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Annotations key:

Table name

Column name followed by: # or $N
# = numeric

$N = character N = length

Format (name)
Code list

! Calculated / Derived variable '

i |
Value not provided

: Table name_Child table name !
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Notes:

StudySubjectlD is the original identifier. A new masked identifier named Pudld has been
created; this variable is present in all datasets to facilitate merging. We will retain a dataset
that links the original StudySubjectID to the PudID for internal records.

After the new masked identifier is created and used to replace the original, each public use
dataset is sorted by its unique identifier(s). This will ensure that the final sorting of records
does not correspond to the ordering of the original identifier.

All out of range and other questionable data has been included in the public use datasets.

Sensitive and/or identifying information entered in free text fields has been modified as needed
or removed from the public use datasets.

All date variables are recoded to be number of days since emergency department (ED) arrival.
Variable names and labels are changed as well. For example, the variable AEStartDate will be
called AEStartDay and the label will change from “Adverse Event Start Date” to “Adverse Event
Start Day (relative to ED arrival)”. No actual dates will be included.

Many of the datasets include only one record per subject (unique identifier Pudid). Other
datasets are relational, that is, may have more than one record per subject. These records are
uniquely identified by Pudid and ItemGroupRepeatKey, Pudld and Occurrence, or a combination
of Pudld, ItemGroupRepeatKey, and Occurrence.

The datasets are primarily based on raw datasets (i.e., as captured in study database with
minimal modifications). Selected derived data elements will also be included, namely
transformed QL scores.

25 Hr Magnesium Levels: This data is only available for a subset of subjects (those enrolled prior
to v1.04 of protocol). The purpose of collecting this data, originally, was to confirm that the
magnesium dose administered was not an unsafe dose amount. The DSMB approved the
discontinuation of the collection of these data (Protocol: v1.04+).
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Eligibility (1 of 3)

MAGIC Patient Eligibility:

Inclusic.i0j7) || Exclusi..0/20) Hligibi...;0j15; | ® | — Selectto Jump - >

| Title: Inclusion Criteria |

Date and Time of Emergency Department Arrival: EDTime, $5

Drate: | | *| EDDay, # | Timne: | |(HHMM)
Date Patient was Screened For Eligibility:
Screening Date: | | DO | ScreenDay, # |
1. Is the patient between 4 and 21 years of age, inclusive?
O e O™ Inclusionl, # I
YesNo
2. Does the patient have Hb 55 or Hb Sp° Thalassemia disease? 1=VYes
* . =
O ves O mo | Inclusion2, # I 0=No
3. Did the patient fail intravenous opioid pain management in the ED prior to the decision to admit the patient to the hospital?
Oves One™* Inclusion3, # I
4. Has the decision been made to admit the patient to the inpatient unit For sickle cell pain crisis?
E d .
O ves O mo Inclusion4, # I
If patient does not meet inclusion criteria, do nok save this information to the database.
Inclusi...(0/7) Exchusi..(0/22) || Eligibi..(o/15) | » | — Selectio Jump — >
Title: Exclusion Criteria
1. Has the patient received more than 12 hours of intravenous pain medication prior to enrollment?
Oves Omo ™ | Exclusionl, # I
2. Has the patient had a previous enrollment in this study?
Oves Omg ™ | Exclusion2, # I
3. Does the patient have a history of allergy /intolerance to both intravenous morphine and hydromorphone?
Oves O™ Exclusion3, # I
4. Does the patient have a known other cause for current pain - (avascular necrosis, gall bladder disease, priapism, etc.)?
Oves O™ | Exclusion4, # I
5. Has the patient had greater than 10 admissions for pain crisis in the past year?
N - | YesNo
O yes O Mo | Exclusion5, # | 1=Yes
6. Does the patient have pain from current crisis of greater than 5 days duration? 0=No

Oves Omo ™ | Exclusion6, # i

7. Is the patient maintained on daily opioids or chronic transfusions for chronic sickle cell pain?

O ves O™ | Exclusion7, # I

8. Has the patient had a blood transfusion within the previous two months?

Oves Omg ™ | Exclusion8, # i

9. Does the patient have known kidney or liver failure (elevation of LFTs would not warrant exclusion)?

Oves O™ | Exclusion9, # I
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11.

12

13.

14.

15

16.

17.

18.

20.

21.

22,

Eligibility (2 of 3)

. Does the patient have known pulmonary hypertension?

i I
O ovee O™ | Exclusion10, # |

Is the patient known to be pregnant?

Oves O™ | Exclusion1l, # |

. Does the patient have a diagnosis of bacterial infection?

i |
O oves Oma® | Exclusion12, # |

Does the patient have a diagnosis of fever = 39.5° C {(103.1° F}?

Oves O™ | Exclusion13, # i

Does the patient have a diagnosis of acute chest syndrome?

Oves Omo ™ | Exclusion14, # |

. Does the patient have a diagnosis of hemodynamic instability?

O ves One™ | Exclusion15, # |

Does the patient have a diagnosis of sepsis?

Oves O™ | Exclusion16, # I

Is the patient currently on oral magnesium supplementation or currently enrolled in another therapeutic study protocol?

YesNo
1=Yes
0=No

i [
O oves O™ | Exclusionl7, # |

Has the patient been previously diagnosed with a clinical stroke?

Oves O™ | Exclusion18, # I

Does the patient have current or planned use of neuromuscular blocker, nifedipine, ritodrine, or terbutaline?

O ves Ome™ | Exclusion20, # I

Does the patient have an allergy to magnesium sulfate?

Oves O™ | Exclusion21, # I

Has the patient been discharged from an inpatient unit within 72 hours of arrival in the ED for the current pain crisis?

O ves O Mo | Exclusion22, # I
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Eligibility (3 of 3)

Inclusi....0;7) Exclusi...0j21) Eligibi...0j15) | = | — Select to Jump — >
Title: Eligibility & Consent
Is the patient eligible?
- . o o YesNo
Eligible patients hawve all inclusion criteria as Yes, and all exclusion criteria as Mo,
Eligibility, # 1=Yes
#* 181011
O‘f‘es OND g Y, I— 0=No
IF "no", select "mark complete”, save this page and do not continue, Data entry For this patient is complete,
Parental / Patient Consent: {Fafient = I8 years of age}
Was the patient [ parent pre-consented? YesNoS
- 1=Yes
(zelect one) | PreConsentGiven, # l_ 0=N
=NO
YesNoS
‘\Were the parent(s) [ patient approached For consent? (IF pre-consented, were the parentis) [ patient approached For confirmation of eligibility?) 1 =Yes
(zelect one) % | IF "no", provide reason whey | ConsentApproach, # |_ 0=No

Reason why parent{s) [ patient not approached for consenty

(=elect one)

Value not provided

]

Other reasan
(specify):

Value not provided

If parent or patient not approached due to physician preference, please provide reason here:

Value not provided

Did the parent(s) | patient give consent?

YesNoS
1=Yes
— 0=No

(zelect one) % | IF "yes", provide dateftime Consent, #
Consent Date ConsentDay, H# (DD-MMM-Yr )

CnnsentTime:|:] ConsentTime, $5 '*MM)

If parent or patient refused participation in study and offered a reason why, please provide reason here;

Value not provided

AssentTm

1 = In the clinic (prior to current hospitalization)

2 =1In the ED or on the floor but prior to randomization

3 = After randomization but prior to last study drug infusion

4 = After the last study drug infusion but prior to hospital discharge
5 = At the time of follow-up

Child Assent:

Was the child approached For assent?

[=elect one) | W

| AssentApproach, #

YesNoS
1=Yes
0=No

If wes, akt what time poink was the child approached for assent?

| [=elect one)

YesNoS
1=Yes
0=No

Did the child give assent?

Assent, # tzelect one) |w | If "yes", provide dateftime

Asserl Dater | AssentDay, # | (DD-MMM-YYYY)
................... YesNo
| Laterlneligible, # I 1=Yes

i — e — s .

0=No

v| | AssentTimeApproach, # |

assert Time: | AssentTime, $5

|(HHMM)
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Demographics (1 of 1)

MAGIC Patient Demographics:

Demog (0/4) | * — Select to Jump — ]

| Title: Patient Demographics

Date of birth: || Age, # | * (DO-MMM-YYYY)

1=Male
Sex: {:} Male {:} Female 2 = Female

Ethnicity: () Hispanic or Lating
O Not Hispanic or Latino
) Unknown or Nat Reported

(select all that

Ethnicity, #

Ethnic

1 = Hispanic or Latino

2 = Not Hispanic or Latino

92 = Unknown or Not Reported

Sex

RBCE:: [ american Indian or Alaska Native

apply) [ asian
[ Black or African American
[ native Hawaiian or Other Padific Islander
[ white

[T unknown or Mat Reported

NIHRace, #

NIHRace

1 = American Indian or Alaska Native
2 = Asian

3 = Black or African American

4 = Native Hawaiian or Other Pacific
Islander

5 = White

6 = Multi-race

92 = Unknown or Not Reported
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Randomization (1 of 2)

MAGIC Patient Randomization:

Randomi..(fg)| » | —Sseettoump— [

| Title: Patient Randomization

Was patient randomized into the study?

() yeg * If "yes,” please complete the rest of this form,

If "no, " please provide reason why.

O ne

Reason why patient was not randomized:

(select one) | NotRandReason, #

NotRandReasonOther, $108 |

Other reason
(specify):

Please select the patient's age group:

V] | StratifyAge, #

(=elect one)

Has the patient been treated with hydroxyurea within 3 months prior to randomization?

YesNo
PtRandomized, # l— 1=Yes
0=No
=
Strat
1 =410 11 years of age
|— 2 =121to0 21 years of age
YesNoS
1=Yes
0=No

(select one) 53 | HydroxyureaUse, # I

Randomization
Date:

RandDay, # | (DD-MMM-YY'YY)

Randomization
Number:

Value not provided

Randomization RandTime, $5 (HH:MM)

Time:

NoRand
randomization could be accomplished
accomplished

90 = Other reason (specify)

1 = Patient had received IV opioid medication for greater than 12 hours before
2 = Patient developed other exclusion criteria before randomization could be

3 = Withdrawal of consent prior to randomization

MAGIC PUD Annotated eCRF, Version 1.0
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Randomization (2 of 2)

Variable Format Type Label Algorithm / Notes
AssignedTreatmentGroup TrtFmt 4 Wh.ICh treatment was the patient
assigned to?
Which id th i
ReceivedTreatmentGroup | | TrtFmt # IF treatment did the patient
receive?
RandomizationAge # Age (in years) at Randomization
T YesNo 4 Is the pz?t|ent inthe ITT
Population?
Is th ient in the Per Pr I
PerProtocol YesNo 4 s the pa'ltle tin the Per Protoco
population?
) Is the patient in the safet
SafetyPopulation YesNo # p' ent! Y
— population?
Strata $2 Treatment Strata
TrtFmt YesNo
1 = Placebo 1=Yes
0 = Magnesium 0=No
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MedHistory (1 of 3)

MAGIC Previous Medical History & History of lliness:

Tiness.(0/4) || Clinic _0/7) || prri1 o1z | » | —Seecttodump— [

| Title: Tliness History

Iliness History:
Does the patient have a history of;

YesNoUk
Acute Chest O ves O no © unknown ™ :
Syndrome: | HistoryACS, # li Cl) = Les
=No
- - 92 = Unknown
Asthma: (O ves O o O Unknown | HistoryAsthma, # |
Was the patient hospitalized for a pain crisis in the past 3 years?
YesNo o P
1oy # HistoryPainCrisis, # | O ves O no .If yeg, how many PainCrisisVisits, #
=Yes times in the past 3
0=No VESrs:
Tiiness...(0/4) Clinic ..0/5) | | PMH1 (0j19) | » | —Selectto Jump — [¥]

Title: Clinic Visit Information

Instructions: Please record patient's blood pressure from most recent dinic visit (within past 12 months) when patient was well.
If the dinic visit information is not available, please provide the 50% percentile information.

Most Recent WELL Clinic Visit Information:

Is there a blood pressure available from a well dinic visit within the past 12 months?
YesNoS

1 =Yes 4' ClinicVisit, # &) Bl * If no, please record 50th percentile information,
0=No

Date of Visit when BP| ClinicDay, # (DD-MMM-YYYY) Clinic systolice; | ClinicSBP, # {mm/Ha)
was taken:

50th Percentile Systolic Blood Pressure Information:

Only complete this section if well dinic visit information is not available.
To determine the 50% SBP, please consult the ‘Median Age and Height Chart’ provided by the COMCC.

Height (cm) s0th percentie | MedianSBP, # (mm/Hg)
MedianHeight, # Systolic BP:

MAGIC PUD Annotated eCRF, Version 1.0
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MedHistory (2 of 3)

Clinic ...[0/7) PMH1 (0/18) | | PMH2 (0/10] g

— Select to Jump — [

Title: Previous Medical History; Section One

Instructions: Indicate Normal, Abnormal, or Unknown for every system. If abnormal, then you must provide a description.

Date and Time of Review of Systems:

Date: | MHDay, #

* (DD-MMM-YYYY)

HEENT Review:

MHHEENT, # | © Normal
O abnormal
O Unknown

Cardiovascular Review:

MHCardio, # © Normal
O abnormal

O Unknown

Respiratory or Pulmonary Review:

MHRespPulm, # O Normal

MHTime, $5

If "Abrormal”, please
provide description:

Value not provided

If "Abnormal”, please
provide description:

Value not provided

If "Abnormal”, please
provide description:

Value not provided

Value not provided

O Abnormal
O Urknown
Gastrointestinal Review:
MHGI, # | O Normal If "Abnormal”, please
O Abnormal provide description:
O Unknown NormAbUk
1= Normal
1 2=Abnormal
Hepatic Review: 92 = Unknown
MHHepatic, # | O Normal If "Abnormal”, please
© Abrormal provide description:
O Unknown
Genitourinary Review:
MHGenitourine, #
! O Normal If "Abnormal”, please
O Abrormal provide description:
O Unknown

Value not provided

Value not provided

* (HH:MM)

MAGIC PUD Annotated eCRF, Version 1.0
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MedHistory (3 of 3)

Clinic ...{0/5) PMHL (0/14) PMH2 (0j14)| » | —Sekctiodume— [

Title: Previous Medical History; Section Two

Instructions: Indicate Normal, Abnormal, or Unknown for every system. If abnormal, then you must provide a description.

Renal Review:

MHRenal, # O normal  * If "Abnormal”, please
O Abrormal provide description: || Value not provided
O Urknawn
Neurclogic Review:
MHNeuro, # O vormal F If "Abnormal®, please
O Abrormal provide description: || Value not provided
O Urknawn
Psychiatric /| Behavioral Review:
MHPsych, # O Normal * If "Abnormal®, please ]
© Abrormal provide description: Value not provided
O Urknown
NormAbUk
1=Normal
2 = Abnormal
Endocrine Review: 92 = Unknown
MHEndo, # O Normal T If "Abnormal®, please ]
O abrormal provide description: | Value not provided
O Urknown
Hematologic Review:
MHHeme, # O Normal T If “"Abnormal®, please .
© Abrormal provide description: Value not provided
O Urknown
Musculoskeletal Review:
MHMusculo, # O vormal * If "Abnormal”, please
O Abnormal provide description: Value not provided
O Urknown
Dermatologic Review:
MHDerm, # O vormal F If "Abnormal”, please .
O abrormal provide description: || Value not provided
O Urknown

MAGIC PUD Annotated eCRF, Version 1.0
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Baseline (1 of 3)

MAGIC Baseline Information:

Baselin...;0/2) | | Baselin..(0/51 || Baselin..jojzoy | = [ - S8lEctia Jump -
| Title: Baseline Information: [ s [
Date and Time of Admission to Hospital: | AdmitDay, # | | AdmitTime, 55
Drate: | # (DD-MMM-Fr Tirme: | |(HHMM)
Baselin.(0/4) || Baselin_(0f5) || Baselin.o/zn) | » [ —Seecttolump- K3

Title: Baseline Vital Measurements:

Instructions: All vitals in this section MUST be obtained upon patient's arrival to the ED or at triage.

Date: | VSDay, #

I (DD-MMM-YYYY)

Tme:[ VSTime, $5 (HH:MM)

Temperaiurei Temperature, #  |CC/F) Respiratory Rate:| RespRate, # | (breaths/min) Heart Rate: | HeartRate, # | (bpm)
systoliceP: | SBP, # (mm/Hg) Diastolic BP: DBP, # (mm/Hg) 025at: | PulseOx, # I (%)
| Boseln.0F) || Boseln. o) | rort0) | > = skl [
Title: Baseline Labs:
e Instructons: Al labsin.this section.UST.be obtained BRIOR to.recenving first study druganfsion. . . eevvenenrenieinienieiieieieiiiiieieiiie e ee e eaeeaes ————— iy
lHematoIog\r Labs; ; Baseline_BaseHemLabs E
: — e -k
Dat ‘ Time: Hematocrit: Hab: WBC: Platelets: Reticulocytes:
o (1) (%) (g/100mL) (x1043/ul) (x10%3/ul) (%)
HemLabTime, - - - :
HemLabDay, # s5 Hematocrit, # Hemoglobin, # ‘ WBC, # ‘ Platelets, # ‘ Reticulocytes, # |n :
e = E; ;Jr;.;; E_Iec_L:bs ______ |
: Eectrolyte Labs: ! - i
gl b e = = - 4
Date: Time; ‘ Sodium: Potassium: Chloride: Bicarbonate; BUN: (reatinine:
(DD-MMM-YYYY) (HE:HH) (mEg/L) (mEg/L) (mEg/L) (mEg/L) (mgfdt) (mg/dL)
t ElecLabTime, - - - - - — :
ElecLabDay, # F s5 | Sodium, # " Potassium, # " Chloride, # Bicarb, # ‘ BUN, # |H| Creatinine, # n :
r ......................................................................................................................................................... I_>_>_:_.__._._>_>_._.__I_
: l(hemistry Lahs: I Baseline_BaseChemLabs
: Date: Time: Calcium: Magnesium: Lactate dehydrogenase:
(DD-HMH-YYYY) (HHMM) (mg/dL) (mg/dL) (/)
ChemLabDay, # ChemLabTime, $5 Calcium, # Magnesium, # | m LDH, # | ‘n

MAGIC PUD Annotated eCRF, Version 1.0
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Baseline (2 of 3)

Baselin.(0/20) || Prior t0/12)|[ EDMon0/g) | = [ Selcttoump— [
Title: Medications Taken Prior to ED Arrivalk YeS N fo)
Instructions: Please record all medications taken in the 12 frowrs prior to arrival at the ED. _
Did the patient take non-opicid medications in the 12 hours prior to arrival at the Emergency Department? OPNonOpioidTa ken, # |7 1 - Yes
(select ons) B2 * O =No
.................. i ;:6.I;i;.i&.ﬁ§i;;.t.i;;l.s.;);;(;;;:‘.‘.él.):..............................................................i.............j......................f............_ |
: i Baseline_OPNonOpioid |
Mon-opioid medication name: L= U= s e e e e o o e — - l

L (DD-MMM-YYYY) I fIIHMM\. —
| CodedOPNonOpioidName, $255 " OPNonOpioidDay, # " OPNonOpioidTime, $5 |

| NonCodedOPNonOpioidName, $29 | YesNo
Did the patient take opioid medications in the 12 hours prior to arrival at the Emergency Department?, OPOPIOIdTaken, # 0 _ No
(zelect one) 5| *
T e T | SroTEey I ................................................
: Opioid medication name: $:;rg1r::ﬁ3§: | o0 imd':;e: " | (::'T‘er;} Total Dose: Dose Unit: Oth(i:;::;:)um‘:
OPOpioidName, # = | opOpioidNameOther, P v | e D| OPOplOldDoseUnltOther 4
: $255 | OPOpioidTime, $5 |
| OPOpioidDoseUnit, # |
| Baseline OPOp|0|d 1
S R AP
DoseUnit
1=mg
2=mcg
90 = other
Prior t...[0/12) ED Non-...{0/4) | | ED Opio..[0/11) » | — Select to Jump — V]

Title: Non-0Opioid Medications Taken After ED Arrival But Prior to Randomization:

Instructions: Please record all non-opioid medications taken by the patient afterarrival in the ED but priorto randomization .

Did the patient receive non-opioid medications while in the Emergency Department up to the time of randomization?
S | EDNonOpioidTaken, # | YesNo

......................................... e e e e ooy | 2= Yes

Non-Opicid ED to Randomization: | Baseline_EDNonOpioid i 0=No

L e e e e e e — |
. L Date: Time:

. Mon-opioid medication name: (DD-MMHM- ) (HHMM)
| CodedEDNonOpioidName, $255 | | EDNonOpioidDay, # | | EDNonOpioidTime, $5 | (X

| NonCodedEDNonOpioidName, $65 |

EDMedNam

1 = Morphine

2 = Morphine SR

3 = Hydromorphone
4 = Fentanyl

5 = Codeine

6 = Oxycodone

90 = Other (specify)

MAGIC PUD Annotated eCRF, Version 1.0
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Baseline (3 of 3)

Prior t...(0/12) ED Mon-...[0/4) ED Opio...(0/11)| = | — S&lect to Jump — [+

Title: Opioid Medications Taken After ED Arrival but Prior to First Study Drug Infusion:

Instructions: Please record all opioid medications taken by the patient afferarrival in the ED but priorto first study drug infusion. YesNo

Did the patient receive opioid medications while in the Emergency Department up to the time of first study drug infusion? 1=Yes
EDOpioidTaken, # i 0=No

(select one) [ *

Opioid ED to First Study Drug Infusion

Name of Opioid: Other name of Date started: Time started: Date stopped:
: et opioid (specify): (DD-MMM-YYYY) (HHMM) (DD-MMM-YYYY)
EDOpioidName, # I: EDOpioidNameOther, EDOpioidStartDay, # EDOpioidStartTime, EDOpioidStopDay, #
_ $255 $5
| EDOpioidDoseBasal, # | EDOpioidDoseUnit, # EDOpioidRoute, #
' Time stopped: Total Dose Given: Total Dose Given: , her dose unit .
(HHMM) BASAL DEMAND LI=5 s (specify): LI
i| EDOpioidStopTime, $5 | | EDOpioidDoseDemand, # Iﬁle,;1 ofe) EDOpioidDoseUnitOther,  Lcione; [~ x |
: $201
Fom———— - I
1 Baseline_EDOpioid |
e o o e ittteitttttttruu i eeeeeeeeeereresssnssssssasesesesessnssssssssseseess|assssssssssseseeeeesesssssssnssaseseeseessnsssnsssssesesesssesduennnnssaseseeeeesnnnnnnst
- EDRoute
DoseUnit 1 = Continuous IV
1=mg (Including PCA)
2= mcgh 2 = Intermittent IV
90 = other
EDMedNam Bolus
1 = Morphine 3 =0Oral

2 = Morphine SR

3 = Hydromorphone
4 = Fentanyl

5 = Codeine

6 = Oxycodone

90 = Other (specify)

MAGIC PUD Annotated eCRF, Version 1.0
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PhysicalExam (1 of 2)

MAGIC Physical Exam:

— Select to Jump —

Physica..[0/17) Physica..[0/15) L

[~]

Title: Physical Examination; Section One

Instructions: The Physical Examination MUST be completed immediately prior to the time of randomization.

Present Iliness Information:

When did the pain start for this current sickle cell crisis?

(zelect one) B4 *

DateSick
1=Today
2 = Yesterday

OnsetPainDate, #

3 =2 days ago

Please select the type of sidde cell disease this patient has:

DaType 4 =3 days ago

DiseaseType, # 4| * Hb 55 = Sickle Cell Anemia

Hb SB° = Sickle Beta-Zero

(=elect one)

Physical Exam:

5 =4 days ago
6 =5 days ago
7 = Greater than 5 days ago

1 = Sickle Cell Anemia
2 = Sickle Beta-Zero

Indicate Normal, Abnormal, or Not assessed for every system. If abnormal, then you must provide a description.

Date and Time of Physical Examination:

Date: PEDay, #
PEWeight, #

HEENT Examination Findings:

Weight:

If "Abnormal”, please

* (DD-MMM-YYYY)

(HHMN)

Time: PETime, $5

O Marmal
O abnormal

PEHEENT, #

provide description:

Value not provided

O not assessed

Cardiovascular Examination Findings:

PECardio, # Q© Maormal
O Abnormal

O Mot assessed

If “abnormal”, please
provide description:

Respiratory or Pulmonary Examination Findjngs:

PERespPulm, # ) Mormal If "Abnormal”, please
O abnormal provide description:
O Mot assessed
NormAbAs
1 =Normal
| 2=Abnormal

Gastrointestinal Examination Findings:

PEGI, #

99 = Not assessed

T AOTOTTE , PEase
provide description:

O normal
O abnormal
O Mot assessed

Hepatic Examination Findings:

PEHepatic, #

If "Abnormal”, please
provide description:

€ Normal
O abnormal
O Mot assessed

Genitourinary Examination Findings:

PEGU, #

If "Abniormal”, please
provide description:

O Normal
O abrarmal
O Mot assessed

Value not provided

Value not provided

Value not provided

Value not provided

Value not provided

MAGIC PUD Annotated eCRF, Version 1.0
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Physica...(0/17)

PhysicalExam (2 of 2)

Physica...(0/15) | » | — S&lectto Jump — [~

| Title: Physical Examination; Section Two

Indicate Normal, Abnormal, or Not assessed for every system. If abnormal, then you must provide a description.

