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N0626: Phase II Randomized Study of Pemetrexed With Sorafenib Versus Pemetrexed Alone as Second-Line Therapy in

Patients With Advanced Non-Small Cell Lung Cancer

To register a paftient, access the NCCTG web page at https://ncctg.mayo.edu/fraining and enter the remote
registration/randomization application.

Has the patient ever been on a prior study entered through this Registration Office? Yes No

If yes: Prior study number ; prior patient study ID number

Registration date (date on) (mm/dd/yyyy) / /

Patient study ID number (provided at time of Reg/Random)

NCCTG member (participant sponsor)

NCCTG treating location

NCCTG treating physician

Institution patient number (local subject number)

IRB approval date (mm/dd/yyyy) / /

Person Completing Form:

Last Name: (print) First Name: (print)

Phone: Fax: Email:

Patient initials (last, first, middle) Race (check all that apply)
(For Mayo Rochester patients, include first four letters of last name.) __ White

___ Black or African American
____Native Hawaiian or Other Pacific Islander
Date of birth (mm/dd/yyyy) /[ [ _ Asian

____American Indian or Alaska Native

Gender (check one) Male Female Unknown

Zip code ___ Notreported: Patient refused or not available
Country of Residence __ Unknown: Patient unsure
Method of payment (check one) Ethnicity (check one)
____PI(Private Insurance) ___ Not Hispanic or Latino
MR (Medicare) ____Hispanic or Latino
____ MRP (Medicare and Private Insurance) ____Notreported: Refused or data not available
___ MD (Medicaid) _ Unknown: Unsure of their ethnicity

MM (Medicaid and Medicare)
____MVA (Military or Veterans Sponsored,
Not Otherwise Specified ( NOS))
___ MS (Military Sponsored [including CHAMPUS & TRCARE])
MV (Veterans Sponsored)
____SP (Self pay [no insurance])
____ NP (No means of payment [no insurance])
____ OTH (Other)
_ UNK (Unknown)
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Patient study ID number

11/06/2009
Page 2 of 5

Eligibility Check - Answer questions below (yes/no). All requirements must be confirmed. All dates are to be mm/dd/yyyy.

Required Characteristics

Yes No

NA

>18 years of age. Age =

Histologic or cytologic confirmation of non-squamous NSCLC. Patient should have Stage IV or Stage I1IB
disease (AJCC TNM sixth edition); symptomatic pleural effusions should be drained prior to registration.
o Although patients with squamous cell carcinomas are not eligible, adenosquamous histology is allowed.

Patients must have measurable disease as defined in Section 11.0 with at least one lesion whose longest diameter
can be accurately measured as >2.0 cm with conventional techniques or as >1.0 cm with spiral CT. If spiral CT is
used, it must be used for both pre- and post-treatment tumor assessments.

Prior radiation therapy is permitted as long as:

e Recovered from the toxic effects of radiation treatment before study entry, except for alopecia.

® <25% of bone marrow radiated.

¢ Presence of measurable disease whether in-field disease progression/recurrence or disease outside the treatment
fields of radiation port.

The following laboratory values obtained <14 days prior to registration.
Earliest laboratory test date / / ; latest laboratory test date / /

NOTE: These dates pertainE Eei)lgw}g_laa aly. ________

e ANC>1500/uL. ANC =

e PLT>100,000/uL. PLT =

e Hgb>9g/dL. Hgb=

e Total bilirubin <1.5 x upper limit of normal (ULN) or direct bilirubin <ULN.
Which was done?
_____ Total bilirubin — Total bilirubin = ; ULN =
_____ Direct bilirubin — Direct bilirubin = ; ULN =
Both total and direct bilirubin — Complete both total and direct bilirubin above

e ASTand ALT <3 x ULN or AST and ALT <5 x ULN is acceptable if liver has tumor involvement.
Does liver have tumor involvement? (This question may be answered yes or no.)
~ Yes(<5xULN) > AST = ; ULN = . ALT = ; ULN =

No (£3xULN) > AST = ; ULN = . ALT= ; ULN =

e INR<1.5 or a PT/PTT within normal 11m1ts (WNL). Patients receiving antlcoagulatlon treatment with an
agent such as warfarin or prophylactic dose heparin are eligible if the parameters as outlined are met at
the individual patient’s stable dose of the anticoagulants.
Which was done and within normal limits?
~ INR—>INR(<L.5)=
~ PTorPTT - PT or PTT (WNL) =

; LLN = ; ULN =

e Calculated creatinine clearance must be >45 ml/min using the Cockcroft-Gault formula (see Section
3.15).
Creatinine clearance =

ECOG performance status (PS) 0 and 1.

Negative pregnancy test done <7 days prior to registration, for women of childbearing potential only.
Not a woman of childbearing potential (check NA) vs. Negative pregnancy test date / /

Ability to provide informed consent.

Life expectancy >12 weeks.

Willingness to provide the biologic specimens as required by the protocol (see Sections 6.13, 14.0, 17.0). (Please
note that the willingness to participate pertains only to the patient and does not factor in the institution’s ability to
participate in any part of the translational component.)
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Yes

No

Willingness to return to NCCTG enrolling institution for follow-up.

Previously treated with 1 chemotherapy regimen. Prior treatment with adjuvant chemotherapy is allowed and not
counted as a regimen.

Able to take folic acid, vitamin B, supplementation, and dexamethasone.

Able to permanently discontinue aspirin dose of >1.3 grams/day >10 days before and after pemetrexed treatment.

Stable brain metastasis that have been treated with either whole brain radiation therapy or gamma knife surgery
and are off steroid treatment for >4 weeks.

All responses in above section must be “Yes” unless specified as “NA.”

Contraindications

Yes

No

NA

Any of the following because this study involves an agent that has known genotoxic, mutagenic and teratogenic
effects:

e Pregnant women

e Nursing women

e Men or women of childbearing potential who are unwilling to employ adequate contraception.

Any clinically significant infection.

Known HIV-positive patients. Those receiving anti-retroviral therapy are also excluded because of possible
pharmacokinetic interactions with sorafenib and the possible unfavorable immunosuppressive effects of
sorafenib.

Evidence or history of bleeding diathesis or coagulopathy.

Serious non-healing wound, ulcer, or bone fracture.

Any of the following prior therapies:

e Prior radiation to >25% of bone marrow.

Sorafenib.

Pemetrexed

Chemotherapy <3 weeks prior to registration.
No prior chemotherapy (check NA) vs. Last day of chemotherapy / /

Mitomycin C/nitrosoureas <6 weeks prior to registration.
No prior Mitomycin C/nitrosoureas therapy (check NA) vs

Last day of mitomycin C/nitrosoureas therapy / /
¢ Immunotherapy <2 weeks prior to registration.
No prior immunotherapy (check NA) vs. Last day of immunotherapy  / /|

¢ Biologic therapy <2 weeks prior to registration.
No prior biologic therapy (check NA) vs. Last day of biologic therapy / /

e Gene therapy <2 weeks prior to registration.
No prior gene therapy (check NA) vs. Last day of gene therapy / /

o Full field radiation therapy <4 weeks prior to registration.
No prior full field radiation therapy (check NA) vs.
Last day of full field radiation therapy / /

e Limited field radiation therapy <2 weeks prior to registration.
No prior limited field radiation therapy (check NA) vs.
Last day of limited field radiation therapy / /
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Yes

of 5

No

NA

e Major surgery (i.e., laparotomy), open biopsy, or significant traumatic injury <4 weeks prior to registration
or anticipation of need for major surgical procedure during the course of the study. Minor surgery <2
weeks
prior to registration. Insertion of a vascular access device is not considered major or minor surgery in this
regard.

Other chemotherapy, immunotherapy, hormonal therapy, radiotherapy, or any ancillary therapy considered
investigational (utilized for a non-FDA-approved indication and in the context of a research investigation) <4
weeks prior to registration.

