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PANO009-18 Eligibility Worksheet

This form must be used when assessing patient eligibility and to assure all pretreatment evaluations are

completed per protocol.

Subject Initials:

Treating Investigator:

Form Completed By:

Date Form Completed:

INCLUSION CRITERIA

All items below must be marked YES for patient to be eligible.

1. One of the following:

[] Biopsy-proven unresectable adenocarcinoma of the pancreas defined by:

Greater than 180 degree encasement of the superior mesenteric artery (SMA)

Encasement of the celiac axis, hepatic artery, and/or left gastric artery

> 180 degree involvement or obstruction of the superior mesenteric vein (SMV); SMV
resection and reconstruction is not feasible

No evidence of metastatic disease or major viscera (organs), distant metastatic disease, and/or
peritoneal seeding.

Yes |:| |:| Biopsy-proven borderline resectable adenocarcinoma of the pancreas defined by:

Abutment up to 180 degrees on the SMA

> 180 degree involvement or obstruction of the SMV; SMV resection and reconstruction is
feasible

Regional lymph node metastases

No evidence of metastatic disease or major viscera (organs), distant metastatic disease, and/or
peritoneal seeding.

|:| Patients with resectable, biopsy-proven adenocarcinoma of the pancreas who are deemed
medically inoperable or who refuse surgery.

Yes |:|

ECOG:

2. ECOG Performance Status 0-2 within 8 weeks prior to registration.

Date:

Yes |:|

3. Required laboratory parameters within 12 weeks prior to study registration:

e  Absolute granulocyte count (AGC/ANC) > 1.8 thou/mm?3
e Platelet count > 100,000/mm?3

e  Bilirubin <2 mg/dl

e  ALT/SGPT < 3x upper limit of institutional normal

e  Creatinine < 3 mg/dl

4. Patient must give study specific informed consent on an IRB-approved consent prior to any
research-related procedures or study treatment.
Yes |:| P ¥

Date of Informed Consent:

Yes |:|

Age:

5. Patient must be at least 18 years of age at the time of consent.
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EXCLUSION CRITERIA

All items below must be marked NO for patient to be eligible

No|:|

Evidence of distant metastasis; metastatic disease in the major viscera (organs); peritoneal
seeding.

No|:|

Previous irradiation to the abdomen.

No|:|

Prior surgical resection for pancreatic cancer.

No|:|

Previous history of invasive malignancy (except non-melanoma skin cancer and low to
intermediate risk prostate cancer) unless the subject has been disease free for 5 years prior to
registration.

No|:|

Active, untreated infection.

No|:|

Pregnant and/or breast-feeding women, or patients of child-bearing potential not willing to use
medically acceptable contraception while on treatment and for at least 12 months thereafter.

|:| N/A  -OR- Date of Pregnancy Test:

Note: Pregnancy test (urine or serum) for women of childbearing potential must be within 14 days prior to EDC
registration. Pregnancy testing is not necessary for women who have had a hysterectomy or have not had a
menstrual period for at least 24 consecutive months (documentation required).

Notes/Comments:

I certify that | have reviewed the eligibility and all questions have been answered accurately.

Treating Investigator’s Signature: Date:
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