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Comprehensive
Sickle Cell Centers

Medical History Form Part | | Clinical Data

Page: 1 of 10

All items on Page 1 should be determined from the patient’s medical record unless otherwise noted
(i.e., participation in research study).

ltem

Instructions

General

All data recorded on Medical History Form Part | should have occurred either

on or prior to the date of informed consent.

Date patient first seen

Record the date the patient was first seen in your center (not just
hospital) in dd/mmm/yy format.

Remote sites should leave this field blank and enter “Remote
Site” in the “Comments for page:” field at the bottom of the page.

Weight

* Record the most recent weight in pounds (Ib) or kilograms (kg). Be sure to

mark the appropriate unit.

» Weight should be measured with the patient standing still, wearing

light clothing (such as a paper exam gown), and with no shoes. If it
is unknown whether or not the patient was measured this way,
please remember for future annual visits.

Height

* Record the most recent height in inches (in) or centimeters (cm). Be sure to

mark the appropriate unit.

» Height should be measured with the patient standing straight, with no

shoes, and arms positioned at the side. Height should be measured
at the top of the head, not the top of the hairstyle. If it is unknown
whether or not the patient was measured this way, please remember
for future annual visits.

Date of measurement

Record the most recent dates of measurement in dd/mmm/yy format for
both height and weight. Dates may be the same or different.

Currently in research
study

* Check “Yes” or “No” to indicate if the patient is currently participating in a
research study or if they have participated in a CSCC study that has been
completed. This should be determined primarily by medical records and
secondarily by patient/parent interview.

« If Yes, be sure to check each study that the patient is currently participating
in and any CSCC study that has been completed.

« If “Within-Center Study” or “Other Study” is marked, be sure to specify the
study name.

Arginine, Neuropsych, Hydroxyurea-Magnesium, Priapism, Dexamethasone,
Decitabine and Methadone are multi-center CSCC studies.

Within-Center Study is a CSCC study only enrolling at hospitals within the same
CSCC center.

Other study is any non-CSCC study.

REMINDER: There are no restrictions on participation in C-Data. However,
there may be restrictions in other studies that would prohibit participation in
C-Data. Please consult the inclusion/exclusion criteria for other studies in
which this patient is currently enrolled.
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Comprehensive Medical History Form Part | | Clinical Data
Sickle Cell Centers Page: 1 of 10

CSCC ID:

Date Form / /

Protocol # 2 Completed:
Day Month Year Center code: I:l:'j
Collaborative Data

Project Form Completed by:

Hospital code:

Date patient first seen in your center: | | |/| | | |/| | |

Day Month Year

Was the patient’s sickle cell diagnosis detected by newborn screening?

|:| Yes |:| No |:| Unknown

Weight: . |:| % :(bg Height: - |:| % icnm

See guidelines for specific instructions.

momsaomene L LT T[T moseremene L T T/
Day Month Year Day Month Year
Is this patient currently participating in a research study? |:| Yes |:| No

For CSCC studies, please check “Yes” even if study participation has been completed.

[If Yes] Check all that apply: |:| Arginine
|:| Neuropsych
|:| Hydroxyurea-Magnesium
|:| Priapism (multi-center)
|:| Dexamethasone
|:| Decitabine
|:| Methadone
|:| Within-Center Study (specify):

|:| Other study (specify):

There are no restrictions on participation in C-Data. However, there may be restrictions in other studies
that would prohibit participation in C-Data. Please consult the inclusion/exclusion criteria for other
studies in which this patient is currently enrolled.
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Comprehensive
Sickle Cell Centers

Medical History Form Part | | Clinical Data
Surgical History Page: 2 of 10

Information needed to complete page 2 should come primarily from the patient’s medical records and secondarily from

patient/parent interview.

ltem

Instructions

General

All data recorded on Medical History Form Part | should have occurred either
on or prior to the date of informed consent.

Surgical History

* Check “Yes” if the patient has ever had this procedure.

* Check “No” if there is no reference to the surgery in the medical record AND
the patient has only been seen at your site.

¢ Check “Unknown” if there is a reasonable degree of uncertainty. For
example, if the patient was seen at other sites and it cannot be determined for
certain that the procedure was not done.

 If Yes is checked, provide the 4-digit year (i.e., 1999). If the patient has had
the same surgery more than once, record the most recent surgery.

