Persons using assistive technology may not be able to fully access information in this file. For assistance, e-mail biolincc@imsweb.com. Include the Web site and filename in your message.

FORMNUM

CASEID
SITE ELIGIBILITY

Affix Patient ID Here

DATEO!L
/ /
mo dy yr
Does the patient have acute myelogenous leukemia (AML)? AMLO1 [1,yes [gno
IF NO, DO NOT COMPLETE FORM.
B.

1. Is patient less than 15 years of age? {15YRSO1 |_—_| , yes [:] oo

IF YES, DO NOT COMPLETE FORM.

Birthdate l___/ BRTHDTO!

mo dy yr

2. Wil patient be on low dose or no chemotherapy? LOWDOSO1. [:|1 yes , 10

(total dose <90 mg/m2 Daunorubicin, <30 mg/m - Mitoxantrone or ldarubicin, <700 mg/m2 Ara-C)

3. Will patient be on corticosteroids as part of leukemia therapy for induction treatment ? I:] ,yes [] LY
(prednisone, methylprednisolone, dexamethasone, hydrocortisone) STERODO!

4. Has patient received transfusions for prior hematopoietic disorder: either [] vyes no
(a) any transfusions >2 months ago or (b) transfusions totaling >10 donor 1

exposures between 2 weeks and 2 months ago?
(myelodysplasia, myelofibrosis, polycythemia vera, etc.) HDISORO!1

5. Has patient had prior treatment for leukemia? PTREATO1 [, yes oo
(other than hydroxyurea within one week, cerebral irradiation, or cytapheresis)

6. Has patient had prior chemotherapy or radiation for any reason? PCHEMOO1 |:]1 yes o N0
(other than chemotherapy >2 years ago or radiation restricted to local area) :
7. Does patient (or guardian) refuse informed consent? 7EFUS/EOI [] L yes o N0
if inform nsent sign i ) .
informed consent signed, date signed o~ —dy 5 CONSDTO;
. . oy
8. Does physician refuse to have patient participate? MDREFSO1 D1 yes o No
9. Are there logistical reasons patient cannot be enrolled? LOGISTO1 D , yes D o N0
(If yes, specify reasons below and mail copy of form to Coordinating Center.)
If any of questions 2 through 9 in Section B were answered yes, skip page 2.
ELIGIBLE
TRAP 1.02

9/23/91
Page 1 of 2



ELIGIBILITY

1. s or has patient been pregnant (including abortion or miscarriage)? L__l '1 yes D o NO PREGNTO1
2. Has patient received a transfusion of blood or cellular blood product? D ; yes D o MO TRANSFO1
If yes, within 2 weeks |:| ,yes D o N0 L2WKSO01

more than 2 weeks [ ] ,ves O o N0 62WKSO01

(check platelet product treatment assigned by computer)

Pooled random donor platelets

UV-B irradiated pooled random donor platelets

Leukocyte-poor filtered pooled random donor platelets ASSIGNOL

w

nlulinln

Leukocyte-poor filtered apheresis non-HLA-selected single donor platelets

H

ELIGIBLE
TRAP 1.02
9/23/91

Form completed by o] 20f2
age 20




FORMNUM

CASEID
SITE

Affix Patient ID Here
BASELINE

/ / DATEOZ2
mo dy yr
1.
Sex E|1 Male [] , Female SEX02
Race [J, white [, Black [, Hispanic [], Asian
L] 5 American Indian ESOZD ¢ Other RACEO2
Height HEIGHTOZ cm or. inches
POUNDSO02
Weight WEIGHTOZ_ kg or Ibs.
BSAO2 . )
Body surface area (BSA) . m? (computer will calculate; record value)
2.
a. Prior transfusions L__l1 yes [ o No TRANSFO02
If yes, (estimate number of units)
< 2wk All leukocyte-poor TRAP protocol
fmeredRLZFLTOZ filtg;eg _—
o .
RBCL2WO2
Red cells . or [, unknown [ yes [J no [ yes [ no
Platelets T-1-2W02 o [, unknown 1, yes [, no [, yes [, no
> 2wk 62W02 PL2FLTO2 PPROTFO2
Redcells REC or [, unknown [],yes [, no pg2rLTO2
PLTG2WO2 L, unknown
Platelets or r___l g unknown [:| , yes Do no P62FLTO2
Dg unknown
b. Pregnancies (include those ending in abortion or miscarriage) O , yes Do no PREGNTO2
if yes, number or Dg unknown PREGNOO02
3.