Patients with brain metastasis that require steroid therapy.

Any bleeding >grade 2 <4 weeks prior to registration (EXCEPTION: Grade 2 petechiae).

Second primary malignancy except carcinoma in situ of the cervix or non-melanomatous skin cancer, unless that
prior malignancy was diagnosed and definitively treated >5 years previously with no subsequent evidence of
recurrence. Patients with a history of low-grade (Gleason score <6) localized prostate cancer will be eligible even
if diagnosed <S5 years prior to registration. Patients with a history of DCIS that has been definitively treated will
be eligible even if diagnosed <5 years prior to registration.

Patients with only non-measurable disease, including small lesions whose longest diameter measures <2 cm with
conventional techniques or <1.0 cm with spiral CT, and truly non-measurable lesions, which include the
following:
¢ Bone lesions.
Leptomeningeal disease.
Ascites.
Pleural/pericardial effusion.
Inflammatory breast disease.
Lymphangitis cutis/pulmonis.
Abdominal masses that are not confirmed and followed by imaging techniques.
Cystic lesions.

Any other severe underlying diseases which are, in the judgment of the investigator, inappropriate for entry into
this study including uncontrolled hypertension.

Inability to swallow pills.

Any of the following concurrent severe and/or uncontrolled medical conditions:
e Uncontrolled blood pressure defined as systolic >150 mmHg and/or diastolic >100 mmHg, in spite of
adequate anti-hypertensive therapy.
Angina pectoris.
History of congestive heart failure <3 months, unless ejection fraction >40%.
Myocardial infarction <6 months prior to registration.
Cardiac arrhythmia.
Diabetes mellitus.
e Active hemoptysis.

Receiving therapeutic anticoagulation. Prophylactic anticoagulation (i.e. low dose warfarin) of venous or arterial
access devices is allowed provided that the requirements for PT, INR, or PTT are met.

Serious condition that, in the opinion of the investigator, would compromise the patient’s ability to complete the
study or increase the risk for serious adverse events.

Symptomatic serosal effusion (>CTCAE v3.0 grade 2 dyspnea) that is not amenable to drainage prior to
registration.

Use of St. John’s Wort that cannot be completely stopped for the duration of the study (because of the effects on
hepatic drug metabolism).

Prior therapy with agents that target VEGF, VEGF receptor or VEGF receptor tyrosine kinase inhibitors.
Exception: Prior therapy with bevacizumab is allowed.

All responses in above section must be “No” unless specified as “NA.”
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Registration Check - Answer questions below (yes/no). All requirements must be confirmed. All dates are to be mm/dd/yyyy.
Yes No NA

Consent form signed and dated. Date of consent / /

Authorization for use and disclosure of protected health information signed and dated.(U.S.A. institutions only)
Not a USA institution (check NA) vs. Date of authorization / /

A mandatory translational research component is available for your patient, the subject will be automatically
registered onto this component (Section 3.19b. 14.0, and 17.0).

Treatment on this protocol must commence at the accruing membership under the supervision of an NCCTG
member physician.

Treatment cannot begin prior to registration and must begin <14 days after registration.

Pretreatment tests/procedures must be completed <14 days prior to registration (see Section 4.0). Earliest
pretreatment test date / / ; latest pretreatment test date / / . NOTE:

The earliest pretreatment test date must be less than or equal to the earliest laboratory test date and the latest
pretreatment test date must be greater than or equal to the latest laboratory test date.

Exceptions to the above dates:

Tumor assessment and chest x-ray (if not used for tumor assessment) performed <28 days prior to
registration (see Section 4.0).

Earliest exception test/procedure date / / ;

Latest exception test/procedure date / /

All required baseline symptoms must be documented and graded.

Study drug availability checked.

Treatment assignment will be calculated using a dynamic allocation procedure which balances the marginal
distributions of the stratification factors between the treatment groups. The factors defined in Section 5.0 will be
used as stratification factors.

All responses in above section must be “Yes” unless specified as “NA.”

At the time of registration/randomization the following will also be recorded: Yes No

e Patient has given permission for tissue sample(s) to be stored and used for future research to learn about,
prevent, or treat cancer.

e Patient has given permission for tissue sample(s) to be stored and used for future research to learn about,
prevent, or treat other health problems (for example: diabetes, Alzheimer’s disease, or heart disease).

e Patient has given permission for blood sample(s) to be stored and used for future research to learn about,
prevent, or treat cancer.

e Patient has given permission for blood sample(s) to be stored and used for future research to learn about,
prevent, or treat other health problems (for example: diabetes, Alzheimer’s disease, or heart disease).

e Patient has given NCCTG permission to contact them in the future to ask them to take part in more research.

Patient has agreed to take part in N0392.

All responses in above section may be “Yes” or “No.”

Stratification Factors:

ECOG PS (check one):
0

1

Assigned Treatment

A) ALIMTA + BAY439006
B) ALIMTA
Person registering Registration Office specialist
Signature initials

Physician - -
Signature M D Y




PLACE LABEL HERE

NORTH CENTRAL CANCER TREATMENT GROUP
N0626

Protocol Number:

ON-STUDY FORM

Patient ID Number: Patient Initials:
: Page 1 of 2
L F M ALL ITEMS MUST BE COMPLETED
Institution Number:
Are data amended? (check one) [ | Yes [ | No
Institution:

(if data are amended, please circle in red when using paper form)

Description of Primary Disease
MedDRA code: 10029514 [Non-small cell lung cancer, NOS]

Histologic Type: (check one)
2[] Bronchoalveolar (BAC)
3[] Adenocarcinoma

4 [JNSCLC, NOS 6 [} Other, specify
5 [ Large Cell undifferentiated

Status of Primary Tumor (check one)
17 Resected with no residual 3[] Unresected
2[] Resected with known residual 4[] Recurrent

Stage: (check one) 1[JIIIB
2] IV

Chronology of Diagnoses

Method of Diagnosis* Date

(mm/dd/yyyy)
DPrimary o
|:| Recurrence of Primary __ _ / _ /
D First Metastasis / /

* (1-None 2-Yes, biopsy 3-Yes, cytology 4-Yes, clinical)

Metastatic Site(s) (check all that apply)
[] Hilar nodes [[] Mediastinal nodes [ ] Supraclavicular/scalene nodes
[] Ipsilateral lung [ ] Contralateral lung [] Pleura
[] Liver [7] Adrenal(s) [[] Bone
[] Bone marrow [ ] Brain ] Skin
[] Other, specify

Previous Surgery Related To The Tumor

Procedure Results

Mediastinoscopy (check one) 1 [J Positive 2 [[]Negative 3 []Not Done
Bronchoscopy (check one) 1[]Positive 2 [ JNegative 3 [ ]NotDone
Supraclavicular biopsy (check one) 1 [JPositive 2 []Negative 3 [[]Not Done
Thoracotomy (check one) 1 [] Positive 2 [ ]Negative 3 [ Not Done
Fine Needle Aspirate (check one) 1 [[] Positive 2 [JNegative 3 [_]Not Done
Other, specify (check one) 1 [1Positive 2 [ JNegative 3 [_]NotDone

6/12/2008



PLACE LABEL HERE

NORTH CENTRAL CANCER TREATMENT GROUP
NO0626

Protocol Number:

ON-STUDY FORM

Patient ID Number: Patient Initials:
L F M ALL ITEMS MUST BE COMPLETED Pg2of2

Are data amended? (check one) [ ] Yes [ | No
(if data are amended, please circle in red when using paper form)

Institution Number:

Institution:

Previous Radiotherapy: (check one) 1 %l Yes 2 D No Date
(mm/dd/yyyy)
Site Dose (cGy) From To
_d | A S
- g /o o
-t A A
Previous Systemic Cancer Therapy : (check one ) 1 %I Yes 2 D No
Date Response
Therapy (mm/ddfyyyy) (NED, CR, PR, REGR, SD, PD)
From To
—t A
— /A A
_— . A

Prior therapy with bevacizumab: (check one) 1[] Yes 2[]No

Current Symptoms & Disease:

Current Symptom/Disease
Cardiovascular 1 D Yes 2 D No
Hypertension 1 I:l Yes 2 D No
History of Thrombosis 1 D Yes 2 |:| No
Other, specify 1] Yes 2[ ]No
Any Previous Cancer: (check one) 1 |:] ies ZD No
Site:

Date Dx: (mm/dd/yyyy) / /

Treatment:

Height (cm): ____ .

