CCSS Therapy Working Group

« Temporally limited, but critical to all
aims of the CCSS

e Immediate tasks:

— Review and advise on current CCSS
“MRAF”

* Drugs (doses and exposure)
« XRT

e Surgery

 Develop plans for quality control of
therapeutic data abstracted at centers
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Current MRAF (circa 1990) Medical Records Abstraction Form

CCRF Epidemiology Research Unit Suite 300
Division af Epidemiology/Clinical Research 1300 5. Second 5t
Department of Peciatrics Minneapolis, MN 53454

Abstracts chemotherapy,
surgery, some radiation ool Fallett: e
deta” Hospital ID #:
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Is this treatment for the initial cancer diagnosis?
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An NCI-Funded Resource

Initial Patient Registration Data

e Diagnostic Data Originally Collected:
— |ICDO Code (currently ICDO-2)
— Diagnosis (written field)
— Metastatic (yes/no)
— Site of primary tumor (text field)
— Date of Diagnhosis

e Considerations:

— Next generation will be computerized entry:
Immediate feedback for “out of range” entries

— Improve site specificity, stage, include laterality

— Limit acceptable ICDO codes (challenge
leukemia NOS)



m% An NCI-Funded Resource

CCSS-2 Patient Registration Data

e Diagnostic Drop Downs for CCSS-2:
— [1] Leukemia

— [2] CNS (limited to Ependymoma, Medulloblastoma, Glioma; was
open to all CNS tumors in CCSS-1)

— [3] Hodgkin Disease

— [4] NHL

— [5] Wilms’ Tumor (was open to all renal tumors)

— [6] Neuroblastoma

— [7] Rhabdomyosarcoma (was all STS prior)

— [8] OGS / Ewings (all bone prior)
 Restricted use of non-specific codes

— Active “challenging” through dialogue boxes

— Locating most common diagnoses at the top




m% An NCI-Funded Resource

D CANCER
R STUuDY

CCSS-2 Patient Registration Data

 Diagnosis /demographics alone needed for initial case
selection

e Additional Information on “cases” collected with MRAF

— Location

 CCSS-2 will have improved site / laterality detail via drop down
menus that are site specific

— Stage / Metastases
 Leukemia— N/A
* CNS - Local / Intra-axial / Extra-axial
« HD - Ann Arbor Staging
* NHL — Local / Disseminated
* NBL — Local / Regional / Metastatic
 Wilms’ — NWTS Staging
« Rhabdomyosarcoma — Local / Regional / Metastatic
« Bone - Local / Regional / Metastatic

» All of the above was accomplished in the MRAF, and not necessary in
the registration database



m An NCI-Funded Resource

CCSS-2 Medical Records
Abstraction Form (MRAF)

 Reviewed at Memphis investigator meeting
o Series of emaill follow-ups with committee members

« Summary of modifications
— Move to computerized format

— Drug modifications for more current cohort
« Additions / deletions
 Immunotherapy & Other agents sections to be added
— Surgical Abstraction to take place at coordinating center

— Additional XRT information to be collected to include
location and name of treatment facility

 Will be added to current version



CCSS-2 Medical Records
Abstraction Form (MRAF)

Specific Recommendations
August 2007
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I1. Chemotherapy Information (exposure)

Please indicate chemotherapies used and routes given.

Actinomygin-D

Adenine Arabinoside (Ara A)

m-AMSA (Amascrine)

AZQ (Diaziquone)

5-Azacytidine

BCNU (Carmustine)

Bleomycin

Busulfan
Carboplatin

CCNU (Lomustine)

Chlorambucil

Cis-Platinum

Cyclocytidine Hydrochloride
Cyclophosphamide (Cytoxan)

Cytosine Arabinoside (Ara-C)

Daunorubicin (Daunomycin)

Deoxycoformycin

Dexamethasone

Doxorubicin (Adriamycin)

DTIC

5-FU (5 Fluorouracil)

