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Physician ID Patient Study ID
Status
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Patient Data Study Protocol
Social Security Number L1 DOD Trial I Phase |

- - [ Other [ Phase I
Medical Record Number
Last Name
First Name Mi
Address 1
Address 2
City State
Zip code Phone
DOB AGE Gender Race

/ / L1 female O white O asian
[ male O black O pacific island

O hispanic [ other

Fax Completed Forms to: 800-284-2190
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Evaluation Date Patient Study ID

/ /
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Inclusion Criteria

Oyes [Ono 1. Patient has an invasive breast carcinoma documented with either FNA, core, incisional or excisional
biopsy, OR, the patient has a high suspicion of breast cancer and will undergo an excisional biopsy and
definitive cancer therapy under one anesthetic.

Oyes [no 2. Patient is selected for lumpectomy, axillary node dissection and radiation therapy, or modified radical
mastectomy to treat the primary breast cancer.

Oyes [no 3. Patient is between the ages of 18 and 80 years.

Oyes Ono 4. Did the patient sign the consent form for the DOD trial.

If the answer to any of the above questions is NO, the patient is NOT eligible for the study.

Exclusion Criteria

Oyes Ono 1. Patient is pregnant.

Oyes Ono 2. Patient has clinical or radiologic evidence of metastatic disease.

Oyes [Ono 3. Patient has had a second primary malignancy within the past 5 years.

Oyes [Ono 4. Patient has more than one metachronous infiltrating cancer in the same breast.

Oyes [Ono 5. Patient has had previous chemotherapy, radiotherapy, or immunotherapy within the past 5 years.
Oyes Ono 6. Patient has a history of organ transplantation.

Oyes Ono 7. Patient has a history or major psychiatric iliness.

Oyes [Ono 8. Patient has had prior surgery in the region of the breast or axillae that would disrupt normal lymphatic

drainage patterns (such as breast implants or axillary dissection).
Oyes Ono 9. Patient has a life expectancy of less than 5 years.
Oyes Ono 10. Patient has an allergy to Isosulfan blue dye or related compounds.

If the answer to any of the above questions is YES, the patient is NOT eligible for the study.
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