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1. Study Title: The Childhood Cancer Survivar Study: A Collaborative Study of Late-Effects in
Children with Cancer

2. Working Group and Investigators: This propssed publication will be within the
Epidemiclogy/ Biostatistics Working Group. Proposed investigators (name, amail, fax) will
inGiude:

Ann Mernens, Ph.D, merensi@apivax epiumn.edu B12-624-0315

Les Robison, Ph.D. robison@epivax.epi.umn.edu 612-826-4842

3. Background and Ratienale: Due to the improvément of cancer therapies in the last several
decades, survival has increased dramatically in most types of cancer sean in children. Te
evaluate the impact of potential delayed consaquences of therapy on these survivors, the
Childhood Cancer Surviver Study (CCSS) was initiated to investigate the long-term effects of
cancer and its associated theraples. With a study of this magnitude, it is imparant to describe
the mathods used 1o eslablish this cohort, and an ovendiew of the data collected to date.

4. Specific Aims/Objectives/Research Hypotheses: There are two main obiectives of this
manuscript;
@) To describe the study design of this project. This manuscript will contain the following topics:
= Orvandiaw of study
= Subject eligibilty criteria
= Contact of eligible participants
- Selection of sibling controls
- Baseline questionnaire dala
- Medical records data abstraction
= Quality control
- Validation of selected endpaints

b) To provide an overview of the;
= gemographics of all eligble cases in CC55
- gemographics of participants, refusals, and subjects lost-to follow-up



- overview of cancer treaiment received by CCSS participants, by diagnosis
- general health status of CC55 participants

5, Analysis Framework:

a. Qutcome of interest: outcome status of all eligible cases (participant, refusal, lost-to-Tollow-
up), demographic characteristics (sex, vital stalus, current age, age at diagnosis,
diagnosis), type of treatmen! received, medical conditions reported.

b. Subject population: all CCSS cases,

¢, Explanatony variables: not applicable.

d. Specific tables (soe attached):

- Characteristics of eligible cases for the CCSS cohart
- Characteristics of CCSS Cases by Outcome status

- Treatment data by dagnosis

- Reported medical condilions by diagnosis

6. Special Considerations: This publication is for the purpose of providing an overview of
CCSS, and is to be used as a refarance guida for future publications. The attached tables
contain information as of Septémber 23, 1998, they will ba updated at the Ume of manuscript
submission.



Table 1. Characteristics of the Eligible Cases for the Childhood Cancer Surviver Study Cohort

All Casea (34) Males (%) Females (%)

Sample size 20319 (100) 11,232 (55) 9087 (45)
Vital stames

Alive 18,210 (90) 9, 966 (£9) 8,244 (91)
Dhead 2,109 (10} 1,266 (22) 8309
Currend age, vears *

11-19 4.470(22) 2340 (21) 2,130 (23)
20-29 E.092 (40) 450 (41 3,568 (39)
3039 4,881 (24) 2,686 (24) 2,195 (24)
40-48 565 (4) 415(4) 350(4)
Age at diagnosis

-4 £,030 (40) 4,303 (38) 3,727 (41)

5.6 4,546 (22) 2,633 (23) 1913 (21)

10-14 4,138 (20) 2,274 (20) 1,864 (21)

15.20 3,602 (18) 2,020 (19) 1,582 (17)
Dingnosis

Leukemin 6,635 (33) 3589030 3,046 (34)
CNS tumor 2,962 (15) 1,646(15) 1,316 {15)
Hodgkin's disease 2,712(13) 1,557 (14) 1L,135(13)
Non-Hodgkin's lymphoma 1481 (%) 1.04% [ 9) 432( 5)
Neuroblastoma L3157 (7) 673 6) GIE(TY
Wilms" mmor 1.GBG ( &) 70 TH 896 (10}
Soft tissue sarcoma 1,814 (%) 992 (9 B22(9)
Bone wmor 1,712 ( 8) 910 ( &) TE2 ()

* current age for alive cases, as o

123111997




Table Il. Characteristics of CCS5 Subjects by Outcome Status

Participant {4) Refusal{¥a) LTFU (%) Pending (%3)