6/12/2008



PLACE LABEL HERE

Protocol Number:’ N0626

Patient ID: Patient Initials:

L

Institution Number:

F

M

Institution:

BASELINE
ADVERSE EVENTS FORM

" ALL ITEMS TEST BE COMPLETED
Are data amended? (check one) [ | Yes [ _|No

NORTH CENTRAL CANCER TREATMENT GROUP

Required Baseline Adverse Events from Section 10.0 of Protocol

CTC Adverse

CTC Adverse Events Term MedDRA Code

v . - (». 10.0) Event Grade
Baseline number of stools per day: ____ | .
Hypertension | | 10020772 PTIG]IE]
Fatigue (lethargy, malaise, asthenia) 10016256 [e][1][21(3]
Rash: acne/acneiform 10037847 olal2)[3] |

-Rashldqsquamaiion 10037853 @
,Ravsh:. hand-foot skin reaction 10019126 PIAz1E]

Anorexia 10002646 [o][12131[4]
Mucositis/stomatitis (clinical exam) r o \

- Oral cavity 10056848 _ @m

- Pharynx 10065717 @L‘ﬂ
Mucositis/stomatitis (functional/symptomatic) | o

- Oral cavity 10028130 lol2][E]

- Pharynx 10065881 [ol[1][2][3][4]
Nausea 10028813 POEGEE
Vomiting 10047700 PIAZIGIE]
Hemorrhage, pulmonary/upper respiratory

- Bronchus A 10065757 [eI1z][E]

- Lung ’ 10037397 @
Phosphate, serum low (hypophosphatemia) 10046370 DoIEz]3]

[ Lipase wous7a | [o|[TIZIGIA]
Neuropathy: sensory 10034620 . @m
Somnolence/depressed level of consciousness 10012373 [0]
Pan-l Abdomen NOS - 10000081 . @' [4] _

(if data are amended, please circle in red when using paper form)

6/22/2007



PLACE LABEL HERE : ‘ " NORTH CENTRAL CANCER TREATMENT GROUP
Protocol Number: _1N0626 . HEMATOLOGY
_ ' INTERVAL LABORATORY FORM
. Patient ID: PatientInitials: o ARMA, CYCLES 1 and2
L F M~ ALL ITEMS MUST BE COMPLETED
Institution Number: ) : o
. Are data amended? (check one) [ ] Yes [ ] No _
Institution: ____ — | (if data are amended, please circle in red when using paper form)
Current Cycle Number: __ =
Tests V o Test Result
Week ) — :
Date of Collection (mm/dd/yyyy) _ J /
TESTS ~ UNITS
HGB ‘ ‘g/dL R
Platelets =~ KL or10%L o
wBC KA or 10°L N
ANC  KhLorl0°L R
Week - ———
- | Date of Collection ( mm/dd/fyyyy) : / /
b ' T T T
& | TESTS ~ UNITS
Q .
g | HGB g/dL e
P ) .
T | Platelets | KAl or 10%L o
WBC K/uL or 10%7L -
ANC KAl or 10%/L PR
Week -
Date of Collection (mm/ddfyyyy) ;o
TESTS o - UNITS
HGB S g/dL e
Platelets K/uL or 10°/L P
{wsc KAl or 10°L SR
ANC - KL or 10°L S

22712007



PLACE LABEL HERE

Protocol Number: N0626

Patient ID: Patient Initials:

Institution Number:

L F M

Institution:

NORTH CENTRAL CANCER TREATMENT GROUP

ARM A

EVALUATION/TREATMENT FORM

ALL ITEMS MUST BE COMPLETED
Are data amended? (check one) [_] Yes [ ] No

(if data are amended, please circle in red when using paper form)

Use one form per cycle, one column per agent.

Current Cycle Number : ___

ECOG Perf. Status: (check one) @

(used for this cycle)

BSA(M?): (used for thiscycle) ___..___

Was this cycle of treatment held (delayed)? (check one)
2[ ]No

1[ ] Yes, planned
v

Primary reason treatment held (delaved): (check one)

146 [ Hypertension

60[_] Gastrointestinal

59 [_]Renal/Genitourinary 38[ ] Other nonhematologic

Actual Weight (kg): ___

(used for this cycle, round to the nearest tenth)

N4
99 D Other (not per protocol)

3 D Yes, unplanned

129 [ ]Hemorrhage/bleeding adverse event
35 [ ] Hematologic 154[_] Metabolic/Laboratory
Agent Pemetrexed Sorafenib
(ALIMTA) (BAY43_9006)
Agent Start Date this cycle (mm/dd/yyyy) - S
Dose Level day one this cycle mg/m?
Total Dose this cycle mg
Was DOS? LEVEL adjusted this cycle? 1[] Yes 2[ ] No 1] Yes 2[] No
(i.e. mg/m*) l |
PRIMARY REASON for Dose 35 [_] Hematologic 146[_] Hypertensiop
Adjustment per Section 8.0. Not BSA 38 [_] Other nonhematologic 60 [_] Gastrointestinal
changes. adverse event 129E Hemorrhage/Bleeding
60 [_] Gastrointestinal 154} _jMetabolic/Laboratory
99 [] Other (not per protocol) 45| _|Rash/desquamation
(If Yes, check one Primary Reason.) ‘ 66 - Rash: Hand-foot skin reaction
51 |_jNeuropathy: sensory
35 |_|Hematologic
38 |_| Other nonhematologic adverse event
99 { | Other (not per protocol)

Was folic acid taken this cycle? 1] Yes 2
Was vitamin B;, administered this cycle? 1] Yes
Was dexamethasone taken this cycle? 100 Yes

[CJNo

2[1No

20 No

4/08/2008
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Protocol Number: N0626

Patient ID: : Patient Initials:

Institution Number:

L

F M »  ALL ITEMS MUST BE COMPLETED

Institution:

EVALUATION/T REATMENT FORM

NORTH VCENTRAL.CA.NCER TREATMENT GROUP

Are data amended? (check one) [ Yes I:I No
(if data are amended, please circle in red when using paper form)

Use one form per cycle, one column per agent.

Current Cycle Number: ___

ECOG Perf. Status: ( check one)
(used for this cycle)

[o] [

BSA(m?): (used for this cycle) .
Was this cycle of treatment held (delayed)? (. check one}

ZD No 3 D Yes, unplanncd '

Actual Weight (kg): - ___ S
(used for this cycle, round to the nearest tenth )

99 D Other (not per protocol)

Was vitamin B,, administered this cycle?

Was dexamethasone taken this cycle?