» For Tonsillectomy/Adenoidectomy, Hip Replacement, Insertion of a
Permanent Indwelling Line and Removal of a Permanent Indwelling Line,
specify either “1 Time” or “>1 Time”.

« For “Other” categories, be sure to specify the name of the procedure and
provide the year.
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Comprehensive
Sickle Cell Centers

Medical History Form Part |
Surgical History

Clinical Data

Page: 2 of 10

Protocol # 2

Collaborative Data
Project

Completst / /

Form Completed by:

Day Month Year

CSCC ID:

Hospital code:

Center code: I:I:':I

Surgical History

Splenectomy

Cholecystectomy

Hip Core Procedure

Hip Replacement

Vitrectomy

Insertion of a Permanent
Indwelling Line

Removal of a Permanent
Indwelling Line

Other, specify

Tonsillectomy/Adenoidectomy

|:| 1 Time |:| >1 Time

Laser Procedure of the Eye(s)

To the best of your knowledge, has this patient ever had a ....

Yes

|:| 1 Time |:| >1 Time

|:| 1 Time |:| >1 Time

1 OO0O0O0onoon

|:| 1 Time |:| >1 Time

Other, specify

Other, specify

(If the patient has had the same surgery more than once, please record the most recent procedure.)

Year No

1 OO0O0O0onoon

Unknown

O OoOoddodon
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Comprehensive
Sickle Cell Centers

Medical History Form Part | | Clinical Data
Medical Conditions Page: 3 of 10

The information needed to complete page 3 should be determined primarily by medical records and secondarily by

patient/parent interview.

ltem

Instructions

General

All data recorded on Medical History Form Part | should have occurred either
on or prior to the date of informed consent.

Medical Conditions

* Check “Yes” if the patient has ever been diagnosed with the condition.

* Check “No” if there is no reference to the condition in the medical record
AND the patient has only been seen at your site.

¢ Check “Unknown” if there is a reasonable degree of uncertainty. For
example, if the patient was seen at other sites and it cannot be
determined for certain that the condition was never present.

« If Ever is checked, provide the 4-digit year (i.e., 1999). If the patient
has been diagnosed with a condition more than once, record the year
of the first diagnosis.

¢ For Cardiac Failure, if Yes is checked, specify “Left”, “Right”, or
“Unknown”.
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Comprehensive
Sickle Cell Centers

Medical History Form Part | | Clinical Data

Medical Conditions Page:

3 0f 10

Protocol # 2

Collaborative Data
Project

Date Form
Completed:

Form Completed by:

CSCC ID:

Day Month Year Center code:

Hospital code:

Has this patient ever had or ever been diagnosed with...

Year of First
Yes Diagnosis

OO0 0ooodd oottt di

No Unknown

o000 ooodb bttt b

OO0 0ooodd oot di

(Anemia) Aplastic Episode

(Anemia) Immune and Non-immune Hemolysis / Hyperhemolysis

(Anemia) Other Anemia

(Anemia) Acute Splenic Sequestration
(Cardiac) Cardiomyopathy

(Cardiac) Hypertension

(Cardiac) Mitral Valve Prolapse
(Cardiac) Myocardial Infarction

(CNS) Seizure

(CNS) Stroke — Hemorrhagic

(CNS) Stroke — Infarctive

(CNS) Stroke — Silent Cerebral Infarct

(CNS) Elevated Transcranial Doppler (TCD) Velocities

(CNS) Transient Ischemic Attack (TIA)
(Gl/Hepatobiliary) Cholecystitis
(Gl/Hepatobiliary) Cholelithiasis/Sludge
(Gl/Hepatobiliary) Hepatic Sequestration
(Gl/Hepatobiliary) Intrahepatic Cholestasis
(Gl/Hepatobiliary) Pancreatitis
(Gl/Hepatobiliary) Viral Hepatitis

(Muscular, Skeletal, Skin) Avascular Necrosis

(Muscular, Skeletal, Skin) Dactylitis (Hand Foot Syndrome)
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Comprehensive
Sickle Cell Centers

Medical History Form Part | | Clinical Data
Medical Conditions (cont) Page: 4 of 10

The information needed to complete page 4 should be determined primarily by medical records and secondarily by

patient/parent interview.

ltem

Instructions

General

All data recorded on Medical History Form Part | should have occurred either
on or prior to the date of informed consent.

Medical Conditions

« Check “Yes” if the patient has ever been diagnosed with the condition.