Did patient have prior hematopoietic disorder? l:l , Yes Do no HDISORO:
FABO2

FAB classification M —

(see page 2) or unclassifiable L—__] 3
BASELINE
TRAP 2.04
10/23/92
Page 1 of 3



BASELINE

The histologic diagnosis of acute myelogenous leukemia is based on FAB classification (M1-M7)

M-0  Undifferentiated acute myologenous leukemia
M-1  Acute myelocytic leukemia WITHOUT maturation
M-2  Acute myelocytic leukemia WITH maturation

M-3  Acute promyelocytic leukemia

M-4  Acute myelomonocytic leukemia

M-5  Acute monocytic leukemia

M-6  Acute erythroleukemia

M-7  Acute megakaryocytic leukemia

Bleeding manifestations

Fever

Infection

Splenomegaly

Coagulation tests

WN =0

- O

-

N -

No clinically evident bleeding, or only minor bleeding:

gingival, no more than two new purpuric lesions;

RBC transfusion not required.

Moderate to severe bleeding (usually gastrointestinal) requiring
RBC transfusion >1 unit per day; CNS hemorrhage.

Afebrile - less than 100 degrees Fahrenheit or 37.8 degreeSOCentigrade.
Maximum temperature 100 to 101 degrees F or 37.8 to 38.3°C.

Maximum temperature 101.1 to 103 degrees F or 38.4 to 39.4°C.
Maximum temperature greater than 103 degrees F or greater than 39.4 C.

Noninfected.

Minor to moderate active infection - cellulitis, gingivitis, Hickman
catheter infection, localized rectal abscess, dental abscess, etc.
Severe infection, e.g., pneumonia, bacteremia (positive

blood cuitures within 24 hours).

Non-palpable
Palpable
Splenectomized

Normal coagulation factors.

DIC - fibrinogen less than 100 mg/di and fibrinogen
degradation product assay above normal range.

BASELINE
TRAP 2.04
10/23/92

Page 2 0f 3



BASELINE

Bleeding I:] none to minor D moderate to severe D 5 unknown
manifestations 1
BLEEDOZ . ° ° °
Fever O , afebrile L], tea-101 F ] ) Wi1-18 F M G218 F [ unknown
FEVERO2 37.8-383 C 38.4-394 C >394 C
Infection O] o hone D, minor to moderate ] > severe ] g unknown
INFECTO2 -

Splenomegaly |:| 0 non-palpable l:]1 palpable [:Ig splenectomized |:| . unknown

(at admission)

Was white blood cell count obtained? [, yes Oono WRGETOZ >
' TNOO2 - 3
tyes, _WBO2 1w BiastsPASTOR o BTN i or [, unknown
Was platelet count obtained? D, yes L[] o N0 PLTCTOZ2
PLTO2 3
lfyes, __________ x10/ul
Was red blood cell concentration obtained? [ ] ; yes ] o NO RBCCNO2
. HEMO6L02 - HEMATO2
If yes, Hemoglobin .__ gL or Hematocrit M %
Were coagulation tests done? D1 yes O o NO COAGDNOZ

iyes, [1, noma [, bic coaeo2

Drug Minimum Total Dose Scheduled
DSCHEDO2 yes no If yes, TOTAL dose (mg/n%)
Daunorubicin (90 mg/m) 1, O, DAUNOOZ 2
Mitoxantrone MSCHEDO2Z (30 mg/ma) D1 Do MITOXO02 rng/m2
ARUBO2
Idarubicin TSCHEDOZ (30 mg/m’) O, O, D g
Ara-C ASCHEDO2 (700 mg/m) 1, , ARAC02 g/
BASELINE
Form completed by TRAP 2.04
10/23/92

Page 30f 3



FORMNUM

CASEID
SITE
Affix Patient ID Here IMMUNOLOGICAL DATA
[ DATEO3
mo dy yr
1,
a. ABO group O,a 0O, [O,o0 [I,as AB0O0S

b. Rhfactor ] , positive il , hegative H o Not recorded RHO3
c. Were tests for antibodies to red cell antigens done? [ | , yes O ,No RBCTSTO3
lfyes, [, positve [ ], negave RBCANTO3
If positive, specificity

DO3 D ESL

OTHRHO3 Other Rh [:]1

RHCAPCO3 RHCAPEO3
RHSMLCO3. RHSMLEO3

0 Specify D1C D1c D1E Dte

Specify OTHI03 OTH203 OTH303 OTH403 OTH503

o

] O CB

oTHPOS03 Other [,

2.
HLAA103 14 AA203 _HLAB103 - HLAB203
HLA type A , A B , or L—_| , cannot be typed NOHLAO3
Is "best” HLA-matched platelet donor available at this center? D , yes D o NO DONORO3
(i no, send electronic mail message to other centers requesting identification of donor.)
3.
Was CMV status determined? O, yes [, no CMVDETO3
ifyes, [],positive [ ], negative CMVO3
If negative, will patient receive only CMV negative blood products? |:| ; yes D o NO
NEGBLDO3
IMMUNO
TRAP 3.01
Form completed by 11/01/90