1[ ] Yes, planned
Primary reason treatment held (delayed): (check one)
146 [ ] Hypertension 60[_] Gastrointestinal
59 [ ] Renal/Genitourinary 38[_] Other nonhematologic
129 [ ] Hemorrhage/bleeding adverse event
35 [_]Hematologic 154[ ] Metabolic/Laboratory
Ageﬂt Pemetrexed
(ALIMTA)
Agent Start Date this cycle (mm/dd/yyyy) —
‘Dose Level day one this cycle ' mg/m?
Total Dose this cycle , - mg
| Was DOSE LEVEL adjusted this oycle? 1[] Yes 2[]No
(ie mg/m ) l
PRIMARY REASON for Dose Adjust- | 35 [_] Hematologic
ment per Section 8.0. Not BSA changes. | 38 [_] Other nonhematologic
. adverse event
60 [] Gastrointestinal
(If Yes, check one Primary Reason.) 99 [_] Other (not per protocol)
Was folic acid taken this cycle? 1] Yes ) 2[No

100 Yes 200No-

10Yes 20No -

41212007
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: NORTH CENTRAL CANCER TREATMENT GROUP
Protocol Number: N0626 e

' EVALUATION/OBSERVATION FORM
Patient ID: Patient Initials: ’ '

o : LF M ’ . ALLITEMS MUST BE COMPLETED
Institution Number: : . .

o . _ , Are data amended? (check one) [_] Yes [ ] No
Institution: S— (if data are amended, please circle in red when using paper form)

Use one form per cycle.
Current Cycle Number:

- Weight (kg): ___ . ____
(used for this cycle, round to the nearest tenth)

ECOG Performance Status: (check one) @ , .

(used for this cycle)

- .Observation : v : . . ' '
Day 1 of this observation cycle: (mm/ddtyyyy) .../ . | __
1 : .

End of 'obsgrvation'? (check one) 1Xlves 2[1No

511072007
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Proloépl Number N0626

Patient ID:

Institution Number:

Patient Initials:
. L

F

M

Institution:

NORTH CENTRAL CANCER TREATMENT GROUP

NADIR/ADVERSE EVENT FORM

ALL ITEMS MUST BE COMPLETED

. Are data amended? (check one) ] Yes [:] No
(if data are amended, please circle in red when using paper form)

Pg. 10f4

Current Cycle Number (nadir/adverse events associated with this cycle): o

Evaluation Date: (; mm/ddlyyyy) |
Date of Nadir ‘Nadir Value Is this nadir 'CIC AE Has an
{(Date of lab test) {The nadir is the lowest below the LLN? Attribution Code adverse event
(MI/ddlyyyy) | pemmecs s cocuring | (If Grade >0) expedited
S Ifthe ilabl ‘ :
Test ) o :{ ;akel:gec %‘;v?em;- (check one) 1= Unrelated repor.t bee,;l
ment, use that value as the 2= Unlikely submltted :
nadic) : 3= Possible (Enter
4 = Probable 1 for Yes or -
5 = Definite 2 forNo)
Q ._..._../.___/._.___.._._. _ IDYCS-———; N -
PLT . K/uLorl0%L S 21 Now> (o (2161451 _—
- WBC}) .
‘ o — 1] Yes > v i :
. WBC . KL or10/L — {2[JNo—>(Goto m -
. > Heb) | — =
’ 10 Yes —— - .
g ) R — = B |DEEEE | —
: ANC) | '
. 17 Yes ——> : ’ .
9 / / .
v ANC KL orlO/L | — —f— e — T T T 120 No>(Goto E] -
) Adverse
. Event) B
CTC Adverse MedDRA Code (. - CTC Adverse . CTCAE © | Hasan
Event Term 10.0). Event Grade Attribution Code | adverseevent
' (must be com- (highest grade this cycle) (If Grade > 0) expedited
pleted) : S I | report been
_ ; " gﬁ:;ed | submitted?*
INCLUDE GRADE 0’s 3 Possible - (Enter
. 4=Probable ~ | [forYesor |
5 = Definite ‘2forNo)

Required Adverse Events from Section 10.0 of Protocol

[MEIEIEE

[o][1]f21[3]

Hypertension 10020172 |[0][T][Z][3][2][5] (@eath) —
v Fatigue (lethargy, malaise, asthenia) 10016256 : @ LT_] m —_—

Fever (in the absence of neutfopenia, _ : : ' |

where neutropenia is defined as ANC 10016558 |[0][11[2][31[4][5] weay | TIZIB2] (50|

<1.0x 10°L) ’ , . - '
| Weight loss 10047900 45 —

* See Section 10.0 of the protocol.

6/22/2007




PLACE LABEL HERE

 Protocol Number: _N0626

- Patient ID:

Institution Number:

Patient Initials:

L F M

Institution:

NORTH CENTRAL CANCER TREATMENT GROUP

'NADIR/ADVERSE EVENT FORM
ALL ITEMS MUST BE COMPLETED

Are data amended? (check one) [JYes [INo
(if data are amended, please circle in red when using paper form)

Pg.20f 4

Current Cycle Number (nadir/adverse events associated with this cycie):

CTC Adverse .

1 MedDRA Code (v.

* See Section 10.0 of the protocol.

CTC Adverse CTC AE -Has an
Event Term 10.0) . Event Grade Attribution Code. . | adverseevent
(must be com- (highest grade this cycle) (If Grade > 0) expedited
pleted) : - ' o report been | -
: : 1=Unrelated - | quhmitteqr*
INCLUDE GRADE 0’s 2= Unlikely (Enter
- 1 for Yes or
| SoDemmie | 2forNo)
Required Adverse Events from Section 10.0 of Protocol . -
Rash: acne/acneiform | >'10037847 » @ (death) ' m E v o
Rash/desquamation 10037853 | [0] [4][5]eath) | [1] B
Rash: hand-foot skin.rcactio_n 10019126 @ ' | ‘ . -
| Anorexia 10002646 @E(déath) MZIGEG] —
Diarthea 10012727 | [0][1][2][3][2][5] ceath) _—
Mucoéitis/stomatitis (clil}ical exam) o o o s —_—
- Oral cavity 10056348 | [5][1][2][3] [4] [5] Geatt ' .
- Pharynx 10065717 @ m (death) [ﬂ [
MucOsiti_slstqmatitis (functional/symptomatic) : S ‘ - .
- Oral cavity 10028130 | [o][1][2][3][4][5](death) mm A
- Pharynx - 1006s881 | [0][1]2][3] (2] 5] weaty | [T]2IBI[AI5]] —
Nausea 10028813 | )] [2)[5]¢eawy | [TZIBIRI]| —
Vomiting 10047700 - |[o][1][2] @eatty | [1][2][3][4][5]} i
Hemorrhage, pulmonary/upper respiratory . ‘ : ' _
-Bronchus 10065757 | [0][1][2][3][4][5] eaty | [TIZ]B}2] -
-Lung 10037397 | [o)[T][2)[3)[%][5] ceatt) -_
Febrile neutropenia (fever of unknown . . : _ :
origin without clinically or microbio- . ‘ ’ -
logically documented infection) (ANC 10016288  |[0] (death) [4] .
<1.0x 109L) S .
| | 61222007




PLACE LABEL HERE

Protocol Number: _NO626

Patient ID;

Institution Number: ._

Patient Initials: N

‘'L F M

Institution:

NORTH CENTRAL CANCER TREATMENT GROUP

NADIR/ADVERSE EVENT FORM

ALL ITEMS MUST BE COMPLETED

Pg.30f 4

Are data amended? (check one) ‘ ] Yes [INe
(if data are amended, please circle in red when using paper form)

Current Cycle Number (nadir/adverse everits associated with this cycle): o

CTC AE

CTC Adverse MedDRA Code (v. CTC Adverse Has an
Event Term 10.0) Event Grade - Attribution Code | adverseevent
(must be com- -(highest grade this cycle) (If Grade > 0) expedited
pleted) ’ o report been
- | 1=Unrelated | opmitedo
INCLUDEGRADE 0’s | 2=bnlkely | gy
' 1 - Pr:ts;bfe 1 for Yes or
‘ 5 = Definite 2 for No)
Required Adverse Events from Section 10.0 of Protocol o
Infection with unknown ANC ‘ ' | T} : o
- Abdomen NOS 10056519 [0] [4][5](deathy | [1] o
Phosphate, serum low ‘ o _ » B .
(hypophosphatemia) 10040370 | [0][1] [5]eatny | [LJ[2]31[41[5]] __
Lipse looas74 | [OI[MZIBIA] MRIEEBE] —
Neuropathy: sensory 10034620 | @ E (death) m ' _—
Somnolence/depressed level of ' ’ N , | ‘ v
consciousness 0012373 {[0] [2][3][4][5]ceatty | [(LI2IB][41[50] ___
Pain . | _ h
- Abdomen NOS 10000081 “_____

