Closure
[ElProximal PA Stentin g

Procedure
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Error/Completeness checking
PedCath will display a check icon (@) next to the navigation links for data panels that have been fully

filled out. If any panels have been started but have missing fields, a form icon ( ) will be displayed
instead, and any panels that haven’t been started will not have an icon.

Clicking the validation button will allow you to see if N gl :
: V ) MHE IMPACT Reg|s’[ry"'

corrected before submitting the data to IMPACT. If Cath Lab Departure DateT ime:

there are any logical errors that would need to be

[oa/maezm1 | [naaz
there are any errors, you will receive a message and ~~  Last Sheath/Catheter out Date/Time: [04/03/2011  4[0359

PedCath will jump to the appropriate section. floot " Admit ta inpatient 10U

If there are not any errors found, the 1ol
case data is valid for IMPACT MEI Pt | BB B8 R R B e |

submission. You will be prompted to

view a completeness report. This will

list any fields that are missing data or

IMPACT Completion Report
out of the usual range. Smith, John B

MRN: 123456789
Admission 4/1/2011
Discharge 4/4/2011

The report may be printed and the Episode of Care
completeness report window may be 3070° Birth Waight

. . 5076 Gestational Age
left open while corrections are made. g

Clinical Evaluation Leading to the Procedure
Out of usual range entries: 1
4015 Pre-Procedure Hemoglohin

hissing entries: 3
4020: Pre-Procedure Creatinine

It is not required to fill in the data 4030: Necratizing Enterocolitis
. 4040: Pregnant
100% to be able to submit to IMPACT,
L o Procedure Information
however it is recommended to fill in Missing entries: 3
. 5110; Arterial Access Site
the forms as thoroughly as possible. 5115: Arterial Sheath Size

5132 Fluoroscopy Dose Area Product

Hemodynamics
Dut of usual range entries: 2
G003 Mixed Wenous Saturation
G014 Systemic Wentricle End Diastolic Pressure
Missing entries: §
G030:; Systemic Mean Blood Pressure
6040: Pulmonary Artery Mean Pressure
6050; Pulmonary vascular Resistance Index
6055 Cardiac Index
G050 Cpicls Fatio

ASD Closure




Device Lookup

Many of the procedure-specific data panels as well as the vein and artery closure methods will require a
list of devices used to be specified. The data panels will allow you to type in the device ids directly or
look them up with the Device Lookup form.

The Device Lookup dialog initially shows a listing of all the devices available.

Filtering
There are filter options at the top of the screen that can be used to narrow down the list.

To filter by the device type, enter the name in the Device Type box or choose it from the pull down
menu.

The available device manufacturers for that device type will be available in the Device Manufacturer
box. Typing in or choosing the manufacturer in the drop-down list will filter the device listing with that
manufacturer only.

Entering a device name in the Device Name box will highlight the device with that name in the listing.

Sorting the List

You can also sort by any of the columns in the grid, by clicking the column header. Each time you click

the column header the list will toggle between ascending and descending order for that column. If you
check the box “Save Sorting Column”, the ordering will be retained the next time the listing is opened.

