Pediatric Heart Transplant Study

\D# P

Instil -
FORM 01:0s: Initial Patient Entry at Listing (Page 10f 2) P | gon s o incc S (Lo
ode

1. Institution Code: 2. Patiant Number: 3. Patient Initials: 4, Height: [Jin [Jem

- - R Waight: Ol kg
I

6. Date Listed: 7. Gender:
5. Date of Binth:

(mao-day-yr) Mal Famal |
{mo-day-yr) j COMale [JFemale |

Ba. Race: {See Manual, check all that apply) [] Whiie

[0 Pacific Istander [ ] Mid-eastirabian [ Indian Subcontinent

Bb. Hispanic imn: [ ]yes [ ]MNo

[(IBlack [] American indianiAlaskan Natve [ Asian

[ Other, specify:

9. Etiology: Myocardilis

Cardicryopalhy (f checked, complete below):

[ ] Adramycin-induced

] Cilated, Idiepathic
] Hypertraphic

O lschemic, Kawasaki Disease

[] 1schemic, Other

] Congenital Heart Disease[if checked, complete below);
Complete AV Septal Defect

Conganilally Correcled Transpasition

Ebstein's Anamoly
Hypoplastic Left Heart
Left Heari ValvarrStructural Hypoplasia

[ LV noncompaction

Pulmonary Alresia with V5

OO000000000O0

[] Metabolic Single Venfricle
Rastricliva TOFMDORVRVOTO
Other, specify Transposition of the Great Arteries
Truncus Arteriosus
VEDIASD
U] Other, specify
10a. Surgical History: [ No Previous Surgery
[JPrevious Sternolomy(sk:  Mumber; Surgical Codes: )
ClPrevious Thoracotomy(s). Number: ; :ESE-‘E”;M 195 Glenn, mﬂgﬁiﬂ'ﬂzll

code and dale of surgery in chronalogical
arder,
10b. Date (at least year)

Code

4.

Defect Repair

Congenilally Corrected

Transposition Repair

12, TOF/DORVIRVOTO Repair
13. Transposition af the Greal Vescels

Repalr

FRINT IN BLACK INK OMLY: USE THIZ FORM FOR ALL PATIENTS OR EVENTS AFTER JANUARY 1.2005

Cale 5. Damus Kaye Stansel 14, Truncus Arteriosus Repair

;- — (DKS) 15. Vaive Replacement ar Repair for
3' - 6 Ebstein’s Anamaoly Cutflow Obsiructhon

; - Repair 16, WSO Repair
& - 7. Fontan 17. Other, specify
E' 3 8, Glenn, Bi-directicnal
7, =
11. Statlus AT Listing: (Verifywith OPO) ] 1A [J 18 [J2 [ Other, Specify: Canadian Status:

Check AN Status Details That Apply Per UNOS Policy 3.7 or 1/20/99;
[] Status 1A, life expect <7 days (UNOS Policy 3.7.4.0

[] n Hospital [ JOul Hespital [_JlCU ]IV Inotropes, high ]IV Inotropes, low [ JHemo Manitaring [] Ventiater [] 1ABP

[ ] =6 mon old, pulmonary hyperiension >50% systemic pressure
[] <& mon old, pulmonary hyperiension <50% systemic pressure
L] Growth Failse due 1o acguiced or r.mgunitai hearl disease

(] wvADITAH Date 1* Placed:

CJECMO: Date Placed:

. I‘j Type: [ Ri gﬂ j | Let, [ i an ] TAH Brand/Moded:
IFA Taoma: RPR: HEs Ag: HBs Ab
Inluclbnut - F‘ﬂ-“- Civa |[JPos [Ineg CINA [T1Pos Cieg CINA_ | 2 CPos [ JNeg [N | (1Pos [TNeg (A |
Diseasa 5 CMV | EBV gl 3 HB core Ab Hep C A
Screening CPos [eg CINa CIPos CNeg CINa ClPes ClMeg CINa [Pos CNeg CINa

Conlinued on page 2



PRINT IN BLACK INK ONLY: USE THIS FORM FOR ALL PATIENTS OR EVENTS AFTER JANUARY 1.2005

Pediatric Heart Transplant Study

D% P [_

FORM 01:0s: Initial Patient Entry at Listing o | Instivtion |  Sequentiol | Patient
[F"-EIBE 2of 2) Code Patient Mambar Inilials
13a. Blood Type, Patient [JA [JB [Oas [JoO 13b. Rh: [JPos [ Neg
14. Med Hx (check all that apphy)
[ Arhythrmia (check balow) CICVA: Date Last __ [/ [] Pacemaker: Renal Insufficlency

(] Afvfutter [ ] V Tach (] VFib [ Ciabetes Date 1™ placed: __{ Shock
[] Completa Ht Block (] Faslure to thrive [[] Peripheral Myapathy Dale Last. |
[] Oiher, specify [ Hepatitis: Dedx: ] Prenatai Diagnosis [ Ot
] Asthma O] Hyperiension: Dadx: /[ Praor Transhusions
(] CPR: Date Last | [ Malignancy, hype: [ Protein Losing Enleropaihy
15a. Primary Insurance {chack ona): Medicaid ((IState[JHMO)  Clother Gov  OPrivate  [Setl  ClDonation |
ClFree  [JOther
15b. Secondary Insurance (chack all thal apply) Medicaid ([(JStale [JHMO)  [JOther Gov  [JPrivate  [JSeif  [JDonalion