Page 1 of 1



FORMNUM
CASEID

SITE PLATELET TRANSFUSION

Affix Patient ID Here

. To be filled out for each platelet transfusion given during initial 8-week period)

DATEO4 TIMEO4
/ / — (24 hour clock)
mo dy yr hr min
1. #
yes no unknown
Pall Pall
a. UV-Biradiated UVBO4 1, P org. HF Other
b. Leukocyte-poor filtered FILTERO4 D1 D 0 L—_L Dz Da FLTYPEO4
c. ABO-compatible ABOCMPO4 N A I R I
d. “Fresh («48hours) FREsHO4 [1 [ [,
e.  Pooled random donor - RANDOMO4 D, Do _RDCONCO4  units of platelet
_ concentrates
f.  Single donor apheresis SINGLEO4 [_—_|1 L—-'o
if yes, HLA-selected? ] ] [] approximated by
HLASELO4 — 1 0 2 family typing

lfyes, A HLAA104 HLAA204 B HLABIO4’ HLAB204

"Best" match (A, B1U,orB2U)? [ ],yes [ ], no BESTO4
Was the product prepared in the treatment arm as specified by the Protocol? D 1 yes L—_] o NO INARMO4

If no, specify reason REASONO4
(24 characters)

2.
For control product, post-pooling count; for UV-B irradiated or
leukocyte-poor filtered product, post-pooling (for pooled) and PRDPLTO4 -
post-treatment count. t—

3.

For control product, post-pooling count; for UV-B irradiated or PRDWBCO4 6
leukocyte-poor filtered product, post-pooling (for pooled) and : x10
post-treatment count.

PLATELET
TRAP 4.04
6/01/94

Page 1 of 6



TEST TRANSFUSION SEQUENCE PLATELET TRANSFUSION

ABO-compatible in treatment arm CCI>5000 ————  Continue in treatment arm
CCl <5000
A4
ABO-compatible in treatment arm CCl>5000 ————»  Continue in treatment arm
CCI <5000
AV 4
Begin test transfusion sequence
J,
@) or (2
@ = ——— CCI >5000 _—._;> Continue in treatment arm,
| preferably “fresh”
CCI <5000
——— CCI>5000 —————)  Continue in treatment arm,
preferably “fresh”
I
CCF}SOOO
L Q@@
——— CCI 5000 ——-—[) Prepared in treatment arm
(may be HLA-selected)
CLINICALLY ALLOIMMUNE
CCl <5000 PLATELET REFRACTORY
I
AV
€2 or @3
CCI>5000 ———  Prepared in treatment arm
(may be HLA-selected)
CLINICALLY ALLOIMMUNE
| PLATELET REFRACTORY
CcCl I<5000
4
——— CCI>5000 ———  Prepared in treatment arm
(may be HLA-selected)
CLINICALLY ALLOIMMUNE
PLATELET REFRACTORY
CCI <5000
— I >  Prepared in treatment arm
{may be HLA-selected)
CLINICALLY PLATELET
REFRACTORY
Prepared in treatment arm: Prepared (UV-B irradiation, fitration, or neither) as in assigned treatment arm TRAP 4.04
Fresh: <48 hours from collection 6/01/94

Best HLA-matched: A, B1U, or B2U matched Page 2 of 6


mailto:3)::g~mPml,�@.!::.t~~rm

PLATELET TRANSFUSION

yes no

a. Was product gamma iradiated? . [, O, GAMMAO4

b. Was volume reduced? |:| i |:| o VOLREDO4

¢. Productwas ] , CMV positive Do- CMV negative  [_] o unknown CMV status PRDCMVO4

[1,yes [, no TESTO4
If yes, indicate step on diagram (opposite page)
I___'I1 @ "Fresh" (<48 hours) in treatment arm (but not ABO-compatible)

, @ “Fresh" (<48 hours) ABO-compatible in treatment am STEPO4
HLA-selected single donor prepared in treatment arm (but not ABO-compatible)

ABO-compatible HLA-selected single donor prepared in treatment arm (but not "best” HLA-matched)

[
Da
L
[

OO

ABO-compatible "best"” HLA-matched (A, B1U, or B2U) single donor prepared in treatment arm