* See Section 10.0 of the protocol.-

LEEIEE

| oEEEE|

6/2212007




PLACE LABEL HERE

N0626

Protocol Number:

Patient ID:

Patient Initials:

Institution Number:

L F M

Institution:

NORTH CENTRAL CANCER TREATMENT GROUP -

NADIR/ADVERSE EVENT FORM

'ALL ITEMS MUST BE COMPLETED
Are data amended? (check one) [ ] Yes [ | No

Pg.40f4

(if data are amended, please circle in red when using paper form)

Current Cycle Number (adverse events associated with this cycle):

Were (other) adverse events assessed during this report period?
1[_] Yes, and reportable adverse events occurred

3[] Yes, but no reportable adverse events occurred (Stop here)
2[] No (Stop here)

Adverse Events** beyond those require'd in Section 10.0 of the protocol. ‘Record gi'ade 2 |
with attribution of poessible, probable or def'mlte and all grade 3,4 and 5 regardless of

attribution.
Other CTC Adverse MedDRA Code (v. 10.0) - CTC Adverse Event Grade | CTC AE Has an _
Event Terms not listed ( must be completed) (highest grade this cycle) Attribution Code | adverse event |-
' ’ : : : (If Grade > 0) expedited - |
T TereT s _report been
; - 32;2:;;‘1 _ submitted?*
- 3= Possible (Enter
| 4 =Probable 1forYesor |
| ' 5=Definite - | Zfor'Nb_)
L0000 BB [ E] 2] ] —
LOOO000n [2][3][a][5]@eaty [1][2][3][a][5]}} _-
OOOoCOOo0onO RIEIE e OEIEEE] .
OOO0000d BB e ECE B | —
00000000 EEEAG@es DREEE|
UOO00O0O00 REEEdes [1EZIEEE]
O0000000]  EElEGeey [[RIEEE]
o o [2103] (4] [5]@eany |[T][2][3](41[5]] ___
LOO00000 [21B3][4] (5] @eay |[TI2] 31 [A005])
00000000 EEEE s [ORIEEE]
1HO0OU0OOn RIEIE B cety [ORIEIEE]
-DDDDDDDD mmmﬂmmnmnmﬁ

* See Section 10.0 of the protocol.

** Both hematologic (except for the nadirs lzsted onpage 1 ) and nonhematologlc Adverse Events must be graded on this

form as apphcable

6222007




PLACE LABEL HERE

Protocol Number: N0626 .

Patient ID: : " Patient Initials:
. . L

Institution Number:

F

M

Institution:

NORTH CENTRAL CANCER TREATMENT GROUP

CONCURRENT TREATMENT FORM
(BASELINE) |
ALL ITEMS MUST BE COMPLETED
Are data amended?.(check one) [ | Yes [ | No

(if data are amended, please circle in red when using paper form )

Evaluation Date: (mm/ddfyyyy) ||

Conconiitant medications? (check one)

1 D Yes 2 L__l No (Stop here)

- If yes, enter all medications (including prescription, over-the-counter, and alternative médications).

Concomitant Treatment

Schedule

 2/19/2007



PLACE LABEL HERE

Protoc.:ol Number: N0626

Patient ID: ' __ Patient Initials:

NORTH CENTRAL CANCER TREATMENT GROUP.

' CONCURRENT TREATMENT FORM
(ACTIVE MONITORING PHASE)

o L F M ALL ITEMS MUST BE COMPLETED
Institution Number: i o
o ~ Are data amended? (check one) [_] Yes - [_] No
Institution: (if data are amended, please circle in-red when using paper form)
Current Cycle Number:

Evaluation Date: ( mm/dd/yyyj')

Has there been any change in medications since the previous visit?

1] Yes 2] No (Stop here)

If Yes, enter all medications (including prescription, over-the-counter, and alternative medications).

Concomitant Treatment

Schedule

'2/19/2007



PLACE LABEL HERE

E_‘rotocol Number: N 0626

NORTH CENTRAL CANCER TREATMENT GROUP

-PRETREATMENT

Patient ID: Patient Initials: B RECIST MEASUREMENT FORM
: L F M ALL ITEMS MUST BE COMPLETED
Institution Number: : : .
, Are data amended? (check one) [ | Yes [ ]| No
Institution: (if data.are amended, please circle in red when using paper form)
INSTRUCTIONS

1. Record the target lesions (per Section 11 of the protocol).
~2. Measure target lesions in cm. using longest diameter (one dimension only).
- 3. Record measurements at pretreatment. ’
4. Maintain same type of assessment throughout study. : :
3. Record presence or absence of non-target lesions at baseline, thereafter record the status of non-target lesions at each required

evaluation.
Assessment Date (mm/ddlyyyy) /. R
(Assessment date is the date reflecting type of assessment, not the physician interpretation date.)
| Target Lesion Site(s) " Type of Assessment S Measurement
PE CT Spiral CT MRI CXR { cm).
1 1] 2] 13[] 3] s
) 0O 20 sO sd sO
3 1] 2[] B[] 3O s[]
4 L1 200 w»[g O s
s i1 20 13[] 3] 5[]
6 1 0 s s s
0 0 s O s
8 10 20 s  sO sO
9 1] 2] 13[] 3] s[]
o O 20 s 0 O]
: I Sum of all Losions»
Non-Target Lesions .
(check one) 1 DPresent 2] Absent

21902007




PLACE LABEL HERE . ' ‘
- NORTH CENTRAL CANCER TREATMENT GROUP

. N0626 '
Protocol Number: _ ACTIVE MONITORING

Patient ID: Patient Initials: RECIST MEASUREMENT FORM
I L FM : ALL ITEMS MUST BE COMPLETED
Institution Number: : .
, T ~ Are data amended? (check one) [_] Yes [ | No.
Institution: __ i 4 ‘ (if data are amended, please circle in red when using paper form)
INSTRUCTIONS

1. Record the target lesions in the same order as recorded at pretreatment ( refer to Section ]1 of the protocol )

2. Measure target lesions in cm. using longest diameter (one dimension only).

3. Record measurements at scheduled evaluations and progression (refer to protocol Section 4 )

4. Maintain same type of assessment throughout study.

3. Record presence or absence of non-target lesions at baseline, thereafter record the status of non—target lestons at each required
- evaluation. :

6. Overall objective status is determined by combining status of target lesions, non-target lesions and new lesions (refer to

protocol Section 11). »

Assessment Date (mm/ddtyyyy) ___ [/ _J__ __

(Assessment date is the date reflecting type of assessment, not the physician mterpretatton date. If tumor measurements are not
required thls cycle per Sectzon 4.0, Assessment Date is the date the patient was evaluated. ) ,

 Overall Objective Status | 19C1N/A (not applicable this cycie)—> End Form -
(check one) 1 CICR*
- v ' . 2 [OPR*
Note: If PD is selected for overall response. 5[0sp
status, and Yes is selected for “Was the 6 L PD* (Complete End of Active Treatment and Event Momtormg Forms. )
appearance of any new lesions documented” g0 | *» Was the appearance of any new lesions documented? 1 [JYes 2 [No
to Non-Target Lesnons | * Symptomatic Deterioration? 1] Yes 2[]No - : C

Target Lesion Site(s) .Measurement (cm)
1.
2.
3.
4,
5.
6.
7.
8.
0.
10. e
Sum of all Lesions:

Non-Target Lesions ,- : » ' : Change:‘( check one) : :
1[Jer 2[0NonCRNowPD  3[JPD 5[ NotDone  9[]Not Applicable

*Submit documentation to verify CR, PR, PD.