Renal Examination Findings:

PERenal, #
ena O Mormal

Neurologic Examination Findings:

If "Abnormal”, please
provide description:

O abnormal

Value not provided

O Mot assessed

PENeuro, # On |
ormal

Psychiatric/Behavioral Examination Findings:

If "Abnormal”, please
provide description:

O abnormal

Value not provided

O Mot assessed

PEPsych, #

Endocrine Examination Findings:

O Mormal = If "Abnormal”, please
O abnormal provide description:

Value not provided

O Mot assessed

PEEndo, #

Hematologic Examination Findings:

Value not provided

= If "Abnormal”, please
Mormal
O abnarmal provide description:
O Mot assessed NormAbAs

1=Normal
2 = Abnormal
99 = Not assessed

PEHeme, #

Musculoskeletal Examination Findings:

If "Abnormal”, please
Mormal
O aAbnormal provide description:

Value not provided

O Mot assessed

PEMusculo, #

Dermatologic Examination Findings:

O Normal * If “abnormal”, please
O Abnormal provide description:

Value not provided

© Mot assessed

PEDerm, #

O Normal * If “abnormal®, please
O Abnormal provide description:

Value not provided

O Not assessed

Additional Comments about the Physical Examination {optional):

Value not provided

— PhysioG

1 = Simple crisis (no fever; no ACS)

2 = Pain with fever on arrival in ED (no ACS)
3 = Pain crisis, developed ACS at any time
4 = Did not have a pain crisis

MAGIC PUD Annotated eCRF, Version 1.0
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DailyData (1 of 2)

MAGIC Daily Data Collection:

Daily D...(0/15) | | Study L(0j22) | | — Sekectioump — [v]

Title: Daily Data Collection:

discharged from the hospital or 12 hours after the last IV opioid administration, whichever comes first.

Instructions: Study day zero is defined as the time of randomization until 23:59. All subsequent study days are calendar days. The last study day ends when the subject is

Study Date:

DailyDay, # * (DD-MMM-YYYY)

Did the patient report any of the following on this day:
If yes, please consult with your PI to determine if this should be reported as an AE.

Weakness? ) yves O no * | DailyWeakness, # |

. . 1
Dizziness? () ves O o * | DailyDizziness, # |

Did the patient experience any of the following on this day:
If yes, please consult with your PI to determine if this should be reported as an AE.

Cough? © ves O no * | DailyCough, # I

Any Other NEW (D yeg O no ™ If yes, please
Symptoms? desae: || value not provided
DailyOtherNewSymp, # |

Did patient receive any of the following on this day?

Non-study medication, () yeg (O g * If ves, record on concomitant medications log | DailyConMed, #

exduding opioids &
ketorolac?

YesNo
1=Yes
0=No

Opicids? () yes (O no * If ves, record on opioid log DailyOpioid, #

Ketorolac? (O yeg O o * If ves, record on the ketorolac log DailyKetorolac, # I

Blood transfusions? () yeg (O g * If ves, record on blood transfusionslog|  DailyTrans, #

Has the patient been diagnosed with any of the following on this day:
If yes, please consult with your PI to determine if this should be reported as an AE.

Acute Chest () ves O 1o * DailyACs, #

Syndrome?

- DailyPriapism, # l
Priapism? ) yes O np * | |

+| DailyStroke, # [
Stroke? Q) yes O o * | Y |

Other major organ () yag O g * If yes, please
events relating to describe: Value not provided
vasooccusion?

DailyOtherMajorEvents, # I

MAGIC PUD Annotated eCRF, Version 1.0
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DailyData (2 of 2)

oty || sty » | -Soedom- @

Title: Daily Study Labs:

Instructions: Please Note: Electrolyte and Chemistry Labs, plus Magnesium, MUSTbe drawn one hour after the initiation o the FOURTH sty drg nfusion

Were hematology labs drawn on this study day?

HemlLabDrawn, #

OYesONo

RS R8 1
i Hematology Labs: I DailyData_HemLabs i
H—_— T = t

Date: Time: Hematocrit: Hoh: WAC: Pltelts: Retiulocytes: :
: (DD-MMM-YYYY) (HH:MM) (%) (o/100mL) e10°3/ut) (k10°3/ut) (%)
HemlabTime, Hemoglobin, Platelets, —
HemlabDay, # || ¢s Hematocrit, # WBC, # # Reticulocytes,
@ i '
Were electrolyte labs drawn on this study day?

. | ElecLabDrawn, #
OvesOne® L _ o
Electrolyte Labs: : DailyData_Eleclabs |
e T T e T T |
: Date: Time: Sodium: Potassiun: (hloride: Bicarh: Bk (reatinine; :
{DD-MMM-YYYY) (HHeMH) (mEq/L) (mEq/L) (mEq/L) (mEq/L) (majdL) (mo/d)
ElecLabTime, Potassium, - Bicarb, # Creatinine,
| Fectebrav ¥ |0 s EE chioride, BUN# | & }3
Were chemistry labs drawn on this study day?
ChemLabDrawn, # [

....................... e N —
H |
: Chemistry Labs: | DailyData_Chemlabs | YesNo
3 e I 4 1=VYes

Date: Time: Calcium: Lactate dehydrogenase: 0=No

(i)

(DD-MMM-YYYY) (HH:MM) (mg/dL)

ChemLabTime, LDH, #
ChemLabDay, # || s5 —‘Calcium,# n

MAGIC PUD Annotated eCRF, Version 1.0
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DrugAdminl (1 of 1)

MAGIC Study Drug Administration — 1 Infusion:

1st Inf..(0/1g) | » | — S=lectio Jump — [v]

| Title: 1st Infusion:

Study Drug Administration:
Did the study drug administration occur? YesNo
O yee O 1o * If ves, please answer the remaining questions on this tab. | MedAdminHappen, # 1 =VYes
If no, please provide a reason why.
0=No
If study drug was not administered, please provide reason why:
WhyNoMedAdmin, #
(=elect one) D
famaciful: .
Other (sp=af): | \/alue not provided
Study Drug Infusion Information:
ctzrtpate: | InfusionStartDay, # IWMM-YYYY‘- kizrtTime:|  InfusionStartTime, $5 |M\,
stopDate: | InfusionStopDay, # |-Mr~'1r~"\-YYYY} stop Time:|  InfusionStopTime, $5 |M}
Total Dose: | InfusionDose, # (mL)

Was infusion of the study drug slowed? - 1
InfusionSlowed, #

'.

I_ I.

One set of vitals MUST be obtained PRIOR to starting first study drug infusion. | . ======== —

: Please record vitals every 10 minutes until 30 minutes after the completion of infusion.

: Date: Time: Heart Rate: Systolic BP: Diastolic BP: 025at: ;

: (DD-MMM-YYYY) (HH:MM) (bpm) (mm/Hg) (mm/Hg) (%) :

VSDay, # | VSTime, $5 | | HeartRate, # | SBP, # | | DBP, # | | PulseOx, # 1K

Study Drug Side Effects During THIS Infusion:
Did the patient experience any of the following:
Hypotension | (zelect one) C] (20% SBP reduction from dinic visit)
assodated with - -
infusion? InfusionHypotension, # I
Patient report of | (zelect one) i |
rided) ) | InfusionWarmth, #
Patient report of any | (select one) 52 Other (spedify): Value not provided
other symptoms? If 'yes', please record event on AE log
| InfusionOther, # |
|
YesNoS
1=Yes
0=No

NoWhy
1 = Patient has reached study endpoint (hospital discharge or 12

hours after last IV opioid administration)
90 = Other (specify)

MAGIC PUD Annotated eCRF, Version 1.0
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DrugAdmin2 (1 of 1)

MAGIC Study Drug Administration — 2" Infusion:

nd Inf.(0/19)| > [~ Selecttodump— 53

| Title: 2nd Infusion:
Study Drug Administration:

Did the study drug administration occur? YesNo
O ves O no * Ifves, please answer the remaining questions on this tab. | MedAdminHappen, # |_ 1 =Yes
If no, please provide a reason why.
_ . 0=No
If study drug was not administered, please provide reason why:
WhyNoMedAdmin, #
(zelect one) D
Other (specify): .
=<1 value not provided
Study Drug Infusion Information:
startpatell  InfusionStartDay, # PM.WW;. startfime:|  InfusionStartTime, $5 |
Stop Date: InfusionStopDay, # IAMM-WW) StopTime:|  InfusionStopTime, $5 |
TotslDose]  INfusionDose, # L)
Was infusion of the study drug slowed?
InfusionSlowed, # |
(select one) D If yes, please document reason on AE and/or OOPS log. |
e T e R AR ._._._.._._._._
: | DrugAdmin2_Vs2 j
§ One set of vitals MUST be obtained PRIOR to starting the second study drug infusion. (. = ====——— -
Please record vitals every 20 minutes until 20 minutes after the completion of infusion.
Date: Time: Heart Rate: Systolic BP: Diastolic BP: 025at:
(DD-MMM-YYYY) (HH:MM) (bpm) (mm/Hg) (mm/Hg) (%)
: VSDay, # | | VSTime, $5 | | HeartRate, # | | SBP, # | | DBP, # | | PulseOx, # X :
| ~o0]

Study Drug Side Effects During THIS Infusion:
Did the patient experience any of the following:
Hypotension | (zelect one) D (:>20% SBP reduction from dinic visit)

assodated with
infusion?

InfusionHypotension, # |

Patient report of | (select one) [

warmih? | InfusionWarmth, # l

Patient report of any | (zelect one) [ Other (specify): Value not provided
other symptoms? If 'ves', please record event on AE log

| InfusionOther, #

YesNoS
1=Yes
0=No

NoWhy

1 = Patient has reached study endpoint (hospital discharge or 12
hours after last IV opioid administration)

90 = Other (specify)

MAGIC PUD Annotated eCRF, Version 1.0
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DrugAdmin3 (1 of 1)

MAGIC Study Drug Administration — 3™ Infusion:

3rd Inf{o/19)| » | —Select foJump — V]

Title: 3rd Infusion:

Study Drug Administration:
Did the study drug administration ocour?

O ves O no * Ifyes, please answer the remaining questions on this tab. | MedAdminHappen, #
If no, please provide a reason why.

If study drug was not administered, please provide reason why:

| WhyNoMedAdmin, # |

YesNo
1=Yes
0=No

(select one) =
Other (spedify): .
=& value not provided
Study Drug Infusion Information:
startDate|  InfusionStartDay, # |—f~'1rv1r~‘1-YYYY} 5 artTI InfusionStartTime, $5 IH;Mm}
Stop Date Infu5|onStopDay, # |ZJ-{~'1I'\'1I'~'1-YYYY} 5 opTI |nfu5i0n5topTime’ $5 IH:MM}
Tots Dose: | InfusionDose, # | (mL)

Was infusion of the study drug slowed?

InfusionSlowed, # l

(zelect one) D If yes, please document reason on AE and/or OOFS log. |

Infusion Vital Measurements:

One set of vitals MUST be obtained PRIOR to starting the third study drug infusion.
Please record vitals every 20 minutes until 20 minutes after the completion of infusion.

Date: Time: Heart Rate: Systolic BP:
(DD-MMM-YYYY) (HH:MM) (bpm) (mm/Hg)

Diastolic BP:
(mm/Hg)

VSDay, # |VSTime, $5 | | HeartRate, # DBP, #

Study Drug Side Effects During THIS Infusion:
Did the patient experience any of the following:

Hypotension | (select one) D (=>20% SBP reduction from dlinic visit)

associated with " -
iusionz|  INfusionHypotension, #

02sat:
(%)

PuIser, # n :

warmth?

Patient report of | (select 0"53D| InfusionWarmth, #

Patient report of any | (zelect one) D Otheq (specify):

other symptoms? If ‘yes', please record event on AE log Value not prOVided

| InfusionOther, # |

NoWhy

hours after last IV opioid administration)
90 = Other (specify)

1 = Patient has reached study endpoint (hospital discharge or 12

MAGIC PUD Annotated eCRF, Version 1.0
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DrugAdmin4 (1 of 1)

MAGIC Study Drug Administration — 4*" Infusion:

— Select to Jump — ]

4th Inf..(0/13) | *

| Title: 4th Infusion:

Study Drug Administration:

Did the study drug administration occur? YesNo
O ves O no * If yes, please ans:,\'er the remaining questions on this tab. MedAdminHappen, # || 1=Yes
If no, please provide a reason why.
0=No
If study drug was not administered, please provide reason why:
(select one) WhyNoMedAdmin, # | [+
Other (specify): :
= =3 value not provided
Study Drug Infusion Infi jon:
InfusionStartDay, # | . InfusionStartTime, $5 l ‘
Start Date MMM-YYYY) Start Time: M)
Stop Date| InfusionStopDay, # |D-I'~'1I'~'1I'~'1-WW} stopTime:|  InfusionStopTime, $5 |\MI-
TotalDose: | InfusionDose, # | L)
Was infusion of the study drug slowed? N
InfusionSlowed, # !
(=elect one) D If yes, please document reason on AE andor OOPS lo
........... T _ —
Infusion Vital Measurements: | DrugAdmind_Vs4 i
One set of vitals MUST be obtained PRIOR to starting the fourth study dvvg infusion. | . =—======== "
Please record vitals every 20 minutes until 20 minutes after the completion of infusion.
Date: Time: Heart Rate: Systolic BP: Diastolic BP: 025at:
(DD-MMM-YYYY) (HH:MM) (bpm) (mm/Hg) (mm/Hg) (%)
VSDay, # | VSTime, $5 | | HeartRate, # | SBP, # | | DBP, # | | PulseOx, # x|

Study Drug Side Effects During THIS Infusion:
Did the patient experience any of the following:

Hypotension | (select one) D (>20% SBP reduction from dinic visit)
assocdated with

nfusion? | InfusionHypotension, #

Patient report of | (select one) D
warmth?

| InfusionWarmth, # |

Patient report of any | (select onej D Ot

other symptoms? If 'yes', please record event on AE log

er (spedify):

Value not provided

| InfusionOther, # |

NoWhy

90 = Other (specify)

1 = Patient has reached study endpoint (hospital discharge or 12
hours after last IV opioid administration)

MAGIC PUD Annotated eCRF, Version 1.0
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DrugAdmin5 (1 of 1)

MAGIC Study Drug Administration — 5" Infusion:

SthInf..(0j15) | » | —Sekcttodumo— [
| Title: 5th Infusion:
Study Drug Administration:
Did the study drug administration occur? YesNo
O ves O npg T If yes, please answer the remaining questions on this tab. MedAdminHappen # | 1=Yes
If no, please provide a reason why. !
0=No
If study drug was not administered, please provide reason why:
(select ong) | WhyNoMedAdmin, # | ]
Other (spedify): .
; Value not provided
Study Drug Infusion Information:
strtpate|  INfusionStartDay, # |-f~'1Mf~'1-YYYY} strtTine:|  InfusionStartTime, $5 'M}
swppate| INfusionStopDay, # ItD-MMM-YYYY} swopTime:[  InfusionStopTime, $5 IM}
TotalDose: | InfusionDose, # L)
Was infusion of the study drug slowed?
InfusionSlowed, #
If yes, please document reason on AE
: Infusion Vital Measurements: I DrugAdmin5_VS5 i
: | One set of vitals MUST be obtained PRIOR to starting the fifth study drug infusion. | = ======<%= ]
Please record vitals every 20 minutes until 20 minutes after the completion of infusion. :
' Date: Time: Heart Rate: Systolic BP: Diastolic BP: 025at: :
(DD-MMM-YYYY) (HH:MM) (bpm) (mm/Hg) (mm/Hg) (%)
: VSDay, # | VSTime, $5 | | HeartRate, # | SBP, # | | DBP, # | | PulseOx, # ol

Study Drug Side Effects During THIS Infusion:
Did the patient experience any of the following:

Hypotension | (select one) D (=20% SBP reduction from dinic visit)

assodated with

nfusion? | InfusionHypotension, #

Patient report of | (zzlect one) [l | InfusionWarmth, #
warmth?

Patient report of any | (select one) [53 Othher {spedify):
other symptoms: If 'yes', please record event on AE log
InfusionOther, #

Value not provided

YesNoS
1=Yes
0=No

NoWhy

1 = Patient has reached study endpoint (hospital discharge or 12
hours after last IV opioid administration)

90 = Other (specify)

MAGIC PUD Annotated eCRF, Version 1.0
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DrugAdmin6 (1 of 1)

MAGIC Study Drug Administration — 6" Infusion:

6th Inf..0/15) | = | —Seskcttodumo— [

Title: 6th Infusion:

Study Drug Administration:
Did the study drug administration occur?

O Yeg O Mo * If yes, please answer the remaining questions on this tab.

If no, please provide a reason why.

If study drug was not administered, please provide reason why:

YesNo

| MedAdminHappen, # | —| 1=Yes

(select one)

| WhyNoMedAdmin, #

Other (spedify): .
Value not provided

Study Drug Infusion Information:
InfusionStartDay, #

Start Date:

|MI'~'1I'~'1-WW}

InfusionStopDay, #

Stop Date: l)-MMM-YYYY}

TotalDose: | InfusionDose, # (L)

Was infusion of the study drug slowed?

Infusion Vital Measurements:

One set of vitals MUST be obtained PRIOR to starting the sixth study drug infusion.
Please record vitals every 20 minutes until 20 minutes after the completion of infusion.

Date: Time: Heart Rate:
(DD-MMM-YYYY) (HH:MM) (bpm)

tart Time:

top Time:

0=No

=

InfusionStartTime, $5 r

InfusionStopTime, $5 r

InfusionSlowed, # |

i
| DrugAdmin6_VS6 |

Systolic BP: Diastolic BP: 025at:
(mm/Hg) (mm/Hg) (%)

VSDay, # |VSTime, $5 | |HeartRate,#

SBP, # | | DBP, # | | PulseOx, #

Study Drug Side Effects During THIS Infusion:
Did the patient experience any of the following:

Hypotension | (zelect one) D (>20% SBP reduction from dinic visit)
assodated with

infusion? InfusionHypotension, #

Patient report of | (select one) [543 InfusionWarmth, #
warmth?

Patient report of any | (select one) C] Oth
other symptoms? If 'yes', please record event on AE log
| InfusionOther, #

r (spedfy):

Value not provided

i_morphine_equivalents, #

NoWhy

90 = Other (specify)

1 = Patient has reached study endpoint (hospital discharge or 12
hours after last IV opioid administration)

MAGIC PUD Annotated eCRF, Version 1.0

27

YesNoS

0=No




AdverseEvent (1 of 1)

MAGIC Adverse Events Log:

[¥]

Adverse.[0f10) = | T Select to Jump —

Title: Adverse Events Log

Instructions: An Adverse Event (AE) is an untoward medical occurrence experienced by a subject. An event constitutes a diagnosis, a set of related signs or syn
temporally associated with the use of an intervention whether or not it is related to the intervention.

In this study, any event that occurs from the time of randomization through hospital discharge, or day 7 of hospitalization whichever occurs first, is considere

[ AbnoYHEl lABOTHES Y tESES AiE Conviféied AE'S T EREY aiE 2150 Considered ehnicaly SighiMicarit BY the PHALIpET Ihvestigatay. = " wtrorrroresseseeeees ) [

¢ Adverse Events Log:

Start Date:
Name of Event (DD-MMM-YYYY)

Stop Date:
(DD-MMM-YYYY)

AEName, 5100 |7~ | AEStartDay, #

, | AEStopDay, #

[35|5.;¢E1 AEOutcome, #

Outcome

| AdverseEvent :

Intensity

(select one) B *

Intense
1 =Mild
2 = Moderate
Outcome 3 =Severe
1 = Death
2 = Recovered (patient
returned to baseline)
3 = Recovered with sequelae
4 = Symptom persists
1ptoms, or a single sign or symptom
:IAE. .......................................................................................................................................................................... Py ———
: I AdverseEvent j
i ) If Action taken is"Other” | Relationship to Study Drug i Is this a serious adverse event?
b describe other action taken | (Investigator assessment) e el 1f "yes", please complete a ‘Serious Adverse Event’ Report
: | AEActionTaken, # . ’ — ——.| AESeverity, #
¢||(select ong] E Value not provided  |ztone) D [aelectnn&;D'-' [a&\&ctnn&.:D‘-‘ et n
DrugRelationship, # || AEExpected, # | :
Action
1 = Study medication infusion slowed Relation YesNo
2 = Study medication discontinued 1 = Not related 1=Yes
3 = Concomitant medication started, 2 = Possibly related 0=No
changed, or discontinued 3 = Probably related
4 = Surgery or other procedure
gery P Expect
91=None 1 = Expected
90 = Other (describe -
( ) 2 = Not Expected

MAGIC PUD Annotated eCRF, Version 1.0
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ConMeds (1 of 1)

MAGIC Concomitant Medications Log:
............ 1(mm._.{u;a}|rl—5€'f’mw”mﬂ—l_ _———

Title: Concomitant Medications Log

Instructions: Record all concomitant medications administered from the time of randomization through hospital discharge or 12

|
| ConMeds :

. . Start Date:
Name of medication: Total Dose: Dose Unit: (DD-MMM- )
MedName, $255 :| . MedDose, # . MedDoseUnit, $13 . MedStartDay, # .
hours after the last IV opioid administration, whichever comes first.
- Stop Date: Was the medication given _ .
Conti ? i ide AE descriptiol
Al (DD-MMM-YYYY) in relation to an adverse event? |~ 7o PO B

(zelect one) MedStopDay, # (zelect one) *

l MedContinue, # |

MedIndication, $50

| MedRelatedAE, # |

YesNo

1=Yes
0=No

MAGIC PUD Annotated eCRF, Version 1.0
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Opioid_OpioidContinlV, Opioid_OpioidinterlV, Opioid_OpioidPO (1 of 2)

MAGIC Opioid Log:

s Contimd. J0710) 17" THeerait

Title: Opioids given conti Iy by IV (including PCA)

Instructions: Please record each continuous IV opiocid (including PCA) received from the time of first study drug infusion th gh hospital discharge, or 12 hours after the last
All opioid doses must be recorded in the actual dose funits administered. Mo calculations or conversions should be made. All information recorded in this log must be obtained directly from the patient char

All continuous IV opicids must be totaled and recorded in 24 hour blocks from the start date/time of the 1stinfusion.