5

Was count done within 1 hour (60 minutes) before transfusion? D , yes Do no WlHRBFfM
If not within 1 hour for test sequence, hours minutes. PRIMINO4

TO4 3 (count must be done within 1 hour prior to
Flatolot count PRIPL x 10/l transfusion for test transfusion; record count even

if not within 1 hour)

Was count done within 1 hour (60 minutes) after transfusion? [:I1 yes Do no W1HRAFO4

If not within 1 hour for test sequence, hours minutes. AFTMINO4
3
Platelet count HIPLTO4 x 10 /ul  (record count even if not within 1 hour)
1-hour CCI CCI04 (computer will calculate; record value)

R St

e

ANOTHRO4
Did patient receive another platelet transfusion before this count could be done ? D 1 yes D o NO

(If yes, skip to question 9)

If no, how many hours after this transfusion was count done ? W24HR04

D1 < 18 hours D , 18-24 hours D 3 >24hours (do not record count)
Platelet count H24PLTO4 x 1 03 il (record count even if less than 18 hours)
18-24 hour CCI H24CCI04 (computer will calculate; record value) PLATELET
TRAP 4.04
6/01/94

Page 3 of 6



PLATELET TRANSFUSION

Bleeding manifestations ¢ No clinically evident bleeding, or only minor bieeding:
gingival, no more than two new purpuric lesions;
RBC transfusion not required.
1 Moderate to severe bleeding (usually gastrointestinal) requiring

RBC transfusion >1 unit per day; CNS hemorrhage.

Fever 0 Afebrile - less than 100 degrees Fahrenheit or 37.8 degreeSOCentigrade.
1 Maximum temperature 100 to 101 degrees F or 37.8 to 38.3 %.
2 Maximum temperature 101.1 to 103 degrees F or 38.4 10 39.4 C. o
3 Maximum temperature greater than 103 degrees F or greater than 39.4 C.
Infection 0 Noninfected.
1 Minor to moderate active infection - cellulitis, gingivitis, Hickman
catheter infection, localized rectal abscess, dental abscess, etc.
2 Severe infection, e.g., pneumonia, bacteremia (positive
blood cultures within 24 hours).
Splenomegaly 0 Non-palpable
1 Palpable
2 Splenectomized
Coagulation tests 1 Normal coagulation factors.
2 DIC - fibrinogen less than 100 mg/dl and fibrinogen

degradation product assay above normal range.

PLATELET
TRAP 4.04
6/01/94

Page 4 0of 6



PLATELET TRANSFUSION

Was there a moderate to severe reaction to the transfusion of the
product (which could affect continuation on assigned treatmentarm)?  [_], yes [_], no REACTNO4

If yes, . . yes no
Increase in temperature >2 Cor >3 F D1 D 0 INCTMPO4
_ CTEMPO4, _ FTEMPO4
ifyes,increase _ .__Cor___ .__F
Chills with rigors ~ CHILLS04 1, 1,
. Extensive urticarial eruption URTICRO4 I:] 4 D o
Dyspnea or cyanosis DYSPNO4 ] . O B
Bronchospasm BRONCHO4 O, ] .
Anaphylaxis =~ ANAPHY04 |:|1 ] .
(24 characters) ! 0
If yes, was patient removed from assigned treatment arm? D , yes D o o - OFFARMO4

(Complete Withdrawal form if permanently removed from arm)

a. Bleeding BLEEDO4 O o hone to minor |:|1 moderate to severe ] o Unknown

b. Fever
At time of transfusion FEVERO4
DO afebrile ; 100 - 101 F Dz 101.1 - 103 F s >103 F . unknown
37.8 - 383C 38.4 - 394C 3940
Peak for day of transfusion PKFEVO04
. 100- 101 F 101.1 -103 F >108 F
afebrile unknown
P L, 378-38.3 C D2384 30.4°C 3.,30.4°C L,
4
C. InfectionINFECTo Do none D1 minor to moderate Dz severe [ ] g unknown
SPLEENO4
d. Splenomegaly ] , hon-palpable [___I1 palpable [, splenectomized  [] , unknown

not
e. Coagulation tests DO indicated D1 normal D , DIC ] ¢ unknown

COAGO4 PLATELET
TRAP 4.04

6/01/94
Page 5 of 6



PLATELET TRANSFUSION

11.

yes

a. Amphotericin B AMPHO04 E|1

b. Heparin (therapeutic)

HEPARNO4

¢. IV gamma globulin

Form completed by

6AMMGLO4

L,

1

If yes (check all that apply)

no before after transfusion
|:] 5 'ABEFORO4 (:]1 |:_]1 AAFTERO4
] , HBEFORO4 D1 D1 HAFTERO4

[], eBEFORO4 [ ], [[], 6AFTERO4

PLATELET
TRAP 4.04
6/01/94

Page 6 of 6



FORMNUM
CASEID
Affix Patient ID Here SITE

RED BLOOD CELL TRANSFUSION

(To be filled out for each day that red blood cell transfusion(s) are given during initial 8-week period)

/ DATEOS

Most recent Hemoglobin

HEMOGLO5

g/l or Hematocrit

NUMBEROS

units

HEMATO5

%

Complete below for each red blood cell transfusion given on this date. If more than five products had
post-filtration counts, record the five highest counts.