5/10/2007



PLACE LABEL HERE . » .
NORTH CENTRAL CANCER TREATMENT GROUP
Protocol Number: N0626 ‘ T . ) ;

— - . BASELINE
Patient ID: - ~ Patient Initials: - TISSUE SPECIMEN SUBMISSION FORM
' L F M - ALL ITEMS MUST BE COMPLETED
Institution Number: ’ ’ '
Are data amended? (check one) [_] Yes [ | No
Institution: ____ ‘ ~ (if data are amended, please circle in red when using paper form)
INSTRUCTIONS.

Complete this form for all pattents and enter into the remote data entry system within 60 days of study entry. See Section 17 of the
protocol for speamen requirements and shipment.

- Was a research tissue spécimen obtained? (check one)

1[ ] Yes. ¥ Yes: Date of collection: ( mm/dd/yyyy) /

_ Date sent: (mm/dd/fyyyy) _ __1__ __/_._.____.__
2 D No. If No, reason:

21912007



- PLACE LABEL HERE ' . ' :
' NORTH CENTRAL CANCER TREATMENT GROUP.

. NO0626 :
Protocol Number: : ACTIVE MONITORING - CYCLE 1
 Patient ID: | Patient Initials: BLOOD SPECIMEN SUBMISSION FORM

L F M ALL ITEMS ‘MUST BE COMPLETED
Institution Number: '
- ) Are data amended? (check one) [ ] Yes E__[ No
Institution: - ‘ (if data are amended, please circle in red when using paper form)

Current Cycle Number: -1

INSTRUCTIONS
Complete this form for all patients and enter into the remote data entry system within 14 days of speczmen collection.
See Section 14 of the protocol Jor specimen requirements and shipment. .
- Wasa research blood specimcn collected Cycle 1, Day 1 prior to treatment? (check one)
1] Yes. If Yes: Date of collection: (mm/dd/yyyy) ___/___ /| __
' Date sent: (mm/ddtyyyy) __ _ /|
2[ ] No. If No, reason:

Was a research blood specimen collected Cycle 1, 24 hours after Day 1 treatment? ( check orie)
1 [:I Yes. If Yes: Date of cqllection: (mm/ddiyyyyy . o
. Date sent: (mm/ddfyyyy) ___J___ [ . -
2[] No. If No, reason: B

5/10/2007 -



PLACE LABEL HERE . | o
' NORTH CENTRAL CANCER TREATMENT GROUP
Protocol Number: N0626

ACTIVE MONITORING - >CYCLE 2

" Patient ID: | Patient Initials: b BLOOD SPECIMEN SUBMISSION FORM
' ' L F M - - ALL ITEMS MUST BE COMPLETED
Institution Number: : ' : ' ‘ )
Are data amended? (check one) [ | Yes [ | No
Institution: _ . « (if data are amended, please circle in red when using paper form)
Current Cycle Number:
INSTRUCTIONS:

Complete this form for all patients and enter into the remote data entry system w:thm 14 days of specimen collectlon
See Section 14 of the protocol for specimen requirements and shtpment

Was a research blood specimén collected Day 1 prior tb treatment? (check one)
1[ ] Yes. If Yes: Date of collectxon ( mm/dd/)m) I A
' Date sent: ( mm/dd/fyyyy) _
2 D No. ‘If No, reason:

5/10/2007



PLACE LABEL HERE

Protocol Number: N0626

Patient ID: Patient Initials:

Institution Number:

L

F

M

Institution:

NORTH CENTRAL CANCER TREATMENT GROUP

PATHOLOGY SUBMISSION FORM
(NOTE: This form is used to update the Outstanding Materials Report)

** This form must be submitted to the NCCTG Operations Office at the time slides/blocks are
sent to the NCCTG reviewer (see Pathology section of the protocol) **

Date specimen shipped: (mm/dd/yyyy)

Number of slides sent:

Accession number(s) (on the slides sent):

/

Number of blocks sent;:

Accession number(s) (on the blocks sent):

COMMENTS:

Institution Contact Information: (Please Print)

Contact Person at Institution (CRA/Nurse):

Institution Name:

Street Address:

City:

State:

Zip Code:

Phone Number:

Fax Number:

E-mail Address:

7/29/2008




PLACE LABEL HERE NORTH CENTRAL CANCER TREATMENT GROUP

N0626 PATHOLOGY REPORTING FORM

Protocol Number:

LUNG CARCINOMA

Patient ID Number: Patient Initials:
o L F M Primary Pathologist: No. of slides sent:
Institution Number:
Clinic/Hospital: Date sent:
Z | nstitution: . .
0\: Reviewer: Slide No. Sequence No.
é 1. DATE OF OPERATIVE PROCEDURE to
O LI L] ] o
— m m d d Yyvyy
2. OPERATIVE PROCEDURE
1. Biopsy 3. Resection (lobes)
2. Resection (lung) 4. Resection (segmental)
3. LOCATION OF PRIMARY NEOPLASM
|:| LOBE 1. Right upper 4. Left upper 7. Left mainstem
2. Right middle 5. Left lower 8. Carina
3. Right lower 6. Right mainstem 9. Multiple
D LOCATION WITHIN LUNG 1. Central (perihilar) 2. Peripheral 3. Mid zone

Completed by the NCCTG Pathology reviewer

4. SIZE OF PRIMARY NEOPLASM (Enter all 3 dimensions if possible OR the GREATEST dimension)

5. HISTOLOGIC FEATURES OF PRIMARY NEOPLASM
HISTOLOGIC TYPE

|:| 1. Squamous cell 5. Alveolar carcinoma
2. Large cell undifferentiated 6. Combined (mixed pattern) (specify):
3. Small cell undifferentiated 7. Other (specify):

4. Adenocarcinoma
DEGREE OF DIFFERENTIATION

|:| 1. Grade 1 2. Grade 2 3. Grade 3 4. Grade 4
6 EXTENT OF LOCAL SPREAD
|:| 1. Confined to lung parenchyma 3. Involvement of pleura

2. Involvement of bronchial margin of resection

7 REGIONAL LYMPH NODE STATUS
Number of positive nodes (specify location):

I:I:I Number of negative nodes (intrapulmonary peribronchial, hilar, mediastinal)

8. SOURCE(S) OF SPECIMEN (specify location)

|:| 1. Primary tumor
2. Primary and metastatic tumor (specify metastatic site[s]):

3. Metastatic tumor with clinical evidence of primary tumor in lung

COMMENTS:
NCCTG Pathology Reviewer Research base Advisor Committee Chairperson
(%2}
o Date Date Date
= D 1. Agree with original local diagnosis \:l 1. Agree with original local diagnosis 1. Agree with original local diagnosis
g) 2. Minor disagreement with original local 2. Minor disagreement with original local 2. Minor disagreement with original local
o diagnosis diagnosis diagnosis
3. Substantial disagreement with original 3. Substantial disagreement with original 3. Substantial disagreement with original

- local diagnosis local diagnosis local diagnosis

Comments: Comments: Comments:

Block/Slide number(s) to be used for research/banking:

7129/2008



PLACE LABEL HERE

Protocol Number: N0626

Patient ID: Patient Initials:

Institution Number:

L

F M ALL ITEMS MUST BE COMPLETED

Institution:

NORTH CENTRAL CANCER TREATMENT GROUP

END OF ACTIVE TREATMENT/CANCEL NOTIFICATION FORM
Submit Once Per Patient

Are data amended? (check one) [ ] Yes [ | No
(if data are amended, please circle in red when using paper form)

Last Date (any modality of) protocol therapy was given: (mm/dd/yyyy) / /

(date of last treatment dose on this study or date decision made not to initiate protocol treatment)

Off Treatment Date: (mm/dd/yyyy) /

(date decision was made to end active treatment or not to initiate protocol treatment)

This patient will now go to: (check one)
(See Schema and Section 13.0
of the protocol)

1[ ] Observation (Observation required for all patients alive at end of

treatment. Follow test schedule and enter cycle data)
2[_] Event Monitoring (follow Event Monitoring schedule)
9[ ] Off Study (cancels only)

Reason Treatment Ended
(check one)

COMMENTS

2 D Patient Withdrawal/Refusal After
Beginning Protocol Therapy

Specify:

24 D Patient Withdrawal/Refusal Prior To
Beginning Protocol Therapy
(cancel)

Specify:

3 D Adverse Event/Side Effects/
Complications

Specify:

4 D Disease Progression, Relapse During
Active Treatment*

1OD Disease Progression Before Active
Treatment

5 D Alternative Therapy

Specify:

6 D Patient Off-Treatment For Other
Complicating Disease

Specify:

7 D Death On Study

Complete Event Monitoring Form

8 D Other

Specify:

* Submit documentation to verify progression. See Section 11.0 and Section 18.0 of protocol.