Name of Opioid: Other name of Date started: Time started: Date stopped: Time stopped:
s opioid (specify): (DD-MMM-YYYY) [HHMM) (DD-MMM-YYYY) [HHMM)
(selectone) [ IVOpioidNameOther, IVOpioidStartTime, — | IVOpioidStopTime, $5
255 5 IVOpioidStopDay, #
IVOpioidName, # s IVOpioidStartDay, # | °
T |
MedName
1 = Morphine
2 = Hydromorphone
3 =Fentanyl
90 = Other (specify)
Continu(0/10) || Intermi.0/7) || opicids.0/7) | » | —Sekcttolump— 3
! [V opioid administration, whichever comes first. : Opioid_OpioidContinlv &
: B __k
Total dose given: Total dose given: N Other dose unit
Dose unit: N
BASAL DEMAND (specify):
| IVOpioidDoseUnit, #
IVOpioidDoseBasal, # | | IVOpioidDoseDemand, # | EECTORET Rl IVOpioidDoseUnitOther, 5201 [/
DoseUnit
l=mg
2=mcg
90 = other
presessnened Contine. {3718} - - TAtEriL{3f7) « ++ hppiviebn.ed 3470 nnen v oskctiodume L @ e i |
: Title: Opioids given intermittently by IV (excluding PCA) i Opioid_OpioidinterlV l_
Instructions: Please record each intermittent IV opioid (excluding PCA) received from the time of first study drug infusion through hospita| discharge, or 12 hours after the last IV opioid
administration, whichever comes first.
All opioid doses must be recorded in the actual dose funits administered. Mo calculations or conversions should be made. All information recorded in this log must pe obtained directly from the patient chart.
., Other name of Date: Time given: S . Other dose unit
: Name of Opioid: opioid(specify): (DD-MMM-YYYY) (HHMM) Total dose given: Dose unit: (specify):
BolusOpioidName, # h BolusOpiodDay, # BolusOpioidTime, $5 BolusOpioidDoseUnit, # “
: ["ADD | BolusOpioidNameOther, BolusOpioidDose, # BolusOpioidDoseUnitOther,
: $255 $201
Eeeeeueeteetaeutetetaeuttataeu e teaeuta e aea e e a e a e e a et e e et e b a e e e e a e e e a e e e a et e e a et e e a et e a et e a et esaeae s esasatteasasntetsasasntntnasasnrned
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Opioid_OpioidContinlV, Opioid_OpioidinterlV, Opioid_OpioidPO (2 of 2)

Intermi...(0/7) Opioids..(0/7) * |~ Select to Jump — m

Continu...(0/10)

I Opioid_OpioidPO I
e - - - =
Instructions: Please record each oral opioid received from the time of first study drug infusion through hospital discharge, or 12 hours after the last IV opioid administration, whichever comes :
first.
All opinid doses must be recorded in the actual dose/units administered. No calculations or conversions should be made. Allinformation recorded in this log must be obtained directty from the patient chart.
can Other name of Date: Time given: - . Other dose unit
Name of Opioid: opioid (specify): (DD-MMH-YYYY) (HHMM) Total dose given: Dose unit: (specify):
5 ~ POOpicidDose, # | PoOpioidDoseUnitOther,
POOpioidName, # ? POOpioidDay, # N S L oo
. — POOpioidTime, $5 :
: ZOOplmdNameOther, .................................................. POOpioidDoseUnit, #  [rrmrmmmrmmrmrmrmmrrsrre ... :
255
POName .
1 = Morphine IlD(iseUnlt
2 = Morphine SR ) _ me
3 = Hydromorphone 90_—mctgh
4 = Codeine = other
5 = Oxycodone
90 = other (specify)

MAGIC PUD Annotated eCRF, Version 1.0
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Ketorolac (1 of 1)

MAGIC Ketorolac Log:

Ketorol.{0/5) . * |~ Select to Jump — [+

wreeeeer e ORI s et —————
: | Title: Ketorolac Log | Ketorolac j
Instructions: Record each dose of Ketorolac received from the time of randomization through hospital discharge or 12 hours after the last IV opioid administration, -.
whichever comes first. H

: | Ketorolacis also known as: Acular, Acuvail, Sprix, and Toradol
¢ |Ketorolac Log
Date: Time given: H

(DD-MMM-YYYY) {HHMM) Total Dose: Dose unit: Other (specify):

KetDay, # KetTime, $5 KetDose, # (selectone) [l ¥ | KetDoseUnitOther, $201 p
[ ADD | | KetDoseUnit, # |

DoseUnit
1=mg

2 =mcg
90 = other

MAGIC PUD Annotated eCRF, Version 1.0
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Transfusion (1 of 1)

MAGIC Blood Transfusion Log:

Title: Blood Transfusions Log

Instructions: Mlease record all blood transfusions received from time of randomization through hospital discharge or 12 hours after the last IV opioid administration, whichever comes first.

Start Date:
(DD-MMM-YYYY)

TransStartDay, # P +

Start Time:
(HHMM)

TransStartTime,

$5

Stop Date:
(DD-MMM-YYYY)

Stop Time:
(HHMM)

i TypeBloodProductOther, $13

Type of Blood Product:

TransStopDay, #

TransStopTime,

$5

skctone) |4 °

TypeBloodProduct, #

Total Volume Infused:

Other (specify): )

TransfusionVolume, # ‘

TypeBlod
1 =Packed RBC
90 = other (specify)

MAGIC PUD Annotated eCRF, Version 1.0
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Magnesium (1 of 1)

MAGIC Magnesium Log:

Magnesi...[0/3)

» | —Select to Jump —

V]

| Title: Magnesium Results

Please record the Magnesium result obtained from lab draw one hour after initiation of 4th study drug infusion here:

Date:

Mg4Day, #

(oD-
MMM-
YYYY)

Time: | Mg4Time, $5

(HH:MM)

Magnesum: || Magnesiumd, # I(mg,rdL)

MAGIC PUD Annotated eCRF, Version 1.0
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SAE (1 of 2)

MAGIC Serious Adverse Event Report:

SAEs (0/18) || Labs an..(0/11) CDMCC (0/9) L

— Select to Jump —

[V]

Title: Serious Adverse Event (SAE) Report

Instructions: Unigue SAEs should be entered on separate forms. When multiple related events occur at the same time, a primary SAE should be entered and the remaining
events should be listed in the narrative. Each event noted in the SAE report should have a corresponding entry on the AE log.

Date and time site became aware of SAE:

= -
Criteria for seriousness: If "Other”, describe:

SAECriteria, # | =

(zelect one) |

Value not provided

Action taken because of serious adverse event:

SAEAction, #

(=elect one)

If "Other”, describe:

patey SAEIDDay, # | * (DDMMM-YYYY) Time SAEIDTime, $5 | (HHMM)
Date and time SAE report sent to CDMCC:
patey SAERepDay, # | * (DD-MMM-YYYY) tme| SAERepTime, $5 | (HHMM)
Primary serious adverse event:
There should be one primary medical term or condition or diagnosis if known,
This should correspond with an entry on AE log.
name: || SAEName, $400
Date and time SAE started:
SAEOnsetDay, # . SAEOnsetTime, $5 )
Date} * (DD-MMM-YYYY) Time: (HHMM)
Date and time SAE resolved (if applicable): "
SAEResDay, # SAEResTime, $5 |
Date ’ (DO-MMM-YYYY) Time: {HHMM)
.................................. [ o e o - g
Criteria for Seriousness - Enter all that apply I SAE Serious i Criteria
-r-- 1 = Death

2 = Life threatening

3 = Inpatient hospitalization

4 = Prolonged existing hospitalization

5 = Persistent or significant disability or incapacity
6 = Congenital abnormality or birth defect

90 = Other (specify)

Action

Value not provided |

If the study drug was discontinued due to this SAE, did the event abate after stopping the study drug?

O Yes YesNoNA
SAEAbate, # O 1= VYes
QO ot applicable 0=No

96 = Not applicable

Qutcome of serious adverse event:

(=elect one)

= | SAEOutcome, # '—

Intensity of serious adverse event: to baseline)
O mig Intense 3 = Recovered
o M . SAEIntensity, # |_ 1=Mild with sequelae
Moderate 2 = Moderate 4= Symptom
O severe _ .
3 =Severe persists
Relationship to study drug:
(Investigator assessment)
Relation

O nNot related

1 = Study medication infusion slowed
2 = Study medication discontinued

3 = Concomitant medication started,
changed, or discontinued

4 = Surgery or other procedure

91 = None

90 = Other (describe)

Outcome
1 =Death
2 = Recovered

(patient returned

1 = Not related

O Possibly related
O Probably related

SAERelation, # i

Was the SAE expected?

2 = Possibly related
3 = Probably related

O Expected

| SAEExpected, #
QO ot expected

|_

Expect
1 = Expected
2 = Not expected

MAGIC PUD Annotated eCRF, Version 1.0
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SAE (2 of 2)

SAEs (0/13) Labs an...(0/11) CDMCC (ojg)| > | — Select o Jump —
Title: CDMCC Review
Instructions: This section is for COMCC use onlfy.
Date the event was reviewed by medical monitor:
Date: ” MMReviewDay, # | | (DD-MMM-Y YY)

Is event described in sufficient detail to allow an informed review of the occurrence?

i |
O Yes {:} Mo | SAEDetail, # |

Does the event reguire changes to the protocol to minimize further risk?

O ‘fes O Mo | SAEProtocol, # I

Does the event require changes to the consent documents?
I
O ves O no | SAEInformConsent, # |

Will this event require reconsent of current participants?

YesNo
1=Yes

O Yes O Mo | SAEReinformConsent, # |
|

Does the event require expedited reporting to the DSMB and NICHD?

O ves O o | SAENOotify, # I

Is the overall risk/benefit relationship of the research still acceptable in light of informat

0=No

ion in this report?

O ves O No | SAEStudyCont, # I

Was the event downgraded to a non-serious adverse event?

O ves O o | NonSAE, # I

CDMCC narrative or comments:

Value not provided

MAGIC PUD Annotated eCRF, Version 1.0
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StudySummary (1 of 1)

MAGIC Study Summary:

Study 5..(0/9) | = |~ Select to Jump -- A

Title: Study Summary

Instructions: This form is to be completed at hospital discharge OR 12 hours after last I¥ opioid administration.

Record date/time of Hospital Discharge:

Date: | | # (DD-MMM-YYYY )

| DischargeDay, #

Record date/time of FIRSTIY¥ opioid administration received by patient:
Date: | | * (DD-MMM- YY)

| FirstlVOpioidDay, #

Record date/time of £ASTI¥ opioid administration received by patient:
| LastIVOpioidDay, # Date: | | o)

which study drug does the patient believe s/he received?
| PtDrugAssess, #

W as the final diagnosis of the patient vasoocclusive crisis?

| DischargeTime, $5 |

Time: | |(HHMM)

| FirstlVOpioidTime, $5 |

Time: | |(HHMM)

| LastlVOpioidTime, $5 |

Time: | |(HHMM)

| O Magnesium O saline O Patient does not know O Mot Asked ™

| Orves O™ If the final diagnosis

FinalDiagnosis, # :
was not vasoocclusive

FinalDiagnosisOther, $1513

| crisis, what was the
cause of the pain
(specify)?

YesNo
1=VYes

0=No

DrugOn

1 = Magnesium

2 =Saline

92 = Patient does not know
99 = Not Asked
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Phone (1 of 3)

MAGIC Telephone Follow-up:

Phone FU (0/22) || Parent _(0/10) Child s..(0/4) | » [ —=SelecttoJump— i

Title: Telephene Follow-up

Instructions: Telephone follow-up must be completed within 8 to 10 days following discharge. Five attempts MUST be made before attempts to contact the family may be abandoned.

Was the telephone follow-up attempted?

O ves O o * | PhoneOccur, # YesNo
1=Yes

IFNO, please spedfy 0=No
why the telephone .
folowuowasrot| | Value not provided

attempted:
Date: Time: What resulted from this
(DD-MMM-YYYY) (HHMM) attempt to contact the patient/parent?
Value not provided ﬂ Value not provided || Value not provided LX)
L
Was the parent | (select one) D If NO, please explain: (e.0. Parent had to get off the phone before interview was completed. )

interview completed?

Value not provided

Parentinterview, # |

1
YesNoS
1=Yes Was the child | (select one) D If NO, please explain: (2.0. Child was never availzble..)
0=No interview completed? .
: - Value not provided
ChildInterview, # |
Rehospitalization Information:
Was the patient rehospitalized within 7 days after discharge from the hospital? YesNoS
(All-cause and sickle-cell related hospitalizations are to be induded) Rehosp7day, # |— (]; f Les
(select one) D =No
§ Date Rehospitalized: Time Rehospitalized: Date Discharged: Location of rehospitalization: From what source was the Please provide a brief description of the &1 :
: (DD-MMM-YYYY) (HHMM) (DD-MMM-YYYY) ocation of rehospitalization: | 1 ospitalization information obtained? requiring rehospitalization of patient? | §
RehospDischargeDay, # | RehospSource, #
: " Value not provided :
i | RehospDay, # | RehospTime, $5 | erciore) B | p :
_ | Rehosploc, # Rehos
' Phone_PhoneRehos 1 =Study Hospital
L ettt r e ee et st easaet et asasasasteehearasasasaetetatasnasananeasasrasenaseeearee] 2 = Other Hospital
TUnsclieduled Care InTorFmation:
Did the patient have the need for unscheduled care within 7 days after discharge from the hospital? YesNoS
Unsched7day, # 1=Yes
(select one) [ | 0=No
............................................. If.yes, provide the folowing iofomaton, e e
Date: Where was the Other (specify): From what source was the Please provide a brief description of the event patient
: (DD-MMM-YYYY) unscheduled care received? erispediy: unscheduled care information obtaingd? required unscheduled care for? :
: | UnschedLocOther, $201 |
i UnschedDay, # h Value not provided
: il | (select one) (select one) D n :
: UnschedLoc, # :
: | UnschedSource, # :
i~ T -]
| Phone_PhoneUnsched ! :
e S PP PP PP PP PPPPPPPPPPTY Pe .
Source
UnCare 1 ="Parent
1 = ED/Emergent Care 2 =Chart
2 = Primary Care Physician office 3 = Parent & Chart
3 = Clinic

90 = Other (specify)

MAGIC PUD Annotated eCRF, Version 1.0
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Phone (2 of 3)

Phone FU (0/18) Parent..(0/11) || Childs._(o/4) | » | —SekectioJump — (V]

Title: Short Term Outcomes: ***Parent Response*®**

Instructions: Please answer the following questions pertaining to your child's experience 8 to 10 days post hospital discharge.

Days of daycare, school, or work missed post hospital discharge:

Is your child currently in a formal school setting?

School, # {zelect ong) E| If ¥ES, provide response for number of days of school missed
! If MO, skip to daycare question

If VES, how many | (zelect one} B2 DaysA
days of school have - 1=N
been missed by your | MissedSchool, # l = None
child since discharge | 2 =1to 3 days
from the hospital? 3 =4to 6 days
4 =>6days

Is your child in daycare?

D # (select one) [53) I ¥ES, provide response for number of days of daycare missed
aycare, If MO, skip to unable to play question

If VES, how many | (select one) B3
days of daycare have
been missed by your | MissedDaycare, # |
child since discharge |
from the hospital?

YesNoS
1=VYes
0=No

If your child is MOT currently in a formal school or daycare setting (i.e. summer or too young), how many days has yopr child been unable to play or perform their ushial activities?

UnableToPlay, # (days)

Is the parent/primary caretaker currently working or in school?

(select one) @ If ¥ES, provide response for number of days of work missed

CaretakerWork, # If WO, skip to pain questions

If }ES, how many | (select one) B3

days of wark/school

have been missed by | MissedCaretakerWork, # |

the parent/primary |
caretaker since child's
discharge from the
hospital?

Pain after hospital discharge:

How many days of (days) OR If you are unable to | (select one) (54 DavysB

pain has your child provide an exact ays
experienced after | parentDaysOfPainExact, # rumber of days of | parentDaysOfPainRange, # 2=1to3days

hospital discharge? pain, please provide a 3 =4to6days
Please record the range for days of 4 =>6 days

exactnumber of days. pain.
If your child has experienced at least one day of pain since hospital discharge, answer the following guestion.
OneToTen

On a scale of O to 10, with 10 being the worst pain and 0 being no pain, how would you rate your child's pain right now, today?

ParentPainScale, # [

(select one) [

If rating of pain is greater than 0 (zero), please answer the last gquestion.

As the parent/fprimary caregiver, from your perspective, how would you rate the overall pain relief your child has received since hospital discharge?

(zelect one) B ParentChildOverallPain, #

PainScal

1 = Excellent
2 = Good

3 = Adequate
4 =Some
5=None

o
o onon
o

OCoONOOULDE WNE
"
O ONOUTE WNR

10=10
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39



Phone (3 of 3)

Phone FU (0/15) Parent ...[0/11) Child 5...(o/4) | » | — Selectio Jump —

Title: Short Term Outcomes: ***Child Response™®**

Instructions; Please answer the following guestions pertaining to your experience 8 to 10 days post hospital discharge.

Pain after hospital discharge:

How many days of | ChildDaysOfPainExact, # (days) OR If you are unable to
pain have you provide an exact - -
experienced after number of days of | ChildDaysOfPainRange, #
hospital discharge? pain, please provide a
Flease record the range for days of
exactnumber of days. pain.

If you have experienced at least one day of pain since hospital discharge, answer the following guestion.
0On a scale of 0 to 10, with 10 being the worst pain and 0 being no pain, how would you rate your pain right now, today?

(select une}| ChildPainScale, # I

If rating of pain is greater than 0 (zero) andyou are between 5 and 18 years of age| please answer the last question.

From your perspective, how would you rate your overall pain relief received since discharge?

{zelect one) | OlderChildOverallPain, #

PainScal OneToTen

1 = Excellent 0=0

2 = Good = DaysB

3 = Adequate = 2 =1to 3 days
4 =Some = 3 =4to6days
5 = None = 4=>6days

O oONOULA WN B
"
O oONOOUA WN

10=10
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Phone_v3 (1 of 3)

MAGIC Telephone Follow-up Ages 4-18:

Phone FU (0/22) || Parent _(0/10) Child s..(0/4) | » [ —=SelecttoJump— i

Title: Telephene Follow-up

Instructions: Telephone follow-up must be completed within 8 to 10 days following discharge. Five attempts MUST be made before attempts to contact the family may be abandoned.

Was the telephone follow-up attempted?

O ves O o * | PhoneOccur, # |7 YesNo
1=Yes
If NO, please spedfy 0=No
uhy the isehone || \/zlue not provided
follow-up was not
attempted:
Date: Time: What resulted from this
(DD-MMM-YYYY) (HHMM) attempt to contact the patient/parent?
Value not provided ﬂ Value not provided Value not provided 23
e
Was the parent | (select one) D If NO, please explain: (e.0. Parent had to get off the phone before interview was completed. )
interview completed? .
Value not provided
Parentinterview, # |
1
YesNoS
1=Yes Was the child | (select one) E] If NO, please explain: (2.0. Child was never availzble..)
= interview leted? .
0=No nienven combete Value not provided
ChildInterview, # |
Rehospitalization Information:
' P ' YesNoS
Was the patient rehospitalized within 7 days after discharge from the hospital? 1=y
5 =Yes
(All-cause and sickle-cell related hospitalizations are to be induded) Rehosp7day, # |— 0o No
(select one) D B
J PP i1t M=!(- il 5 1 L L L PP
Date Rehospitalized: Time Rehospitalized: Date Discharged: Location of rehospitalization: From what source was the Please provide a brief description of the &1 :
(DD-MMM-YYYY) (HHMM) (DD-MMM-YYYY) Ly " | rehospitalization information obtained? requiring rehospitalization of patient? :
RehospDischargeDay, # | RehospSource, #
Value not provided
REhOSPDaV, # RehospTime, 55 (zelect one) D (zelect one) D
0 C Rehosploc, # Rehos
i Phone_PhoneRehos | 1 =Study Hospl.tal
o ettt ettt et s e e tesat e e et e st et et e sn et e et e neenesseenseeneens] 2 = Other Hospital
TUiisclieduled Care Iaformation:
Did the patient have the need for unscheduled care within 7 days after discharge from the hospital? YesNoS
Unsched7day, # 1=Yes
(select one) [ 0=No
............................................ I yes, provide the folowing FOmaton. e

Date: Where was the Other (specify): From what source was the
(DD-MMM-YYYY) unscheduled care received? erispediy: unscheduled care information obtaingd?
| UnschedLocOther, $201 |
UnschedDay, #

[zel=ct nnsl

UnschedLoc, #

(select one) D

| UnschedSource, #

Please provide a brief description of the event patient
required unscheduled care for?

Value not provided

i Phone_PhoneUnsched I
Lo e
Source
UnCare 1 ="Parent
1 =ED/Emergent Care 2 =Chart
2 = Primary Care Physician office 3 = Parent & Chart

3 = Clinic

90 = Other (specify)

MAGIC PUD Annotated eCRF, Version 1.0
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Phone_v3 (2 of 3)

Phone FU (0/13) Parent..(0/11) || Childs.(o/ | » | —3electioJump — V]

Title: Short Term Outcomes: ***Parent Response**+

Instructions: Please answer the following questions pertaining to your child's experience 8 to 10 days post hospital discharge.

Days of daycare, school, or work missed post hospital discharge:

Is your child currently in a formal school setting?

School, # (select one) @ If ¥ES, provide response for number of days of school missed
! If MO, skip to daycare question

If ¥ES, how many | (select ene) @ DaysA
days of school have 1=N
been missed by your | MissedSchool, # | =None
child since discharge | 2 =1to 3 days
from the hospital? 3 =4to 6 days
4 =>6days

Is your child in daycare?

D # (select one) @ If ¥ES, provide response for number of days of daycare missed
aycare, If MO, skip to unable to play question YesNoS

1=Yes
If VES, how many | (zelect one} [5a 0=No
days of daycare have
been missed by your | MissedDaycare, # l
child since discharge |
from the hospital?

If your child is MOT currently in a formal school or daycare setting {j.e. summer or too young), how many days has yolr child been unable to play or perform their ushial activities?

UnableToPlay, # (days)

Is the parent/primary caretaker currently working or in school?

{zelect ong) E| If ¥ES, provide response for number of days of work missed

CaretakerWork, # If M, skip to pain questions

If VES, how many | (zelect one} B2
days of work/school
have been missed by
the parent/primary
caretaker since child's
discharge from the
hospital?

MissedCaretakerWork, # I

Pain afterhospital discharge:

How many days of (days) OR If you are unable to | (select one) (B3
pain has your child provide an exact DaysB
experienced after | parentDaysOfPainExact, # number of days of | parentDaysOfPainRange, # 1=0
hospital discharge? pain, please provide a 2 =1-3 days
Please record the range for days of 3 =4-6 days
exactnumber of days. pain. 4=>6days

Since your child has left the hospital, how has your child's pain been?

ParentChildOverallPain_v2, # i| (zelect one) v

On a scale of 0 to 10, with 10 being the worst pain and 0 being no pain, how would you rate your child's pain right now, today?

ParentPainScale, # OneToTen

0=0

PainScalNew

1 = Much better

2 = A little better

3 =The same

4 = A little worse

5 = Much worse

6 = No pain since discharge

O oONOUE WN
n
O oo~NOULHA WNE

10=10
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Phone_v3 (3 of 3)

Phone FU {0/22) Parent ..(0f11) Child 5...inj4) | = |~ Select toump -

Title: Short Term Outcomes: ***Child Response**+

Instructions: Please answer the following questions pertaining bo your experience 8 to 10 days post hospital discharge.

Pain after hospital discharge:

Starting the marning ‘ {davs) OR If wou are unable ko | (zelect one) |w

Following the day of provide the exact

hospital discharge, on | ChildDaysOfPainExact, # | number of days aof
b thary davs have pain, please provide &
wou experienced pain? range for days of
Flease record exact pair,

number of days,

Since you left the hospital, how has your pain been?

OlderChildOverallPain_v2, # | |[se|ect one) vl

(select one) | ChildPainScale, # |

PainScalNew

1 = Much better OneToTen
2 = Alittle better 0=0

3 =The same =

4 = A little worse
5 = Much worse
6 = No pain since discharge

O oONOOULA WN B
In
O oONOOUEAE WNE

=
o
"
=
o

0On a scale of 0 to 10, with 10 being the worst pain and 0 being no pain, how would you rate your pain right now, today?

| ChildDaysOfPainRange, #

DaysB

1=0

2 =1-3 days
3 =4-6 days
4 => 6 days

MAGIC PUD Annotated eCRF, Version 1.0

43



PhoneAdult (1 of 2)

MAGIC Telephone Follow-up Ages 19-21:

— Select to Jump --

Phone FU (0f21) || Short T_(0z) | *

| Title: Telephone Follow-up

‘ Instructions: Telephone follow-up must be completed within & to 10 days following discharge. Five attempts MUST be made before attempts to contact the patient may be abandoned. ‘

itas the telephone Follow-up attempted?

O e O PhoneOccur, #

IF MO, please specify
why the telephone
Follow-up was not

Value not provided

What resulted from this
attempt to contact the patient?

Time:

Date:
{DD-MMM-YY¥Y) {HHMM)

|7

YesNo

1=Yes

0=No
Notes/Comments:

Value not provided Value not provided

Value not provided

Value not provided

[ 00 |
Wias the patient If MO, please explain: (2.0, Patient was never available .}
YesNoS interview completed? |
- - Value not provided
1=Yes _| Patientinterview, # | P
0=No
Rehospitalization Information: YesNoS
\wiass the patient rehospitalized within 7 days after discharge from the haspital? 1=VYes
(Al-cause and sickle-cell related hospitalizations are Reh 7d m
ehosp7da =
] praay, 0=No
........................................... ¥ teesesesscsesssennns P
S Date Reh italized: 13 i Date Discharged: N (el italization: From what source was the Provide a brief description of the event
: (DD-MMM-Y¥YY) (HHMM) (DD-MMM-YYYY) lmtscitar alf R el T italization information obtained requiring rehospitalization of patient:
: RehospDischargeDay, #
: RehospDay, # J:, P gebay, | RehospSource, # | ]
: T . Il “(salemnne) v ——— Value not prOVIded =
: Rehosploc, # |
i - Sources
| PhoneAdult_PhoneRehos | Rehos 1 = Patient
S S "1‘*—"Study1'l'o5'pi'ta1"" ............ ..2.—..Cha'.r.‘t ................................................
Unscheduled Care Information: 2 = Other Hospital 3 = Patient and Chart
YesNoS Did the patient have the need for unscheduled care within 7 days after discharge from the hospital?
esho Unsched7day, #
1 = YES res, provide the Following information:
0=No . Date: Where was the oth . From what source was the Provide a brief description of the event .
H {DD-MMM-Y¥YY) unscheduled care received? = ey unscheduled care information obtained? patient required unscheduled care for: H
: UnschedLoc, # UnschedSource, # :
: I | EB[ et o) <l =) Value not provided = :
: | UnschedDay, # | UnschedLocOther, $13 :
;. - TR o e = = - |
I PhoneAdult_PhoneUnsched " Sources
-ttt bbbttt 0 8 8 8 0 0 8 0 S 0 S 0 0 & cofeme Patienite e e reer e tberetttitiiiiiiiiiiiiiiiiiiiiiiiiiiiiiiitiiiiniannadt
UnCare 2 = Chart
1=ED/Emergent Care 3 = Patient and Chart

2 = Primary Care Physician office
3 = Clinic
90 = Other (specify)
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Phone FU {0/Z1)

PhoneAdult (2 of 2)

Short T..(0jg) | » |~ SEECtio Jump -

Title: Short Term Outcomes

Instructions: Please answer the following questions pertaining to your experience 8 to 10 days post hospital discharge.