Sample size 13,492 (65) 2,588 (13) 2,600 (13) 1,639 (9)
Sox
Male T211(53) 1,578 (61) 1445 (56) 998 (61)
Female 6,281 (47) 1,000 (3%) 1,155 (44) 641 (39)
Yital status
Alive 12,374 (92) 2,228 (86) 2,191 (84) 1414 (86)
Dead 1,11%( &) 360 (14) 400 (16) 22X {14)
Current age, years *
11-19 3,780 (28) 609 (24) 757 (29) 416 (26)
2029 5,793 (43) 1,209 (47) 1,139 (44) 743 (45)
30-39 3,386.(25) 644 (25) 601 (23) 426 (26)
40-48 333(4) 110 4) 90 ( 4) (3
Age at diagnosis
0-4 5,370 (40) 941 (36) 1,134 (44) 585 (35)
5-9 2,096 (22) 589 (23) 583 (22) 379 (23)
10-14 2,734 (20) 553 (21) 497 (19) 353 (22)
15-20 2.392(18) 502 (200 I86(15) 322 (20)
Diagnosis
Leukemia 4,519(34) BO3 (31) g11431) 502 (31)
CHS tumor . 1,845 (14) 450(17) 45017 222 (14)
Hodgkin's disease 1,792 (13) 353 (14) 300(12) 267 (16)
Non-Hodgkin lymphoma 1,005 { 7) 171{T 177 (D 128 ( 8)
Meurchlastoma 1168 (9} 163 | 6) 228 (9 125(7)
Wilms' tumor 875 (6) 138( %) 203(8) 101 { &)
Soft tissue sarcoma 1165 (9) 236(10) 245 (9 142 (9)
Done tumor 1,023 ( 8) 252 (10 1910 7) 1496 ( 9)

* current apge for alive cases, as of 1273 1/1997



TABLE 3.

Treatnent recelved by diagnosis lexcludes cases with umknown chema, RT or surgery)

Chaems Burgecy Radiation Chima & Chema & Jurgery + Chema +

cnly saly anly Burgery sediation cedlatlos  surgesy -« AlL ALL ALL
: radiatios chamo sSurgery radiaticn
Diagnosis Total Count ¥ Count W m: % Coant W% Coumt % Coust % Coumt 4 Coumt % Count % Comnt W
Laukenia e 53 19 -} o IJ. o 405 12 1168 33 o (! 1366 36 3492 100 1671 48 2434 T2
=] - 1442 1 0 168 26 1, 1 44 ] w 1 613 42 g 27 145 2 1415 948 1026 71
HO 1178 5 0 ] ] 4 -} L L i 1 440 J2 B2E &0 27 67 1360 59 188 %)
MHL L] % 2 1w 1 5. 1 198 0 4 L | 43 &1 & M €12 9 LELO &
Eldnsy (Wilnsl ($21 e 0 12 i DI -] e M z ] z -l 3T &4 Bz W B3 100 5Te W
Heupsblastesa [17] PR | 166 23 LI 165 23 6 1 113 17 210 31 3 58 E55 98 W
Seft Eiaace apTcoma [} e 0 138 15 ) Q ies 2l 4 o 33 L] 508 89 Tel1 T BEE 100 66 6
Bone CanCer LE1] i Bl 9 1 DO 475 85 4 ] 9 1 285 33 TES B9 asg 89 29% 3%
amamm  mamms =s  SSSES 48 2 SEMES am  assmm mm  Smsmm =m  ssmsm  =m ssees = e e e~ i —
1034¢ (1] T Eri 7 W 0 174 18 133 12 1364 12 53 a3 277 8 LE 1L+ i @



Table =t

Number who responded Yes (%)

Roported Meadical Conditions All Cases Leukemia CNS HD MHL Kidney Nbl 5TS Bono
Hearing 2305(17)  578(12) 637(35) 281(16) 137(14) 127 (1) 114(13) 227(20) 204 (19)
Vision 4100(31) 1251(28) 981(54) 437(25) 259(26) 278(23) 232(27) 34(35) 25(26)
Speech 1331(14)  379(12) 439 (27) 98 (13) 74 (12)° 76 (9) 105(16) 105(16) 55 (10)
Urinary system 2225(18)  490(11) 255(14) 255(15) 153(14) 469 (39) 163(18) 261(23) 179 (16)
Hormonal system 2631(24) 905(20) 683 (38) 768(44) 173(17) 151(13) 125(15) 288(26) 147 (14)
Heart/circulatory system 2631(19)  803(17) 305(17) 492(28) 180(19) 205(17) 133(16) 210(19) 284 (25)
Respiratory system 7016 (59) 2563 (57) 945 (52) 1184 (67) 625(83) 689(59) 530(63) 668 (51) 692 (8S)
Digestive system 4625 (34) 1478(33) 501(33) 774(43) 363(37) 370(31) 266(32) 401(35) 382 (34)
Brian/nervous system 6264 (46) 1841(40) 1461(80) 803 (45) 413(41) 392(33) 347 (40) 493 (44) 514 (47)
Reported subsequent cancer 752 (5) 178 (4) 95 (5) 215(11) €0 (8) 32 (2) 31 (4) 84 () 57 (5)
First degree relative with cancer 2138 (16) 534 (12) 278(15) 453 (25) 161(16) 117(10) 92(12) 224(20) 270 (25)