Was product If yes, were
leukocyte- If yes, type post-filtration
poor filtered? of filter counts obtained?
yes no RC-100 BPF4B yes no If yes, post-filtration cougt Product #
FLTRI05 - a. []. [, O, 0O, Dd jmp COUNTIO5 %10
Typaﬁ CTOB1 .
FILTR205
b. D1 I:l0 I:I-f-ype , szO COUNT205 | x 10
COUNT305 6
wes o 0, O, 0o, O, B _x10
6
mmeos o [0 OO, O 0, 25, couNTH0s 410
O, B0 6
FILTR505 e. D1 Do , ) D1 o COUNTS505 x 10
TYPES05 CTOB505
If more than five red blood cell transfusions were given on this date,
TOTAL number filtered _FILTEROS
TOTAL number not filtered NTFILTO5
REDCELL
TRAP 5.02
4/30/93

Page 1 of 2



RED BLOOD CELL TRANSFUSION

D o one or more unknown PRDCMVO5

Form completed by

4,
Red blood cell products were
| , one or more CMV positive ] , all CMV negative
CMV status
5. ] | yes
yes, yes no
Increase intemperature > 2’Cor >3°F H 1 L] 0 INCTMPOS
if yes, increase CTEMPO.E'_"C or FFEMPOE’ F
Chills with rigors O, [0, cHILLsos
Extensive urticarial eruption D 5 D 5 URTICRO5
Dyspnea or cyanosis L, [ ], DYSPNO5
Bronchospasm ] 1 D 0 BRONCHO5
Anaphylaxis [, (], ANAPHYOS
Other SPCOTHO5 1, [], oTHEROS
{24 characters)

[J, no REACTNOS

REDCELL
TRAP 5.02
4/30/93
Page 2 of 2



FORMNUM

CASEID
SITE LYMPHOCYTOTOXIC ANTIBODY
(CENTRAL LABORATORY)
Patient ID — -
/ / DATEO6
mo dy yr

[1,yes [, no ANTIBDOG

POSITVO6 ;
if yes, cells positive/total cells Number B CPANELOS
positive  total

Was antibody specificity determined? .D1 yes Do no SPECIF06

If yes, check all that apply

PRIVO6 [:L private only ] , A1 A106 ] , B5 B506 |___|1 B37 B3706
CREG106 [, 1 CREG [, a2 a206 [J, B7 8706 [, B40 paoos
CREG206 [ 1, 2 CREG [], as 306 [ Bsesos [, B4t patoe
cREE506 [ ] 5 CREG [0, Ao as06 [, B1281206 []  B42 B4206
CREG706 [1, 7 creGg [1, A10A1006 [ ] B138B1306 []. B4s B4606
CREGB06 [ 8 CREG [, a11an06 [ 1481406 [] Ba7 4706
CRE61206 [ ], 12 CREG [, A28 a2806 [, B1581506 [, B4s B4806
CREG406 [ ], 4 CREG [], A29 A2906 [], B16B1606 [ ], Bs3 B5306
CREG606 [] 6 CREG [J. As0 a3006 [ Bi781706 [, B70 87006
[1, A3t a3106 [, B18 B1806
[, As2 a3206 [], B2182106 [, oOther OTHERO6
[, A33 3306 [, B22B2206 SPCOTHOS
D1 A34 A3406 D1 B27 B2706 (12 characters)
[J, ase A3606 [] B35 83506
Comments ___ COMMNTO6
(48 characters)
LYMPHO
TRAP 6A.01
8/01/91

Form completed by

Page 1 of 1



FORMNUM
CASEID -
SITE 8-WEEK SUMMARY

Affix Patient ID Here

(To be filled out at completion of 8 weeks or if pétient dies or withdraws during 8-week period)

DATEO7
/ /
mo dy yr
1.
Platelet transfusions
Pooled random donor Totai _RANDOMO7 transfusions
Random donor concentrates Total RDCONCO7  units
Single donor apheresis Total _ SINGLEO7  ransfusions
Red blood cell transfusions Total _RBCO7 units
o yes no REFRACO7
1 0
If yes, which product(s) '
yes no not tested
ABO-compatible product in assigned arm 1, ], [],ASI6NDO7
"Fresh” ABO-compatible product in assigned arm D, Do DQFRESHW
ABO-compatible "best" HLA-matched product in assigned arm L__L Do DQBESTW
3.