COFrea [Jother

16. Percent or Panel Reactive Antibody (closest 1o listing):

PRA, AHG-Enhanced: [ ]¥es [ Mo [_JUnknown

16a, Cyloloxic PRA: T Cedl % B Call % Date; - - [ IMNot Done
16b. Cylolowic PRA, DTE/DTT: T Cedl % B Cell 0% Cate: - - L _INotDone
16¢. Flow Cytometry PRA; Class | % Class [l % Date: - - | JNotDone
16d. ELISA; Class | &y Class Il S Date: - - | |MNotDone
16a. Other: Specify Method Dae: __- - [ INotDone
Resulis and Unifs
1Ta. Hemodynamica at listing: 17b. Indicate sgents for best "
Hemadynamice: 18. Echn-.u-lfng
- Mo (] Within one grade level
— 100% 02 [] Delayed grade level
|| Dopamine 1 .
PAm | Dobutamine [] Special f.H:lucahun
PCW | Amrinone (Inocor) [ Mot apglicable, <6 years
C.0 | Minnone (Primacaor) [ Status unknown
— | Isuproterenct {supreal}
{cu || PGE {Alprostadily 19. Treadmill Test
Qphds | PGl {Ficlan)
l = -~ | Nesirilide L] ”‘”“ Done
. Nitroghycerine RestingBP; ___ ¢
Rs || Nitroprusside (Nipride) HR:
| AD Sat - g:lk‘l_'l'“:‘m’d“ s Maximum: duralion: i
| Date: T — A Max. BPF: /
; - HR:
%o Predicied for Age:
Max. Vi mifkgimin
20. Serum Albumin [closest o lisling) Date: - -
21. Total Protein (closest o lsting): Date: -
22. NYHA or Ross’ Heart Failure: [ | Mot Done
NYHA Class: I O Om GOw
Ross Heart Fallure Class: [ 11 LI Odwm O
23.MvO2 cchg Date - -

24. Livver Function Tests:
Bilirubin {totalidirect)
A5T
ALT

Person Completing [his form;

Cuater Crriginal Form Mailed {do not send copy)




PRINT IN BLACK INK ONLY: USE THIS FORM FOR ALL PATIENTS OR EVENTS AFTER JANUARY 1.2005

ID# P

Pediatric Heart Transplant Study

FORM 01T:0s: Transplant Information p | Institution | Sequential Palient
{ane 10f1) Code Fatiend Mumber | InEials
1. Dale of Transplan: 2a. Type of Transplani: | 2b. AX Transplant:
. Height Oin OJem
| Clortnolopic [ Heterciopic Weight — Ov Okg
3. Stalus AT Transplant: [Venly wilh OPO) L] 1A L1 1B [J2 L] Other, Specify.____________ Canadian Stalus:

Check All Status Detalls That Apply Per UNOS Policy 3.7 or 1/20/99:
L] ABO incompatibie
HEMus 1A, life expact <7 days (UNOS Policy 3.7.4.0)

In Hospital (0wt Hospital o W inalropes, high [V Inotropes, low [(JHemo Monitoring [JVentiaior [JIABP
[ <6 mon old, pulmonary hyperansion >50% systemic pressure [ ]<6 mon old, pulmonary hypeension <50% syslemic pressure
[ |Growah Failure dus 1o acguired or congenital hean disease
CIVADITAH: Date 1" Placed: - - CJECMO Dabe Placed: __ - -
CiType: [JRsgu [lieft, [ JR8ath, [ITAH Brandidodal:

4 HLA Allotype [ MiA | A A 8 B DR OR
%a, Donor Specific Crossmatch: [ |Negative [ |Positive [_INaot Dane 5b., Prospective Crossmalch:  [_Yes [No
Se. [ ] B-Cel Mathod: [] Mot Done [] T-Caill, Mathoa: [] Mot Done
8. Percent or Panel Reactive Antibody (closest to transplant):  PRA, AHG-Enhanced: [JYes [(JNo CUnknawn
Ga. Cylobole PRA: T Cell % BCel ___ % Dae__-_ - [JNolDone
Bb. Cylotoxic PRA, DTE/DTT: T Call % BCell % Date:__- - [INotDone
Be. Flow PRA, Class 1 % Clags i % Dale - = Dﬂﬂt Done
6d, ELISA; [JPositive [ Megative Class! % Class i % Doder - - [_IMot Done
B, (Hher Specify Miethod Date: - - [INot Done
Results and Linits .
7. Labs Closest 1o Transplant: Creatinine: mgidl UL Serum Alburmin;
BILIM:  mgidl WL Total Protein:
Liver Function Tesls:  Bilirubin {totzdiract) AST: AT
8. Hemodynamlcs [al iransplant, i repealed since lislingk
o new data since listing Indicate agents for best Hemodynamics: | g catheter/Surgical Interventions
L] None Performed while listed:
P [ 100% 02
Best [[] Dopamine [ Mone
RAm [0 Dobutamine
PAm [ Amrinene {Inocor) [0 Morwood procadurs
POW 0 #ildnone {(Prmacorn)
co [ Isuprgterenal {Isuprel) [ Stent,
EII - ] PGE (Alprostadil} Location
A ] PG (Flolan)
Qpis [] Mesintide L] Septostomy
O Mitroglycedine
: Ball dRall
Re [0 Mitroprussite (Nipside) [ Balioon diation
Ra O Hilric Oxide
: [ Ciner,
AO Sat [0 Others, specdy: Specify
Do - =
10. Racipient on Inotropes/Pressors at time of transplant? | [Yes [ | No | yas, please specify wilh doses:
i AGENTS: DosaUnits AGEMTS: DosefUinits
I | |
11. Cardiopulmonany bypass time minubes 13. Technigue of transplant: (check ona)
12 Tolal donor ischemic bme minutes Bicaval [_] Atral ]

Person Complating this form: Data Original Form Malled (do not send copy):




PRINT IN BLACK INK ONLY: USE THIS FORM FOR ALL PATIENTS OR EVENTS AFTER JANUARY 1.2005

15, CandiophepialM Txa’:lal Protecticn (donor):
D Belzar ol Wiscongn EI Caollins |:| Roes I:I Celgns |:] Sranfond D Ciher, apecity