6/5/2009




PLACE LABEL HERE ‘
. ‘ NORTH CENTR'AL.CANCER TREATMENT GRQUP
Protocol Number: N0626 '

, o _ EVENT MONITORING FORM
* PatientIDNumber: _____ Patient Initials: ‘ : , : ' .
. ' L F M - ALL ITEMS MUST BE COMPLETED Pg.10f2
Institution Number: i . . : :
. : " Are data amended? (check one) [ ] Yes [ |No
Institution: - - (if data are amended, please circle in red when using paper form)

Were you able to obtain any information about the patient since the last report?

1[C] Yes. If Yes, complete rest of form. '
2[ ] No. If No, date of last attempt to contact patlent ( mm/ddtyyyy) _ _|__ I Return form to Operations Office.

Vital Status _ ' .
1] Alive Date of last contact or date of death ( mm/dd/yyyy ) Y AN A —
201 Dead

Primary Cause of Déath: (check one ) 11 Due to this drsease 20 Due to other cause, spec1fy
4[] Due to protocol treatment
’ (adverse event related to treatment)

Disease Follow-up Status
Has the patient had a documented clinical assessment for this cancer (since submrssron of the last event momtonng form) 2%
2[]No. If No, Go to Notice of New Primary. '
1] Yes. If Yes, Cancer Follow-up Status Date: ( mm/dd/y)’Y)’) S AN A

Notice of Flrst Relapse/Progression in the Event Monrtormg Phase
Has the patient developed a first relapse or progression that has not been prevrously reported (in event momtonng phase) ?

2[0No - 1{Yes. K Yes, Date of Relapse/Progressnon P (mm/ddyyyy) ([ .
- Site(s) of Relapse/Progression: L] Liver [J Adrenal
(check all that apply) ] Bone [JLung
-[[] Brain [} Other, specify
Method (s) of Diagnosis: ' ] Biopsy- [ PET scan
(check all that apply) » [JCT =[] Other, specify
[ MRI :

Notlce of First Subsequent 'I‘reatment S
Has the patient received subsequent treatment for this cancer that has not been previously reported?

2[[JNo - 3[]Unknown 1[JYes. If Yes, Start date of subsequent treatment. (mmlddfyyyy) __ _ /[
Specify subseqﬁent treatment:

Notice of New anary
Has a new primary cancer or MDS (myelodyplastic syndrome) been diagnosed that has not been previously reported?
2[00No  3[JUnknown = - 1 [:]Yes If Yes, New Primary Cancer Date: (mm/dd/yyyy) Y A A o

Site of New Primary:

Late Adverse Event (post completion of acave momtormg) : e
Has the patient experienced (prior treament for progression or relapse or a second prlmary, and prior to non-protocol treatment) any
severe (grade >3) long term toxicity that has not been previously reported:
» Adverse events at least possibly attributed to treatment on this study.
« Death within 30 days of treatment. ' '
» Death any time at least possibly treatment related :
2[JNo - 3[]Unknown/Not evaluated . ‘1[JYes. If Yes, Submlt page 2 of the Event Momtormg Form for Late
o Adverse Event Reporting.
*IT this is the first event monitoring form check yes, enter assessment date and complete the rest of the form _
“**Submit documentation to verify PD. - : : o 612212007




PLACE LABEL HERE

: Protocol‘ Number: N0626

Patient ID:

'Institu'tion Number;

Patient Initials:
: L F M

Institution:

'NORTH CENTRAL CANCER TREATMENT GROUP

EVENT MONITORING FORM
(LATE ADVERSE EVENT REPORTING)

* ALL ITEMS MUST BE COMPLETED

Pg.20f2

Are data amended? (check one) .[_] Yes. [ No
(if data-are amended, please circle in red when using paper form).

The CTC AE Version 3.0 will be used to evaluate the following adverse events:

CTC Adverse

MedDRA Code

" CTC Adverse

Late Adverse Event |

e kst | OesOmi9 | s | i)
00000000 BIEE wes | OEEEE |
OO0000000 BEE s | DEEEE | — oo —-
OO000000 DG e | DEEEE |
0000000 BEE e | DRBEE | -

00000000 ElEE ey o
00000000 EEE s | IEEEE | -t
00000000, BEE e | OEEIEE | -
DOO00000  BEE ws|DEEEE | -
HOO0O0O000 BIEIE] e e
00000000 GIEE ww | DREEE | e

00000000 BEE ww | DEEEE | — e
00000000 BEE s | DRIEEE | - s -
00000000 BEE ww|D2EEE |
DOO00000 BlEE] e MEEEE |
N 3 3 R 3 X B A
OO BEE e | OEEEE |
0000000 BEE ww| IEEER | __

—_—t

00000000

BIRI[G] weaty

HEEER | _.

612212007




PLACE LABEL HERE o NORTH CENTRAL CANCER TREATMENT»GRO'UP

Protoccl Number:  N0626 | - ~ NOTIFICATION FORM
: : ; o ' " Grade 4 or 5 Non-AER Reportable Events/Hospitalization
Patient ID: - Patient Initials: ‘ ‘ ' B
L F M ' ALL ITEMS MUST BE COMPLETED
‘Institution Number: : ‘ g . .
_ Institution:
INSTRUCTIONS:

¢ Use this form to report all known mformatzon on non-AER reportable grade 4 or 5 adverse events or
any hospitalization during active treatment. :

o If AER has been submitted for this event do not enter this form.

o Fill out all information known. o v

o Enter into the remote data entry system within 5 working days of notification.
¢ These events must also be reported on the Nadir/Adverse Event Form.

Date membership CR_A aw»ar_c'-of event(s): (mm/ddfyyyy) / ‘.'/. '

Name of Person Completing Form: : : Phone: () -
Current Cycle Number: Assigned Treatment Arm:
 Event>Grade4  1[0Yes  2[No
Date of First Occurrence : CTC Adverse Event Term Adverse | In your opinion, is this related to the
of Adverse Event ' (only one event per line) Event study medication?}
(mm/dd/yyyy) S B Grade : _

—t e ' . ' El | 10Yes 2[0No 3[JUnknown
A A o ' E - 1[JYes 2[JNo 3[]JUnknown
PR AR o | | I[Yes 2[JNo 3[]Unknown
e ' ot 1[1¥es 2[INo 3[JUnknown
; ot : o . . 1IYes 2[No 3 JUnknown

1. Answer YES if attribution is unhkely, poss1ble, probable or deﬁmte answer NO if unrelated; answer UNKNOWN if you are not sure.