* Check “No” if there is no reference to the condition in the medical record
AND the patient has only been seen at your site.

* Check “Unknown” if there is a reasonable degree of uncertainty. For
example, if the patient was seen at other sites and it cannot be
determined for certain that the condition was never present.

« If Ever is checked, provide the 4-digit year (i.e., 1999). If the patient
has been diagnosed with a condition more than once, record the year
of the first diagnosis.

Version 5.2 06SEP2007
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Comprehensive
Sickle Cell Centers

Medical History Form Part | | Clinical Data
Medical Conditions (cont) Page:

4 of 10

Protocol # 2

Collaborative Data
Project

CSCC ID:

Date Form
Completed:

Day

Form Completed by:

Month Year Center code:

Hospital code:

Year of First
Yes Diagnosis

O odoodnnd

Z
o

Unknown

[]

000 ooodondd O™
oot oot on

(Muscular, Skeletal, Skin) Leg Ulcers

(Muscular, Skeletal, Skin) Osteomyelitis (Acute or Chronic)

(Ocular) Retinopathy

(Pain) Acute Multi-organ Failure

(Pain) Neuropathy (Neuropathic Pain)

(Pain) Sickle Cell Pain

(Pulmonary) Acute Chest Syndrome

(Pulmonary) Chronic Obstructive Lung Disease

(Pulmonary) Chronic Restrictive Lung Disease

(Pulmonary) Pulmonary Embolism

(Pulmonary) Pulmonary Hypertension

(Pulmonary) Persistent Reactive Airways Disease (Asthma)

(Renal/Genitourinary) Acute Renal Failure

(Renal/Genitourinary) Chronic Renal Insufficiency
(Renal/Genitourinary) Hematuria

(Renal/Genitourinary) Priapism

(Renal/Genitourinary) Proteinuria / Nephrotic Syndrome
(Renal/Genitourinary) Pyelonephritis

(Splenic) Splenic Infarction

(Splenic) Chronic Hypersplenism

(Transfusions/Iron Overload) Transfusional Hemosiderosis

Bacteremia / Sepsis / Meningitis

Version 5.2 06SEP2007
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Comprehensive
Sickle Cell Centers

Medical History Form Part | | Clinical Data
Selected Medications Page: 5 of 10

The information needed to complete page 5 should be determined primarily by medical records and secondarily by

patient/parent interview.

Item Instructions
General All data recorded on Medical History Form Part | should have occurred either
on or prior to the date of informed consent.
Medications « Check “Yes” if the patient has ever used the selected medication.

* Check “No” if there is no reference to the selected medication being used
in the medical record AND the patient has only been seen at your site.

* Check “Unknown” if there is a reasonable degree of uncertainty. For
example, if the patient was seen at other sites and it cannot be
determined for certain that the selected medications were never used.

Other Anti-Sickling Agents,
Antidepressants,
Anticonvulsants, and
Other Alternative
Therapies

If Yes is checked for either time period, specify the medication used in the
specify column and in the appropriate field for the time period.

Version 5.2 06SEP2007
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Comprehensive Medical History Form Part | | Clinical Data
Sickle Cell Centers Selected Medications Page: 5 of 10

CSCC ID:

Date Form / /

Protocol # 2 Completed:
Day Month Year Center code: I:l:'j
Collaborative Data

Project Form Completed by:

Hospital code:

From the list below, record all medications used by the patient in the past year and prior to the past year.

In the past year Prior to the past year

Medications Specify

Yes No Unk Yes No Unk

Hydroxyurea |:| |:| |:| |:| |:| |:|

Past year:

Other Anti-Sickling Agents |:| |:| |:| |:| |:| |:|

Prior to past year:

Prophylactic Penicillin, other

[]
[]
[]
[]
[]
[]

Prophylactic Antibiotics
Desferal [] [] [] [] [] []
Oral iron chelator (i.e., |:| I:I |:| |:| I:I |:|

Exjade/deferasirox)

Oxygen at home [] [] [] [] [] []
Past year,
Antidepressants OO0 0O O e
past year
Anticonvulsants (1| L] [] [] L] L e p——
Narcotics Daily, 30+ days e e e e e e

Past year:
Other alternative therapies

(herbal treatments, |:| |:| |:| |:| |:| |:| Prior to past year:

antioxidants, vitamin C, etc.)
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Comprehensive
Sickle Cell Centers

Medical History Form Part | | Clinical Data
Transfusion History Page: 6a of 10

The information needed to complete page 6 should be determined primarily by medical records and secondarily by

patient/parent interview.

ltem

Instructions

General

All data recorded on Medical History Form Part | should have occurred either
on or prior to the date of informed consent.