Fludarabine phosphate
Homoharringtonine

Hydroxyurea (Hydrea)
Idarubicin
lfosfamide
L-asparaginase
Melphalan
6-Mercaptopurine (6 MP)
Methotrexate
Mithramycin
Myeleran
Nitrogen Mustard
Predniscne
Procarbazine
Retinoic Acid
6-Thioguanine (6 TG)
ThioTepa
Vinblastine (Velban)
Vincristine
VM-26 (Teniposide)
VP-16 (Etoposide)
Other (Specify):
Other (Specify):
Other (Specify):
Other (Specify):
Other (Specify):

Page 3: Chemo Exposures

OIIO|F BE

Recommendations:

Add: Mitoxantrone, ARA-G,
Topotecan, Temozolomide,
Irinotecan, Gemcitabine, Gleevec,
Fenretinide, Vinorelbine, Taxol,
Taxotere,

Add an Immunotherapy Section
Monoclonals: Mylotarg, Rituxan
IL2, IFN, ATG, Campath, Other

Add “Other agents”: CSA, MMF,
Tacrolimus, Sirolumus, Zinecard,
Mesna, Growth factors (GCSF,
GMCSF, Erythropoietin)
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I1. Chemotherapy Information (exposure)

Please indicate chemotherapies used and routes given.

Actinomygin-D

oiE '.

Adenine Arabinoside (Ara A)

m-AMSA (Amascrine)

AZQ (Diaziquone)

OlPOIF

5-Azacytidine

BCNU (Carmustine)

Bleomycin

Busulfan

Carboplatin

CCNU (Lomustine)

Chlorambucil

Cis-Platinum

Cyclocytidine Hydrochloride

Cyclophosphamide (Cytoxan)

Cytosine Arabinoside (Ara-C)

Daunorubicin (Daunomycin)

Deoxycoformycin

Dexamethasone

Doxorubicin (Adriamycin)

DTIC

5-FU (5 Fluorouracil)

Fludarabine phosphate
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L-asparaginase @)
Melphalan Q
6-Mercaptopurine (6 MP) [@]
Methotrexate (@]
Mithramycin Q
Myeleran O
Nitrogen Mustard @]
Prednisone Q
Procarbazine Q
Retinoic Acid (@)
6-Thioguanine (6 TG) Q
ThioTepa (@]
Vinblastine (Velban) @) [@)]
Vincristine (@] @)
VM-26 (Teniposide) [@] [@]
VP-16 (Etoposide) (@] Q
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Page 3: Chemo Exposures

Recommendations:

Drop: ARA-A, Amascrine, AZQ,
Cyclocytidine, Deoxycoformycin,
Homoharringtonine, Myeleran,
Mithramycin

Discontinued due to toxicity
column can be dropped



I1I. Specific Agents
Codes for Specific Agents:

01 Actinomycin-D 08 CCNU (Lomustine) 15 Doxorubicin (Adriamycin) | 22 Myeleran
02 BCNU (Carmustine) | 09 Cyclophosphamide (Cytoxan) - Oral 16 Idarubicin 23 Nitrogen Mustard A"
03 Bleomycin — 10 Cyclophosphamide (Cytoxan) - IV 17 liosfamide 24 Procarbazine Paq eS 4 6 - C h e m 0 t h e r ap v
04 Busulfa 11 Cytosine Arabinoside (Ara-C) - IV/IM | 18 Melphalan 25 Thiotepa .
05 Caitop;tin 12 Cythi:: Arabinoside (Ara-C) - IT 19 Methotrexate - IV 26 VP 16 (Etoposide) - Oral Cu mu I ative DO ses
06 Chlorambucil 13 Cytosine Arabinoside (Ara-C) - Sub Q | 20 Methotrexate - IM 27 VP 16 (Etoposide) - IV
07 Cis-platinum 14 Daunorubicin (Daunomycin) 21 Methotrexate - IT 28 VM 26 (Teniposide)
For the agents listed above, please supply the following information.
BN - Cumulative Body
1. DI arted 2 Surface Weight (kg)
4 MO | DAY| YR | | MO | DAY| YR faabase Area .
T TTTT ndicate | | | , Recommendations:

Po Popore PILIPE| PEEEe " | @ 00 PEEOD
w8 PGl PRt Bl . | B Bessy L | |
() Total dose 2 (2 2) 2 ug Z) . 2 2 (- Y -
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st (00| (000008 oL BEC6S S | (anthracycline); Vincristine
oz 8 'Gefed | Godog) Sgegs o | B late neuropathy). Nalerbin

abstra 3 3 3 3@ 3 9 O mg ®
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I1I. Specific Agents

Codes for Specific Agents:

07 Cis-platinum

14 Daunorubicin (Daunomycin)

21 Methotrexate - IT

01 Actinomycin-D 08 CCNU (Lomustine) 15 Doxorubicin (Adriamycin) | 22 Myeleran

02 BCNU (Carmustine) | 09 Cyclophosphamide (Cytoxan) - Oral 16 Idarubicin 23 Nitrogen Mustard

03 Bleomycin 10 Cyclophosphamide (Cytoxan) - IV 17 liosfamide 24 Procarbazine

04 Busulfan 11 Cytosine Arabinoside (Ara-C) - IV/IM 18 Melphalan 25 Thiotepa

05 Carboplatin 12 Cytosine Arabinoside (Ara-C) - IT 19 Methotrexate - IV 26 VP 16 (Etoposide) - Oral
06 Chlorambucil 13 Cytosine Arabinoside (Ara-C) - Sub Q | 20 Methotrexate - IM 27 VP 16 (Etoposide) - IV

28 VM 26 (Teniposide)

Pages 4-6: Chemotherapy

For the agents listed above, please supply the following information.

Date . . .

Cumulative

Total Dose

Body
Surface

Weight (kg)

MO | DAY | YR MO
Indicate
© @ @g@g@g ég@g@h PP o . @G
Specify: 010/ N 0]0, 0]0/ 010/ 010/ 0]0 010 | N Ol0I0]010; ORNOIO,
OTotaldose @@ @DE|26) @ERERE| P@@@® O u @ . @@
abstracted  {5) () @6 6) @EEEE| PEEEG Omg @ - @@
O Total dose, (D) (@ @ @ @ OO EA@@@® Ogm @ - @@
some estimated |5) 5 e @BE ® GEGl EeEeE®E| O uis (5 - (5)(5)
(O Incomplete or  ((8) (&) @E® @® GEE| EEEE®E ® - ©@
Prilse (56) | @ @O | @ PP PP © - 00
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W (FVO oA T YR | | MO DAY Aol nase
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Omawse 2@ | @REEE | MREEE| EEE®E Ow
abstracted o6 eI G @EEEE| PEEEE (O mg
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Specify: D@ ([P PO
() Total dose @ @) @203 @R2EIEE O ug
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Cumulative Doses

Most effective/accurate way
to code exposure: dose or
dose per meter sq?

Enter BSA at start of cycle

No need to list a “stop date”
for the chemo

Error checks for units and
doses

Need to get accurate BSA at
time of new exposures:
recommend annual
height/weight while on

therapy




Surgical Procedures

Did this individual underge any surgical procedures?

O No [ == Goto Page 10, Radiation Therapy
O Yes

(This does not include placement of vascular access devices such as Broviac Catheters, Hickmans, Port-a-Caths, etc.)
Include all biopsies identified under general anesthesia. If more than one procedure was done during a surgery, enter
each procedure separately. Include ICD-9 code for each procedure performed.

1. Date of First Procedure:

Name of

2. Date of Second Procedure:

Name of

pr re:
(please take from operative report or op note)

ICD-9 Procedure

Code Mlo D]w vlﬂ
@O0 @ QOEOOE
010100/ 010010 00/
elololo) ®2@@E
©lolejo, 0 0]6/ 010/
OJOIOLO) ® @O
EEEE ® GOE)
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© @ @O
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Where was this procedure performed?

O This CCSS institution
O Other institution: speciy

pr :H
(please take from operative report or op note)

2nd Procedure

MO DTY \'IH
[Blolo)G [0J0/[O]0 BJC
DO 1010/ 0JO OO/
elololo @EEEE
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Where was this procedure performed?