T
ID# F'l |
Pediatric Heart Transplant Study —r—
, Institution Sequentia atient
FGRM Dzﬁr Dﬂﬂﬂr IP'E'H& 1 ':'f 1} P [ Cm Pultnl. H'-rﬂ'lb.r Akl
1. Danor Age: daysmontyrs Donor Date of Birth: - .
[CrCle ane) fmont] fay) Lyese) | 2 SeX: [ wale O Femae
3a. Donor Race: (See Manual, check all thatapply) [ | wWeae []8lack [Amencan Indlan/Alaskan Matve [ JAsian
[JPacihic islander [IMig-eastiArabian [] Imdian Subcontinent W Cither {spacify;
b, Hispanic Origine [ ves [ Mo
Clin [1ib
4_Donor Height: CJem 5. Donor Weight: kg - —
Ga. Cause of Death (check ma,'c Gb. Mechanism of Death {check onef B, Circumslances of Death
Date ofavent: __ - _ - [ ] Asphywiation [ ] Edectrical {check one}
[ ]Anaxia L] Blurit injury [ ] Gunshot Wound L] Aveged Cnid Abuse
] Cerstrovascular [] Cardeovascular Seizure (] ABeged Homicide
[C] eng Tumer ] cMs infecson Siab ] Aleged Suicide
] Domino Hean (] Drowning [] Sudden Infant Death | L] Mator Vehicte Accident
L] Head Trauma (] brug ] Other B ] Mon-Motor Vehicle Accident
[] Other (specify) Intasicalion L Cther {specity)
7a. Chest Compressions (CPR): [ ]Yes [ no Th. Duration of Cardiac Arresi; minubes
B.DonorBlood Type [JA [JB [Jas [Jo o.Rh:  [JPos []Neg
10, Donor HLA Allptypo A A, Z] B DR DR
[ ] mia
1D1. Emnf Fn:ﬁ._lhhdlnal History {check all that are known): ] infectian, iy
[] Diabetes: I so, oninsukn [ ves [IMo L] Histary of Cancer: speclly ypefiocalion.
[ Mitral Vatve Prot [[] Cancer at time of procuremant, location:
12, Pre-Transplant Donor Echocardiogram: | | Yes [ No  (if yes. complete section bislow, check all ihat appi):
[ Mormal [ Diffuse Wall Motion Abnormality [ Tricuspd Regurgitation (> mild)
[] abnamal [] Focad Wl Motion Abnormality(s) [] Fractional Shartening: % [ maa
[] Abnormal Seplal Maotion ] maitrad Regungétation (= mild) [ ] Estimated LV Eject Fraction: % [ | NA
13. Pre-Transplant logram:
pl MI'HE i yas, [ Normal [ Abnormal If Abnormal, specity
S[HIV: IFA Toxo. RPR: HBs HB= Ab
14. Donor 5| [JPos [N MA  |[JPes Oneg (NA  |CIPos CdMeg CIMa i Pos PaA Pos MA,
Serologies | §[ CMV | EBV igG: HE core Ab Hep C Ab
Ei_ﬁ’ﬂﬂ COna |ClPes Cieg Cina |CJPos [JNeg [INA Pos hA,

16, Donor on InolropesPressorsThyrold Hormones (T3, TAYGlucagon al lime of recoveryharvest? [ Yes [ | Ne
If yeo pleass smecify with doses:

AGENTS: Dose/Units ! AGENTS: DoselUnits

Person Completmng thts fomm: Date Origmal Form Maied (do not send copy):




PRINT IN BLACK INK OMLY: USE THIS FORM FOR ALL PATIENTS OR EVENTS AFTER JANUARY 1.2005

D# FI

Pediatric Heart Transplant Study Sequential _
FORM 030s: Initial Inmunosuppression & Antibiotics P m%ﬂnn Faliant l:r:::m
(Page 1 of 1) Mumber i

COMPLETE AT 20 DAYS POST TRANSPLANT,

A. Initial Immunosuppression:

1. Induction Therapy (cytolytic therapy soon after transplant not used to specifically treat known rejection)

[J Yes (if ves, complete this seciion) ] no (if no, skip to number 2)
Speacifics of Induction; Indicale any dose of agent change on a mew line:

AGENT" Start Date Stop Dale

*“Induction Agents:

OKT3
ALG
ATG.

o =

Simulect (Basiliximab)

Xenopax (Daclizumab)

If other, please specify

2. Azathloprine {Imuran}; O¥es [INe Tolal dose al 20 days
If yes, Dale first postopdose; . - - pos! fransplant mgiperday [OPO O
ES Cyclosporine: []1¥es []No Tolal dose at 30 days
If yas, Date first post-op dose; - e post transplam mgfper day OorPo 3
4, Mycophenolate {Ctllupu [J¥es I:I Mo Total dose at 30 days
if yes, Date first post-opdose; __ _ - - post transplant _ mg/per day Ooro O
5. Sirolimus (Rapamycin): [ Yes D No Total dose at 30 days
if yes, Dale first post-op dose; __ _ - - post transplant mglperday [OJPO O
6. Tacrolimus (Prograf, FK506): [] Yes I:I Nu Total dose at 30 days
If yes, Date first post-op dose: - - pos! transplant mg/perday [CJPO O

7. Steroids: Pre-Operative: [ ¥es [ Mo
Infra-Operative. [J¥es [ MNo
Posl-Operative; StartDate; - - (sl post op dose)
Al 30 Days: ____

mg ] PO [] IV (lotal dose that day)

Typ al 30 days: [ Prednisona [ F?radmsnfnna [ Solumadrol

Maintenance sleroids; [ ves [ Mo, if Mo, end date for steroid use:

— e S S T —

B. Dther Immunosuppression: []Yes [ Mo (I ',ra'.; specify:

If yes, Date First Post Op Dose: -

8. List and describe any unusual pre-op or early [1 30 days) immunosuppression or procedures (including

plasmapherests, photopheresis, immuncabsorption, or radiation (TLI) with dates:;

B. Prophylactic Antibiotics/Antivirals started Pre-op through 30 days post op:
10. Infection Prophylaxis: started during first 30 days post transplant (pof used to treat a known infection):

[ Acyclovir {Zovirax)

0 Antifungal therapy, specify
[] Cylogam

[] Gandiclovir or Valganciclawir
[ immune Globudin

[] Trmethoprimisulla

[0 Other, specify:

11. Date of Hospital Discharge: -

Perzon Completing this form

Crate Original Form Mailed {do not send copy):




i T

Pediatric Heart Transplant Study _
FORM 04¢s: Coronary Angiogram (Page 1 of 1) l P '”Eﬂ"'“ ! e Mﬁ;‘;ﬁfw Patent Initials

1. Date of Angiogram | 2. Intravascular Ultrasound Performed: [J¥es []No

or Evaluation: -, A ), TR If yes, check vessels) studied: O L Main O LAD DLCX ORCA
man  day vear Stanford Scone: Stanlord Score Mol Done [
3. Indication for Angiogram (check anly anej: ! _
Roufing, per establshad protocol (& “wearty” evaluation)
[ Research Pralooal Follow-up from PTCA/Revasculanzation
[[] Objective evidence of graft dysfurconCAD [] Symptoms (suggesting CHF or angina equivalent)

] Non-invasive lesl prior bo this dale indicaled coronary disaase, spacily test
[ Angio NOT DONE:  Mon-invasive test performed, specity:

4, Lefi ventricular functien w-a:lualim (nearasl io cormnary angiogram);

aDateoisiody: - - (] Mona perdormed within 30 days of angiograms (skip 1o 55)
b. Mathod: I:lﬂadlunuﬂ:h} mugmm {MUGA) ontrast venticulogram [JMRI [JEchocardiogram (only if others nof done)
¢, Left Venlicular Ejection Fraction: B Echo Shorfening Fraction (if meagurea. %

d. Wall Mafion {check 3l thal apply ). | | Mat inlerprated for wall mation abnomalities (skip to ¥ 6]
] Mormal {skip o member &)
] Hypokinpsss: —_ [] 1 segmentorwall [ > 1 segmani or wal O diffuse

] akingegs: - (] 1 segment arwall [ 1 segment or wal O diffuse
[ Dvskingsis: - 1 1 zegment or wall [ = 1 segmant of wall ] diffuge
5. Dobutamine Siress Echo (if dona): Dala: - ; Maximum Dobutarmine Dose:

Baseline: [] Normal  [] Hypekinaesis (] 1 0. 1> 1s,ag-|:]_mﬂumj Akinesis/dyskinesis (] 1 Gﬁ I:I > Img D diffusa)
Stress: "] Mormal [] Mew hypokinesis ([ 1 seg, [] > 1sag, [] difuse), Now Mﬂm‘ﬂwﬁmew 1 seg, [ > 1seg, (] diffi:sa)
Maximum Heart Rate Achigved: LY Ddatation with Stress: [ Yes

PRINT IN BLACK IMK QNLY. USE THIS FORM FOR ALL PATIENTS OR EVENTS AFTER JANUARY ‘-I.Eﬂﬂﬁ-_iﬂﬂ 10fEBARE)

6. Anglography:
a. Injaction sites (check all that applyl [ Lefl Ventrice  [] Selective Leoft Coronary  [J Aoda  [] Selective Right Coronary
b. Dominance: [JRight [JleA [ Co-dominanl {must be indicaled, cannol change in the same heart)
&, Mathod of Interpretation:  [] Vesual Estimate [ Caliper [ Computar Assisted (specify sysiem):
d Pre-angiogram nitroglycerin:e [JYes [JNo
7. Results: al | Normal (a8l arteries visuaized), skip the remaindar of this form L Annormal {complibe foerm)
b, If LV or aorta mecbon only: ] Left Mamn slenoss [ LAD stenosis ] RCA stenosis [ LCx stenasis
. Salective Coronany Angiogram (place “X” in appropriate check box indicating Findings for each anerysegment”):

L Main LAD LCx RCA POA

Narmal ] | O O O O

| Not Visualized O O O O O
Absent {congenital) O O O | O
ey O 0 O O 0
:.;;:qhm:e mﬁllﬂﬁ:l: 0 0 0y O 0

T O 0 0 O O

ﬁﬂ:f ;m;h b} O O U n O O
etiricbii O O 0 m] 0

* L Main = Left main ¢ m artery e :;n = Lef anlurréldfm mmﬂﬁ: = Lef Circumflex;

Parson Complating This Farm: Drate Original Fomm Mailed (4o not send copy):




Pediatric Heart Transplant Study

‘ID#P

FORM 05cs: Rejection (Page 1 of 1) ‘ P I"Eﬂ”” E“ﬁﬂ?&:am | '?:,m
1. Weight at Time of Rejection: Ow Cleg ==
2. Baseling Immunosuppressive Therapy al Time of Rejeclion”;
If drug is nod given dady (other than methotrexate), list dose averaged per day (e.g. 150mg azathioprine 200 = 75 mgiday).
Predinisone: mgiday
Azalhiopeing (Imuran} maday
Cyclosponne: Em“?,ﬂ“" maday Trough bevel: Malhod of leval
2 Tacmémus (Prograf, FES06]): mgiday Trough bevel; Mathod of lavak
«  Methoirexate: magday
Mycophenolabe (Caellcept): gy
Siralimus | Rapamycink mpiday Trough level:
Cytoxan Cmgiday  Clmgiwk
Plasraphanesis Fraquancy limes per week
Other, specify: [0 matday [] mgiwk | Other, specify: ] mgrday [ mghwi
Other, spacify: [ mgiday [ mgiwhk | Other, specify. ~ DOmgiday O] mghk
3. Biopsy prior o dale of rejeciion diagnosis: [JDate: - - ISHLT Score: [ None parformed [

4, REJECTION: Slart with mewly diagnosed rejection by biopsy (conver to ISHLT score) or olhar critena hacirg 0 bodes immunotherapy
List i follow-up bhopales of changes in therapy. The 1as] enlry should be first biopsy of echo not promgting additonsl Eheragy.