Transfusion in the
past year

* Check “Yes” or “No” to indicate if the patient has or has not received a
transfusion in the past 12 months. Check “Unknown” if this information
is not known.

If Yes, check the category that includes the number of transfusions
received in the past 12 months.

Transfusion prior to the
past year

« Check “Yes” or “No” to indicate if the patient has or has not received a
transfusion prior to the past 12 months. Check “Unknown” if this
information is not known.

If Yes, check the category that includes the number of transfusions
received prior to the past 12 months.

Iron overload
assessment

Check “Yes” or “No” to indicate if the patient has or has not ever had
iron overload assessed. Check “Unknown” if this information is not
known.

If Yes, record results for the most recent assessments.

For Liver Biopsy, Ferritin, and SQUID*, record the correct response,
the result in the units specified, and the date in dd/mmm/yy format.

* Superconducting QUantum Interference Device

Iron chelation therapy

* Check “Yes” or “No” to indicate if the patient has or has not ever
received iron chelation therapy. Check “Unknown” if this information
is not known.

« If Yes, be sure to check the type of therapy or indicate if type of
therapy is unknown.

Version 5.2 06SEP2007
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Comprehensive Medical History Form Part | | Clinical Data
Sickle Cell Centers

Transfusion History Page: 6a of 10

CSCC ID:

Date Form
Protocol # 2 Completed: / /

Day Month Year Center code:
Collaborative Data

L]

Project Form Completed by: ,
Hospital code:
Did this patient receive a transfusion
in the past year? [ ] Yes [ ] No [ ] Unknown

If yes, how would you describe this patient’s transfusion history in the past year?

Number of transfusions: |:| 1-5 [ ] 6-20 [ ] 21-99 [ ] 100+
Did this patient receive a transfusion prior
o the past year? [ ] Yes [] No [ ] Unknown

If yes, how would you describe this patient’s transfusion history prior to the past year?

Number of transfusions: |:| 1-5 |:| 6-20 |:| 21-99 |:| 100+

Was iron overload ever assessed? |:| Yes |:| No [ ] Unknown

If yes, enter results of most recent assessments:

Date
dd / mmm / yy

Yes No Unknown Result

Liver Biopsy: [] [] [] I

mg Fe/g Dry Weight

Ferritin: [] [] [] Y SR

ug/L

SQUID: (1 [ ] S —

mg Fe/g Dry Weight

Did this patient ever receive iron chelation therapy? [ ] Yes [] No [ ] Unknown

Ifyes, [ | Desferal [ ] oral(i.e., Exjade, [ ] unknown
Deferasirox)

Version 5.2 06SEP2007
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Comprehensive
Sickle Cell Centers

Medical History Form Part | | Clinical Data
Transplants Page: 6b of 10

The information needed to complete page 6 should be determined primarily by medical records and secondarily by

patient/parent interview.

ltem

Instructions

General

All data recorded on Medical History Form Part | should have occurred either
on or prior to the date of informed consent.

Transplants in the
past year

* Check “Yes” or “No” to indicate if the patient has or has not received a

transplant in the past 12 months. Check “Unknown” if this information
is not known.

Transplants prior to the
past year

¢ Check “Yes” or “No” to indicate if the patient has or has not received a
transplant prior to the past 12 months. Check “Unknown” if this
information is not known.

Date of transplant,
Site(s), Type of donor,
Type of transplant

« If either of the two previous questions is marked “Yes”, press the “Add” button
to record the Date of Transplant in the dd/mmm/yy format.

» Record the site(s) of transplant.

» Check the type of donor.

» Check the type of transplant.

Version 5.2 06SEP2007
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Comprehensive Medical History Form Part | | Clinical Data
Sickle Cell Centers Transplants Page: 6b of 10

CSCC ID:

Date Form / /

Protocol # 2 Completed:
Day Month Year Center code: I:l:'j

Collaborative Data

Project Form Completed by: ,
Hospital code:
Did this patient receive any transplants in the past |:| Yes |:| No |:| Unknown
year?
Did this patient receive any transplants prior to the |:| Yes |:| No |:| Unknown
past year?