Days of school or work missed post-hospital discharge:

&re you currently in school?

YesNoS School, #
1=Yes
0=No

Are you currently working?

Tove [N
1=Yes
0=No

(select one) |»

days of school have
wau missed since being
discharged From the
hospikal?

[zelect one) W

days af wark have wou
missed since being
discharged From the
hospikal?

Pain after hospital discharge:

Starting the morning
Following the day of
hospital discharge, on
b rary davs hawe
wou experienced pain?
Flease record exact
number of days,

| {days) DR

| DaysOfPainExact, # |

Since you left the hospital, how has your pain been?

4| OverallPain, # |

PainScalNew

1 = Much better

2 = Alittle better

3 =The same

4 = Alittle worse

5 = Much worse

6 = No pain since discharge

| (zelect one) b |

[zelect one) | PainScale, # J

IF ¥ES; how many | (zelect one) |+

| MissedSchool, #

B

IF ¥ES, how many | (zelect one) | w

| MissedWork, #

DaysA
1=None

2 =1to 3 days
3 =4to 6 days
4 => 6 days

DaysA
1=None

2 =1to 3 days
3 =4to 6 days
4 =>6days

If wou are unable to | (zelect one) | | DaysOfPainRange, #

provide the exact
number of days of
pain, please provide a
range for dawvs of
pain:

neToTen

O oONOOUEA WNEREL OQ
n

"
OWCoONOOTUDA WNEFLO

=
o
1}
[uny
o

DaysB

2=1to
3=4to

1=0days
3 days
6 days
4 =>6days

On a scale of 0 to 10, with 10 being the worst pain and 0 being no pain, how would you rate your pain right now, today?
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FollowUp (1 of 1)

MAGIC Follow-Up Visit:

Follow-..(0/15) | | Labs (0/2 >

— Select to Jump —

[¥]

| Title: Follow-up Visit

Did the patient return for the follow-up visit?

Date of Follow-up Visit:

Date: FUDay, #

Rehospitalization Information:

Was patient rehospitalized between & and 28 days after discharge from the haspital?
(All-cause and sickle-cell related hospitalizations are to be induded)

Rehosp8to28day, #
(select one) [0
lececcecttcttcctcctccncnccccccccnccncnnnn oyes.pradde.the. illowing infvmatian.
Date Rehospitalized: Date Discharged: . e
(DD-MMM-YYYY) (DD-MMM-YYYY) Location of rehospitalization:

OvesOmo ™ If NO, please specify
why the patient did .
\{e_sﬁ:s FUOccur, # pisntad) Value not provided
0=No

(DD-MMM-YYYY)

YesNoS
1=Yes
0=No

RehospDay, #

FollowUp_Rehos |

RehospDischargeDay, #
I [0 (select one) D

(select one)

From what source was the
rehospitalization information obtained?

[~]

Please provide a brief description of the event requiring rehospita :

Value not provided

| Rehosploc, # || RehospSource, #

Rehos
1 = Study Hospital
2 = Other Hospital

Unscheduled Care Information:
Iesﬁos Did patient have the need for unscheduled care between 8 and 28 dayz after discharge from the hospital?
=Yes
0=No (sekctone) Unsched8to28day, #
If yes, provide the following infor
§ Date: Where was the . From what source wgs the § § - -
(DD-MMM-YYY) unscheduled care received? Other (specify): heduled care information obtained? Please provide a brief description of the event requiring unscheduled ¢
: |_ UnschedLocOther, $19
Value not provided
:| UnschedDay, # A (ealact ana) (7
: Unschedloc, # UnschedSource, # |
! FollowUp_Unsched : |
P S SN UnCare e Source el
1= ED/Emergent Care 1 =Parent
2 = Primary Care Physician Office 2 = Chart
3 =Clinic 3 = Parent & Chart
4 = Other (specify)
Follow-..(0/15) || Labs (/@) » |~ 3eecttodume— [
Title: Follow-up Labs
Were Follow-up labs drawn? YesNoS
1=Yes
(select one) | FULabsDone, # |7 0=No
Date and Time of Follow-up Lab Result(s):
Date:| FULabDay, # (DD-MMM-YYYY)
Time: | FULabTime, $5 (HHMM)
Hematocrit: Hgh: WBCs: Platelets: Reticulocytes: Lactate dehydrogenase:
(%) (g/100mL) (% 10~3/uL) (% 10~3/uL) (%) (/L)
Hematocrit, # | | Hemoglobin, # | | WBC, # | | Platelets, # | | Reticulocytes, # | | LDH, # B
{1 A I
: FollowUp_FULabs
_________________ MAGIC PUD Annotated eCRF, Version 1.0
| LostsTO, # ! LostCall 46
s B 0 = Not lost to follow-up
_________________ 1 = Lost to follow-up
| LostPain, # ! W = Withdrew from follow-up
e — — | = Ineligible for study




BloodTransfusions (1 of 1)

MAGIC Blood Transfusions Post Hospital Discharge:

Blood T...[0/7)

YesNoC
1 = Yes; complete the next

| Title: Blood Transfusions

question

Did the patient have a biomarker sample obtained for the follow-up visit timepoint?

Did the patient receive any blood transfusions after hospital discharge but before the follow-up visit biomarker sample was obtained?

(select one)

(zelect one)

Blood Transfusion Information

0 = No; no further data
collection on this form is

- BloodTrans, #

Date of mostrecent [ BlgodTransDay, #

Type
1 =Packed RBC

blood transfusion:

—Fj (DD HMM-YYYY)

Type of blood product: [ BloodTransType, #

90 = Other (specify) l

92 = Unknown

YN

1 =Yes; complete the
following information

0 = No; no further data
collection on this form is
required

Other type of blood BloodTransTypeOth, $25 |
product:

From what source was BloodTransSource, #

| Lu:u:ationof1 BloodTransLoc, # |

the transfusion
information obtained?

transfusion:

Source

1 = Parent

2 = Chart

3 =Parent & Chart

Loc
1 = Study hospital
2 = Other hospital
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Mortality (1 of 1)

MAGIC Day 28 Patient Mortality:

Patient..(0/3)| * |~ Select to Jump — @

Title: Patient Status
Instructions: Alease Nofe: The patient's vital status must be established on or after Day 28, This form must be completed at the time of the follow-up visit. If the follow-up visit does not occur due to
patient not returning for their visit, this form should be completed at the time the follow-up visit would have been completed. If the patient withdraws their consent for ALL study related procedures,

this form must be completed at the time of withdrawal.

Date Patient Vital Status Determined:

DayDetermined, # | * (DD-MMM-YYYY)
Patient Vital Status: Status
(select ane) [~k VitalStatus, # 1=Alive
: 2 = Dead
Patient Vital Status Date: 93 = Unable to determine
This is the last date the patient was known to, or is documented as being alive.

If the patient’s vital status is dead, please complete the death information form.
| (CD-MMM-YYYY)

AliveStatusDay, #
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Withdrawal (1 of 1)

MAGIC Withdrawal of Consent:

Woc (o/4)| > | — Sskectto Jump — &

Title: Withdrawal of Consent

What elements of consent did the patient/parent withdraw?

rzelect one) | ElementsWithdrawn, # s
Date consent was | DayConsentWithdrawn, # * (DD-MMM-YYYY) Time consent was - e~ (HHMM)
withdrawn: withdrawn: TimeConsentWithdrawn,
S5
Reason provided for why consent was withdrawn:

ReasonConsentWithdrawn, $409 |

WOC

1 = Withdrew consent to continue on study medication; obtaining blood samples and data collection can continue

2 = Withdrew consent for study medication and obtaining of blood samples; data collection to continue

3 = Withdrew consent to obtain blood samples; study medication and data collection can continue

4 = Withdrew consent for study medication, blood samples, and data collection to continue, except AEs and follow up
5 = Withdrew consent for study medication, blood samples, data collection, and any contact or follow up
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Biomarkers (1 of 1)

Biomarkers:

Variable Format Type | Label Algorithm / Notes

Draw_Code S50 | Draw code

sP_selectin # Plasma level of sP-selectin =0.01if sPTseIectlnRaw I.S N
= sP_selectinRaw otherwise
=0.01 if sWCAM_1Raw is .o

sVCAM_1 # Plasma level of sVCAM-1 - SVCAM_1Raw otherwise

Nitrite # Plasma nitrite = 0.01if NitriteRaw is .0
= NitriteRaw otherwise
=0.01ifIL_1bRawis .o

IL_1b # Plasma level of IL-1\beta - IL_1bRaw otherwise

IL_6 # Plasma level of IL-6 =0.01if IL_6Raw s -0

- = IL_6Raw otherwise

=0.01if TNFaRaw is .o

TNFa # Plasma level of TNF-\alpha - TNFaRaw otherwise
=0.01if IFNgRaw is .0

IFNg # Plasma level of IFN-\gamma - IFNgRaw otherwise

MAGIC PUD Annotated eCRF, Version 1.0
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Pain Scores:

PainScores (1 of 1)

Variable Format Type | Label Algorithm / Notes
FirstPainScore # First pain score

LastPainScore # Last pain score

FUPainYN # FU pain score available

FUPainScore # FU pain score

MAGIC PUD Annotated eCRF, Version 1.0
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QLScores (1 of 3)

Visit

0 =Time O - Prior to 1st study drug infusion
1=Time 1 - After last dose of study drug

QL Scores: 2 =Time 2 - Telephone follow-up
3 =Time 3 - Follow-up visit
Variable Format Type | Label Algorithm / Notes
Visit Visit 4 Please indicate at which visit this
survey was completed
c_PainHurt # Child: Pain and Hurt Summary
c_Painlmpact # Child: Pain Impact Summary
c_Worryl # Child: Worry Summary (1)
c_Worryll # Child: Worry Summary (l1)
c_Emotions # Child: Emotions Summary
¢_PainManagement 4 Child: Pain Management
Summary
¢ Treatment 4 Child: Symptoms and Treatment
- Summary

L Child: Communication Summary
¢_Communicationl # (1)

oL Child: Communication Summary
¢_Communicationll # (I
c_SickleCell H Child: PedsQL Sickle Cell
c_General # Child: General Fatigue Summary
¢ Sleep 4 Child: Sleep and Rest Fatigue

Summary

MAGIC PUD Annotated eCRF, Version 1.0
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QLScores (2 of 3)

Variable Format Type | Label Algorithm / Notes
c_Cognitive # Child: Cognitive Fatigue Summary
c_Fatigue # Child: PedsQL Fatigue

¢_Physical 4 gIJri\qun:qI;:\;/sical Functioning
c_Emotional # Child: Emotional Functioning
c_Social # Child: Social Functioning
c_School # Child: School Functioning
¢_Psychosocial # Child: Psychosocial Score
c_Generic H Child: PedsQL Generic
p_PainHurt # Parent: Pain and Hurt Summary
p_Painlmpact # Parent: Pain Impact Summary
p_Worryl # Parent: Worry Summary (l)
p_Worryll # Parent: Worry Summary (ll)
p_Emotions # Parent: Emotions Summary
p_PainManagement # Ej:srr:;sain Management
o_Treatment " Parent: Symptoms and

Treatment Summary
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QLScores (3 of 3)

Variable Format Type | Label Algorithm / Notes
L Parent: Communication
p_Communicationl #
Summary
L Parent: Communication
p_Communicationll #
Summary
p_SickleCell # Parent: PedsQL Sickle Cell
p_General # Parent: General Fatigue Summary
P : Sl Rest Fati
o_Sleep 4 arent: Sleep and Rest Fatigue
Summary
b_Cognitive 4 Parent: Cognitive Fatigue
Summary
p_Fatigue # Parent: PedsQL Fatigue
P : Physical Functioni
o_Physical # arent ysical Functioning
Summary
p_Emotional # Parent: Emotional Functioning
p_Social # Parent: Social Functioning
p_School H Parent: School Functioning
p_Psychosocial # Parent: Psychosocial Score
p_Generic # Parent: PedsQL Generic
Occurrence # Occurrence
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PedsFamily (1 of 1)

MAGIC Peds Quality of Life Family Information Form Ages 4-18:

FamilyL..(0jz5)| » | - Selectia Jump - L

| Title: Family Information Form

Basic Information:

‘what is wour relationship to this child?

RelationChild, #

Other, please specify: |:] RelationChiIdOther, 58 |

Relate
1 = Mother, Step Mother, Foster Mother
2 = Father, Step Father, Foster Father

3 = Grandmother
4 = Grandfather
5 = Guardian

90 = Other

Information About Mother:

MomMaritalStatus, # Matital Status: | (zelect one) v Highest Level of MomEducation, #
Education:
Information About Father:
| DadMaritaIStatus, # Marital Status: | rzelect one) v Highest Lewvel of Dad Education, #
Education:

In the past 6 months, has your child...

|_
-

Had a chronic health condition {defined as a physical or mental health condition that has lasted or is expected to last at least & months,)

Occupation or Job
Title:

Value not provided

Ciccupation or Job
Title:

Value not provided

and interferes with yvour child's activities)?

Educate

2 = 7th - 9th grade
5 =Some college or
certification course

7 = Graduate or
Professional degree

1 =6th grade or less

3 =10th - 12th grade
4 = High school graduate

6 = College graduate

for chest crisis?

| For chest crisis?

Marital ChronicCondition, # |_
1 =Single YesNoS
_ & . If YES, what is the name of your child's chronic health condition? 1=Yes
2 = Married {please list all conditions) 0=N
3 = Separated =No
4 = Living with Value not provided [ X ]
someone m
5 = Divorced
6 = Widowed
In the past 12 months, has your child had...
Any overnight visits to the hospital?
HospitalVisits, # | I YES...
Fewmany il NumberHospitalVisits, # Fowman i NumHospVisitsPain, #
’ i
YesNoS Any emergency room [/ urgent care visits not resulting in hospitalization?
1=Yes EDVisits, #  |[(seectcne) ] 1 Y.
0=No
How marry times botal? Howe many times were
NumberEDVisits, # for pain? isitePai
’ NumEDVisitsPain, #
In the past 30 days...
How maney dayws did your child miss from school due o physical or mental health?
DaysMissSchool, # I:I#DF days
How maney daws was your child sick in bed or toa il to play?
DaysSick, # - # of days
How many days did your child need someone to care For himfher due to phrysical or mental health?
DaysChildcare, # # of days
YesNoS Parent's Work
esNo Do you work outside the home?
1=Yes ParentNotWork, #
0=No arentNo orkK, If ves, please answer the following questions about your work,
In the past 30 days, how many days have vou missed from work due ko wour child's physical or mental health?

| ParentMissWork, #

I:I # of days

In the past 30 days, has vour child's health interfered with...

| How marny times were |:] NumHospVisitsACS, #

How marry times were |:I NumEDVisitsACS, # |

QLScale
0 = Never

“four daily routine Et O never O almast never O sometimes O often O Almast always O Not answered
wiark?

ParentRoutine, #

3 = Often

viour ability b0 O pever O almost never O sometimes O often O almost aways O Mot answered
concentrake at work?

ParentConcentrate, #

1 = Almost never
2 = Sometimes

4 = Almost always
97 = Not answered
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PedsAdult (1 of 1)

MAGIC Peds Quality of Life Adult Patient Information Form Ages 19-21:

MaritalStatus, #

AdultIn...(oj1g)| > |~ SelEctto.umn i
| Title: Adult Patient Information Form |
Information About Patient:
Marital Status: | (zelect one) R4 Highest Level of Education; # E— Occupation or Job Value not pl’OVided
Title:

Impact Scale:

In the past 6 months, have you...

Had & chranic health condition (defined as a physical or mental health condition that has lasted ar is expected to last at least &

[zelect one) | W

Education:

ChronicCondition, #

If ¥YES, what is the name of your chronic health condition?

{please list all conditions}

Value not provided

In the past 12 months, have you had...

Any overnight visits to the hospital?

| HospitalVisits, # |

Marital

1=Single

2 = Married

3 = Separated

4 = Living with

someone

5 = Divorced

6 = Widowed
YesNoS
1=Yes
0=No

(=elect ong) % | IF YES...

How many Ei

I |
NumberHospitalVisits, #

Any emergency room [/ urgent care visits not resulking in hospitalization?

EDVisits, # IF YES...

”°Wm°"”"”me“°“| NumberEDVisits, # |

In the past 30 days...

How many days did you miss from school or work due to physical or mental health?

| DaysMissSchoolWork, #

How many days were you sick in bed or too ill to do daily activities?

DaysSick, # |:| # of days

How many days did you need someone to care for you due ko physical or mental health?

DavsCare # || e

If you work outside of the home or go to school, please answer the following questions:

In the past 30 days, has yvour health inkerfered with...

viour daily routing 2t O yever O almast never O Sometimes O often ‘O Almast always O ot answered Routine, # —

work or school?

vour ability o O pever O almost rever O sometimes O often O Almost always O Mot answered

concentrate at work o
school?

Haowa many Eimes wey

YesNoS
1=Yes
0=No

Educate

1= 6th grade or less

2 =7th - 9th grade

3 =10th - 12th grade

4 = High school graduate
5 = Some college or
certification course

6 = College graduate

7 = Graduate or
Professional degree

How manty ““;ej NumHospVisitsPain, #
el

How many bimes were I:]
for chest crisis?

NumHospVisitsACS, #

for pai

NumEDVisitsPain, #

NumEDVisitsACS, # |

| How many bimes were
for chest crisis?

Concentrate, #

QLScale

0 = Never

1 = Almost never

2 = Sometimes

3 = Often

4 = Almost always
97 = Not answered
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PedsToddler (1 of 8)

MAGIC PedsQL Parent Report for Toddlers (age 4):

Toddler..(0f3) | PARENTP..(0/5) PARENTP..(0/11 | » | - Selectto.ump - 4

| Title: ¥isit at which survey was completed |

At which visit this [(selectaney | VISIL# Datennwhichthisu VisitDay, #

SUPVEY Was SUPvEY Was
completed? completed:

‘Was this survey | SurveyParent, # |
administered bo the Visit
parent? 0 =Time O - Prior to 1st study drug infusion
1 =Time 1 - After last dose of study drug

2 =Time 2 - Telephone follow-up
YesNoS 3 =Time 3 - Follow-up visit
1=Yes
0=No
-- Select to Jumgp -- A

Toddler...(0/3) PARENTP...[0j9) | PAREMTP..0/1L) =

Title: Pain and Hurt

Subtitle: Sickle Cell Disease Module

Instructions: On the Following pages is a list of things that might be a problem For wour child, Please tell us howe much of a problem For each one has been For your child.
There are no right or wrong answers, IF vou do not understand a question, please ask For help.

How much of a problem has your child had with...

Hurting & lok

|PRHurtALot,# | Y . WO o YR . PV o WO o PP .

Hurting all aver hisfher body

| PRHurtAllOver, # F@-wm—@ﬂmtmm—@-ﬁmmer@-o&m—@—ﬁmmwrg-ﬁmm—

Hurting in hisfher arms

| PRHurtArms, #

[ Hever \o7 Almost never W Dometimes W OTEen W BIMost always W Mok answered

Hurting in hisfher legs

QLScale
0 = Never
1 = Almost never

| PRHurtLegs, #

Hurting in hisfher skamach

PRHurtStomach, # 2 = Sometimes
3 = Often
Hurting in his/her chest 4 = Almost always

| PRHurtChest, # Oy i O ) O o o o 97 = Not answered

Hurting in hisfher back

| PRHurtBack, # lﬁ AT I e i | ki [T I O pe 4

Hawing pain everyday

PRPainEveryday, #

[~ Mever W7 Almost never W7 Sometimes W7 Often .7 Almost dlways W7 Mok answered

Hawing so much pain that hefshe has to take medicine

| PRPainMedicine, # I{“\N ) alerest [ ] b [ TR g W ] [T o
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PedsToddler (2 of 8)

PARENTP..(0/3) PARENTP_(0/11) || PARENTW.(0/7) | » | —Selectto Jump —

Title: Pain Impact

Subtitle: Sickle Cell Disease Module

How much of a problem has your child had with...

Itis hard for him/her to do things because he/she might get pain

| PRMightGetPain, #

Missing schiool when hefshe has pain

| PRMissSchoolPain, # |

Wanting to be alone when he/she has pain

| PRAlonePain, #

Itis hard for him/her to run when hefshe has pain

| PRRunPain, #

Itis hard for himher to have fun when having pain

| PRFunPain, # & &

Having trouble moving around when he/fshe has pain

| T Mever =7 Almostnever 7 Somebmes L Often U

) Mot answered

@) Mot answered

@) Mot answered

@) Mot answered

QLScale

) Maot| O=Never

1 = Almost never
2 = Sometimes

| PRMovePain, # |

| 7 Never ' Almostnever ) Somebmes ) Often U

Itis hard for him/her to stay standing when hefshe has pain

T Almost aways |

| PRStandPain, # I

Itis hard for him/her to take care of himselffherself when

| PRTakeCarePain, #

= TMever 7 Almostnever o Somebtmes L Often

hefshe has pain

Itis hard for him/her to do what others can do because hefshe might get pain

| PROtherMightGetPain, #

Waking up at night when he/she has pain

| PRUpAtNightPain, #

Getting tired when hefshe has pain

— NEVET =4 Puil'ﬂ

| PRTiredPain, # I =

= Almost aways | L)

3 = Often
4 = Almost always

Hot 97 = Not answered

Mot answered

) Mot answered

) Mot answered

@) Mot answered

@) Mot answered
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PARENTP...[0/11)

PedsToddler (3 of 8)

PARENTW...(0/7)

PARENTE...(0/3)

»

— Select to Jump —

[=]

Title: Worry

Subtitle: Sickle Cell Disease Module

How much of a problem has your child had with...

Warrying that hefshe will have pain

| PRWorryPain, #

Waorrying that other people will not know what to do if hefshe has pain

| PRPeopleWorryPain, #

Waorrying when he/fshe is away from home

| PRWorryAwayHome, #

&) Mot answered

=) Mot answered

T Mever "7 Almostnever "7 Somefimes T

Waorrying hefshe might have to go to the emergency room

| PRWorryEmergency, #

Waorrying hefshe might have to stay avernight in the hospital

| PRWorryHospital, #

Waorrying hefshe might have a stroke

| PRWorryStroke, #

TOfeen L

Almost always i

T Mot answered

) Mot answered

= Mot answered

S Never _T Almostnever U7 Someimes

Warrying hefshe might have a chest crisis

| PRWorryChest, #

PARENTW...[0,/7)

PARENTE...[0/3)

PARENTS...[0/11)

»

g
il
=
d

— Select to Jump —

T Almost aways ¢

[=]

7 Mot answered

=) Mot answered

QLScale

Title: Emotions

3 = Often

Subtitle: Sickle Cell Disease Module

How much of a problem has your child had with...

Getting scared about having needle sticks

| PRScaredNeedles, #

Feeling mad about having sidde cell disease

| PRMadDisease, #

Feeling mad when he/she has pain

| PRMadPain, #

0 = Never
1 = Almost never
2 = Sometimes

4 = Almost always
97 = Not answered

) Mot answered

S Mot answered

S Never ' Almostnever T Sometmes o Often L Almost aiways o

! Mot answered
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PedsToddler (4 of 8)

PARENTE...(0/3) PARENTS...[0/11) || PARENTC...(0/5)

»

— Select to Jump —

[=]

Title: My child's disease: symptoms and treatment

Subtitle: Sickle Cell Disease Module

How much of a problem has your child had with...