' Hospitalization: . 11 Yes 2 [[INo -
‘ v, ’
Hospital Admission Date: (mm/ddtyyyy) __ _/__ _ [/ __

Reason(s) for Hospitalization:

1] Adverse Bveni, specify type and grade:

2] Prophylactic, specify:

3[] Other reason, specify

211912007



PLACE LABEL HERE ' »
NORTH CENTRAL CANCER TREATMENT GROUP

NCCTG Protocol Number: _ IN0626

. BLOOD PRESSURE LOG
NCCTG Patient ID: Patient Initials: ‘
L FM APPENDIX 111
Institution Number:

Institution: . Page 1 of 1

INSTRUCTIONS TO THE PATIENT:

1. Your blood pressure readings have two numbers. The first number is the pressure in your blood vessels
during a heart beat (systolic), and the second number is the pressure in the vessels when the heart rests in
between beats (diastolic). These numbers are usually written with a slash in between them (for example,
normal blood pressure is 120/80).

2. Record the date, then record your blood pressure at least weekly: - ‘ ,
« blood pressure to be obtained after you have rested at least 30 minutes, either by a health care professional
(e.g. physician, physician assistant, nurse, etc), at a senior center, pharmacy or at home.

3.If you take your blood pressure more often than once weekly, please record the numbers and date under
“Other readings.”

4,1If your systolic pressure is greater than 140 (but less than or equal to 150) or your diastolic blood pressure is
greater than 90 (but less than or equal to 100) twice in a row measured at least one hour apart, please contact your

doctor’s office at for instructions. Any time your systolic pressure is greater than
150 or your diastolic blood pressure is greater than 100, please contact your study doctor’s office immediately for
instructions. ‘

5. Please bring this form to every clinic visit or appointment.

Date of Blood Pressure Blood Pressure Other readings (include daté)
(mm/dd/yyyy) Systolic / Diastolic '
A A / |
I A A /
IR A A /
S AR S /
A A /
Patient’s Signature: | | Date:

Physician’s Office will complete this section:

Date of this clinic visit:

Physician/Nurse/Data Manager’s Signature

2/23/2007



PLACE LABEL HERE ' _ g .
’ NORTH CENTRAL CANCER TREATI\IIEN_T GROUP
Protocol #  INO026 | ’
Patient ID # _ : Initials: | - PATIENT PILL DIARY
L F M o APPENDIX IV

Local ID # Institution i ‘
Today’s date .
Patient’s Name - | Patient’s Study ID_

(Initials acceptable) o :

INSTRUCTIONS TO THE PATIENT:

1. Complete one form for each month.

© 2. You will take 2 p111s two times-a day (4 pills total each day) You may take the pill(s) one hour before or 2 hours after - -
eating, as you prefer.

3. Record the date, the number of pills you took,A and when you took’_ them.

4. If you have any comments or notice any side effects, please record them in the Comments colurmn.

# pills and ' ‘ #pills and -

Date Day | whentaken [  Comments Date. Day | whentaken [ Comments
AM | PM - - [am [ em

1 | 12
2 13
3 14
4 15
5 16
6 17
7 : 18
8 " - 19
9 20

10 | . 21

u | o - ”

Patient’s Signature: __ g : Date:

1/18/2007 -



Global Drug Safety

PREGNANCY MONITORING FORM

Local Drug Safety: ' page 1 of 2
Local case ID: Date received by Bayer: |

Global case ID:

Part A |

Drug exposure via mother [] (fill in ‘Patient identification’ for the mother)
via father []] (fill in ‘Patient identification’ for the father and ‘Maternal identification’)

Bayer Heal

Patient Identification
Age at onset | Height Weight*
fem OO | kgl 11 (0)0

Date of birth
[day/month/year]

Ethnic origin
Asian [0 Black[] Caucasian [
Hispanic [] Other[]

Initials

If parent participates in a clinical study:
Study number Centre number

Patient number Random numb_er

| D . _Maternal Identification
Initials Date of birth | Age at onset | Height Weight*
[day/month/year] [em] OJ (i - | [xg] O (0]CD

Ethnic origin
Asian [0 Black[d Caucasian.[]
Hispanic [] Other[]

_ _Further Detalils of Pre
Date of last Expected date of Exposure to Bayer drug prior to onset of pregnancy Gravida
menstrual period | delivery
[day/month/year} [day/month/year] Yes [] No [] (specify duration of pregnancy at onset | Para
‘ of drug therapy) l ‘

Trade / “Formu- | Total Dose Route of | Lot number Date . Indicatiorv{for'use
. lation | daily | regimen | applica- (bio- from-to or
Generic Name (INN) dose tion logicals) | duration

 Report Source

Name ‘ ‘ ‘ Specialist

Address : Clinic

Country : Phone/Fax/E-Mail
Physician Pharmacist [[1 | Other health professional specify:
Lawyer L] [Consumer [ | Other non-health professnonal L1 specify:

Associated document to BHG-SOP-006 Version 1, Effective Date 2004-Jul-01 ) * at onset of pregnancy



Global Drug Safety

Local Drug Safety: » ‘page 2 of 2
Local case ID: Date received by Bayer: |
Global case ID:
Part B
' Foetal Outcome .
No information available [] Live birth [] Still birth [ Multiple birth []
Specify reason: (duplicate this form and

complete for each infant)

Date of delivery | Gestational age at | Type of delivery | Birth weight | Length Apgar score
[day/month/year] delivery [weeks] o1 3 100 [em} O (inlO » 1 min 5 min 10 min
Were there any foetal / infant abnormalities either intra-uterine or post-natal? Yes [] No [

If any foetal/infant complications occurred please complete a Spontaneous Report Form.
Please include resuits of prenatal testing, history of previous pregnancies and family history of birth defects or
congenital anomalies.

~Maternal Identification

" 'Da:te of birth | Age Height Weight*
{day/month/year] [years] fem] O im0 | kg) O (b}

_Maternal Outcome

Were there any maternal complications No information available []
during the pregnancy or delivery? Specify reason:
Yes [ No []

Initials Ethnic origin B
Asian [ Black[[J Caucasian []

Hispanic [] Other[}

Spontaneous abortion [] Elective abortion [] Therapeutic abortion []

Date of abortioh: [day/month/year]

Reason for therapeutic abortion:

If an abortion or any maternal complications occurred please complete a Spontaneous Report Form or a
Adverse Event Case Report Form with Complementary Page in case the mother participated in a clinical study.
Please ensure that details of maternal past medical history, including obstetric and gynaecological history and
also relevant family history and history of previous pregnancies is included.

; T e

Name Specialist

Address Clinic

Country : ‘ Phone/Fax/E-Mail
Physician Pharmacist [ ] | Other health professional [ specify:
Lawyer [ |Consumer _ [] | Other non-health professional [] specify:

Associated document to BHC-SOP-006 Version 1, Effective Date 2004- Jul-01 . * at onset of pregnancy



Biospecimen Accessioning Processing
Fax Supply Order Form — No Cover Sheet Necessary
Fax to Research Kit Building @ 507-538-4103
NOTE: Form must be either typed or printed legibly and filled out

completely.
Study ID: _N0626
Investigator:
Order Placed By: Phone#: ()
Email: Fax#: ()

Address (kits sent to):

ALLOW AT LEAST TWO WEEKS TO RECEIVE THE KITS.

NOTE: Kits will be sent via FedEx® Ground at no additional cost to the participating
institutions. Kits will not be sent via rush delivery service unless the participating institution
provides their own FedEx® account number or alternate billing number for express service. The
study will not cover the cost for rush delivery of Kits.

Date Needed:
(Please be specific)

Fed Ex account number (Rush deliveries only)

Type of Kits # of Kits Needed

N0626 Research Blood Kit 1
Order Kit 1 for the following visits:
e Cycle 1 Day 1, 24 hrs after Cycle 1 Day 1 and Cycle 2 Day 1)

Generic Research Kit
Order the Generic Kit for the following visits:
e Cycle 3 Day1andCycle5Day 1

Total Kits
Questions? Contact the Biospecimen Resource Manager listed on the Protocol Resource
page of the protocol.
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