If yes to either question, press the “Add” button to record the following information about ADD
each transplant:

Date of Transplant: / /
Day Month Year
Site(s):
Type of donor: |:| HOA matched |:| Cord blood |:| Other

Type of transplant: |:| Myeloablative |:| Other

Version 5.2 06SEP2007



Comprehensive
Sickle Cell Centers

Medical History Form Part |
Selected Diagnostic Tests

Clinical Data
Page: 7 of 10

The information needed to complete page 7 should be determined primarily by medical records and secondarily by

patient/parent interview.

ltem

Instructions

General

All data recorded on Medical History Form Part | should have occurred either

on or prior to the date of informed consent.

RBC antibodies

Check “Yes” or “No” to indicate if the patient has or has not ever had

RBC antibodies documented. Check “Unknown” if this information

is not known.

« If Yes, check all the antibodies that are reported as being present.

« If RBC antibody documented is not one of the available choices,
please check “Other”. Specification of “Other” is not necessary.

« Do not record antibodies that are suspected but not documented.

Selected Diagnostic
Tests

¢ Record information on the most recent diagnostic tests performed on

this patient during the past 12 months.

¢ Record information on the most recent diagnostic tests performed on
this patient during the 2 years prior to the past 12 months in the

following row.

* For each row, check “Yes” or “No” to indicate whether or not a
test was performed. Check “Unk” if this information is not known.

If Yes,

« Record the most recent test date in dd/mmm/yy format.

¢ Check “Normal”, “Abnormal”, or “Equivocal” to indicate the result of
the most recent test. If any part of the test is abnormal, the

whole test should be marked abnormal.

e To record a Transcranial Doppler (TCD) with conditional results, check

“Equivocal”.

« Record any comments relevant to the test in the comments field.

Version 5.2 06SEP2007
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Comprehensive Medical History Form Part | | Clinical Data
Sickle Cell Centers

Selected Diagnostic Tests Page: 7 of 10
CSCC ID:
Date Form
Protocol # 2 Completed: / /

Day Month Year Center code: I:l:'j
Collaborative Data

Project Form Completed by:

Hospital code:

Has this patient ever had RBC antibodies documented? |:|Yes |:| No |:| Unknown
If yes, check all that were present/positive:

[]c [1e [ ] Fyp []k [] Leb [ ] cold antibody
[]c []e []ka []K [ w™m [ ] unknown
(1o [ ma [] [ ] Lea [ ] warmautoantibody [ | Other

Selected Diagnostic Tests - Provide information on the most recent diagnostic tests performed on this patient in the
past year and the most recent test performed in the 2 years prior to the past year.

Most Recent
Test Performed Test Date Result Comments

Yes No Unk | dd/mmm/yy |Normal  Abnormal Equivocal | (reason for test, etc.)

MRI, Head — in past year

[]
[]
|\
|

-

1| [ [ ]

MRI, Head — in 2 years prior
to past year

MRA, Head —in past year

MRA, Head —in 2 years prior to
past year

Transcranial Doppler (TCD)
-in past year

Transcranial Doppler (TCD),
in 2 years prior to past year

Echocardiogram —in past
year

Echocardiogram -- in 2 years
prior to past year

Pulmonary Function
Testing — in past year

Pulmonary Function Testing —
in 2 years prior to past year

EKG —in past year

EKG —in 2 years prior to past
year

OOy g by ojg by bty g
ooy u | by oo by by 4
OOy | by oyo by by 4

|

-

-
OO gy oo o oa)
OO gy oo o oa)
oo ooy by gyt
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Comprehensive
Sickle Cell Centers

Medical History Form Part |
Selected Lab Tests

Clinical Data
Page: 8 of 10

The information needed to complete page 8 should be determined primarily by medical records and secondarily by

patient/parent interview.

ltem

Instructions

General

All data recorded on Medical History Form Part | should have occurred either

on or prior to the date of informed consent.

» Were performed less than 2 months after a transfusion
» Were performed less than 2 months after a hospitalization

» May have been affected by a clinical event such as parvovirus

Review the patient's medical records for labs recorded within the last 2 years. DO NOT record labs that:

The labs recorded may not be the most recent labs in the patient’s chart per the criteria listed above.

Does this patient have
labs recorded during
the last 2 years that
meet

the criteria described
above?

* Check “Yes” if the patient has labs recorded during a time when the
patient has not been transfused, hospitalized, or had a clinical event
which may have affected these labs, in the 2 months prior to having labs

drawn.