Were tests for antibodies to red cell antigens done after baseline? [1,ves [, no RBCTSTO7

If yes, were any tests positive? |___]1 yes, one or more positive Do no, all negative RBCANTO7

If positive, specificity

507 D )Els I"_—‘_’I RHCAPCO7 RHCAPEO7
1 0 RHSMLCO7 RHSMLEO7
OTHRHO7 otherrh  [], [, specty [,c O, O O,e
OTHPOSO7 Other D1 Do Specify OTH107 OTH207 OTH307 OTH407 OTH507
EIGHTWK
TRAP 7.04
11/18/94

Page 1 of 4



8-WEEK SUMMARY

Drug Administered
yes if yes, TOTALdose  (TOTAL mg)

DADMINO7  Daunorubicin TOTDAUO7 mg DAUNOO7

0

no
L] [
MADMINO7  Mitoxantrone O, ] TOTMITO7 4 MITOXO7
l L
L] [

o

IADMINO7 Idarubicin JOTIDAO7 ;g IDARUBO7 |

(=]

TOTARAO7 mg ARACO7

Ara-C

AADMINO7 - 0

Did patient receive growth factor therapy during the first 8 weeks?

L—_l1 yes Dz may have (randomized protocol) Do no GROWTHO7

if yes (or may have),

<
o
(]

DAYSPIO7

PRIINDO7  prior/during induction chemotherapy number of days

-
(=]

DAYSFCO7

FOLINDO7 following induction chemotherapy number of days

Y
o

number of days _DAYSPCO7
number of days DAYSFIO7

PRICONO7  prior/during consolidation chemotherapy

-
(=]

FOLCONO7 following consolidation chemotherapy

-
(=]

type of growth factor
GMCSF  6MCSF07

GCSF G6CSF07

-
(=]

OoOoon ooon
oooono Oopos

IL3 IL307 3 g
IL6 IL607 ; 5
Other OTHFACO7 3 0
specify _ SPFACO7
(12 characters)

If on randomized protocol (coop. group),

[J,swoec [],ecoc [],caee [],Other

specify
(12 characters)
protocol number
(24 characters)
patient protocol number
(24 characters) EIGHTWK

TRAP 7.04
11/18/94

Page 2 of 4



Was patient discharged after one or more courses of chemotherapy
during the first 8 weeks? [, yes
If yes, (earliest) date of discharge / /
yes, ( ) g T = DSCHDTO7
If discharged, was patient readmitted for further chemotherapy
during the first 8 weeks? L__L yes

If yes, for [:]1 re-induction |___|2 consolidation TREATO7

date of readmission / / ROMTDTO7
mo dy yr

Was patient transfusion independent at any time during the first 8 weeks? Ij1 yes

yes
If no, platelet dependent D,

red blood cell dependent 1,  [], ANYRBCO7

no
] ANYPLTO7
0

Is patient currently transfusion independent (at 8 weeks)? [L yes

yes no
If no, platelet dependent D, Do NO _ e

red blood cell dependent L1,  [],NOWRBCO7

Did patient experience any serious viral infections at any time during |:|1 yes
the first 8 weeks?
yes no
CMV [:|1 D . CMVINFO7
EBV EL Do EBVINFO7
Hepatitis O, [, HepinFo7
Other [J, [,0THINFO7  spernror

(12 characters)

8-WEEK SUMMARY

[J,no DSCHRG07

READN
Do"° EADMTO7

HDAYS07

[],no ANYINDO?

[, no NOWINDO?

1 no VIRALO7
0

EIGHTWK
TRAP 7.04
11/18/94
Page 3 of 4



8-WEEK SUMMARY

9.
Did patient complete 8 weeks in the trial? | ,yes ] ono  COMPLTO7
If no, record reason(s) patient did not remain in the trial and SKIP QUESTION 10
yes no DTHDTO7
DEATHO7 Death D, D o Date of death / /
Complete Mortality form (TRAP 9) mo dy yr
wbDODTO7
WDOTHO7 Withdrawal L], [, pateof withdrawal i
: Complete Withdrawal form (TRAP 10) mo dy yr
LOSTDTO7
LOSTO7 Lost to Follow-up l:l ! D & Date of last contact / /
Complete Withdrawal form (TRAP 10) mo  dy yr
10.
Continuous remission Date of remission / /
I:L mo  dy  yr REMSDTO7
D , Complete remission Date of remission / /
mo dy yr
followed by relapse Date of relapse / / RELPDTO7
mo dy yr
5 Partial remission
LEUKEMO7
. Noresponse
Dg Unknown
EIGHTWK
Form completed by TRAP 7.04
11/18/94
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FORMNUM
CASEID
SITE