[T
g
[+
a
H RAPY CODES: Please lis rapi ing the followi
ﬁ 1 = Stanoids, IV 5= ALG 9 = Tacrolimus {Progral, FEK50E)
o« 2= Slemids, Oral 6= Stemid Wper: list start and end doses 10 = Cher )
L 3=0KT3 T = Melhotrxate
4=ATG E=ATS *M = Firsi biopsy withoul rejection requiring additional treatment
Bass for Dx: | -

Dabe of Ciagnosis, | an tha so % 'm“’“:"““ Orug Dose | End Dose Hemo-
Start of New Therapy, 8 ':E or for Skernid Stan Date of End Digle of dynamic
Change in Tharapy, & Rz " chaice | Siart dose tor laper Thwzrapy Thasrapy Comipro-

all Baogsias unkil no g | £ E, 5 o Stercid taper | (magiday) misa?
bolustherapyadded. 8 | 5 | 5 | & above) [repiday)

= 1 1 . . F i L] hona
d | slinfis -
i 2 2. - - = O ald

[T i -

convert o BSHLT A 3. - [ T—
standard Bx score 4, 4, - - - - e
1, i, - - - - ] Men
O |0|0 x
2. 2. - - - - O sdiid
Miondh Dy Year
“‘convert to ISHLT 3, X 5 : - O instrapic
stamndand Bx score ' | 4 - = = SUPECTT e
1. 1. . - - L] Mone
= | O |00 |
'E 1 E. =i - - | D !.'hlﬂ
S Monih Doy Year | “conwert o ISHLT 3 3. - - = |
L inotropie
o standard B score 4, 4. - - - mcwin Legid
1, i - . . -
L 0|00 > ; L Rora

Mantn Dy Yaar - - D A

“conwerl o (SHLT 3, 3. = £ ¥ O oo

standand Bx 5000 4, 4 5 G & ] WP LT
1 1 & - . |LIN

O |Oo|g o
2 2. = = = * O muid

Moin Dar Year | Sconvert to ISHLT | 3. 3. - - . [ incrosic
slandard Bx oo q, i, = = = suppon used
Parson Compleling This Form: Date Onginal Form Mailed [do nol FAX)




PRINT IN BLACK INK ONLY: USE THIS FORM FOR ALL PATIENTS OR EVENTS AFTER JANUARY 1, 2005

| Dt P| | | |

Pediatric Heart Transplant Study .
FORM 06ss: Infection (Page 1 of 1) P | "Gade | Pafiom umbar | Potintals |

Evidence of infectious process reguinng I'u’rhara._w of & life threalening infection reguiring oral therapy.

INFECTION: PLEASE: Use aseparate form for sach infeclion episode and'or type of arganism,

g e

1. Date of Infection [(mon-day-yr): |_I

2. Drug Tharapy af lime of nfection: Indicate if there was an ongoing prophylactic course of each, do nod include course givan
to tresd 3 specific infection (cowrse wsed (o real infection should b noted under B5 balow)

Drug Therapy at time of infection

L] Acyclovir [] Mycophengiate |
| O Antifungal O OKT3
[ aTG (] Predniscne

[ Azathécrpine (Irmsran [ Swolimus (Reparmycin)

[ Cyclosparing [] Tacrolimis {Prograt, FKS06E)

[] Ganciciavir of Valganciciovir s [ Trimethoprimisulfa

[ immune Globulin | 'O Gtver, specity.

] Melhairexate

3a. Type of Infection [check one);  (use separate form for each epssode andfor type of infaction)
Bacterial [] Fungal Viral [ Protezoan [] variceda [J Mo organiem identified

Ik, Type of Organismis):

3c. If CMV: Specify pli-marhmaans of diagnosis:

(] cmv PCR Culture posilive  [JHistology [(JSerciogy  [lAntigenemia  [[]Clinical criteria alons
| 4, Location {organ system, mark all that apply to this infection):
[] Gi Tract, specify. [ Urinary Tract [] Heart {endocarditis)
[ LungiPleura [ Wound, surgical [] Pericarndum i
[] Skin [ Soft Tissue [ Otreeris), specify:
[ Blood (culture positive) [] Bane
B, Therapy (ndicabe naw drug on @ new e, wse addilicnal pages if nesded)
Drug: Route Given: Date Started: Date Ended:
COreo Ov OwW | __ - - | _____-_____~____ |
Oeo OOw Om | __ __ - - |- |
O O OO | - - - | o« .
e O I | - = e e
Ore I M |- = e oo e e o
e BN M | e e ]
Oeo Ov OM | _ - - | ____-___ __-_____

B. Surglcal hlmlhnnd_i.j. OOMe Cives i yes, specify:

7. Dutcome (check ane);
[ Resshdion Dealh (complete Death farm, Form 10}
[J Significant Long Term Sequellae®, specify:
“Significan| keng teim ssquilae Feans any fesithisl Medcsl problem peribng ke @ 50 days after Ihe oase) of the mischon [e.g, Enal fanee, reipeniory faiure

Person Completing this form; Diate Original Form Matked {do not send copy):




PRINT IN BLACK INK ONLY: USE THIS FORM FOR ALL PATIENTS OR EVENTS AFTER JANUARY 1, 2005

| ' | !
ID# F| |

Pediatric Heart Transplant Study

FORM 07ss: Malignancy/Lymphoproliferative Disease P Institution Sequential Patiant
(Page 1 of 1) Coda PaﬁaﬂlHumFrar Initials
: Cio

3. [ Indtial Disgnosis
] Recurrence of proviously disgnosad makignancy Ihowght to be “cuned.”
If mcurrence, date of pravious disgnogs (month-year):

4, Mature of Malignaney (check only ome, complete additional formd{s} for othar mabgnancias).
] Lymphopeolifemlive Disease/Lymphoma

[0 Sarcoma
[ =&in
O other, spacify:
&, Bife{s) of involvement al initial diagnosis (check 8l thal apply
] Bone O GI, Small Bowel ] Mucous Membranes, gendalianal
[] Bone Marmow E @l, Stomach [] Muscle
[] Braast Hepalic [] Pulrmonary {lung)
[0 cws [0 Lymph nodes, deap [] Skin, facialiscalp
[ G, Large Bowel O Lymph nodes, suboulanoous [] Shkin, non-facial
[ i, Rectal [0 Mucous Membranes, cranicfacial ] Diher, spacify:

8. i Lymphoprodiferativel/Lymphoma:
a. Ebsten-Bam Semconyersion (negative pre transplant 1o p:rﬂlln.rn titer post ransplant)? [ No O%es

b, If "Ba” is Yes: Date Lasi Negatve EBVEIer - . []MolDone
Cate Last anwa EEM' Rber: - — [ Mot Dane
€. Was clonal analysis performed: OYes, -.na: [ monocional [] polyclonal (I Teell [ B call
d. EBVPCR: [JPostve [ ] Guantitative  DHNA copies/mi
Is lumor EBV positive:  [] Yes E i Mo

WHOD classification:

I Polymorphic PTLD

ii. Monomomphic PFTLDL, iFyas check boxes Tor: [ diffuse large B ool [ Burkilis [ Ciher

i, Hodghina/Hodgkin'sdike

i, Mher
7. Immunotherapy at fime of malignancy and any changes made dus fo diagnosis within 30 days of diagnosis [specify)

Mew Dosa 30 days
Initlal Dose (mgiday) Mot Changed Discontinued 2o diagnos ;‘

[ Aeyelovie c 1 migiday

[] Azathioprine {|muran) O O — Mpiday

O Cyclosporine: CSandimmune CMeoral CGengraf | J mgiday

[ sycophenciate (Calicept) | ] mgiday

[] Sirlirrus {Rapamycing O ] — mgiday

[] Steroids, specify | | — . mglday

[ Tacndimus {Progral, FES0E) (W (] migckay

O Csher, spacify: ~ n L] 5 mgiday
8. Additional tharapautic measures starled within 30 days of diagnosis (check all ihat apply):

[] Chematherapy

[] Ganciclovir or Valgancickovir

[] Radiation therapy

[ Riluximiaty

[] Surgery (excision, nol perfomed solely for diagnostic puposes)

[ Oeher, specify:

Parson Complating this form: : .IEahe- Original Form Mailed {do not sand copy);




PRINT IN BLACK INK ONLY; LISE THIS FORM FOR ALL PATIENTS OR EVENTS AFTER JANUARY 1, 2005

: ID# P .
Pediatric Heart Transplant Study |
FORM 08os: Post Transplant Yearly Status Report p | institution Sequential | Patient
(Page 1 of 1) Code Patient Number | Indials
| 1. Date of Follow-up [rnon-day-yr): " 2a. Height | 2b. Waight
T 0o e |
| em | Clkg
3. Hemodynamics: Dabe: -~ |
Bdon Dy Year |
AL [RAm |P|'u'r1 —’ﬁ:.w .o Cl
|
4a, Currenl Patient Residence (check one below) ab. Currenl residence IIP Code/Postal Code __
O+Hoeme [ Other (specify): _ -3
5. Patient Medical Care at time of this report: {chack eiher 52 OR 5h) |
§a. [ Patient currently folowed al our PHTS transpland center (if checked, then check one bedow indicating degree of cane
provided at PHTS canter):
[ Al cane is provided at our center [Skip to Question $7)
[ Almest all (mosl) medical care ks provided al our cenler,
El Transpdant mated care (Cardiovastular) andior Severa ibess cang al owr cenler, atheér care glserwherns.
[ Oniy yearly evaluation at our center, we do not foliow PHTS events
I only yiady evaluabon, Specily date PHTS event followeup Ceased - mi L
5b, ] Palient lollowed exciusively at anolher center:  Specily date of last follow-up al your center, - -
6. Mon PHTS center care at time of this report: Specify reason for any care belng provided at another canter (if chosan above]:
L] Patient desie, not reltated 10 location
[ Patient residence location, financial contems (not dua solely to medical care costs)
L] Palient residence kocalion, convenence
[] Care shifted to ancther center aflar renspant per contract with 3™ party payer (mandated by contract).
(o, detecfcareshi: - - )
[ Cther reason(s), specify:
7. Madications: 8. Schoaling 9. Treadmill Test [] Mot Done
[] Antinyperiensive [ Mmyzophenalale [ within ane grade lavel Resfing BP: |
[ Antivired prophylasis ] Prednisona [] Delayed grade level HR:
[ Azathicpeine (Imuran) [ Srchimus [] Special educaton Matirmasm duralion; min
[ Cyclosponne [ Elsh.n. [ Mot appiicable, <6 years Maximum BP: |
[ Diureta ] Tacolmius [ Status unknown HR:
[] Methotrexate [] Caher % Predicted for Age:
| 10. Addilional Immunosuppresive Therapy: (Since Transplant of last Farm DB}
] Total Lymphaid Imad:- Total Dosa cGy [] Flasmapheresis [JPhotopherasis [ Clher, speciiy
! 11a. Primary Insurance (check onel; Medicaid ([CISate IHMO)  [Jother Gov  [ClPrvate [1Se [Conation
Z CFree [lOther
11b. Secondary insurance [check all that apply): Medicaid ([15tate [(JAMDY  Clomer Gov  CPrivate IS [JDonation
= [JFree  [lOther |
J 12, Laboratory: Date Perdormed, (nearest this reportdesdate) - - [(pink "NA” in spaces If not done) |
[ Waslipid profie fasting: [ Yes [ No |
| Cholesteral | TG LDL HOL WLDL BUN Creatning T Proasin |5mfﬁnmr.'_'
13, Events: (Since Transplant or st last Form 08)
coronary angiography ] Yes ] Mo if ves, complete Form 04
Rejection 0 ves [ Me I yes, complete Form 05
Infection O ves O Ne If yes, complete Form 06
Malignancy/L PD ] rves [ Mo I yes, complete Form O
Coronany revascularization ] res O Ho H yes, complate Fom 09
Death [] ¥es O Mo If yes, complete Form 10
Retransplantation [ Yes ] Mo if yves, complete Forms 11, 1T, 02, and 03
Diabetes requiring insulin ] Yes ] Mo

DOihar major events, spacify:

Fergon Comgdeting his fomm: |Dﬂa Crigafal Form Maded (do nod send copy):




PRINT IN BLACK INK OHLY: USE THIS FORM FOR ALL PATIENTS OR EVENTS AFTER JANUARY 1, 2005

Pediatric Heart Transplant Study

\D# P

|

5 R Insstifuition Sequential Patient
FORM 09¢s: Coronary Revascularization (Page 1 of 1) P Code Patinnt Numbew | triials
1b. Infravascular Ultrasound Performed: [] Yes [ Mo
Ta, Date of Procedura: I Lise saparate form for sepanate procedure. even if on same dass.
It yes, check vessal(s) studied:
Moo e T ClLMain OLAD OLCX ORCA
Stanford Score: Stanfard Score, Mol Done O
2. ] PTCA/Stent/Atherectomy: [complele one secton for each lesion treated, indicate all procadunes performed):
2a. *Procedure Codes: |"“Vessal: Location: ! Lasion Pre Pasd
COwad [JRCA [ ] PDA ] Prox Charactersiic: Procedurs  Procedure
Op1  Ouex [esa | Owid (] Eccentric Stenosls: | Stenosis:
oz [ 1 PLBs [] Dizstal [] Concentric
If other, spacify: Ooa [Jmz []PLB2 ] Tubidar % T
[]m3 P83
Commants an Procedure:
[ :
%h. *Procadure Codes: | vessel Location: Lesian Pre Post
Hre OwaD [OrRcA OPDa | OPros Characteristic: Procedurs = Procedura
Do [ucx Cpsa | O] md [] Ecoentric Stenosis:  Stenosis:
;E D-2 E (1] E FLB1 [ Distal E Conceniric
If ather, specify: (L D=3 M2 PLB2 Tubular % %
! i CMs  Clries
Comments on Procadura:
3. Coronary Artery Bypass Grafiing: [] Yes (I Mo [Please attach aperative nale wilh palient name, Madical Becord Mumbar

and dates oblilerated.)

PTCA = Angioplasty

DA = Directional Atherectomy

AA = Angiojel Athereclomy

| * Percutaneous Procedures Codes (write letter code in space for each lesion).

5 = Stent [wrile brand{s) and siza(s) in comments]
RA = Rotational Atherectomy

"Vesspl:

LCx = Left Circumflex
RCA =Ri

LM= Left Main {wrile under commenls)

ght Coronary Artery
PLB1 = PLB3 = Branches 1-3 of the PLSA

LAD= Left Anferior Descending
Rl = Ramus Inlermadius

FPDA = Posteripr Descending Aoria
PLSA = Posterior Lateral Segment Arlery

D1-D3 = Diagonals 1-3
M1-M3 =Marginalz 1-3

Person Completing this fopm;

Date Original Form Mailed (do nol send copyl




FRINT IN BLACHK IMNK ONLY: USE THIS FORM FOR ALL PATIEMTS OF EVEMTS AFTER JANUARY 1, 2005

ID# P l |

Pediatric Heart Transplant Study S

FORM 10¢s: Death (Page 1 of 1) P '*f:lmw

Faheni
Initials

1 Date of Death (mon-day.year):

2. Primary Cause of Death {check only one).

[] Accdental, specify: L] Pulmaonary embolism

AnGuic insul [] Pulmonary Hyperension/RY Failure
H Camtl}n:Iqu:LIar accident [] Rejection, acuteé {complete Form O5)
[C] Coronary anery disease, (infarction, arrhythmia, GHF) L] Rﬂﬂtinn. hyperacule (onsef < 24 hours post transplant)
O Fatal arrhythmia [] Respiratory Failure
[[] infection (complate Form 05) ] EUPIEIEH carchad death, mo Ml documenbed
[ LymphomaiLymphoproliferative disease (complete Form07) S ﬁumﬂlﬁ
Malignancy, non-lymphoma {comghete Form O7) E D?r::m:;nﬂ

Poor donar présenvalion
[] Post-oper aive hermorrhage

3. Contributing Cause(s) of Death (check all that apphy): ) Pt e
Eﬁ.nmic: inmslﬁn y ] Pulmosnany embalism
[ ] Pulmanary HyperensonRY Failure

L] Arhythmia

[] Cerebrovascular accident Reyection, acute {complete Form 05)

[] Coronary anery disease, (infarction, arhylhrria, CHF) Regection, hyperacule (onset < 24 hours pos! iransplan)
[ Infiection (complate Form 08) ] Renal Failure

O Lung Disense [ ] Sudden cardiac death, no M1 documenled

[ LymphomalLymphapeoiferative disease (complete Form 07) % Eﬂiﬁ“
Malignancy, non-lymphoma (complete Fom 07 3
Nnnmn"pmm i [] Other, spacify:

[[] Poor donor preservation

4, Patient supported by VADITAHIECMO at fime of death? O mMe [ Yes Hyes datepiaced: - -

Sa. Patient lisied for re-transplanation prior o death? {1 no, ﬂiln b M8 | yes, spechy dale listed and complete Sb.)
[] Mo Yes Iyes, dabe listed:
S5k, If listed for fransplant al death:Status AT Death:(Verify wilh ﬂP‘-D;nl:HA 0. ]2 [CJOther, Spacify: _ Canadian Status:

Check All Status Details That Apply Per UNOS Policy 3.7:
L] ABQ incompalible

Slatus 1A, e expect <7 days (UNOS Policy 37 4.0
H In Hospital [JOut Hespitael [JICU [V inciropes, high IV inatropes. low [JHemo Monilonng  [Ventilater (] 1ABP
[] =6 mon old, pulmonary hyperension =50% systemic pressure [ <8 man old, pulmonary hyperension <50% systemic pressure
E Gerowih Fadure due 1o acquired or congenital heart diBtBEln

VADIMAH: Date 17 Placed - WAD =30 s wilh complication, specify:
COtype: [JRigm [ Lef, 'D' F_h:m_l:l TAH BrandModal; o "
[0 ECMC Date Placed: -

B. Post Mortem Examination (sutopsy)? ] Yes [ Mo

I yes: cardiac pathology found (check all that apply): [[] Mo Cardiac Pathology Found

] Acute rejection: {ISHLT Grade: i [] Diffuese fibrosis, no acute rejaction
[] CALDy, remate infarction {=1wk} [] Graft Atherosclarosis

L] Coranary artery disease, recent mlarction (s 1 wk) [] Crther, specafy:

T. Comments or special circumstances surrounding death (attach copy of autopsy and death summary with patient nama,
Medical Record Number and dates abliterated);

Person Compleling this form: Cale Ongingl Foom Mailed {do not send copy):




F'FHNT IN BLACK INK OMLY: USE THIZ FORM FOR ALL PATIENTS OR EVENTS AFTER JH.HLJH.H? 1, 2005

— — ————— .