* Check “No” if the patient only has labs recorded in his/her medical
record that were performed during the 2 months after a transfusion,
hospitalization, or during a time in which another clinical event may

have affected these labs.

* If Yes is checked, please fill in the lab data for Hgb, WBC, and Platelets.

« If No is checked, skip the lab data.

Lab tests

For lab test that meet the criteria, record:

« Date of specimen

Result (in the units provided)

« Comment, if appropriate or needed

If it is possible that a medication could have affected the lab result(s),

record the name of the medication in the comments field.

Version 5.2 06SEP2007
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Comprehensive Medical History Form Part | | Clinical Data
Sickle Cell Centers Selected Lab Tests Page: 8 of 10

CSCC ID:

Date Form
Protocol # 2 Completed: / /

Day Month Year Center code: I:l:'j
Collaborative Data

Project Form Completed by:

Hospital code:

Please record the most recent blood counts (if available) from the last 2 years. The values MUST be from when
the patient was an outpatient and had not been transfused or hospitalized for at least 2 months. The patient
should have also not been experiencing any other clinical event that would influence these labs (i.e., parvovirus) at
the time the labs were drawn.

Does this patient have labs recorded during the last 2 years that meet |:| Yes |:| No
the criteria described above?

If Yes, record lab values below:

Most Recent
Test Specimen Date Result Comment
dd / mmm /yy
Hgb ] (gm/dL)
WBC A (x109/L)
Platelet T (x109/L)
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Comprehensive Medical History Form Part | | Clinical Data
Sickle Cell Centers Hospital Admissions Page: 9 of 10

The information needed to complete page 9 should be determined primarily by medical records and secondarily by
patient/parent interview.

ltem Instructions

All data recorded on Medical History Form Part | should have occurred either

General ) )
on or prior to the date of informed consent.

Hospital Admissions For all hospital admissions (do not include Emergency Department visits) that
occurred during the past 2 years and at any hospital associated with
your center:

* Record the admission and discharge dates in dd/mmm/yy format.

» Select at least one appropriate discharge diagnosis from the drop-
down box. Up to three (3) of the most important diagnoses may be
selected.

» Due to the lack of standard definitions, please select each symptom
within one diagnosis separately. For example, if a patient is diagnosed
with ACS, fever will not be assumed to also be present. ACS and
Fever should be selected separately.

Remote sites should list all known hospitalizations that have occurred
during the past 2 years at their site and enter “Remote Site” in the
“Comments for page:” field (EDC) at the bottom of the page.

Admissions at other * Check “Yes” if you think that the patient has had other hospital
institutions admissions that occurred at hospitals not associated with your center
and are NOT listed above.

* Check “No” if there is no reference to other admissions in the medical
record AND you know that the patient has only been seen at your site.

¢ Check “Unknown” if the patient was seen at other sites AND it cannot
be determined for certain from the patient’s medical record that other
admissions did NOT occur.

« The answer to this question is not to be obtained from the patient.
This question should be based on the opinion of a practitioner or study
coordinator at the site after reviewing the patient’s medical records
and considering their medical history.

* You are not expected to obtain any information from hospitals
outside of your center in order to complete this form.

Use the Hospital Admissions Worksheet provided to record multiple hospital
admissions. Print double-sided to display the complete list of symptoms/diagnoses on
the back of the worksheet.

Version 5.2 06SEP2007
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Comprehensive
Sickle Cell Centers

Medical History Form Part |
Hospital Admissions

Clinical Data
Page: 9 of 10

CSCC ID:

Date Form
Completed: /

Protocol # 2

Day
Collaborative Data

Month

Center code: I:I:':I

Year

Project Form Completed by:

Hospital code:

List all Hospital Admissions during the past 2 years. If possible, identify the primary discharge diagnoses.

Date Admitted Date Discharged Most Important Discharge
: Select all that apply
(dd/mmmlyy) (dd/mmmlyy) Diagnoses (up to 3)
drop-down box:

- N p-down box

(Anemia) Aplastic Episode

(Anemia) Hyperhemolysis

(Anemia) Other Anemia

(Cardiac) Cardiomyopathy

(Cardiac) Hypertension

(Cardiac) Mitral Valve Prolapse
I I drop-down box
S R S R drop-down box

Do you think admissions not listed above occurred for this patient at |:| Yes
other hospitals that are not associated with your center?

Possible responses below.