Affix Patient ID Here

FOLLOW-UP SUMMARY

/ / DATEOS
mo dy yr

emonths [ ] 2 1year ] s 1year + 6 months L] 4 2years FOLLOWO8

-

2 years + 6 months [:Ls 3 years l:l , 3years+ 6 months [:| 8 4 years

o 4Yyears + 6 months D,o 5years ] 11 S years + 6 months

ufinlnln

12 At death or withdrawal during first year (after initial 8-week period)

] , yes ] o NO AVAILO8

If no, reason WHYNOTOS8
[J, Death Date of death

DTHDTOS8
Complete Mortality form

/ /

d
"wpptos
mo dy yr

LOSTDTO8

[, Lostto follow-up Date of last contact 1 Complete Withdrawal form
mo  dy  yrf

D » Withdrawal Date of withdrawal Complete Withdrawal form

COMPLETE AS MUCH OF REST OF FORM AS POSSIBLE (OR CHECK UNKNOWN)

Has complete remission followed by relapse been reported previously?
D1 yes Do ho PREVO8

If no, record current leukemic status

U o Nochange

l___]1 Continuous remission Date of remission / /
mo & ¥ REMSDTO8

LEUKEMOS8 Dz Complete remission Date of remission / . /
mo y yr

followed by relapse Date of relapse / / RELPDTO8
mo dy yr

] s Partial remission

D 4 No response

], unknown FOLLOWUP

TRAP 8.03
11/18/94
Page 10of 2



FOLLOW-UP SUMMARY -

D, yes D o NO [:] g unknown TREATOS

If yes,

yes
Chemotherapy E] 1

Bone mamowtransplant [ ], [], MARROWO8

(DO NOT COMPLETE REST OF FORM FOR FOLLOW-UPS AFTER ONE YEAR)

E CHEMOO8
0

5.
Platelet transfusions
unknown
Random donor concentrates Total RDCONCO8 pits or [:]9
Single donor apheresis Total SINGLEO8 iransfusions or D9
HLA-selected Total HLASELO8 transfusions or Dg
Red blood cell transfusions Total RBCSO8 units or Dg
[J,yes [J,no [ unknown REFRACO8
8
Were tests for antibodies to red cell antigens done during RBCTSTO8
this follow-up period? [J,yes [dyno [ unknown
If yes, were any tests positive? D , Yes, one or more positive L__] o 1o, all negative RBCANTO8
If positive, specificity
. o ’I’e:ls E'] RHCAPCO8  RHCAPEOS
bo 1 0 RHSMLCOB RHSMLEOS
OTHRHO8  OtherRh [ ][], Specify O,c O Oe e
oTHPOs08 Other  [], [, Specity OTHI08 OTH208 OTH308 OTH408 OTH508
FOLLOWUP
TRAP 8.03
Form completed by 11/18/94

Page 2 of 2



FORMNUM

CASEID
Affix Patient ID Here
SITE MORTALITY

/ DATEO9
dy yr
(check only one)
D 1 Bleeding
l:] 2 Infection
CAUSEO9
D 3 Disease progression
D . Other SPCOTHO9
(24 characters)
] o Unknown
2. Has complete remission followed by relapse been reported previously?
[, yes [, no PrEVOS

If no, record current leukemic status
l:l o Nochange
L] , Continuous remission Date of remission / /

mo dy yr

REMSDTO9
D » Complete remission Date of remission / /
LEUKEMO9 mo  dy oy
followed by relapse Date of relapse / / RELPDTO9

mo  dy yr
D a Partial remission
[] + Noresponse
D ¢ Unknown

MORTALTY
TRAP 9.02
Form completed by 10/23/92
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Affix Patient ID Here

FORMNUM
CASEID

SITE

LEUKEMI0

Form completed by

(check all that apply)

c. Patient had bone marrow transplant
d. Patient had granulocyte transfusion
e. Patient (or guardian) withdrew informed consent

f. Patient lost to follow-up

yes

-

0000

WITHDRAWAL

MARROWI10

GRANUL10
PTWD10
LOSTI0

L,
L,
L,
L,

Has complete remission followed by relapse been reported previously?