Having headaches

| PRHeadaches, #

Getting yellow eyes when he/she is sick

| PRYellowEyes, # |

Itis hard for him/her to manage hisfher pain

| PRManagePain, #

Itis hard for him/her to contral his/fher pain

| PRControlPain, #

Mot liking how hefshe feels after taking medicine

| PRFeelsMedicine, #

Mot like the way his/her medidine tastes

| PRTastesMedicine, #

Medicine making him fher sleepy

| PRSleepyMedicine, # = = —

Warrying about whether his/her medicine is working

| PRWorkingMedicine, #

Warrying about whether his/her treatments are working

| PRWorkingTreatments, #

Medicine not making him/her feel better

| PRNotFeelBetterMedicine, #

Other kids make him fher feel different because how hefshe looks

| PRFeelsDifferent, #

| T Mever "7 Almostnever "7 Sometimes

T Ofen o Almost aiways )

40 Nota

) Mot answered

Mot answered

Mot answered

q) Mot answered

4 Mota

QLScale

0 = Never

1 = Almost never
2 = Sometimes

3 = Often

4 = Almost always
97 = Not answered

1) Mot answered

@ Mot answered

4 Mot answered

! Mot answered

2 Mot answered
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PedsToddler (5 of 8)

PARENTS...(0/11) PARENTC_(0/5) || PARENTG.(0f5) | » | —Selectto Jump— L~

Title: Communication

Subtitle: Sidde Cell Disease Module

How much of a problem has your child had with...
Itis hard for him/her to tell others when he/she is in pain

PRTellOtherPain, #

Itis hard for him/her to tell the doctors and nurses how hefshe feels

| PRTellDocsPain, #

Itis hard for him/her to ask the doctors and nurses guestions

| PRAskQuestions, #

7. Mot answered

4 Mot answered

) Mot answered

Itis hard for him/her when other people do not understand about hisfher sicke cell disease

| PRNotUnderstandDisease, #

Itis hard for him/her when others do not understand how much pain hefshe feels

| PRNotUnderstandPain, #

Itis hard for him/her to tell others that hefshe has sickle cell disease

| PRTellOthersDisease, #

&) Mot answered

) Mot answered

&) Mot answered

— Select to Jump — El

PARENTC...(0/5) PARENTG..(0/8) || PARENTS...(0/5) -

Title: General Fatigue

Subtitle: Multidimensional Fatigue Scale

Instructions: On the following pages is a list of things that might be a problem for your child. Please tell us how much of a problem for each one has
There are no right or wrong answers. If you do not understand a question, please ask for help.

How much of a problem has this been for your child...

QLScale

0 = Never

1 = Almost never

2 =Sometimes

3 = Often

4 = Almost always
97 = Not answered

Feeling tired
PRFeelTired, #

Feeling too tired to spend time with his/her friends

| PRFeelTiredFriends, #

Trouble finishing things

| PRTroubleFinish, #

Trouble starting things

| PRTroubleStart, #
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PedsToddler (6 of 8)

PARENTG...(0/5) PARENTS..(0/5) || PARENTC..(0/5) » | —Selectto Jump — =]

Title: Sleep/Rest Fatigue

Subtitle: Multidimensional Fatigue Scale

How much of a problem has this been for your child...
Sleeping a lot

| PRSleepALot, #

Difficulty sleeping through the night

| PRDifficultSleep, #

Feeling tired when he/she wakes up in the marning

| PRFeelTiredMorning, #

) Mot answered

) Mot answered

! Mot answered

Resting a lot
PRRestALot, # [ — — . . 5
[T Mever 7 Almostnever ) Somebmes o Often ) Almost aways
Taking a lot of naps
| PRTakingNaps # | o oo o St = )
Spending a lot of time in bed
| PRTimelnBed, # I & riever—E—rim & S — 3]
PARENTS._.(0/5) PARENTC_(0/6) || PARENTP_.(0/3) » | —Select to Jump — =]

Mot answered

Mot answered

Mot answered

QLScale
0 = Never

Title: Cognitive Fatigue

1 = Almost never

Subtile: Multidimensional Fatigue Scale

2 = Sometimes
3 = Often

How much of a problem has this been for your child...
Difficulty keeping his/her attention on things

| PRAttention, #

Difficulty remembering what people tell him/her
| PRRememberTold, # I

= Wever T Amostnever T Sometmes T Often T Almost aways 1

Difficulty remembering what he/she just heard
| PRRememberHeard, # I

7 Sometimes ) Often ) Almost always ]

7 Mever 7 Almost never

97 Mot answered

4 = Almost always
97 = Not answered

Mot answered

Mot answered

Difficulty thinking quidkly
| PRThinkQuick, #

Trouble remembering what hefshe was just thinking

| PRRememberThink, # I

[y
[=]
3
m
=1
3
m
4
1)
%
3
|:_ i
=
3
[=]
@
il
o
=
1]
-
]

T Never T Almost never

Trouble remembering more than one thing at a time

| PRRememberMoreOne, #

47 Mot answered

[ Mot answered

) Mot answered
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PedsToddler (7 of 8)

PARENTC...(0/5) PARENTP.(0/8) || PARENTE.(0/5) | > | —Sekcttodump— [«

Title: Physical Functioning

Subtitle: Pediatric Quality of Life Inventory Acute Version

Instructions: On the following pages is a list of things that might be a problem for your child. Please tell us how much of a problem for each one has been for your child.
There are no right or wrong answers. If you do not understand a question, please ask for help.

How much of a problem has your child had with...
Walking

| PRWalking, #

Running

| PRRunning, #

Participating in active play or exercise

| PRPlayOrExercise, #

Lifting something heavy
| PRLiftHeavy, #

[ Tever " Amest never 1 Sometmes 1 Ofen

Bathing
| PRBathing, #

Helping to pick up hisfher toys
| PRPickUpToys, #

Having hurts or aches
| PRHurtsOrAches, #

Low energy level

| PRLowEnergy, #

|L:J Never 7 Almostnever o7 Sometmes ) Often &7 Almost always T Mot answered
PARENTP...(0/5) PARENTE_(0/5) || PARENTS..(0/5) | » | —Selectto Jump— [=] Qlscale
0 = Never
Title: Emotional Functioning 1 = Almost never
2 = Sometimes
Subtitle; Pediatric Quality of Life Inventory Acute Version 3 = Often
How much of a problem has your child had with... 4 = Almost always
97 = Not answered
Feeling afraid or scared

| PRFeelAfraid, # ) Mot answered

Feeling sad or blue

| PRFeelSad, # ) Mot answered

Feeling angry

| PRFeelAngry, # @ Mot answered

Trouble sleeping

| PRTroubleSleep, # @ Mot answered
Warrying
| PRWorrying, # I E-Never— S AimostTever— S Sometimes — - ofter— S aimostatways- ) Not answered
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PedsToddler (8 of 8)

PARENTE...{0/5) PARENTS...(0/5) || PARENTS (05 | » | —Sekcttoump— [

Title: Social Functioning

Subtitle: Pediatric Quality of Life Inventory Acute Version

How much of a problem has your child had with...

Flaying with other children

| PRPlayWithChild, #

Other kids not wanting to play with him/her

| PRNoKidsWantToPlay, # I =

— MNEVED =27 Puil'ﬂ L i L A

Getting teased by other children

| PRGetTeased, # = = = = = |

Mot able to do things that other children his/fher age can do

| PRNotAble, #

Keeping up when playing with other children

RKeepingUpWithOthers, # | —
ping=pTYI | T Never 7 Almostnever "7 Sometimes "7 Often "7 Almost always

PARENTE...(0/5) PARENTS...(0/5) PARENTS...(0/3)

@ Mot answered

© Mot answered

@ Mot answered

@ Mot answered

@ Mot answered

QLScale

0=N
p | — Select to Jump — El Sver

1 = Almost never

Title: School Functioning

2 = Sometimes
3 = Often

Subtitle: Pediatric Quality of Life Inventory Acute Version

4 = Almost always
97 = Not answered

How much of a problem has your child had with...

Doing the same school activities as peers

| PRSameActivities, #

Missing school/daycare because of not feeling well

/0 Mot answered

| PRMissSchoolNotWell, # | _ - _ - _
| T Never 7 Almost never "7 Somelimes "7 Often "7 Almost always

Missing school/daycare to go to the doctor or hospital

| PRMissSchoolDoctor, # | =

| A MEVEl WA Puil'ﬂ L i L ot

=) Mot answered

) Mot answered
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PedsYoungChild (1 of 16)

MAGIC PedsQL Parent and Young Child Report (age 5-7):

Visit (0/5) | | PainAnd.

(09

PainImp...(0/11) -

— Select to Jump — El

Title: Visit at which survey was completed

Please indicate at
which wisit this survey
was completed?

Was this survey

(se|e| Visit, # -

Visit

0 =Time O - Prior to 1st study drug infusion
1 =Time 1 - After last dose of study drug

2 =Time 2 - Telephone follow-up

3 =Time 3 - Follow-up visit

YesNoS
1=Yes
0=No

1 SurveyChild, #

| Date on which young

| VisitDayChild, # |

administered to the child survey was
young child? completed:
B SurveyParent, # | Date on which parent | VisitDayParent, # |
administered to the sUrvEY Was
parent? completed:
Visit (0/4) PainAnd(0/9) | | pamtmp_0/1) | » | —Sekecttodump— ]

Title: About my pain and hurt

Subtitle: Sickle Cell Disease Module: Young Child Report

Smiling face = Not at all (0)
Middle face = Sometimes (2Z)
Frowning face = A lot (4)

Instructions: for Interviewer: I am going to ask you some questions about things that might be a problem for some children. I want to know how much of a problem any of these might be for you.

How much of a problem has this been for you...

Do you hurt a lot

HurtALot, # ot atal T Sometmes o ATot T Mot srEwered
Do you hurt all over your body
| HurtAllOver, # I 2 totat oS Sometimer— S ot S Hotamswered
Do you hurt in your arms
| HurtArms, # GTatal o Sometmes T ATot T Mot anewered
Do you hurt in your legs
HurtLegs, # (0 pgtatal O sometimes (00 alat ) Mot zngwered
Do you hurt in your stomach YCScale
| HurtStomach, # | B patatal 5 Aot B ot o 0=Notatall
| 2 =Sometimes
Do you hurt in your chest 4=Alot
HurtCheSt' # ::: LKLY 1= 1) ::: SO tTES ::: [al*Y ::: NOLTdIeWerey 97 = NOt answerEd
Do you hurt in your back
HurtBack, # St aTa o Sometmes o Aot ot arewered
Do you have pain everyday
| PalnEVeryday, # I Etirtatat—S—Sometimer— Aottt amwered
Do you have pain so much you need medicne
Sometimes © Alot © Mot answered

| PainMedicine, # I © notatal ©
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PedsYoungChild (2 of 16)

PainAnd...(0,/3) PainImp...(0/11) | | Worry (0/5) »

— Select to Jump —

Title: About my pain impact

Subtitle: Sickle Cell Disease Module: Young Child Report

How much of a problem has this been for you...
Is it hard for you to do things because of pain

=]

| MightGetPain, #

weETET

Do you miss school when you have pain

| MissSchoolPain, #

Do you want to be alone when you have pain

| AlonePain, #

Iz it hard for you to run when you have pain

RunPain, # = = = =
T Notatall 7 Someomes <7 Aot 7 Mot answered

Iz it hard for you to have fun when you have pain

Do you have trouble moving when you have pain

| MovePain, #

Iz it hard for you to stay standing when you have pain

YCScale

0=Not atall

2 =Sometimes
4=Alot

97 = Not answered

1
WWETEL]

| StandPain, #

Is it hard for you to take care of yourself when you have pain

| TakeCarePain, #

1
WWETEL]

Is it hard for you to do what others can do because you might get pain

OtherMightGetPain, # = = = —

Mot atal ' Someumes o A loL ' Mot answered

Do you wake up at night when you have pain

Vi=g=]

| UpAtNightPain, #

Do you get tired when you have pain

TiredPain, #
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PedsYoungChild (3 of 16)

PainImp..(0/11) || Worry (0/5) || Emotions (0/3) | * | — Selectto Jump —

[=]|

Title: About me worrying

Subtitle: Sickle Cell Disease Module: Young Child Repart

How much of a problem has this been for you...

Do you worry that you wil have pain

| WorryPain, #

Do you worry that other people with not know what to do if you have pain

| PeopleWorryPain, #

Do you worry when you are away from home

| WorryAwayHome, #

Do you worry you might have to go to the emergency room

| WorryEmergency, # l_'\:'_Nm'_a.LaU ) sometimes ) algt 0 mat answered

Do you worry you might have to stay overnight in the hospital

| WorryHospital, #

=]

Worry (0/5) || Emﬁnrﬁ{ﬂfﬂ}” Symptom...[0)

Title: About my emotions

Subtitle: Sickle Cell Disease Module: Young Child Report
How much of a problem has this been for you...

Do needle sticks scare you

1) | B | —Selectto Jump —

YCScale

0= Notatall

2 = Sometimes
4=Alot

97 = Not answered

ScaredNeedles, # = = ) S = .
L  SOMEUMEs < ROl < HoCanswered

Do you feel mad you have sickle cell disease

MadDisease, # = = . o . . )
L o oOmedmes 7\ gL« MOL answered

Do you feel mad when you have pain

MadPain, # = = X = =
—hintatat— = Sometimes Aot ot answered
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PedsYoungChild (4 of 16)

Emotions (0/3) Symptom...(0/11) | Communi..[0/8) p | — Select to Jump — El

Title: About my disease: symptoms and treatment

Subtitle: Sickle Cell Disease Module: Young Child Repart

How much of a problem has this been for you...

Do you have headaches

| Headaches, #

TETEd

Do you get yellow eyes when you are sick

YellowEyes, # [ = — — —
[ TMotatat o Someumes o Aot ' Mot arewered

Is it hard for you to manage your pain

ManagePain, # | — — —
[ Motatal . Sometmes o Aot ) Notarewered

Iz it hard for you to contral your pain

| ControlPain, #

TEred

Do you not like how you feel after you take your medicine

| FeelsMedicine, #

| ':::' Mot at all ':::' Sometmes o Aot ' Mot answered
Do you not like the way your medicine tastes YCScale
| TastesMedicine, # |- _ _ _ _ 0= Not at all
[ 7 Notatal 7 Sometimes "7 Alot 7 Mot answered 2 = Sometimes
4=Alot
Does your medicing make you sleepy 97 = Not answered
| SleepyMedicine, # I Stotatat— S sometmes———#riot— ot answered

Do you worry about whether your medidne is working

WorkingMedicine, # |~ - — )
| e - [T Hotatal "7 Somefimes T Aot " Mot answered

Do you worry about whether your treatments are working

| WorkingTreatments, # = = = —

Does your medicine not make you feel better

NotFeelBetterMedicine, # [ = = — —
[ Motatall = Sometmes - AGL . Mot anewered

Do other kids make you feel different because of how you look

FeelsDifferent, # = = i - .
T Motatal ' Sometmes L Aot 7 ot answered
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PedsYoungChild (5 of 16)

Symptom...(0/11) Communi...[0/8) | General..[0/5) » | —Select to Jump — El

Title: About communication

Subtitle: Sickle Cell Disease Module: Young Child Report

How much of a problem has this been for you...
Is it hard for you to tell others when you are in pain

| TellOtherPain, #

Is it hard for you to tell the doctors and nurses how you feel

|
Wl L

| TellDocsPain, #

Iz it hard for you to ask the doctors and nurses guestions

AskQuestions, # | = = = =
| Q ’ [T = Motatal o sometdmes 7 Aot 7 MOt answered

Iz it hard for you when other people do not understand about your sickle cell disease

| NotUnderstandDisease, # (@] ] i 0 alar O potanewered

Iz it hard for you when others do not understand how much pain you are feeling

| NotUnderstandPain, #

Iz it hard for you to tell athers that you have sickle cell disease

| TellOthersDisease, # ;is;::)l:zat all
2 = Sometimes
4=Alot
Communi...(0/5) General.(0f5) || SleepFa._(og) | = | —3electtodump — [~] 97 = Not answered

Title: General Fatigue

Subtitle: Multidimensional Fatigue Scale: Young Child Report

Instructions: for Interviewer: I am going to ask you some guestions about things that might be a problem for some children. I want to know how much of a problem any of these might be for you.
Smiling face = Not at all (0)

Middle face = Sometimes (2)

Frowning face = A lot (4)

How much of a problem has this been for you...

| FeelTired, # |
l © notatal © Sometimes © Alot © Notanswered
I o]
| FeelPhysicalWeak, # |
© notatal © Sometimes © Alot © Notanswered

Pgs that you like to do

| FeelTiredForLikes, #

© notatal © Sometimes © Alot © Notanswered

time with your friends

| FeeITiredFriendé, #

© notatal © Sometimes © Alot © Notanswered

| TroubleFinish, # Iﬂ"i”gs

© notatal © Sometimes © Alot © Notanswered
. e —
| TroubleStart, # _ _ _ _
© Notatal © sometimes © Alot © Notanswered
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PedsYoungChild (6 of 16)

General...(0/5) SleepFa...[0/a)

Cogniti...[0/5) >

[=]

— Select to Jump —

Title: Sleep/Rest Fatigue

Subtitle: Multidimensional Fatigue Scale: Young Child Report

How much of a problem has this been for you...

Do you sleep a lot

| SleepALot, # ot

I_‘_'_Nm_» T SOMENmESs

Is it hard for you to sleep through the night

— ot arswered

| DifficultSleep, #
[ 0 Motatal 0 Sometimes 0 A lot

Do you feel tired when you wake up in the morning

_! Mot answered

FeelTiredMorning, # [ = =
| "7 Motatall "7 Sometimes "7 Alot

Do you rest a lot

- Mot answered

RestALot, # = — .
7 Hotatal "7 Sometimes 7 Alot

- Mot answered

Do you take a lot of naps
I_‘%'_Nﬂ‘tﬁtﬁ'ﬁ SSometimes

Da you spend a lot of time in bed

| TakingNaps, #

ot

| TimelnBed, #

SleepFa..(0/5) Cogniti..(0/8) | | Physica...[0/3) -

— ot arswered

[=]

— Select to Jump —

YCScale

Title: Cognitive Fatigue

0= Notatall
2 =Sometimes

Subtitle: Multidimensional Fatigue Scale: Young Child Repart

4=Alot

How much of a problem has this been for you...
Is it hard for you to keep your attention on things

97 = Not answered

Attention, # = e ) .
L= — SUMENmESs =

Is it hard for you to remember what people tell you

RememberTold, # = = =
Mot atal — Sometmes

Is it hard for you to remember what you just heard

| RememberHeard, #

Is it hard for you to think quiddy
| ThinkQuick, #

Do you have trouble remembering what you were just thinking

| RememberThink, #

Do you have trouble remembering more than one thing at a time

| RememberMoreOne, #

Hriot— =

Aot

ot arswered

HNoT answered
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PedsYoungChild (7 of 16)

— Select to Jump — El

Cogniti... Physica..(0/9) | | Emetion...(0/5) >

Title: Physical Functioning

Subtitle: Pediatric Quality of Life Inventory Acute Version: Young Child Report

Instructions: for Interviewer: I am going to ask you some questions about things that might be a problem for some children. I want to know how much of a problem any of these might be for you.
Smiling face = Mot at all (0)

Middle face = Sometimes (2Z)

Frowning face = A lot (4)

How much of a problem has this been for you...
Is it hard for you to walk

Walking, #

T Wotatal ' Sometmes 7 ATt ' Wot anewered
Is it hard for you to run
Running, # e
Is it hard for you to play sports or exercise

| PlayOrExercise, # I & &

—hotatar = Aot = MNotarmswered

Is it hard for you to pick up big things
LiftHeavy, #

T Notatal o Sometmes 7 ATot 1T Mot anewered

Is it hard for you to take a bath or shower
Bathing, #

T Notatal o Somehmes T Aot ) Wot anewered

Is it hard for you to do chores (like pick up your toys)
| PickUpToys, #

Do you have hurts or aches

| HurtsOrAches, # I & & ime—E e et

mn ;
—otatar——="5 =t

Specify wh .
have ii?is 0? a;eezo(; H urtsOrAchesSpeafy, $23

applicable)

Do you ever feel too tired to play

| LowEnergy, # I & Mot ot S-Sometimes— S ot—S-Hotamewered
- " : = — — YCScal
Physica...[0/9) Emotion...(0/5) | | SocialF...[0/5) » Select to Jump El 0o ;z:):at all
Title: Emotional Functioning 2 =Sometimes
4=Alot
Subtile: Pediatric Quality of Life Inventory Acute Version: Young Child Report 97 = Not answered

How much of a problem has this been for you...
Do you feel scared

| FeelAfraid, #

Do you feel sad

FeelSad, # Mot atal T Sometmes T Alot T Mot answered

Do you feel mad

FeelAngry, #

Do you have trouble sleeping

| TroubleSleep, #

Do you worry about what will happen to you

Worrying, # Etotatat—S—Sometmes— A oS Notarswered
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PedsYoungChild (8 of 16)

Emotion...[0/5) SocialF{0/5) || SchoolF._(0/5) e | — Selectto Jump — E|

Title: Social Functioning

Subtitle: Pediatric Quality of Life Inventory Acute Version: Young Child Report

How much of a problem has this been for you...
Iz it hard for you to get along with other kids

| PlayWithChild, # | — . —
| T Motatal o Sometmes T Aot U7 Mot answered

Do other kids say they do nat want to play with you

NoKidsWantToPlay, # [ = = =
[~ Motatal 7 Somedmes ) & Iot 7 Mot answered

Do other kids tease you

GetTeased, # = = — —
[ Motatal 7 Someomes 7 Aot ' MOt answered

Can other kids do things that you cannot do

NotAble, # - - - -
M Notatall o Somelimes 7 Alot 7 Mot answered

Is it hard for you to keep up when you play with other kids

KeepingUpWithOthers, # |

[T Notatal 7 Sometmes 7 Alot 1 Mot answered
socialF...(0/5) SchoolF(0/5) || PARENTP..(0jz) | » | —Selectto Jump — lv]
Title: School Functioning YCScale
Subtitle: Pediatric Quality of Life Inventory Acute Version: Young Child Report 0=Notatall
2 = Sometimes
How much of a problem has this been for you... 4=Alot
97 = Not answered
Is it hard for you to pay attention in schoal

| PayAttention, #

Do you forget things

ForgetThings, # | = = i - )
| g 8, | T otatat— = Sometmes Aot Notanswered

Iz it hard to keep up with schoolwark

| KeepUpWithSchool, # |- _ _ _ _
[ T Motatal =0 Sometimes "7 Alot 20 Mot answered

Do you miss school because of not feeling good

| MissSchoolNotWell, #

Do you miss school because you have to go to the doctor's or hospital

| MissSchoolDoctor, #
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PedsYoungChild (9 of 16)

SchoolF...(0/5) PARENTP...(0/9) | PARENTP..[0/11) >

— Select to Jump — El

Title: Pain and Hurt

Subtitle; Sickle Cell Disease Module: Parent Report for Young Children

Instructions: On the following pages is a list of things that might be a problem for your child. Please tell us
There are no right or wrong answers. If you do not understand a question, please ask for help.

how much of a problem for each one has been for your child.

How much of a problem has your child had with...
Hurting a lot
| PRHurtALot, #

Hurting all aver his/her body

| PRHurtAllOver, # |

| T Mever ) Almostnever o) Sometmes o) Often o) Almost alway

Hurting in hisfher arms

| PRHurtArms, #

Hurting in his/her legs
| PRHurtLegs, #

Hurting in his/her stomach
| PRHurtStomach, #

Hurting in his/her chest
| PRHurtChest, #

Hurting in hisfher back

QLScale

0 = Never

1 = Almost never

2 = Sometimes

3 = Often

4 = Almost always
97 = Not answered

[in

| PRHurtBack, # I D pever ) Apest rever—C) Semetimes— Ol Often (0 Amest always—Cl Netars

Having pain everyday

| PRPainEveryday, #

Having so much pain that hefshe has to take medidne
| PRPainMedicine, #
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PedsYoungChild (10 of 16)

QLScale

PARENTP...(0/3) PARENTP...(0/11) || PARENTW..(0/7) | » | —Selectiolump— [=] 0 = Never
1 = Almost never
Title: Pain Impact 2 = Sometimes
3 = Often
Subtitle: Sidde Cell Disease Module: Parent Report for Young Children 4 = Almost always

How much of a problem has your child had with... 97 = Not answered

Itis hard for him/her to do things because hefshe might get pain

| PRMightGetPain, # @) Mot answerefd

Missing school when hefshe has pain

PRMissSchoolPain, # [ = = = — )
[T Wever ' Almostnever ' Somenmes ' Often 7 Almost aiways ) Mot answered

Wanting to be alone when he/she has pain

| PRAlonePain, #

) Mot answered

Itis hard for him/her to run when hefshe has pain

i |
| PRRunPain, # ) Mot answerefd

[T WEver T Almosthever 7 Sometmes L Ofen

=
3
[=]
1
x|
ol
=
o
-
Ll
=

Itis hard for him/her to have fun when having pain

| PRFunPain, # — — — — S © Not answeref

Having trouble moving around when hefshe has pain

PRMovePain, # [ — — - - &
| S Never U7 Almostnever .7 Someimes TS Uten T Almost always] Mot answered

Itis hard for him/her to stay standing when hefshe has pain

| PRStandPain, # | - _ _ _ _ _
| 7 Mever 7 Almostnever ' Sometimes ' Often ' Almost always| ') Mot answered

Itis hard for him/her to take care of himself/herself when he/she has pain

| PRTakeCarePain, # ) Mot answered

Itis hard for him/her to do what others can do because he/she might get pain

PROtherMightGetPain, # [ = = =
[ = TMever ' Almostnever ' Somedmes 7 Oiten

= Almost aways| ) Mot answered

Waking up at night when hefshe has pain

| PRUpAtNightPain, #

[ Mever 7 AImost never ' Sometmes o Often o Almost aways| ) Mot answered

Getting tired when hefshe has pain

| PRTiredPain, # = — & & & D Not answered
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PedsYoungChild (11 of 16)

PARENTP_..(0/11) PARENTW_(0;7) || PARENTE.(0/3) | » | —Selecttoump—

=]

Title: Worry

Subtitle: Sickle Cell Disease Module: Parent Repaort for Young Children

How much of a problem has your child had with...
Waorrying that he/she will have pain

| PRWorryPain, # [ = = = =
[ Never 7 Almostnever 7 Sometimes T Often T Almost always

Warrying that other people will not know what to do if hefshe has pain

PRPeopleWorryPain, # [ - = = - —
| P Y ! [T Wever 7 Almostnever ' Sometmes 7 Often ' AImost aiways

Warrying when he/she is away from home

| PRWorryAwayHome, # = = = = =

Warrying hefshe might have to go to the emergency room

) Mot answered

) Mot answered

) Mot answered

| PRWorryEmergency, #

|7 Never 7 Almostnever 7 Sometmes o OFen o Almost always

Waorrying hefshe might have to stay overnight in the hospital

) Mot answered

| PRWorryHospital, # |

[ Wever o Almostnever T Somemmes T OfEn ) Amost aWays

Waorrying he/she might have a stroke

() Mot answered

| PRWorryStroke, # [ = = = —
[T Mever 7 Amostnever ' Sometmes W Often ' AIMOSt aways

Warrying heshe might have a chest crisis

| PRWorryChest, #

PARENTW...(0/7) PARENTE..(0/3) || PARENTS..(0/11) | > | —SelectioJump—

() Mot answered

) Mot answered

QLScale

El 0 = Never

1 = Almost never

Title: Emotions

2 = Sometimes

Subtitle: Sickle Cell Disease Module: Parent Repart for Young Children

3 = Often
4 = Almost always

How much of a problem has your child had with...

