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18.1 Registration

: % Logged in: Joan Smth (31023)
Registration
International Asscciation for the Study of Lung Cancer
Data Elements for Prospective Lung Staging Project

Institution: | ~]

Please enter a code (up to 15 characters) to
identify the patient (do not identify the patient by name):

Cancel eCRF Version: 1.0

18.2 Register New Lab

i L inc Joan Smikh (31023)
Register New Lab maged i [

International Asscciation for the Study of Lung Cancer
Data Elemenis for Prospeciive Lung Staging Project

IMPORTANT: This form has a 20 minute imeout period. You can click the Submit button at any time to reset your timeout
period and save your work.

Inslitution: | a

Lab Name {(up to 100 characters):

SuEmu!_I LEi'E‘.?I eCRF Version: 1.0

27MAR2009 ACTIVATION DOCUMENT




IASLC Prospective LC Staging: Protocol Appendix
27TMAR2009 — Page (A)3 of 34

18.3 Patient Characteristics

Patient Characteristics Lagged in:.oan Smith 18 1025}

International Association for the Study of Lung Cancer
Data Elements for Prospective Lung Staging Project

Subject ID: 10010001 Code: DLS Institution: University of Michigan

IMPORTANT: This form has a 20 minute timeout period. You can click the Submit button at any time to reset your timeout
period and save your work.

Patient birth date: -l
Day Monith Wear vy

Sex: () Male O Female

Race (select one): O Asian ) Black or African American
) White or Caucasian () American Indian/Alaskan Native/Pacific Islander
() Other/Mixed/Uncertain

Smoking history (select one): () Never smoked ) Former smoker

O Current smoker (0 No data

If a former smoker, number of years since quitting?

Number of years smoked:
Weight loss in previous six months (selectone): ) >5% () </=5%

Zubrod Performance Status (select one): & Fully active ) Restricted > No work, ambulatory
(O Limited self care () Completely diabled ) Unknown

Height: cm Weight: h kg
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18.3 Patient Characteristics (Continued)

Cormorbidity: This field is automatically filled
based on the answer given for
Tobacco consumption Yes the Smoking History field.
Diabetes mellitus O Yes ) No O Nodata
Renal insufficiency O Yes O No © Nodata
Respiratory comorbidity ) Yes ) No (' No data
Cardiovascular comorbidity O Yes ) No (2 No data

Previously treated malignancy O Yes ) No ) No data
{other than squamous skin cancer)

Alcoholism ) Yes O No ) No data

- . . Y = ..| |vi.
Date of trial entry if patient was enrolled on a clinical trial: )
Day  Morth Year vyl

[] Check here if patient had multiple synchronous tumours

This box is to be checked only for those cases in which the synchronous and multiple tumours are considered to
be separate "primary"” tumours as defined below. If a patient has multiple synchronous tumours, please
document treatment and staging data separately for each primary tumour. Please consistently designate one
primary tumour as #1 and the other as #2. All treatment and staging forms will need to be completed twice, once
for primary tumour #1 (identified by TUMOUR1 tab) and again for primary tumour #2 (identified by TUMOUR2
tab).

The classification of additional tumour nodules in lung cancer depends upon their histological appearances.

a) In most situations in which additional tumour nedules are found in association with a lung primary these are metastatic
nodules, with identical histological appearances to that of the primary tumour. If limited to the lobe of the primary tumour
such tumours are classified as T3, when found in other ipsilateral lobes are designated as T4 and if found in the
contralateral lung are designated M1a.

b) Multiple tumours may be considered to be synchronous primaries if they are of different histological cell types. Multiple
tumours of simialr histological appearance should only be considered to be synchronous primary tumours if in the opinion
of the pathologist, based on features such as associated carcinoma in situ or differences in morphology,
immunohistochemistry and/or molecular studies, they represent differeing sub-types of the same histopathological cell
type, and also have no evidence of mediastinal nedal metastases or of nodal metastases within a common nodal drainage.

eCRF Version: 1.0
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18.4 Pre-Treatment/Evaluative Laboratory Values

: Logged in: Joan Smith {31023)
Pre-Treatment/Evaluative Laboratory Values

International Association for the Study of lung Cancer
Data Elements for Prospective Lung Staging Project

Subject ID: 10010001 Code: DLS Institution: University of Michigan

Please indicate the type of units used for the laboratory values: |g| Units [l

Sex: (O Male O Femall | Apply the Following Set of Normal Limits:
None. To be entered manually. | [l
Lab Set A '
Lab Set B
Laboratory Values: Please indicate Limits of Normal
LDH: UL {Lower: . Upper: )
Hemoglobin: g/dL (Lower: . Upper: )
Calcium Level: mmol/L (Lower: . Upper: )
Alkaline Phosphatase: UL {Lower: . Upper: )
Sodium, NA: mmol/L {Lower: . Upper: )
White Cell Count: x 10%L {Lower: . Upper: )
Neutrophil Count: x 10%L (Lower: ., Upper: )
Platelet Count: x 10%L {Lower: ., Upper: )
Albumin: g/L {Lower: , Upper: )
If a pre-specified set of normal limits was specified
above, check the following box to confirm this set is
current: []
Pulmonary Function Tests:
Forced Vital Capacity (FVC): L liter % Predicted FVC: i %
Forced Expiratory Volume in
1 Second (FEV1): I liter % Predicted FEV1; } %