O This CCSS institution
O Other institution: specify

3. Date of Third Procedure:

Name of
procedure:

(please take from operative report or op note)

3rd Procedure

ICD-9

Code MO D.‘qv v|n
©0© @) (© @@ @] ©)
01010]0/ ©]0/0]0 0]
@@ @@ @@ @)
elolola) @@ 6E @)
@ @ @ @) @ @@ @)
EEOE ® G )
OO ® 6O e
elololo @ OO
®EEE & ®)
[0]0J0]0 @ @E6)

Where was this procedure performed?

O This CCSS institution
O Other institution: specify

4. Date of Fourth Procedure:

Name of
procedure:

(please take from operative report or op note)

4th Procedure

MO D»iw \T
[olololo OO [O]6 [6)O,
olololo 616 810 oYo,
@@ @) @ elo alo]
DEO®E) G EI®E)
QOO ® o6
olololo @ GO
®EE®E ® @6
Llalolo @ QO
6101010, ® @@
®E 66 & @©G6)

Where was this procedure performed?

O This CCSS institution
© Other institution: specify

Pages 7-9: Surqgical

Procedures

Recommendations:

e provide space to list the
location and name of outside
facilities

* N0 need to give us the ICD-9
code; we will centrally
abstract (SJCRH)

e Space available for name of
procedure, date, location (if
other than CCSS center)

*Specific request to describe
extent of surgery for CNS
tumors




= Radiation Therapy

: Did this individual receive radiation therapy?

- ONo [== Go o Page 12, Comments Section | ) . .

= Owmog Pages 10-11: Radiation

- Please complete a copy of the External Beam or Brachytherapy Data Checklist. Th e r a

: Return this checklist and copied records to the Coordinating Center. _Q\L

: 1. Dates of First Treatment 2. Dates of Second Treatment . .

- Recommendations:

: MO DTY YIR M|C| DTY YIR M|0 Dl,W Y|R MIO D|M‘ Yr

- 010 0J0 010 SOl oo 10 POPPOE [PPOTOH e Add arecommendation to
= | PESd Posy | | CokE sk |

= dostsl | Sosies sosios| | Sesios copy photograph of patient
= (4) 4 C) = . . .

- ® PO ® PO e ©o6 ® e

- g ooa | & Gog o gos | @ sog with fields marked if available
= | |g®y | g% d & |20

- o oos |6 doo o soel [ @ clod * Add space to provide

: Radiation Therapy Radiation Therapy Iocatlon data and name Of
- Facility: Facility: . . ey .

- o radiation facility (if not the
- o] logist: Oncologist:

- o CCSS center)

: 3. Dates of Third Treatment 4. Dates of Fourth Treatment

- . * Need to add space for

- | | T | 1 T M|° | | | ] location and name of outsid
- Siae
- :;o:%:a:-%@® @%@%@% -@g@%%}% @%%8@% facility where XRT ved
- 010,010,010 016, 010 oJa 010 010 (G 0o 0l o}

S| EY ey | | e e T —
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- o Sos | o 9o o gos | @ God will be added to current

= | |g%d | g% o e | o o |

- o ooo | @ Fod e gog | o coad version

- ® OO ® PO ® @OE @ OO

- ® OBe @ eee ® GE6 ® @O

: Radiation Therapy Radiation Therapy

- Facility: Facility:

- Radiation Radiation

- Oncologist: Oncologist:

- EROOROBO0O000000000000000 00083

- PLEASE DO NOT MARK IN THIS AREA
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Comments Section:

| [e]e] [o] [e]o]e]e]ele]e]elo]elelelolelolo]e;

PLEASE DO NOT MARK IN THIS AREA

H B Em =] H ER -12-

00083

Pages 12: Comments Section

Other considerations?

L o S o o = R S

August 24, 2007

BMT question is not
adequate: need to consider
allo / auto / HSCT for support,
etc —will need to get
feedback from BMT groups —
modification underway

Quality Control: Prior study
did 10% reabstraction.
Discussion of gc limited
because of meeting time and
will continue through email /
other discussions




Contact:

Joe Neglia (Univ of Minnesota)
jneglia@umn.edu
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