Getting scared about having needle sticks

| PRScaredNeedles, #

Feeling mad about having sickle cell disease

| PRMadDisease, #

Feeling mad when he/fshe has pain

97 = Not answered

@) Mot answered

| PRMadPain, #  |__ _ _ _ _ _
[ 7 Mever 7 Almostnever 7 Sometimes 7 Often "7 Almost always

@ Mot answered

@ Mot answered
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PedsYoungChild (12 of 16)

PARENTE...(0/3) PARENTS_(0/11) || PARENTC (0f5) | » | — Selectto Jump — [~

QLScale
0 = Never
1 = Almost never

Title: My child's disease: symptoms and treatment

2 = Sometimes
3 = Often

Subtitle: Sickle Cell Disease Module: Parent Repart for Young Children

4 = Almost always

How much of a problem has your child had with...
Having headaches

| PRHeadaches, # |

Getting yellow eyes when he fshe is sidk

| PRYellowEyes, # |

Itis hard for him/her to manage his/her pain
| PRManagePain, # | - -

Itis hard for him/her to control his fher pain

| PRControlPain, # |

Mot liking how hefshe feels after taking medicine

| PRFeelsMedicine, #

Mot liking the way his/her medicine tastes

[ Wever 7 Almost never ' Sometmes o Often ' Almost aiways | L)

| ':::' MNever ':::' Bmostnever ' Somefimes ' Ofen ':::' Almost always o

| T Mever o Almostnever ) Someftmes o Often o) Almost always |

| = Never 7 Almostnever o Somefmes o Often o Almost always | '

/ Mot answere

97 = Not answered

Mot answere

Mot answere

Mot answere

Mot answere

| PRTastesMedicine, # |

Medicine making himher sleepy

| PRSleepyMedicine, #

Warrying about whether his/her medidne is working

PRWorkingMedicine, # | - . .
| g | % Newver 7 Almostnever "7 Sometimes "7 Often

Waorrying about whether his/her treatments are working

PRWorkingTreatments, # | — — . .
| g ’ [ NEver o AlmostnEver T Somenmes T OTEn

Medicine not making him/her feel better

| PRNotFeelBetterMedicine, # = = = = = =

Other kids make him/her feel different because how hefshe looks

| PRFeelsDifferent, #

[ Wever o Almostnever o Sometmes 7 Often o Almost aways | L)

= Almost always &

o Almost EIREYE] &

Mot answered

! Mot answered

Mot answered

Mot answered

Mot answered

) Mot answered
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PedsYoungChild (13 of 16)

p | — Select to Jump —

PARENTS...(0/11) PARENTC...(0/5) | | PARENTG...[0/5)

[=]

Title: Communication

Subtitle: Sickle Cell Disease Module: Parent Report for Young Children

How much of a problem has your child had with...
Itis hard for him/her to tell others when hefshe is in pain

| PRTellOtherPain, #

Itis hard for him/her to tell the doctors and nurses how hefshe feels

| PRTellDocsPain, #

Itis hard for him/her to ask the doctors and nurses gquestions

| PRAskQuestions, #

Itis hard for him/her when other people do not understand about hisfher sidde cell disease

| PRNotUnderstandDisease, #

Itis hard for him/her when other people do not understand how much pain hefshe feels

| PRNotUnderstandPain, # = =

Itis hard for him/her to tell others that he/she has sidde cell disease

@ Mot answered

@ Mot answered

(@) Nat answered

@ Mot answered

(D) Nat answered

| PRTellOthersDisease, # |

— Select to Jump — El

PARENTC...[05) PARENTG...(0/5) | | PARENTS..[D/E) >

| = Never 7 Almostnever o Somefmes o Often o Almost always @ Mot answered

QLScale
0 = Never

Title: General Fatigue

Subtitle: Multidimensional Fatigue Scale: Parent Report for Young Children

3 = Often

1 = Almost never
2 =Sometimes

Instructions: On the following pages is a list of things that might be a problem for your child, Please tell us how much of a problem for each one has b
There are no right or wrang answers. If you do not understand a question, please ask for help.

4 = Almost always
97 = Not answered

How much of a problem has this been for your child...
Feeling tired
| PRFeelTired, #

Feeling physically wesk (not strong)
| PRFeelPhysicalWeak, #

Feeling too tired to do things that hefshe likes to do

| PRFeelTiredForLikes, #

Feeling too tired to spend time with his/her friends
| PRFeelTiredFriends, #

Trouble finishing things

| PRTroubleFinish, #

Trouble starting things
| PRTroubleStart, #
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PedsYoungChild (14 of 16)

PARENTG...(0/5) PARENTS...[0/5) | | PARENTC..(0/5) -

— Select to Jump —

Title: Sleep/Rest Fatigue

Subtitle: Multidimensional Fatigue Scale: Parent Report for Young Children

How much of a problem has this been for your child...
Sleeping a lot

| PRSleepALot, #

Difficulty sleeping through the night

| PRDifficultSleep, # i

Feeling tired when hefshe wakes up in the marning

| PRFeelTiredMorning, #

Resting a lot

| PRRestALot, # I - . . _ _

"
— INEVET I = N

Taking a lot of naps

| PRTakingNaps, #

Spending a lot of time in bed

| PRTimelnBed, #

PARENTS...[0/5) PARENTC...[0/5) || PARENTP..(0/2) >

= Never o' Almostnever 0 SomeBmes L Often 1«

— Select to Jump —

) Mot answered

) Mot answered

) Mot answered

) Mot answered

) Mot answered

) Mot answered

QLScale
0 = Never

Title: Cognitive Fatigue

Subtile: Multidimensional Fatigue Scale: Parent Report for Young Children

3 = Often

How much of a problem has this been for your child...
Difficulty keeping his /fher attention on things

| PRAttention, #

Difficulty remembering what people tell himher

| PRRememberTold, #

Difficulty remembering what hefshe just heard
| PRRememberHeard, # |

Difficulty thinking quidky

| PRThinkQuick, # & S = &

Trouble remembering what hefshe was just thinking

| PRRememberThink, #

Trouble remembering more than one thing at a time

| PRRememberMoreOne, #

| T Wever 0 Almostrever 0 Somebmes 0 Often o

7 Almost always

1 = Almost never
2 = Sometimes

4 = Almost always
97 = Not answered

) Mot answered

) Mot answered

) Mot answered

) Mot answered

) Mot answered

) Mot answered
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PedsYoungChild (15 of 16)

» |i— Select to Jump — =]

PARENTC...(0/5) PARENTP...(0/8) || PARENTE..[0/5)

Title: Physical Functioning

Subtitle; Pediatric Quality of Life Inventory Acute Version: Parent Report for Young Children

Instructions: On the following pages is a list of things that might be a problem for your child. Please tell us how much of a problem for each one has been for your child.
There are no right or wrong answers. If you do not understand a question, please ask for help.

How much of a problem has your child had with...

Walking more than one block

| PRWa|kIng, # I O pever ) et penene ) copermes (09 Ao (71 apeae o) O petans

8

Running

| PRRunning, #

Participating in sports activity or exerdse

| PRPlayOrExercise, #

Lifting something heavy
| PRLiftHeavy, #

Taking a bath or shower by himselfjherself
PRBathing, #

Doing chores, like picking up his or her toys
| PRPickUpToys, #

Having hurts or aches

| PRHUI’tSOI’AChES,# | ':::' NEVET ':::' AIMOST never ':::' Someames ':::' Often ':::' AIMCST always ::: Tot answered

Low energy level

| PRLowEnergy, #
QlScale
PARENTP_..(0/5) PARENTE...(0/5) | | PARENTS..(0/5) » | —Select to Jump — [~ 0= Never
1 = Almost never
Title: Emotional Functioning 2 = Sometimes
. S : . . : 3 = Often
Subtitle: Pediatric Quality of Life Inventory Acute Version: Parent Report for Young Children 4 = Almost always
How much of a problem has your child had with... 97 = Not answered

Feeling afraid or scared

| PRFeelAfraid, # @) Mot answered

Feeling sad or blue

PRFeelSad, # & & —_— St &) Mot answered

Feeling anary

PRFeelAngry, # | — — = = = -
| Ery, [T Wever 7 Almost never ' Somebtmes 7 Often 7 AImost aways | ) Mot answered

Trouble sleeping

| PRTroubleSleep, # ) Mot answered

Worrying about what will happen to him/her

| PRWorrying, # @) Mot answered
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PedsYoungChild (16 of 16)

PARENTE...(0/5) PARENTS_(0/5) || PARENTS.(0/5) | » | — Selectto Jump— L~

Title: Social Functioning

Subtitle; Pediatric Quality of Life Inventory Acute Version: Parent Report for Young Children

How much of a problem has your child had with...

Getting along with other children

| PRPlayWithChild, #

) Mot answered

Other kids not wanting to be his/fher friend

| PRNoKidsWantToPlay, # ) Mot answered

Getting teased by other children

PRGetTeased, # |_— — ) — — P
[ Mever " Almostnever o Sometmes o Often o Almost aways ) Mot answered

Mot able to do things that other children his/fher age can do

| PRNotAble, # [ _ _ _ _ _ o
[ 27 Mever 7 Almostnever 7 Sometimes 7 Often 7 Almost always| ) Mot answered

Kieeping up when playing with other children

| PRKeepingUpWithOthers, #

- 1) Mot answered

QLScale

0 = Never
e | — Selectto Jump — El 1 = Almost never
2 =Sometimes
Title: School Functioning 3 = Often
4 = Almost always
97 = Not answered

PARENTE...(0/5) PARENTS...(0/5) PARENTS...[0/5)

Subtitle; Pediatric Quality of Life Inventory Acute Version: Parent Report for Young Children

How much of a problem has your child had with...

Paying attention in dass

| PRPayAttention, #

) Mot answered

Forgetting things

| PRForgetThings, # ) Mot answered

Keeping up with school activities

| PRKeepUpWithSchool, # Z) Mot answered

Missing school because of not feeling well

| PRMissSchoolNotWell, #

) Mot answered

Missing school to go to the doctor or hospital

| PRMissSchoolDoctor, # [Z) Mot answered
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MAGIC PedsQL Child and Parent QOL Survey Dates:

SurveyD..(0/5) | ¥

PedsChildParentDates (1 of 1)

— Select to Jump — El

| Title: This form is to be completed for subjects enrolled prior to December 19, 2011.

Please indicate at  (zelect one)| visit, # h 4
which wisit the child

andfor parent survey
dates are referring to?

fi

YesNoS administered to 1.:|‘|E
1=Yes child?
0=No
Wil
administered to the
parent?

SurveyChild, # | Date on which child

SUrvey was
completed:

SurveyParent, # | Date on which parent

survey was
completed:

Visit

0 =Time O - Prior to 1st study drug infusion
1=Time 1 - After last dose of study drug

2 =Time 2 - Telephone follow-up

3 =Time 3 - Follow-up visit

VisitDayChild, # |

VisitDayParent, #
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PedsChild (1 of 16)

MAGIC PedsQL Parent and Child Report (ages 8-12):

Childvi...(0/5) | | PainAnd...(0/3) PainImp...[0/11)

» | — Select to Jump — El

| Title: Visit at which survey was completed Visit

YesNoS
1=Yes
0=No

was completed?

0 =Time 0 - Prior to 1st study drug infusion

Please indicate at (s&l&:{ Visit, # - 1 =Time 1 - After last dose of study drug

which visit this survey 2 =Time 2 - Telephone follow-up
3 =Time 3 - Follow-up visit

Vas thi SurveyChild, # | Date on which child | VisitDayChild, #
administered to the SUrvVey Was
child? completed:

Was this survey g{ SurveyParent, # | Date on which parent | VisitDayParent, #
SUMVEY Was

administered to the
parent? completed:

ChildVi...(0/4) PainAnd.(0/9) || Pamimp_(0/11) | » | —Sekcttodump— [

Title: About my pain and hurt

Subtitle: Sickle Cell Disease Module: Child Report

Instructions: On the following pages is a list of things that might be a problem for you. Please tell us how much of a problem for each one has been for you.

There are no right or wrong answers, If you do not understand a guestion, please ask for help.

How much of a problem has this been for you...

Ihurta lot

HurtAlLot, # l ) pavar ) Almectpever ) comatimer ) oftee (00 aleaer 2l ’ ) Mot anewar

I hurt all over my body
| HurtAllOver, #

I hurtin my arms

I hurtin my legs
HurtLegs, #

I hurt in my stomach

| HurtStomach, #

I hurtin my chest

HurtChest, # )

I hurt in my back

HurtBack, # &)

I have pain everyday

| PainEveryday, #

I have pain so much that I need medicine

QLScale

0 = Never

1 = Almost never

2 = Sometimes

3 = Often

4 = Almost always
97 = Not answered

| PainMedicine, #
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PedsChild (2 of 16)

PainAnd...(0,/9) PainImp...(0/11) | | Worry [(0/7) >

— Select to Jump — El

QLScale
0 = Never

Title: About my pain impact

Subtitle: Sickle Cell Disease Module: Child Repart

3 = Often

How much of a problem has this been for you...
Itis hard for me to do things because I might get pain

| MightGetPain, #

I miss school when I have pain

| MissSchoolPain, #

I want to be alone when I have pain

I have trouble moving when I have pain

| MovePain, #

Itis hard to stay standing when I have pain

Itis hard for me to take care of myself when I have pain

| TakeCarePain, #

Itis hard for me to do what others can do because I might get pain

1 = Almost never
2 = Sometimes

4 = Almost always
97 = Not answered

) Mot answered

@) Mot answered

@) Mot answered

@) Mot answered

) Mot answered

| OtherMightGetPain, # l

I wake up at night when I have pain

| UpAtNightPain, #

I get tired when I have pain

| TiredPain, #

S MNever T Almostnever U7 Someimes T

Uften ' AImost away

) Mot answered

@) Mot answered

@) Mot answered

@) Mot answered

t ) Mot answered

) Mot answered
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PedsChild (3 of 16)

PainImp...(0/11) Worry (0/7) || Emotions (0/3) | »= | — SelecttoJump —

[+]

Title: About me worrying

Subtitle; Sickle Cell Disease Module: Child Report

How much of a problem has this been for you...

I worry that I will have pain

| WorryPain, #

I warry that other people will nat know what to do if I have pain

| PeopleWorryPain, #

I worry when I am away from hame

| WorryAwayHome, #

I worry I might have to go to the emergency room

| WorryEmergency, #

I worry I might have to stay overnight in the hospital

| WorryHospital, #

I worry I might have a stroke

| WorryStroke, #

I worry I might hawve a chest crisis

| WorryChest, #

Worry (0/7) Emotions (0/3) | | Symptom...(o/17) | = | —Sekectio Jump—

[+]

- ') Mot answered

() Mot answered

| ') Mot answered

) Mot answered

) Mot answered

) Mot answered

) Mot answered

QLScale
0 = Never
1 = Almost never

Title: About my emotions

2 = Sometimes
3 = Often

Subtitle: Sickle Cell Disease Module: Child Repart

4 = Almost always

How much of a problem has this been for you...

Meedle sticks scare me

97 = Not answered

| ScaredNeedles, # l ) Never & aAlmost never &) Sometimes &) Often Almnst slways @ Mot answered

I feel mad I have sickle cell disease

| MadDisease, #

I feel mad when I have pain

| MadPain, #

@ Mot answered

| © Mot answered
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PedsChild (4 of 16)

QLScale
Emotions (0/3) Symptom...(0/12) | Communi.(0/5) » | —Selectto Jump — El 0 = Never
1 = Almost never
Title: About my disease: symptoms and treatment 2 = Sometimes
3 = Often
Subtitle: Sidde Cell Disease Module: Child Repart 4 = Almost always
How much of a problem has this been for you... 97 = Not answered

I have headaches

| Headaches, # ) Mot answered
I get yellow eyes when I am sick
| YellowEyes, # 0 Mot answered
Itis hard for me to manage my pain
| ManagePain, # I©) Not answered
Itis hard for me to contral my pain
| ControlPain, # D) Mot answered
Itis hard for me to remember to take my medidne
| TakeMedicine, # ¥ Mot answered
I do not like how I feel after I take my medidne
| FeelsMedicine, # ™) Mot answered
I do not like the way my medicine tastes
| TastesMedicine, # T Mot answered
My medicine makes me sleepy
| SleepyMedicine, # ) Mot answered
I worry about whether my medicine is working
| WorkingMedicine, # ) Mot answered
I worry about whether my treatments are working
| WorkingTreatments, # ) Mot answered
My medicine does not make me feel better
| NotFeelBetterMedicine, # ) Mot answered
Other kids make me feel different because of how I look
| FeelsDifferent, # ) Mot answered
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PedsChild (5 of 16)

Symptom...[0/12) Communi..(0/8) | General..[0/8) » | —Select to Jump — El

Title: About communication

Subtitle: Sickle Cell Disease Module: Child Repart

How much of a problem has this been for you...
Itis hard for me to tell others when I am in pain

| TellOtherPain, # @ Mot answered

Itis hard for me to tell the doctors and nurses how I feel

| TellDocsPain, # ) Mot answered

Itis hard for me to ask the doctors and nurses guestions

| AskQuestions, # ) Mot answered

Itis hard for me when others do not understand about my sickle cell disease

| NotUnderstandDisease, # ) Mot answered

Itis hard for me when others do not understand how much pain I feel

| NotUnderstandPain, # ) Mot answered

Itis hard for me to tell others that I have sickle cell disease

| TellOthersDisease, # ) Mot answered

— Select to Jump — El

ey (0/5) |
Communi...[0/8) General..(0/6) | SleepFa..[0/8) QlScale

Title: General Fatigue 0 = Never
1 = Almost never

2 =Sometimes
Instructions: On the following pages is a list of things that might be a problem for you. Please tell us how much of a problem for each one H 3 = Often

Subtitle: Multidimensional Fatigue Scale: Child Report

There are no right or wrong answers. If you do not understand a question, please ask for help. 4 = Almost always
How much of a problem has this been for you... 97 = Not answered
I feel tired

FeelTired, # l £ Never &) Almestpever— Tl Som — - — d

I feel physically weak (not strong)

| FeelPhysicalWeak, #

I feel too tired to do things that I like to do
| FeelTiredForLikes, #

I feel too tired to spend time with my friends

| FeelTiredFriends, #

I have trouble finishing things
| TroubleFinish, #

I have trouble starting things

| TroubleStart, # I () pavar ) Almectpavar () Comatimee 00 aftee 00 aloocs Sl y () et anowersd
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PedsChild (6 of 16)

General...(0/8) SleepFa...(0/g) Cogniti...(0/5) >

— Select to Jump —

[~]

Title: Sleep/Rest Fatigue

Subtitle: Multidimensional Fatigue Scale: Child Repart

How much of a problem has this been for you...

I sleep a lot

| SleepALot, #

Itis hard for me to sleep through the night
| DifficultSleep, #

I feel tired when I wake up in the morning

| FeelTiredMorning, #

Irestalot

RestAlLot, #

I take a lot of naps

| TakingNaps, #

I spend a lot of time in bed

| TimelnBed, #

SleepFa...(0/5) Cogniti...(0/5) | | Physica..[0/3) >

— Select to Jump —

[+]

) Mot answered

) Mot answered

) Mot answered

) Mot answered

) Mot answered

) Mot answered

QLScale
0 = Never

Title: Cognitive Fatigue

1 = Almost never

Subtitle: Multidimensional Fatigue Scale: Child Report

2 = Sometimes
3 = Often

How much of a problem has this been for you...
Itis hard for me to keep my attention on things

| Attention, #

Itis hard for me to remember what people tell me

| RememberTold, #

Itis hard for me to remember what I just heard

| RememberHeard, #

Itis hard for me to think quickly

| ThinkQuick, #

I hawe trouble remembering what I was just thinking

| RememberThink, #

I hawe trouble remembering maore than one thing at a time

| RememberMoreOne, #

4 = Almost always
97 = Not answered

) Mot answered

@) Mot answered

@) Mot answered

! Mot answered

) Mot answered

@) Mot answered
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PedsChild (7 of 16)

Cogniti...{0/5) Physica..(0/5) || Emotion.(0/5) | = | —Selecttoump— [v]

Title: Physical Functioning

Subtitle: Pediatric Quality of Life Inventory Acute Version: Child Repaort

There are no right or wrong answers. If you do not understand a question, please ask for help.

Instructions: On the following pages is a list of things that might be a problem for you. Please tell us how much of a problem for each one has been for you.

How much of a problem has this been for you...

Itis hard for me to walk more than one blodk

Itis hard for me to do chores around the house
| PickUpToys, #

I hurt or ache
| HurtsOrAches, #

I have low energy

| LowEnergy, #

oy » | — Select to Jump — El

Physica...(0/8) Emotion...[0/5) SocialF...(0/5)

Title: Emotional Functioning

Subtile: Pediatric Quality of Life Inventory Acute Version: Child Report

How much of a problem has this been for you...

I feel afraid or scared

| FeelAfraid, #

1 feel sad or blue

FeelSad, #

I feel anary

FeelAngry, #

I have trouble sleeping

| TroubleSleep, #

I worry about what will happen to me

Worrying, #

QLScale

0 = Never

1 = Almost never

2 = Sometimes

3 = Often

4 = Almost always
97 = Not answered

: @ Mot answered

L ) Mot answered

L ) Not answered

@ Mot answered

@ Mot answered
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PedsChild (8 of 16)

Emotion...(0/5) SocialF.(0/5) || SchoolF..(oj5) | » | —SelecttoJump— [~]

Title: Social Functioning

Subtitle: Pediatric Quality of Life Inventory Acute Version: Child Report

How much of a problem has this been for you...
I have trouble getting along with other kids

| PlayWithChild, # () Mot answered
Other kids do not want to be my friend
| NoKidsWantToPlay, # L @) Not answered
Other kids tease me
| GetTeased, # © Mot answered
I cannot do things that other kids my age can do
s ©) Not answered
© Mot answered
QLScale
SocialF...(0/5) Schoolf..(0/5) || PARENTP(0j5) | » | —Sekcttodump— [ 0= Never
1 = Almost never
Title: School Functioning 2 = Sometimes
3 = Often
Subtitle: Pediatric Quality of Life Inventory Acute Version: Child Report 4 = Almost always
How much of a problem has this been for you... 97 = Not answered

Itis hard to pay attention in dass

| PayAttention, #

) Mot answered

I forget things

| ForgetThings, # ) Mot answered

I hawe trouble keeping up with my schoalwork

| KeepUpWithSchool, # ) Mot answered

I miss school because of not feeling well

| MissSchoolNotWell, # ) Mot answered

I miss school to go to the doctor or hospital

| MissSchoolDoctor, # | = = = = .
[ Mever ' Amostnever ' somedmes ' Often . Almost aways ) Mot answered
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PedsChild (9 of 16)

SchoolF...(0/5) PARENTP..(0/9) | | PARENTP.(0/1) | = | —Sekcttodump— ]

Title: Pain and Hurt

Subtitle: Sickle Cell Disease Module: Parent Report for Children

Instructions: On the following pages is a list of things that might be a problem for your child. Please tell us how much of a problem for each one has been for your child.
There are no right or wrong answers. If you do not understand a question, please ask for help.