[1,yes [, no PREVI0
If no, record current leukemic status
Ol o Nochange
] , Continuous remission Date of remission / /
mo dy yr
REMSDT10
H » Complete remission Date of remission / /
mo dy yr
followed by relapse Date of relapse / / RELPDTI0
mo dy yr
] s Partial remission
] + Noresponse
[] o Unknown
ADVERS10
WDOTHI0
SPCMD10
WITHDRAW
TRAP 10.03
1/05/94

Page 1 of 1



FORMNUM

Affix Patient ID here CASEID TRAP
NOTIFICATION OF MISSING FORM
SITE
Date form due / / DATE12

mo dy yr

FORM12

Information unobtainable

-

Blood sample not drawn

N

Blood sample not drawn because of patient refusal

W

Follow-up interview not done

o~

Follow-up interview not done because of patient refusal REASONI12

Blood sample not drawn in time window

[+

Follow-up interview not done in time window

~

Quality control not done

-]

Ooopoonpn

©

(If Other checked, specify reason and mail to Coordinating Center.)

MISSING
Form completed by TRAP 12.02

4/22/91
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FORMNUM

CASEID TRAP

Affix Patient ID Here SITE COLLECTION OF BLOOD SAMPLE

/ / DATE13

SAMPLEI3
D, Weekly sample during initial 8 weeks

Do Baseline l___]1 1 week D2 éweeks Dssweeks ] 4 4 weeks
WEEK13

Ds 5 weeks D6 6 weeks [:l7 7 weeks Ds 8 weeks L__Ig at death

Was sample drawn OUTSIDE of time window (+ 1 day)? D1 yes Do no OUTI3

El » Monthly sample after initial 8 weeks

[], amonths [ ], 4months [, smonths [, emonths [, 7montns

MONTHI3
Da 8 months Dg 9 months D,o 10 months D" 11 months D1212 months
Was sample drawn OUTSIDE of time window (+7days)? [ ],yes [ ], no
D 5 Buffy coat sample
BLOOD
TRAP 13.03
5/26/92

Form completed by

Page 1 of 1



FORMNUM

CASEID

SITE PLATELET ANTIBODY
(CENTRAL LABORATORY)

Patient ID -

DATE16

yr

[, yes [, no rEACTVI6

If yes,
detected by whole platelet ELISA [1, yes [, no ELISALS
detected by flow cytometry D1 yes Do no FLOW16
IgG ‘ D, yes Do no 166;6
16
IgM L, yes [ no TeM
SPECIF16
2. [___L yes DO no Dg this sample not tested
If tested, method(s) used
es no ;
MACE16
MACE h1 Do
Other [:L Do OTHMTH16  spcomis test
(12 characters)
If platelet-specific antibodies present, specificity is (check all that apply)
alloantibodies, anti -
PLA116 A1 BAKA16 BRA16 o PENA16 a KOA16 .
PI 1, Bax® [, Br [] pen® [, ko
PLAZI6 . BAKBI6 , SRBIS ﬁu‘am .,  koB6
D1 Pl , Bak , Br , Pen D1 Ko
OTHSP16
[, other SPCOS16
(12 characters)
patient's platelet phenotype (optional) PHENO16
(12 characters)
anreactive (autoantibodies?), specific for
P BII(nb IA%IAPI%C IBIX16
,Oomla [ wHla [ IvIX
OTHPANL16
(12 characters)
FSCORE16 PLTANTI
TRAP 6B.02
Form completed by 6SCOREL6 3/16/92



FORMNUM

CASEID
SITE TRAP
REFRACTORY
Patient ID - -
Date / / (8 week date) DATE17

mo dy yr

Was patient refraclory to any platelet transfusion? - D, yes Do no REFRAC17

Was patient refractory to 2 consecutive ABO-compatible platelet transfusions in the treatiment arm
(resulling in CCl's <5000)?
L, ves  Dlomo  peprcary

1

If yes, was patient refractory to first 2 platelet transfusions?

J,yes [yno  grrsTe17

REFRACT
Form completed by , TRAP 17.01

3/25/92
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FORMNUM

CASEID
Affix Patient ID Here SITE WITHDRAWAL
FROM
TREATMENT ARM
/ / DATE18
mo dy yr
1. (check all that apply)
a. Physician withdrew patient from assigned treatment arm yes no
due to adverse reaction [:11 Do ADVERS1S
b. Physician withdrew patient from assigned treatment arm
for other reason D1 Do WDOTHI18
if yes, reason REASN118
REASNZ218
(48 characters)
Form completed by nggffé\g 1
1/05/94

Page 1 of 1
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