Pediatric Heart Transplant Study } iD# P
FORM 410s: Re-Transplantation :

HNEE R

Sequential |
Ingtitution | | Patent
(Page 1 of 1) | P| “coge | sl initias
S R Bl o W . l LmDET I
Complete for all patients re-transplanted at your institution that were entered inlo the PHTS.
Please use the sama PHTS number as on the initial Form 01,
CompieTE Forus 1T, 02, ana 03 For RE-TRaNSPLANT. Do NoT COMPLETE Fows 01 FOR RE- TRANSPLANTATION,
| o i
1. Date of Re-transplantation’ | I | 1 2a. I-Ivmlgml:| 2h, Weight .
- in
iManth Da-,- Yaar) ! | ___|'_'|-r.-rn kg

3. Primary Rieazon for F-!n-lran:pllnlﬂiun {check only onel.
[] Coronary arlery disease, (infarction, arrhythmia, CHF past Mi)
] Momwspeciic grafl failure (=30 days posi iransplant)
] Pulmonary Hyperensionfy Faflure
] Repction, acule (complete Form 05)
[] Rejection, nyperacule (onsel < 24 hours pos! transplant)
Sudden cardiac death. na M| documernted
L] Other, specify.

4. Contributing Reason(s) for Re-transplantation (check all that apply):
[ Coronary anery dsease, {infarction, arrhythmia, CHF post MI}

O

[l Naorespecific grafl fadure (> 30 days post ransplani)
B Pulmonary Hypertension®V Fadure
Rejection, acule (complete Form 05}
[} Rejection, hyperacule (onsat < 24 hours post lansgliant)
E{ Sudden cardiac death, no M| dotumented

! Oiher, specify:

4 e B T 5b. Type of Re-Transplant

_5:.. Date uf_lit-Lthgq .__-_ . — A Orthotopic Heterotope:
6. Stalus AT Re-Listing: (Verifywith OP03[J 14 [ 1B [J2 [ Other, Specify: Canadian Slalus;

Check All Status Details That Apply Per UNOS Policy 3.7:

] ABD incompatible
] Status 14, life expect <7 days (UNOS Policy 3.7 4.9
[ In Hospitad [0l Hospital  [HCU [V inotropes, high [V inotropes, low  [JHemo Mondtoring  [lventtator [ 1ABP
(] <8 mon old, pulinanary hyperfension >50% systemic pressure
] =& mon ok, pubmonary hypertension <50% syslemic pressune
[C] Growth Failure dl.rl.'l o atquired of mng&nltd haafl disease
[] vADITAH: Date 1° Placed: [1vaD = 30 Days with complication, specify.
O Type: CJRigm [ Len, ﬂ Bath, []TAH  BrandiModel _
[ ECMO Date Placed: __

7. Pathology of Explanted Heart (autepsy) [1¥es [ No if yes! cardiac allograk pathology found n[-l:hul:t a Ihal apply):
[ Ho Cardgiac Pathalogy Found

Acule rejection; (ISHLT Grade ¥ [C] Diifuse fibrogs, no scube rejachon
CAD, remate infarction [=Twk) [] Graft Atheroschercsis
1 Coronary arery deease, recent infarction (= 1 wk) L__l ther, specily:

I- Comments or special :lﬂ'.umulmm regarding re-transplantation:

| Person Compdating this faem; Date Original Form Mailed (do not send copyl:




Pediatric Heart Transplant Study
FORM 120s: Pre-Transplant Annual Follow-up

(Page 1 of 1)
P Instituticn Elaquantial F‘a_1'mr:1
Complete Form annualty (even If Status T) until patient s transplanted, Code Falienl Number |  [niigle
I permanently removed from Transplant Waiting List or dies.
| 2a. Height 2b. Weighi
| 1. Follow-up Date (mon-day-yr) | i 1 Ib
L em [ kg
3. Current U.MN.0.5. Status: (] Mot Listed
4. Changes of Status since listing or last Form 12 (IF sfatus 7, s only those = 4 weeks)
Status to Status Date - - Heason
Status to Status Cate - - Reason: —
Blalus o Stalus Datee - - Reason;
5, Surgery andfor Cathelerizadion Intersention since listing or last Form 12:
-8 Date: - -
B. Ogbet - -
C. Dode: __ - -
O Data:

FRINT IN BLACK INK ONLY: USE THIS FORM FOR ALL PATIENTS OR EVENTS AFTER JANUARY 1, 2005

B, Was patlent permanently removed from Transplant Waiting List since listed or last Form 12:

O ves [IwNo  Ifyes, date removed: - =

Reason Removed from List (chaeck onal
[] Considened loo wel [] ParenyPatient reluctance

| [] Altemate surgical treatment [] Alternate medical treatmant
[ Financial [ Psychosocial
[ Comraindications
[0 Otiver:

T. Followed exclusively slsewhere: Oves [COmo Ifyes, daleoltransfer - -

B, Transplanted at your PHTS Center: [] Yes [JMo

If yes, date iransplanted: __ __ -

L
—

(Complete Forms 1T, 2, and 3}

9. Death: [0 No

O ves

If wes, Date of Death,
(Complate Farm 10])

Person Completing Form:

Diate Original Form Malled (30 not send copyl