How much of a problem has your child had with...

Hurting a lot
| PRHurtALot, #

Hurting all over his/her body

| PRHurtAllOver, #

Hurting in hisfher arms

| PRHurtArms, #

Hurting in his/her legs

| PRHurtLegs, # QlScale

0 = Never
1 = Almost never
2 =Sometimes

Hurting in hisfher stomach

| PRHurtStomach, # 3 = Often
— h 4 = Almost always
Hurting in hisfher chest 97 = Not answered

| PRHurtChest, #

Hurting in hisfher back
| PRHurtBack, #

Having pain everyday

PRPainEveryday, #
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PedsChild (10 of 16)

o — — Select to Jump — El QlScale
PARENTP...(0/3) PARENTP-.(0/11) | | PARENTW..(0/7) L 0 = Never
1 = Almost never
Title: Pain Impact 2 = Sometimes

Subtitle: Sickle Cell Disease Module: Parent Repart for Children 3 j Often
4 = Almost always

How much of a problem has your child had with... 97 = Not answered

Itis hard for him/her to do things because hefshe might get pain

| PRMightGetPain, # 1) Mot answered

Missing school when hefshe has pain

| PRMissSchoolPain, #

t_! Mot answered

Wanting to be alone when he/she has pain

PRAI Pain, # = = = = = =
| onerain W W, W L, L, 1 ) Mot answered

Itis hard for him/her to run when hefshe has pain

| PRRunPain, #

) Mot answered

Itis hard for himher to have fun when having pain

| PRFunPain, # 1 ) Mot answered

Having trouble moving around when he/fshe has pain

| PRMovePain, #

) Mot answered

Itis hard for him/her to stay standing when hefshe has pain

| PRStandPain, #

) Mot answered

Itis hard for him/her to take care of himselffherself when hefshe has pain

| PRTakeCarePain, # IZ) Mot answered

Itis hard for him/her to do what others can do because hefshe might get pain

| PROtherMightGetPain, #

) Mot answered

Waking up at night when he/fshe has pain

| PRUpAtNightPain, # ) Mot answered

Getting tired when hefshe has pain

| PRTiredPain, #

) Mot answered
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PedsChild (11 of 16)

PARENTP...(0/11) PARENTW_(0/7) || PARENTE.(0/3) | » [ —Selectto Jump— L~

Title: Worry

Subtitle: Sickle Cell Disease Module: Parent Repaort for Children

How much of a problem has your child had with...
Warrying that he/she will have pain

| PRWorryPain, #

) Mot answered

Warrying that other people will not know what to do if hefshe has pain

| PRPeopleWorryPain, #

) Mot answered

Waorrying when hefshe is away from home

| PRWorryAwayHome, # ) Mot answered

Warrying hefshe might have to go to the emergency room

| PRWorryEmergency, #

1) Mot answered

Waorrying hefshe might have to stay overnight in the hospital

| PRWorryHospital, # ' Mot answered

Waorrying hefshe might have a stroke

| PRWorryStroke, # ) Mot answered

Waorrying hefshe might have a chest crisis

| PRWorryChest, # D Mot answered
QlScale
PARENTW..(0/7) PARENTE_(0/3) || PARENTS.(0f17) | » | —SelecttoJump— (=] 0 = Never
1 = Almost never
Title: Emotions 2 = Sometimes
; ; ) ) 3 = Often
Subtitle: Sickle Cell Disease Module: Parent Report for Children 4 = Almost always
How much of a problem has your child had with... 97 = Not answered

Getting scared about having needle sticks

| PRScaredNeedles, # (@) Mot answered

Feeling mad about having sickle cell disease

| PRMadDisease, #

| @) Mot answered

Feeling mad when he/fshe has pain

| PRMadPain, #

') Mot answered
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PedsChild (12 of 16)

PARENTE...(0/3) PARENTS...(0/12) || PARENTC...(0/5) >

— Select to Jump — El

QLScale
0 = Never
1 = Almost never

Title: My child's disease: symptoms and treatment

2 =Sometimes

Subtitle: Sickle Cell Disease Maodule: Parent Repart for Children

3 = Often
4 = Almost always

How much of a problem has your child had with...
Having headaches

| PRHeadaches, #

Getting yellow eyes when he/she is sick

| PRYellowEyes, #

Itis hard for him/her to manage his/her pain

| PRManagePain, # | = = = P
| Never 7 Almostnever ' Somebmes ' Often -

Itis hard for himfher to control hisfher pain

| PRControlPain, #

Itis hard for himgher to remember to take his fher medidne

| PRTakeMedicine, #

Mot liking how heshe feels after taking medicine

T AImGSt always)

! Mot answered

! Mot answered

) Mot answered

97 = Not answered

Mot answered

Mot answered

| PRFeelsMedicine, # [ =
| Mever T Almost never

CSometmes o Often T«

Mot like the way his/her medicine tastes

| PRTastesMedicine, #

Medicine making him/her sleepy

| PRSleepyMedicine, #

Waorrying about whether his/her medidne is working

| PRWorkingMedicine, #

Waorrying about whether hisfher treatments are working

| PRWorkingTreatments, #

Medicine not making him/her feel better

| PRNotFeelBetterMedicine, #

Other kids make him/fher feel different because how he/fshe looks

| PRFeelsDifferent, #

T Almost always| L

Mot answered

! Mot answered

Mot answered

) Mot answered

Mot answered

Mot answered

! Mot answered
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PedsChild (13 of 16)

— Select to Jump —

PARENTS...(0/12) PARENTC...(0/5) | | PARENTG...[0/5) >

[=]

Title: Communication

Subtitle: Sickle Cell Disease Module: Parent Repart for Children

How much of a problem has your child had with...

Itis hard for him/her to tell others when hefshe is in pain

| PRTellOtherPain, #

Itis hard for him/her to tell the doctors and nurses how hefshe feels

| PRTellDocsPain, #

Itis hard for him/her to ask the doctors and nurses questions

| PRAskQuestions, # = = = i i

omeames n s mos

Itis hard for him/her when other people do not understand about hisfher sickle cell disease

| PRNotUnderstandDisease, #

Itis hard for him/her when others do not understand how much pain hefshe feels

| PRNotUnderstandPain, #

Itis hard for him/her to tell others that hefshe has sicke cell disease

| PRTellOthersDisease, #

— Select to Jump — EI

@ Mot answered

@ Mot answered

@ Mot answered

@ Mot answered

@ Mot answered

@ Mot answered

PARENTC...(0/5) PARENTG...(0/5) || PARENTS..(0/5) >

Title: General Fatigue

Subtitle: Multidimensional Fatigue Scale: Parent Report for Children

Instructions: On the following pages is a list of things that might be a problem for your child. Flease tell us how much of a preblem for each one has been|
There are no right or wrong answers, If you do not understand a question, please ask for help.

How much of a problem has this been for your child...

Feeling tired

QLScale

0 = Never

1 = Almost never

2 =Sometimes

3 = Often

4 = Almost always
97 = Not answered

| PRFeelTired, #

Feeling physically weak {(not strong)

| PRFeelPhysicalWeak, #

Feeling too tired to do things that hefshe likes to do

| PRFeelTiredForLikes, #

Feeling too tired to spend time with his/her friends

| PRFeelTiredFriends, #

Trouble finishing things

| PRTroubleFinish, #

Trouble starting things

| PRTroubleStart, #
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PedsChild (14 of 16)

PARENTG...(0/5) PARENTS...[0/5) || PARENTC..(0/5) -

— Select to Jump —

[

Title: SleepfRest Fatigue

Subtile: Multidmensional Fatigue Scale: Parent Report for Children

How much of a problem has this been for your child...
Sleeping a lot

| PRSleepALot, #

Difficulty sleeping through the night
| PRDifficultSleep, #

Feeling tired when hefshe wakes up in the morning

| PRFeelTiredMorning, #

Resting a lot
| PRRestALot, #

Taking a lot of naps

| PRTakingNaps, #

Spending a lot of time in bed

| PRTimelnBed, #

— Select to Jump —

PARENTS...(0/5) PARENTC...[0/5) | | PARENTP...(0/2) -

@ Mot answered

& Mot answered

@) Mot answered

& Mot answered

@) Mot answered

@) Mot answered

El QLScale

0 = Never

Title: Cognitive Fatigue

Subtitle: Multidimensional Fatigue Scale: Parent Report for Children

1 = Almost never
2 = Sometimes

How much of a problem has this been for your child...
Difficulty keeping his/fher attention on things

| PRAttention, #

Difficulty remembering what people tell himfher

| PRRememberTold, #

Difficulty remembering what hefshe just heard

| PRRememberHeard, #

Difficulty thinking quidkly

| PRThinkQuick, #

Trouble remembering what he fshe was just thinking

| PRRememberThink, #

Trouble remembering more than one thing at a time

| PRRememberMoreOne, #

3 = Often
4 = Almost always
97 = Not answered

@ Mot answered

i) Mot answered

) Mot answered

) Mot answered

) Mot answered

) Mot answered
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PedsChild (15 of 16)

— Select to Jump — El

PARENTC...{0/5) PARENTP...{0/8) | PARENTE..(0/5) >

Title: Physical Functioni
e [ PARENTPhysicalFunction (0/2) |

Subtitle; Pediatric Quality of Life Inventory Acute Version: PareHTt‘REl:‘UrrTUr‘CﬁITUTEn—J

There are no right or wrong answers. If you do not understand a question, please ask for help.

Instructions: On the following pages is a list of things that might be a problem for your child. Please tell us how much of a problem for each one has been for your child.

How much of a problem has your child had with...
Walking more than one blodk

| PRWalking, #

Running

| PRRunning, #

Participating in sports activity or exerdse

| PRPlayOrExercise, #

Lifting something heavy
| PRLiftHeavy, #

Taking a bath or shower by himself/herself

| PRBathing, #

Doing chores around the house

| PRPickUpToys, #

Having hurts or aches
| PRHurtsOrAches, #

Low energy level

| PRLowEnergy, #

PARENTP...(0/3) PARENTE.(0/5) || PARENTS..(0/5) | ™= | — Selectto Jump—

QLScale

0 = Never

1 = Almost never
2 = Sometimes

Title: Emotional Functioning

3 = Often
4 = Almost always

Subtitle: Pediatric Quality of Life Inventory Acute Version: Parent Report for Children

97 = Not answered

How much of a problem has your child had with...
Feeling afraid or scared

| PRFeelAfraid, #

Feeling sad or blue

| PRFeelSad, #

Feeling anagry

| PRFeelAngry, #

Trouble sleeping

| PRTroubleSleep, #

Warrying about what will happen to him/her

| PRWorrying, #

@ Mot answered

i Mot answered

i@ Mot answered

i Mot answered

@ Mot answered
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PedsChild (16 of 16)

PARENTE...(0/5) PARENTS_(0/5) | | PARENTS.(0j5) | » [ — Selectto Jump — Y

Title: Social Functioning

Subtitle: Pediatric Quality of Life Inventory Acute Version: Parent Report for Children

How much of a problem has your child had with...
Getting along with other children
| PRPlayWithChild, # —

Other kids not wanting to be his/her friend

| PRNoKidsWantToPlay, #

Getting teased by other children

| PRGetTeased, #

) Mot answered

) Mot answered

! Mot answered

Mot able to do things that other children his/her age can do

| PRNotAble, #

Keeping up when playing with other children

PRKeepingUpWithOthers, #

— Select to Jump — El

PARENTE...(0/5) PARENTS...(0/5) PARENTS..[0/5) *

) Mot answered

) Mot answered

QLScale
0 = Never
1 = Almost never

Title: School Functioning

2 =Sometimes
3 = Often

Subtitle: Pediatric Quality of Life Inventory Acute Version: Parent Report for Children

4 = Almost always

How much of a problem has your child had with...
Paying attention in dass

| PRPayAttention, #

Forgetting things

| PRForgetThings, #

Keeping up with schoolwaork

) Mot answered

! Mot answered

97 = Not answered

| PRKeepUpWithSchool, #

Missing school because of not feeling well

| PRMissSchoolNotWell, #

Missing school to go to the doctor or hospital

| PRMissSchoolDoctor, #

) Mot answered

) Mot answered

) Mot answered
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YesNoS
1=Yes
0=No

PedsTeen (1 of 16)

MAGIC PedsQL Parent and Teen Report (ages 13-18):

TeenVis...{0/5) || PainAnd._(0/2) PainImp..(0/11) | ™ | — SelecttoJump— L~
| Title: Visit at which survey was completed Visit
L Visit, # 0 =Time O - Prior to 1st study drug infusion
Please indicate at (selel ISIL, - 1 =Time 1 - After last dose of study drug

which visit this survey
was completed?

2 =Time 2 - Telephone follow-up
3 =Time 3 - Follow-up visit

SurveyChild, # | Date on which teen [ visitDaychild, & |
administered to the sUrvey was
teen? completed:
n i SurveyParent, # | Date on which parent | VisitDayParent, # |
administered to the SUMVEY Was
parent? completed;
TeenVis...0/4) painAnd...(0/9) || Pamtmpo/11) | » | —Sekecttolimp—  []

Title: About my pain and hurt

Subtitle: Sickle Cell Disease Module: Teen Report

Instructions: On the following pages is a list of things that might be a problem for you. Please tell us how much of a problem for each one has been for you.
There are no right or wrang answers. If you do not understand a question, please ask for help.

How much of a problem has this been for you...

Ihurt a lot

HurtAlot, #

I hurt all over my bady
HurtAllOver, #

I hurt in my arms

I hurt in my legs

\ QlScale
| Sometimes ©) Offen ©) Almost always ©J Mot answered 0 = Never

HurtLegs, # O Wewer ) Almpst never ©

I hurt in my stomach

| HurtStomach, #

I hurt in my chest

HurtChest, #

I hurtin my badk

HurtBack, #

I have pain everyday

| PainEveryday, #

I have so much pain that I need medicine

| PainMedicine, #

1 = Almost never

2 =Sometimes

3 = Often

4 = Almost always
97 = Not answered
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PedsTeen (2 of 16)

— Select to Jump — |=] (?LS;ale
= Never

1 = Almost never
2 = Sometimes

PainAnd...[0/3) PainImp...(0/11) | | Worry (0/7) -

Title: About my pain impact

Subtile: Sidde Cell Disease Module: Teen Report 3 =Often
4 = Almost always
How much of a problem has this been for you... 97 = Not answered

Iz it hard for me to do things because I might get pain

| MightGetPain, # - () Mot answered
I miss school when I have pain
| MissSchoolPain, # L ™) Mot answered
I want to be alone when I have pain
| AlonePain, # | @) Mot answered
Itis hard for me to run when I have pain
st 0 Not answered
L@ Mot answered
1 have trouble moving when I have pain
| MovePain, # @) Not answered
Itis hard to stay standing when I have pain
| StandPain, # @) Not answered
Itis hard for me to take care of myself when I have pain
| TakeCarePain, # | @ Mot answered
Itis hard for me to do what others can do because I might get pain
| OtherMightGetPain, # @ Mot answered
I wake up at night when I have pain
| UpAtNightPain, # © Mot answered
1 get tired when I have pain
| TiredPain, # © Not answered
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PedsTeen (3 of 16)

PainImp...(0/11) Worry (0/7) || Emotions (07 | » | — =SelectioJump —

E2

Title: About me worrying

Subtitle: Sickle Cell Disease Module: Teen Report

How much of a problem has this been for you...

I worry that I will have pain

| WorryPain, #

I worry that others will not know what to do if I have pain

| PeopleWorryPain, #

I worry when I am away from home

| WorryAwayHome, # = = = = =

I worry I might have to go to the emergency room

| WorryEmergency, #

I worry I might have to stay overnight in the hospital

| WorryHospital, #

I worry I might have a stroke

| WorryStroke, #

I worry I might have a chest crisis

| WorryChest, #

Worry (0/7) Emotions (0/3) | Symptom..(0/12) | |~ Selectio Jump —

[=]

) Mot answered

) Mot answered

) Mot answered

) Mot answered

) Mot answered

) Mot answered

) Mot answered

QLScale
0 = Never
1 = Almost never

Title: About my emotions

2 = Sometimes
3 = Often

Subtitle: Sickle Cell Disease Module: Teen Report

4 = Almost always

How much of a problem has this been for you...

Meedle sticks scare me

| ScaredNeedles, #

I feel mad I have sidkle cell disease

| MadDisease, #

I feel mad when I have pain

MadPain, #

97 = Not answered

@ Mot answered

@ Mot answered

@ Mot answered
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PedsTeen (4 of 16)

Emotions (0/3) Symptom...[0/12) | Communi.[0/&) » | —Select to Jump — El

QLScale
0 = Never
1 = Almost never

Title: About my disease: symptoms and treatment

2 = Sometimes
3 = Often

Subtitle: Sickle Cell Disease Module: Teen Report

4 = Almost always

How much of a problem has this been for you...
I have headaches

| Headaches, #

I get yellow eyes when I am sick

| YellowEyes, #

Itis hard for me to manage my pain

| ManagePain, #

Itis hard for me to control my pain

| ControlPain, #

Itis hard for me to remember to take my medicine

| TakeMedicine, #

I do not like how I feel after I take my medicine

| FeelsMedicine, #

©) Mot answered

©) Mot answered

! Mot answered

©) Mot answered

) Mot answered

©) Mot answered

97 = Not answered

I do not like the way my medicne tastes

| TastesMedicine, #

My medicne makes me sleepy

| SleepyMedicine, #

I worry about whether my medicine is working

WorkingTreatments, #

My medicine does not make me feel better

| NotFeelBetterMedicine, #

Other kids make me feel different because of how I look

| FeelsDifferent, #

©) Mot answered

! Mot answered

©) Mot answered

) Mot answered

©) Mot answered

©) Mot answered
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PedsTeen (5 of 16)

Symptom...(0/12) Communi...(0/8) | General..[0/5]

» | — Select to Jump — El

Title: About communication

Subtitle: Sidde Cell Disease Module: Teen Report

How much of a problem has this been for you...

Itis hard for me to tell athers when I am in pain

| TellOtherPain, #

Itis hard for me to tell the doctors and nurses how I feel

| TellDocsPain, #

Itis hard for me to ask the doctors and nurses gquestions

| AskQuestions, #

Itis hard for me when others do not understand about my sickle cell disease

T} Not answered

1! Mot answered

(0 Mot answered

| NotUnderstandDisease, #

Itis hard for me when others do not understand how much pain I feel

| NotUnderstandPain, #

Itis hard for me to tell athers that I have sidkde cell disease

) Mot answered

T} Mot answered

| TellOthersDisease, #

» | — Select to Jump — EI

Communi...[0/5) General..[0fa) | SleepFa..[0/5)

T} Not answered

QLScale

Title: General Fatigue

0 = Never

Subtitle: Multidimensional Fatigue Scale: Teen Report

There are no right or wrong answers. If you do not understand a question, please ask for help.

Instructions: On the following pages is a list of things that might be a problem for you. Please tell us how much of a problem for each one has

How much of a problem has this been for you...
I feel tired

FeelTired, # ) mever ) Almnstnewer ) Sometimes ) Often ) Almast slwaye ) Nnt answered

1 feel physically weak (not strong)
| FeelPhysicalWeak, #

1 feel too tired to do things that I like to do
| FeelTiredForLikes, #

1 = Almost never

2 =Sometimes

3 = Often

4 = Almost always
97 = Not answered

I feel too tired to spend time with my friends

| FeelTiredFriends, #

I have trouble finishing things
| TroubleFinish, #

I have trouble starting things
| TroubleStart, #
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PedsTeen (6 of 16)

General...[0/g) SleepFa..(0/8) | | Cogniti...[0/&) >

— Select to Jump —

[=]

Title: sleep/Rest Fatigue

Subtitle: Multidimensional Fatigue Scale: Teen Report

How much of a problem has this been for you...

Isleep alot

SleepALot, #

It iz hard for me to sleep through the night

| DifficultSleep, #

I feel tired when I wake up in the marning

| FeelTiredMorning, #

Iresta lot

RestAlLot, #

I take a lot of naps
| TakingNaps, #

I spend a lot of time in bed

| TimelnBed, #

SleepFa...(0/5) Cogniti-.(0/8) | | Physica..[0/3]) -

[T TEver o AlmostRever o Somenmes o e o

— Select to Jump —

@ Mot answered

@ Notanswered

@ Mot answered

=]

@ Notanswered

@ Mot answered

@ Notanswered

QLScale
0 = Never

Title: Cognitive Fatigue

Subtitle: Multidimensional Fatigue Scale: Teen Report

3 = Often

How much of a problem has this been for you...

It is hard for me to keep my attention on things

Attention, #

Itis hard for me to remember what people tell me

Often

| RememberTold, # [ - = = =
[T Mever ' AImostnever ' Sometmes

Itis hard for me to remember what I just heard

| RememberHeard, #

Itis hard for me to think quickly

| ThinkQuick, #

I have trouble remembering what I was just thinking

| RememberThink, #

I have trouble remembering more than one thing at a time

| RememberMoreOne, #
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1 = Almost never
2 = Sometimes

4 = Almost always
97 = Not answered

@ Mot answered

@) Mot answered

©) Mot answered

) Mot answered

) Mot answered

@) Mot answered




PedsTeen (7 of 16)

Cogniti...{0/5) Physica..(0/8) | | Emotion.jo/s) | » | — Selectio Jump — L~

Title: Physical Functioning

Subtitle: Pediatric Quality of Life Inventory Acute Version: Teen Report

Instructions: On the following pages is a list of things that might be a problem for you. Please tell us how much of a problem for each one has been for you.
There are no right or wrong answers, If you do not understand a question, please ask for help.

How much of a problem has this been for you...
Itis hard for me to walk more than one block

Walking, #

Itis hard for me to run

Itis hard for me to do sparts activity or exercise

| PlayOrExercise, #

Itis hard for me to lift something heavy

Itis hard for me to do chores around the house
| PickUpToys, #

I hurt or ache

| HUFtSOI’AChES,# l 0 plavar (O plmect maver (01 Somete 0 ofrar 00 Almect 2l y ) pat o

I have low energy

| LowEnergy, #

» | — Selectto Jump — [=] QlScale
0 = Never

1 = Almost never

2 =Sometimes
Subtitle: Pediatric Quality of Life Inventory Acute Version: Teen Report 3 = Often

4 = Almost always
97 = Not answered

Physica...[0/3) Emotion...(0/5) socialF...(0/3)

Title: Emotional Functioning

How much of a problem has this been for you...

I feel afraid or scared

| FeelAfraid, # ) Mot answered

I feel sad or blue

FeelSad, # S & = me— S En ® Mot answered

I feel anary

Sometimes ) Often F) Almost shuay ':::' Mot answered

| FeelAngry, # l ) Mever 0 Almost never ©

I have trouble sleeping

| TroubleSleep, # ) Mot answered

I worry about what will happen to me

Worrying, # B pes, i S v = e mes— b 21 almes #5 ':::' Mot answered
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PedsTeen (8 of 16)

Emotion...[0/5) SocialF..(0/5) | | SchoolF..(0/5) »

— Select to Jump — El

Title: Social Functioning

Subtitle: Pediatric Quality of Life Inventory Acute Version: Teen Repart

How much of a problem has this been for you...
I have trouble getting along with other teens

| PlayWithChild, #

Other teens do not want to be my friend

| NoKidsWantToPlay, #

Other teens tease me

| GetTeased, #

I cannot do things that other teens my age can do

SocialF...[0/5) SchoolF...(0/5) | | PARENTP...[0/2) >

) Mot answered

) Mot answered

) Mot answered

@) Mot answered

) Mot answered

QLScale

— Select to Jump — El 0 = Never

1 = Almost never

Title: School Functioning

2 =Sometimes
3 = Often

Subtitle; Pediatric Quality of Life Inventory Acute Version: Teen Report

4 = Almost always

How much of a problem has this been for you...
Itis hard to pay attention in dass

| PayAttention, #

I forget things

| ForgetThings, #

I have trouble keeping up with my schoolwark

| KeepUpWithSchool, #

I miss school because of not feeling well

| MissSchoolNotWell, #

I miss school to go to the doctor or hospital

| MissSchoolDoctor, #

97 = Not answered

) Mot answered

) Mot answered

@) Mot answered

) Mot answered

) Mot answered
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PedsTeen (9 of 16)

Schoolr—0/5) || PARENTP—(0f9) | [ PARENTP_(0/17) | » | —Seectoump— o]

Title: Pain and Hurt

Subtitle: Sickle Cell Disease Module: Parent Report for Teens

There are no right or wrong answers. If you do not understand a question, please ask for help.