The appearance of the form will change depending how the “Please indicate the type of
units used for the laboratory values” question is answered. When “Conventional Units”
is selected, the form will use Conventional units for each of the laboratory values.
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18.4 Pre-Treatment/Evaluative Laboratory Values (Continued)

. Logged in: Joan Smith (31023)
Pre-Treatment/Evaluative Laboratory Values

International Association for the Study of lung Cancer
Data Elements for Prospective Lung Staging Project

Subject ID: 10010001 Code: DLS Institution: University of Michigan

Please indicate the type of units used for the laboratory values: | Conventional Units | v|

Sex: () Male O Femal Apply the Following Set of Normal Limits:
None. To be entered manually. | v3
Lab Set A o
Lab SetB
Laboratory Values: Please indicate Limits of Normal
LDH: 1U/L {Lower: , Upper: )
Hemoglobin: | gfdl (Lower: , Upper: )
Calcium Level: mg/dl {Lower: . Upper: )
Alkaline Phosphatase: 1U/L (Lower: , Upper: )
Sodium, NA: mEqg/L {Lower: , Upper: )
White Cell Count: % 10%mm? {Lower: . Upper: )
Neutrophil Count: x 10¥mm? (Lower: , Upper: )
Platelet Count: x 10%mm? (Lower: , Upper: )
Albumin: g/dl (Lower: , Upper: )
If a pre-specified set of normal limits was specified
above, check the following box to confirm this set is
current: []
Pulmeonary Function Tests:
Forced Vital Capacity (FVC): . liter % Predicted FVC: 1 Yo
Forced Expiratory Volume in
1 Second (FEV1): . liter % Predicted FEV1; ! %
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18.5 Disease Description at Diagnosis

Logged in: Joan Smith (31023)
Disease Description at Diagnosis

International Association for the Study of Lung Cancer
Data Elements for Prospective Lung Staging Project

Subject ID: 10010001 Code: DLS Institution: University of Michigan

Tumour: #1

IMPORTANT: This form has a 20 minute timeout period. You can click the Submit button at any time to reset your timeout
period and save your work.

Method of detection (select one): 3 Symptoms @ Incidental

O Screening O No data

Diagnosed by:

© Yes

Cytology: (3 No If yes, date cytology obtained: _L"Ml |
) Nodata Day  Morth  Year (yyyy)
O Yes o

Histology: © No If yes, date histology obtained: 1 Ie
-::; No data Day Month Year yyyy)

Please specify the location of the primary tumour. Do not include the locations of the involved nodes or additional
nodules (select all that apply):

] Mo data on location

[] Right Main Bronchus
[ Right Upper Lobe

["] Right Middie Labe

I Main Bronchus, Side Not Specified
[[] Trachea
[ Carina

[] Right Lower Lobe
] Right Upper Lobar Bronchus

[T Right Middle Lobar Bronchus
[[] Intermediate Bronchus
] Right Lower Lobar Bronchus

Location of primary tumour (calculated from input above):

Differentiation grade (select one): () Gx: grade cannot be assessed

©) G1: well differentiated
) G2: moderately differentiated

Histologic Type (WHO Classification, 2004 Edition):

[ Left Main Bronchus

[ Left Upper Lobe

[ Left Lower Lobe

[ Left Upper Lobar Bronchus

[] Left Lower Lobar Bronchus

) G3: Porrly differentiated

Label, automatically calculated
from input given for previous
questions.

Small cell carcinoma {or combined SCLC)
Adenocarcinoma

Adeno-squamous

Squamous

Adenocarcinoma, bronchioloalveclar

Large cell neuroendocrine (or combined LCNEC)
Large cell, not otherwise specified

Non-small cell, not otherwise specified (or listed above)
Carcinoid - typical

Carcinoid - atypical

Carcinoid - not otherwise specified

Carcinoid-like tumourlet (<0.5 cm})

Mixed non-small cell

Mixed other
Other

Sarcomatoid carcinoma (including pleomorphic carcinoma and carcinosarcoma)
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If histologic type is 'Small cell carcinoma (or combined SCLC)," 'Large cell neuroendocrine (or combined
LCNEC),' 'Mixed other,’ or 'Other," please specify the histologic type(s):

Extent of Disease: () Limited disease

Paraneoplastic syndrome: () Yes 2 No

If yes, please complete the following:
SIADH:
Ectopic ACTH:

Myasthenic Syndrome (LEMS, ELS):

If histologic type is 'Small cell carcinoma {or combined SCLC)," please complete the following:

(O Extensive disease

() No data on extent

) No data

O Yes O No ) No data
O Yes O No ) No data
) Yes ) No ) No data

like tumourlet {<0.5 cm),’ please complete the following:

Chromogranin: O Positive ) Negative
Synaptophysin: O Positive O Negative
CD56: O Positive O Megative

If histologic type is 'Small cell lung cancer (or combined SCLC)," 'Large cell neuroendocrine {(or combined
LCNEC)," "Carcindoid - typical,’ "Carcindoid - atypical,’ "Carcinoid - not otherwise specified," or "Carcinoid-

) Equivocal/No data
) Equivocal/No data

() Equivocal/No data

aCRF Version: 1.0
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