=10/ x|
Filter options:
Device Type: IA" -l Device Manufacturer: |4 -l Device Mame: I
1| Balloon b lar 1HIG Coronary Dilatation C mm % 13 mm
2 Balloon Abbott W ascular HIGHSAIL Caranary Dilatation Catheter 2.5 mm « 15 mm
3 Balloon Abbott W azcular HIGHSAIL Caranamy Dilatation Catheter 2.5 mm » 18 mm
4 Balloon Abbott W azcular HIGHSAIL Coronary Dilatation Catheter 2.5 mm = 23 mm
5 Balloon Abbott ¥ ascular HIGHSAIL Coronary Dilatation Catheter 2.5 mm » 28 mm
E Balloon Abbott W ascular HIGHSAIL Caranary Dilatation Catheter 2.5 mm « 8 mm
7 Balloon Abbott W azcular HIGHSAIL Caranamy Dilatation Catheter 2.75 mm « 13 mm
8 Balloon Abbott W azcular HIGHSAIL Coronary Dilatation Catheter 2,75 mm % 15 mm
3 Balloon Abbott ¥ ascular HIGHSAIL Coronary Dilatation Catheter 2.75 mm = 18 mm
10 Balloon Abbott W ascular HIGHSAIL Caranary Dilatation Catheter 2.75 mm = 23 mm
11 Balloon Abbott W azcular HIGHSAIL Caranamy Dilatation Catheter 2.75 mm » 28 mm
12 Balloon Abbott W azcular HIGHSAIL Coronary Dilatation Catheter 2,75 mm = 8 mm
13 Balloon Abbott W ascular HIGHSAIL Coronary Dilatation Catheter 3.0 mm « 13 mm
14 Balloon Abbott W ascular HIGHSAIL Caranary Dilatation Catheter 3.0 mm « 15 mm
15 Balloon Abbott W azcular HIGHSAIL Caranamy Dilatation Catheter 3.0 mm » 18 mm
16 Balloon Abbott W azcular HIGHSAIL Coronary Dilatation Catheter 3.0 mm = 23 mm
17 Balloon Abbott W ascular HIGHSAIL Coronary Dilatation Catheter 3.0 mm « 28 mm
19 Balloon Abbott W ascular HIGHSAIL Caranary Dilatation Catheter 3.0 mm « 8 mm
20 Balloon Abbott W azcular HIGHSAIL Caranam Dilatation Catheter 3.25 mm » 13 mm
21 Balloon Abbott W azcular HIGHSAIL Coronary Dilatation Catheter 3.25 mm % 15 mm
22 Balloon Abbott W ascular HIGHSAIL Caronary Dilatation Catheter 3.25 mm = 18 mm
23 Balloon Abbott W ascular HIGHSAIL Caranary Dilatation Catheter 3.25 mm » 23 mm
24 Balloon Ahbatt W azoular HIGHSAIL Coronary Dilatation Catheter 3.25 mm » 28 mm LI
1537 Totalrecords! 1311 Filkered records Ok | Ceameel | ¥ Save Sarting Column

Locate and click the device you're looking for in the list by using the filters/sorting methods and click OK.
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Managing Episodes of Care

Creating an Episode of Care
As described in the previous section, you can create an episode of care by launching the IMPACT

Registry module.

You can also create a new Episode of Care by clicking the “Set EoC”
button underneath the cath grid on the PedCath Browse screen. If one
exists that is in range of the cath date, you will be prompted to
associate it to the selected cath report.

The Episode of Care listing manager will also allow you to create new
episodes of care that are not initially linked to a cath procedure.

Epizode of Care Mot Set

SetEoC |

Managing a Patient’s Episode of Care Listing
To see all of the Episode of Care records for a patient, select their name on the PedCath Browse screen

and from the main menu choose:
IMPACT Registry > Patient Episode of Care List

Here you can add, edit, and remove Episode of Care records.

4 Episode of Care Listing: Smith, Susan ﬂ
Aszzociated Caths

ode of Adrmizzion D ate Discharge Date

Remove

Add Mew | Edit Cloge |

Editing/Disassociating an Episode of Care

Once the Episode of Care has been set you can edit it in a stand-
alone editor outside of the IMPACT module by clicking the Pencil
button, or disassociate it from the current cath report by clicking
the X button.

Disassociating the Episode of Care from the cath record will not
actually delete the Episode of Care data.

vl 47172011 7 Eﬁ
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Administration

The PedCath IMPACT Registry Tool may be administered from within PedCath:

¢ From the Browse screen main menu
choose:

IMPACT Registry > Administration

Here you can set IMPACT options, upgrade
lookup tables, create the submission and
extract files, and run a data import.

You will need to fill in the registration
information received from NCDR on the
General tab before submitting any data.
These are global settings that need to be
entered only once for your institution.

Diagnosis

&i. NCDR. Maintenance

General T D ata Submission

CSY Data Extract T Data Import

Participant Name: | SRS

Participant | ISSSSSS

Participant MPI: Im 23456789

Encryption Kes: I

Auxiliary 0: I

Dpnamic List Updates
Update Clasure Methods

Update Dievice List

Manage Operatars

I~ Use IMPACT coding for PedCath D

Ok Cancel

Your institution has a choice to use the IMPACT procedures, diagnoses, and events for your main coding

on the PedCath report. If the IMPACT coding is sufficient for your PedCath report, this will save some

time by preventing double coding.

To use this option check the box labeled Use IMPACT coding for PedCath Dx.

All codes will be available from your legacy reports if you choose this option.
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Managing Operators
Clicking the Manage Operators button will bring up the standard PedCath Staff Listing dialog. You may
add, edit, and disable staff members here. See the PedCath User’s guide for more information about

editing staff. x
For any staff member who is to be designated as Pofic| =] Login: ]
. First: |Marty DefaultHoIe:I 'l
the Operator for the case, their staff NPI Middle. o T
number must be specified prior to submission Last: |anes
. Sufis: YI
on the Staff Edit screen. Dislay: M5 7 Jones |
Email:l Send |
Street Office 1:
Address: Office 2
Fau:
City: dobile:
State: Fager:
Zip Code: Perzonal:
Country: Other:
Institution )
Staff I0: MPI: |044555666T
Ok Cancel

Updating Closure Methods and Devices

NCDR will release updated device and closure method lists from time to time. To update the list in
PedCath simply download the .CSV files from the NCDR website to your computer, and click either
Update Closure Methods or Update Device List and locate the appropriate file.