(Anemia) Aplastic Episode

(Anemia) Immune and Non-immune Hemolysis /
Hyperhemolysis

(Anemia) Other Anemia

(Anemia) Acute Splenic Sequestration

(Cardiac) Cardiomyopathy

(Cardiac) Hypertension

(Cardiac) Mitral Valve Prolapse

(CNS) Seizure

(CNS) Stroke — Hemorrhagic

(CNS) Stroke — Infarctive

(CNS) Stroke — Silent Cerebral Infarct

(CNS) Elevated Transcranial Doppler (TCD) Velocities

(CNS) Transient Ischemic Attack (TIA)

(Gl/Hepatobiliary) Cholecystitis

(Gl/Hepatobiliary) Cholelithiasis/Sludge

(Gl/Hepatobiliary) Hepatic Sequestration

(Gl/Hepatobiliary) Intrahepatic Cholestasis

(Gl/Hepatobiliary) Pancreatitis

(Gl/Hepatobiliary) Viral Hepatitis

(Muscular, Skeletal, Skin) Avascular Necrosis

(Muscular, Skeletal, Skin) Dactylitis (Hand Foot Syndrome)

(Muscular, Skeletal, Skin) Leg Ulcers

(Muscular, Skeletal, Skin) Osteomyelitis (Acute or Chronic)

(Ocular) Retinopathy

Version 5.2 06SEP2007

[] No

|:| Unknown

(Pain) Acute Multi-organ Failure

(Pain) Neuropathy (Neuropathic Pain)

(Pain) Sickle Cell Pain

(Pulmonary) Acute Chest Syndrome

(Pulmonary) Chronic Obstructive Lung Disease
(Pulmonary) Chronic Restrictive Lung Disease
(Pulmonary) Pulmonary Embolism

(Pulmonary) Pulmonary Hypertension

(Pulmonary) Persistent Reactive Airway Disease (Asthma)
(Renal/Genitourinary) Acute Renal Failure
(Renal/Genitourinary) Chronic Renal Insufficiency
(Renal/Genitourinary) Hematuria

(Renal/Genitourinary) Priapism

(Renal/Genitourinary) Proteinuria / Nephrotic Syndrome
(Renal/Genitourinary) Pyelonephritis

(Splenic) Splenic Infarction

(Splenic) Chronic Hypersplenism

(Transfusions/lron Overload) Transfusional Hemosiderosis
Transfusion/Chelation

Bacteremia/Sepsis/Meningitis

Fever

Other
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ltem

Instructions

Patient Exclusion

« Check the appropriate response regarding whether or not this patient
should be excluded from participation in a clinical trial.

« The response to this question should be based on the patient’s
willingness to participate in medical studies, compliance with keeping
clinic appointments, and taking medications.

« If necessary, the patient’s physician should be consulted if the nurse or
study coordinator is not comfortable making a response.

Medical Information

* Check the appropriate response regarding the source of this subject’s
medical information. As much medical information as possible should come
from medical record.

» Select “Some information was provided by the patient (or parent/ guardian
of the patient)” if the subject or the subject’s guardian provided some of the
information.

« If some information was provided by the patient, please check all
the pages that include any information by the patient to account for missing
source documentation.

 If Page 1 is checked, please specify which components of that form came
from the patient for page 1 only.

Version 5.2 06SEP2007
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Protocol # 2

Collaborative Data
Project

Date Form
Completed: /

Day

Month

Form Completed by:

Year

CSCC ID:

Center code: I:I:':I

Hospital code:

For Provider use only:

Based on social or psychological factors, or clinical attendance or scheduled visit compliance, would you
exclude this patient from participation in a clinical trial?

|:| Would exclude, or probably would exclude

|:| Would not exclude, or probably would not exclude

|:| Not sure

Check only one:

|:| Information for this medical history was obtained totally from chart abstraction and medical
records.

|:| Some information was provided by the patient (or parent/guardian of the patient).

Please check the pages that include information provided by the patient

(or parent/guardian of the patient):

[]

OO0 oooon

Page 1 specify:

(check all that apply)

Surgical History (page 2)

Medical Conditions (pages 3 -4)
Selected Medications (page 5)
Transfusion History (page 6a)
Transplants (page 6b)

RBC antibodies (page 7)

Selected Diagnostic Tests (page 7)
Selected Lab Tests (page 8)

Hospital Admissions (page 9)

Version 5.2 06SEP2007
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