Instructions: On the following pages is a list of things that might be a problem for your teen. Please tell us how much of a problem for each one has been for your teen.

How much of a problem has your child had with...
Hurting a lot

| PRHurtALot, #

Hurting all over his/fher body
| PRHurtAllOver, #

Hurting in his/her arms
| PRHurtArms, # | -
T HGT answered

[T Wever T Amostriever U Sometmes L Ofen 7 Almost aways o

Hurting in his/her legs
| PRHurtLegs, #

Hurting in his/her stomach

| PRHurtStomach, #

Hurting in his/her chest
| PRHurtChest, #

Hurting in his/her back
| PRHurtBack, #

Having pain everyday

| PRPainEveryday, #

Having so much pain that he/she has to take medicdne

QLScale

0 = Never

1 = Almost never

2 =Sometimes

3 = Often

4 = Almost always
97 = Not answered

| PRPainMedicine, #
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PedsTeen (10 of 16)

PARENTP...(0/9) PARENTP...[0/11) | | PARENTW..(0/7) -

— Select to Jump —

QLScale
0 = Never

Title: Pain Impact

Subtitle: Sickle Cell Disease Module: Parent Repart for Teens

3 = Often

How much of a problem has your child had with...
Itis hard for him/her to do things because him/her might get pain

| PRMightGetPain, #

Missing school when hefshe has pain

| PRMissSchoolPain, #

Wanting to be alone when hefshe has pain

| PRAlonePain, #

Itis hard for him/her to run when hefshe has pain

| PRRunPain, #

Itis hard for him/her to have fun when having pain

| PRFunPain, #

Having trouble moving around when hefshe has pain

| PRMovePain, # = = = =

Itis hard for him/her to stay standing when hefshe has pain

| PRStandPain, #

Itis hard for him/her to take care of himselffherself when he/she has pain

| PRTakeCarePain, #

Itis hard for him/her to do what others can do because he/she might get pain

| PROtherMightGetPain, #

Waking up at night when hefshe has pain

| PRUpAtNightPain, #

Getting tired when he/she has pain

| PRTiredPain, #

1 = Almost never
2 = Sometimes

4 = Almost always
97 = Not answered

{_' Mot answered

) Mot answered

) Mot answered

! Mot answered

) Mot answered

) Mot answered

! Mot answered

! Mot answered

) Mot answered

) Mot answered

) Mot answered
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PedsTeen (11 of 16)

PARENTP...[0/11) PARENTW...(0/7) || PARENTE...[0/3) >

— Select to Jump —

Title: Worry

Subtitle: Sickle Cell Disease Module: Parent Report for Teens

How much of a problem has your child had with...

Worrying that he fshe wil have pain

| PRWorryPain, #

Waorrying that other people will not know what to do if he/she has pain

| PRPeopleWorryPain, #

Warrying when hefshe is away from home

| PRWorryAwayHome, #

Warrying he/she might have to go to the emergency room

| PRWorryEmergency, #

Warrying hefshe might have to stay avernight in the hospital

| PRWorryHospital, #

Waorrying hefshe might have a stroke

| PRWorryStroke, #

Waorrying hefshe might have a chest crisis

| PRWorryChest, #

PARENTW....[0/7) PARENTE...(0/3) | | PARENTS..(0/12) -

— Select to Jump —

) Mot answered

) Mot answered

) Mot answered

) Mot answered

) Mot answered

! Mot answered

) Mot answered

QLScale
0 = Never
1 = Almost never

Title: Emotions

2 = Sometimes

Subtitle: Sickle Cell Disease Module: Parent Report for Teens

3 = Often
4 = Almost always

How much of a problem has your child had with...
Getting scared about having needle sticks

| PRScaredNeedles, #

Feeling mad about having sickle cell disease

| PRMadDisease, #

Feeling mad when hefshe has pain

| PRMadPain, #

@ Mot answered

97 = Not answered

@ Mot answered

) Mot answered
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PedsTeen (12 of 16)

PARENTE...{0/3) PARENTS...(0/12) | | PARENTC..[0/5) >

QlScale
— Select to Jump — El 0 = Never

1 = Almost never

Title: My child's disease: symptoms and treatment

2 =Sometimes

Subtitle: Sickle Cell Disease Module: Parent Report for Teens

3 = Often
4 = Almost always

How much of a problem has your child had with...

Having headaches

| PRHeadaches, #

Getting yellow eyes when hefshe is sick

| PRYellowEyes, #

Itis hard for him/her to manage his/fher pain

| PRManagePain, #

Itis hard for him/her to control hisfher pain

| PRControlPain, #

Itis hard for him/her to remember to take hisfher medicne

| PRTakeMedicine, #

Mot liking how hefshe feels after taking medicine

| PRFeelsMedicine, #

Mot liking the way his/her medicine tastes

| PRTastesMedicine, #

Medicine making him/her sleepy

| PRSleepyMedicine, #

Warrying about whether hisfher medicine is working

| PRWorkingMedicine, #

Warrying about whether hisfher treatments are working

| PRWorkingTreatments, #

Medicine not making him/her feel better

| PRNotFeelBetterMedicine, #

Other kids make him/her feel different because how hefshe looks

| PRFeelsDifferent, #

97 = Not answered

@ Mot answered

) Mot answered

@ Mot answered

@ Mot answered

© Mot answered

@ Mot answered

) Mot answered

@ Mot answered

@ Mot answered

@ Mot answered

@ Mot answered

) Mot answered
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PedsTeen (13 of 16)

PARENTS...(0/12) PARENTC_(0/5) || PARENTG.(0j5) | » | — Selectto Jump —

[=]

Title: Communication

Subtitle: Sickle Cell Disease Module: Parent Report for Teens

How much of a problem has your child had with...
Itis hard for him/her to tell athers when hefshe is in pain

| PRTellOtherPain, #

Itis hard for him/her to tell the doctors and nurses how hejfshe feels

| PRTellDocsPain, #

Itis hard for him/her to ask the doctors and nurses questions

| PRAskQuestions, #

Itis hard for him/her when other people do not understand about hisfher sidde cell disease

2 Mot answered

@ Mot answered

@) Mot answered

| PRNotUnderstandDisease, # |

Itis hard for him/her when other people do not understand how much pain hefshe feels

| PRNotUnderstandPain, #

Itis hard for him/her to tell others that hefshe has sickle cell disease

| PRTellOthersDisease, #

— Select to Jump — El

PARENTC...[0/5) PARENTG...(0/8) | | PARENTS...[0/5) >

[T Wever o AlmostREver T Somenmes L OftEn o AIMGEt SWays

@ Mot answered

() Mot answered

) Not answered

QLScale

Title: General Fatigue

0 = Never

Subtitle; Multidimensional Fatigue Scale: Parent Report for Teens

There are no right or wrong answers, If you do not understand a question, please ask for help.

Instructions; On the following pages is a list of things that might be a problem for your teen. Please tell us how much of & problem for each one has bg

3 = Often

How much of a problem has this been for your child...
Feeling tired

| PRFeelTired, #

Feeling physically weak (not strong)
| PRFeelPhysicalWeak, #

Feeling too tired to do things that he/she likes to do

TOftEr T AimTstaways o Mot aTswered

| PRFeelTiredForLikes, #

Feeling too tired to spend time with his/her friends
| PRFeelTiredFriends, #

Trouble finishing things
| PRTroubleFinish, #

Trouble starting things
| PRTroubleStart, #

1 = Almost never
2 =Sometimes

4 = Almost always
97 = Not answered
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PedsTeen (14 of 16)

PARENTG..(0/5) PARENTS..(0/6) | | PAaRENTC.(0/5) | » | —Selkectto Jump — (=]

Title: Sleep/Rest Fatigue

Subtile: Multidimensional Fatigue Scale: Parent Report for Teens

How much of a problem has this been for your child...
Sleeping a lot

| PRSleepALot, #

Difficulty sleeping through the night

| PRDifficultSleep, #

Feeling tired when he/she wakes up in the morning

) Mot answered

) Mot answered

Mot answered

| PRFeelTiredMorning, # [ = = = — —
[ Mever 7 Almost never ' Somenmes ' Dften ' Almost aways |

Resting a lot
| PRRestALot, # pu

Taking a lot of naps

| PRTakingNaps, #

Spending a lot of time in bed
| PRTimelnBed, #

PARENTS...(0/5) PARENTC_(0/5) || PARENTP..(0/5) | » | — Selectto Jump— E2

! Mot answered

J Mot answered

! Mot answered

QLScale
0 = Never

Title: Cognitive Fatigue

1 = Almost never
2 = Sometimes

Subtitle: Multidimensional Fatigue Scale: Parent Report for Teens

3 = Often

How much of a problem has this been for your child...

4 = Almost always
97 = Not answered

Difficulty keeping his/fher attention on things

| PRAttention, #

Difficulty remembering what people tell him/her

| PRRememberTold, #

Difficulty remembering what hefshe just heard

| PRRememberHeard, #

) Mot answered

) Mot answered

) Mot answered

Difficulty thinking quidkly
| PRThinkQuick, #

Trouble remembering what hefshe was just thinking

| PRRememberThink, #

Trouble remembering more than one thing at a time

| PRRememberMoreOne, #

) Mot answered

Mot answered

) Mot answered
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PedsTeen (15 of 16)

PARENTC...(0/5) PARENTP_.(0/8) || PARENTE._(0/5) » | —Select to Jump — [=]

Title: Physical Functioning

Subtitle: Pediatric Quality of Life Inventory Acute Version: Parent Report for Teens

Instructions: On the following pages is a list of things that might be a problem for your teen. Please tell us how much of a problem for each one has been for your teen.
There are no right or wrong answers. If you do not understand a question, please ask for help,

How much of a problem has your child had with...

Walking more than one block
PRWalking, #

Running

PRRunning, #

PRPlayOrExercise, #

Lifting something heawvy
| PRLiftHeavy, #

Taking a bath or shower by himselfjherself

PRBathing, #

ways ) Mot answered

Doing chores around the house

| PRPickUpToys, #

Hawving hurts or aches

| PRHurtsOrAches, #
Low energy level
| PRLowEnergy, # QLScale
0 = Never
PARENTP...(0/5) PARENTE_(0/5) || PARENTS.(oj5) | » | — SelecttoJump — =] ; :g\g:noesttu::\sler
Title: Emotional Functioning 431 : 2r:;t always
Subtitle: Pediatric Quality of Life Inventory Acute Veersion: Parent Report for Teens 97 = Not answered

How much of a problem has your child had with...

Feeling afraid or scared

| PRFeelAfraid, # ) Mot answered

Feeling sad or blue

| PRFeelSad, # ) Mot answered

Feeling anary

@ Mot answered

| PRFeelAngry, #

Trouble sleeping

@ Mot answered

| PRTroubleSleep, #

Warrying about what will happen to him/her

PRWOI’I’yIng,# .Y Y - Sofmetmes - e I:_:I Afrrest Ellnl:lya I:_:I Mot answered

3
e R A a e v e =
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PedsTeen (16 of 16)

PARENTE...(0/5) PARENTS_(0/5) || PARENTS.(0/5) | » | — Selectto Jump— =]

Title: Social Functioning

Subtitle; Pediatric Quality of Life Inventory Acute Version: Parent Report for Teens

How much of a problem has your child had with...
Getting along with other teens

| PRPlayWithChild, #

Other teens not wanting to be his/fher friend

| PRNoKidsWantToPlay, #

Getting teased by other teens

| PRGetTeased, #

) Mot answered

@) Mot answered

@) Mot answered

Mot able to do things that other teens his/her age can do

| PRNotAble, #

Keeping up with other teens

PRKeepingUpWithOthers, #

PARENTE..(0/5) PARENTS...(0/5) PARENTS..(0j5)| >  —Seectiolump— [

) Mot answered

) Mot answered

QLScale

0 = Never

1 = Almost never
2 = Sometimes

Title: School Functioning

3 = Often
4 = Almost always

Subtitle: Pediatric Quality of Life Inventory Acute Version: Parent Report for Teens

97 = Not answered

How much of a problem has your child had with...
Paying attention in dass

PRPayAttention, #

Forgetting things

| PRForgetThings, #

Keeping up with schoolwaork

) Mot answered

) Mot answered

| PRKeepUpWithSchool, #

Missing school because of not feeling well

| PRMissSchoolNotWell, #

Missing school to go to the doctor or hospital

| PRMissSchoolDoctor, #

) Mot answered

) Mot answered

) Mot answered
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PedsYoungAdult (1 of 8)

MAGIC PedsQL Young Adult Report (ages 19-21): e

0 =Time O - Prior to 1st study drug infusion
1=Time 1 - After last dose of study drug
— Select to Jump — El 2 =Time 2 - Telephone follow-up

YoungAd...(0/3) PamAnd..[0/9) PainImp...(0/11) >
3 =Time 3 - Follow-up visit

| Title: Visit at which survey was completed | .

Flease indicate at  (zelect . - Date on which thiz | VisitDay, # |
survey was

which visit this survey

was completed? completed:
YesNoS
Was this survey 1 SurveyPatient, # l_ 1=Yes
administered to the 0=No
patient?
— Select to Jump — El

YoungAd...(l PainAnd...(0/9) | PainImp..[0/11) >

Title: About my pain and hurt

Subtitle: Sickle Cell Disease Madule: Young Adult Repart

Instructions: On the following pages is a list of things that might be a problem for you. Please tell us how much of a problem for each one has been for you.
There are no right or wrong answers. If you do not understand a question, please ask for help.

How much of a problem has this been for you...

Ihurtalot

I hwrt all over my body
| HurtAllOver, #

I hurt in my arms

HurtArms, #

I hurtin my legs
QLScale

0 = Never

1 = Almost never

I hurt in my stomach
2 = Sometimes

| HurtStomach, # 3 = Often
4 = Almost always
I hurtin my chest 97 = Not answered

| HurtChest, #

I hurtin my badk

I have pain everyday

| PainEveryday, #

I have so much pain that I need medidne

| PainMedicine, #
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PedsYoungAdult (2 of 8)

PainAnd...(0/3) PainImp...(0/11) | | Worry (0/7) | » | — SelectioJump— =]

QLScale
0 = Never

Title: About my pain impact

1 = Almost never
2 =Sometimes

Subtitle: Sickle Cell Disease Module: Young Adult Report

3 = Often
4 = Almost always

How much of a problem has this been for you...
Iz it hard for me to do things because I might get pain

| MightGetPain, #

I miss school when I have pain

| MissSchoolPain, # =, = = — —

I want to be alone when I have pain

| AlonePain, #

Itis hard for me to run when I have pain

RunPain, # = = = = = =
T Hever 7 Almostnever ' Somedmes W Often ' AImost always|

Itis hard to have fun when I have pain

) Mot answered

) Mot answered

) Mot answered

) Mot answered

97 = Not answered

Mot answered

Itis hard for me to take care of myself when I have pain

| TakeCarePain, #

Itis hard for me to do what others can do because I might get pain

| OtherMightGetPain, # =, =, = = =

et NEVEr MOST NEVEr “_./ S0METMmESs ./ n MOST always| ~-

I wake up at night when I have pain

| UpAtNightPain, #

I get tired when I have pain

TiredPain, #

) Mot answered

) Mot answered

) Mot answered

Mot answered

) Mot answered

) Mot answered
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PedsYoungAdult (3 of 8)

PainImp...(0/11) Worry (0/7) || Emotions (0/7) | » | —Selectio Jump — 5

Title: About me worrying

Subtitle: Sickle Cell Disease Module: Young Adult Report

How much of a problem has this been for you...

I worry that I will have pain

| WorryPain, #

Z) Mot answered
I worry that others will not know what to do if I have pain
| PeopleWorryPain, # ® Not answered
I worry when I am away fram home
| WorryAwayHome, # © Not answered
I worry I might have to go to the emergency room
| WorryEmergency, # ™ Mot answered
I worry I might have to stay overnight in the hospital
| WorryHospital, # @ Mot answered
I worry I might have a stroke
| Worrystroke, # © Mot answered
I worry I might have a chest crisis
| WorryChest, # & = = — = @ MNotanswered
QLScale
Worry (0/7) Emotions (0/3) | Symptom..(0/i2) | = | —Sekctio Jump — 5 0= Nlevef
1 = Almost never
Title: About my emotions 2 = Sometimes

Subtitle: Sickle Cell Disease Module: Young Adult Report

3 = Often
4 = Almost always

How much of a problem has this been for you...

Meedle sticks scare me

| ScaredNeedles, #

I feel mad I have sidkle cell disease

97 = Not answered

@ Mot answered

| MadDisease, #

[ Wever 7 Almostnever 7 Sometmes 7 Often T Almost aWays

I feel mad when I have pain

MadPain, #

@ Mot answered

@ Mot answered
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PedsYoungAdult (4 of 8)

QLScale
Emotions (0/3) Symptom...(0/12) | | Communi..[0/5) » | —Select to Jump — El 0= Never
1 = Almost never
Title: About my disease: symptoms and treatment 2 = Sometimes
3 = Often
Subtitle: Sickle Cell Disease Module: Young Adult Report 4 = Almost always
How much of a problem has this been for you... 97 = Not answered
I have headaches
| Headaches, # 7 Mot answered

I get yellow eyes when I am sick

=y

| YellowEyes, # ) Mot answered

Itis hard for me to manage my pain

=

| ManagePain, #

i) Mot answered

Itis hard for me to control my pain

=

| ControlPain, # _ Mot answered

Itis hard for me to remember to take my medicne

=

| TakeMedicine, # 70 Mot answered

I do not like how I feel after I take my medidne

=y

| FeelsMedicine, #

1) Mot answered

I do not like the way my medicine tastes

=

| TastesMedicine, # ) Mot answered

My medidne makes me sleepy

=

| SleepyMedicine, #

i) Mot answered

I worry about whether my medicine is working

=

| WorkingMedicine, # T Mot answered

I worry about whether my treatments are warking

| WorkingTreatments, #

=y

T Mot answered

My medidne does not make me feel better

=

| NotFeelBetterMedicine, #

i) Mot answered

Other kids make me feel different because of how I look

=

| FeelsDifferent, # T Mot answered
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PedsYoungAdult (5 of 8)

Symptom...(0/12) Communi..(0/8) | General..[0/5) » | —Select to Jump —

[=]

Title: About communication

Subtitle: Sickle Cell Disease Module: Young Adult Repaort

How much of a problem has this been for you...
It is hard for me to tell others when I am in pain
| TellOtherPain, #

It is hard for me to tell the doctors and nurses how I feel

| TellDocsPain, #

It is hard for me to ask the doctors and nurses guestions

| AskQuestions, #

It is hard for me when others do not understand about my sickle cell disease

| NotUnderstandDisease, #

It is hard for me when others do not understand how much pain I feel

| NotUnderstandPain, #

Itis hard for me to tell others that I have sidde cell disease

| TellOthersDisease, #

— Select to Jump — El

Communi...(0&) General...[0/6) | | SleepFa..(0/5) L

i) Mot answered

i) Mot answered

=) Mot answered

IT) Not answered

() Mot answered

'T) Mot answered

QLScale

Title: General Fatigue

0 = Never

Subtitle: Multidimensional Fatigue Scale: Young Adult Report

3 = Often

1 = Almost never
2 =Sometimes

Instructions: On the following pages is a list of things that might be a problem for you. Please tell us how much of a problem for each one H

There are no right or wrong answers. If you do not understand a question, please ask for help.

How much of a problem has this been for you...
I feel tired

FeelTired, #

1 feel physically weak {not strong)
| FeelPhysicalWeak, #

I feel too tired to do things that I like to do
| FeelTiredForLikes, #

1 feel too tired to spend time with my friends

4 = Almost always
97 = Not answered

| FeelTiredFriends, #

I have trouble finishing things
| TroubleFinish, #

_ Mot ancuser

| O paver ) Almactnaver ) Sometimes ) Oftan O Almact alvay

I hawve trouble starting things
| TroubleStart, #
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PedsYoungAdult (6 of 8)

General...(0/5) SleepFa..(0/5) || Cogniti(0/5) » | — Select to Jump — [=]

Title: Sleep/Rest Fatigue

Subtitle; Multidimensional Fatigue Scale: Young Adult Report

How much of a problem has this been for you...

Isleep alot

| SleepALot, #

) Mot answered

Itis hard for me to sleep through the night

| DifficultSleep, # ) Mot answered

I feel tired when I wake up in the morning

| FeelTiredMorning, # ) Mot answered

Iresta lot

RestAlLot, #

I take a lot of naps

) Mot answered

) Mot answered

| TakingNaps, #

I spend a lot of time in bed

| TlmeInBed, # l ::: Pea— ::: A ::: . ._:_. ::: ':::' Mot answered
. . - — QLScale
sleepFa...(0/6) Cogniti..{0/6) | | Physica..(o/s) | » | —Selectio Jump E3 0= Never
Title: Cognitive Fatigue 1= Almost never
2 =Sometimes
Subtitle: Multidimensional Fatigue Scale: Young Adult Report 3 = Often
How much of a problem has this been for you... g; A:\lmost aIwaysd
= Not answere
Itis hard for me to keep my attention on things

Attention, # = o = i — - ) MNotanswered

Itis hard for me to remember what people tell me

| RememberTold, # ) Mot answered

Itis hard for me to remember what I just heard

| RememberHeard, #

) Mot answered

Itis hard for me to think guiddy
| ThinkQuick, #

) Mot answered

I have trouble remembering what I was just thinking

| RememberThink, # ) Mot answered

I have trouble remembering more than one thing at a time

| RememberMoreOne, # ) Mot answered
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PedsYoungAdult (7 of 8)

Cogniti...(0/5) Physica(0/8) || Emotion_(0/5) | » | —Selctodump—  [+]

Title: Physical Functioning

Subtitle: Pediatric Quality of Life Inventory Acute Version: Young Adult Repart

Instructions: On the following pages is a list of things that might be a problem for you. Please tell us how much of a problem for each one has been for you.
There are no right or wrong answers. If you do not understand a question, please ask for help.

How much of a problem has this been for you...

It is hard for me to walk more than one blodk

Itis hard for me to do sports activity or exerdse

PlayOrExercise, # [ — — — = =
| T Mever T Almostnever T Sometimes 7 Often "7 Almost always 7 Mot answer d

Itis hard for me to lift something heavy

It is hard for me to do chores around the house

| PickUpToys, #

I hurt or feel pain
| HurtsOrAches, #

I have low energy

| LowEnergy, #
QLScale
; — - _ = — Select to Jump — EI 0= Never
oy 1=y sy [
Physica...(0/3) Emotion...[0/5) SocialF...(0/5) 1 = Almost never
Title: Emotional Functioning 2 =Sometimes
3 = Often
Subtitle; Pediatric Quality of Life Inventory Acute Version: Young Adult Report 4 = Almost always
How much of a problem has this been for you... 97 = Not answered

I feel afraid or scared

| FeelAfraid, #

© Mot answered

I feel =ad or blus

FeelSad, #

I feel angry

© Mot answered

| FeelAngry, # ) Not answered

I have trouble sleeping

) Mot answered

| TroubleSleep, #

I worry about what will happen to me

Worrying, # ) Mot answered
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PedsYoungAdult (8 of 8)

Emotion...(0/5) socialF._(0/5) | | Worksch_(0/5) | » | —Selcttolump—  [=]

Title: Social Functioning

Subtitle: Pediatric Quality of Life Inventory Acute Version: Young Adult Repart

How much of a problem has this been for you...
1 have trouble getting along with other young adults

| PlayWithChild, #

) Mot answered

Other young adults do not want to be my friend

| NoKidsWantToPlay, # ) Mot answered

Other young adults tease me

| GetTeased, # [ - = = = — —
[ TMEVEr ' AIMOSt nEver ' SOomeumes ) Oiten . Almost aways| L Mot answered

I cannot do things that others my age can do

NotAble, # & o —_— e ——— @ Mot answered

Itis hard to keep up with my peers

KeepingUpWithOthers, # |

| = Wever 7 Amostrever - Sometmes L Often 7 Almost always ) Mot answered
QLScale
i (0/5) i (0/5Y e | — Select to Jump — 0 = Never
Emotion....(0/5) SocialF...[0/5) WorkSch...(0/5) El 1 = Almost never

Title: Work and School Functioning 2 =Sometimes
3 = Often

Subtitle: Pediatric Quality of Life Inventory Acute Version: Young Adult Report 4 = Almost always

- 97 = Not answered
How much of a problem has this been for you...

Itis hard to pay attention at work or school

| PayAttention, # ) Mot answered

I forget things

| ForgetThings, # ) Mot answered

I have trouble keeping up with my wark or studies

| KeepUpWithSchool, # ) Mot answered

I miss work or school because of not feeling well

| MissSchoolNotWell, #

) Mot answered

I miss work or school to go to the doctor or hospital

| MissSchoolDoctor, # Z) Mot answered
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