2l
Look n: [ IMPACT | «@EcEE-

x

Dynamic List Update: | .

A 1 The closure methods list has been updated!
Update Closure Methods =1 \) i
-
Update Device List | /.

s
File name: [IMPACT ClosuieMaster cov =] Open
Files of type: [IMPACT closure update fie [ cov] =l Cancel
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Data Submission

PedCath will allow you to create submission files to send to the IMPACT Registry with all the cases

within a particular quarter (based on the
discharge date).

It is recommended to first run the Check
Missing Discharge Dates function, to check for
any cases that have an episode of care without
a discharge date set. Any cases without a
discharge date will not be included in the
submission file.

To create a submission file, check the quarters
that you would like to include, select the year,
and enter an export path location to write the
submission files to. One submission zip file will
be created per quarter.

It’s recommended to click the View Report
button next to the quarters you’re creating.

. NCDR. Maintenance

General | Data Submission T C5Y Data Extract T

[rata Import

Quarter ‘Walidation/Completeness

¥ Quarter 1 [Jan 1 to bar 31) Wigw |
R eport
igw

v

¥ Quarter 2 [&pr 1 to Jun 30) R |

[ Quarter 3 [Jul 1 to Sep 30) View |
Report

I~ Quarter 4 [Oct 1 to Dec 3] Wiew

Repart
ear I 2011 - l

Export Path: |C:\For IMPACT" _|

I~ Exclude NCDR Patient |dentifiers from export

Create Submizzion File[z] |

Check Missing
Discharge Dates

Cancel

This will validate the cases to make sure there are no errors and give you a report if any are found. The

submission files will not be created if there are any errors.

The query will also give you the option to include cases that are missing any fields or values outside of

the normal range in the results.

Click Create Submission Files to create the files. Each file should be uploaded to the Registry via the

NCDR IMPACT web site.

Note: Make sure the registration fields on the General tab are filled out before creating the submission

files.
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Data Extract
The IMPACT data can be extracted to comma-delimited files (.CSV). These can be viewed in a
spreadsheet program such as Microsoft Excel.

. NCDR Maintenance

There are 12-extracts available: General T Data Subrizsian T CSY Data Extract T Drata Inport

Episodes of Care _

Cath Lab Dischanges from: ID'I.!’DUED'I'I ::i:j to IW%
Venous Closure Method Or [ Export records with no discharge date

Arterial Closure Method Select an extract

ASD Defects MCDR IMPACT w1 Extract 1 Episades of Care

MEDH IMPACT ] Extract 2 Cath Lab

WEDR IMPACT +1 Extract 3 Venous Closure Method
WEDF IMPACT +1 Extract 4 Arterial Closure Methad
WCDF IMPACT w1 Extract 5 ASD Defects

WEDR IMPACT +1 Extract 6 ASD Devices

MCDR IMPALCT »1 Extract ¥ Coarctation Procedure Ll

ASD Devices
Coarctation Procedure
Aortic Valvuloplasty

© e N R WNRE

Pulmonary Valvuloplasty Ewport Path: [C:AIMPACT C5Y Estract’ _|
10. PDA Devices
11. Proximal PA Stenting Defects

Save CSW File |
12. Proximal PA Stenting Devices

ak. Cancel

To run a data extract:

e Either specify a date range or check Export records with no discharge date. (Results are returned
based on the Episode of Care discharge date.)

e Highlight one of the 12 extract types

e Enter or browse for the export path.

*  Click Save CSV File.
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Data Import
PedCath will allow you to import IMPACT data from another IMPACT-certified vender.

This will bring in the patient demographics, episode of care, and IMPACT case data that is contained
within the file. A new PedCath report will be generated for each case brought in.

While no existing PedCath data will be overwritten, it is recommended to backup up the PedCath
database before running the data import.

To run the import simply browse for the file location and click Import IMPACT Data.

i, NCDR Maintenance |

General T [Drats Submizzion T C5W Dats Extract T Data Import

Import File: |C-AMPACTACHD 993933201102 4ml _|

Irmport IMPACT Data |

ok, Cancel
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