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Inflammatory breast cancer

 et al.  et al.

Clinical Characteristics of IBC
erythema, edema involving more than 2/3 of the breast resulting in a pitted appearance (peau d’orange), 

 et al.

 et al.

Pathology of IBC
emboli, which contributes to the rapid engorgement of the breast and clinical features of “inflammation.” 

 et al.

Molecular changes of IBC

receptors such as HER2 and EGFR. IBC is often associated with a “basal like” phenotype, high 
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Treatment of IBC

 et al.  et al.
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cells [Ueno’s lab]. At last, in colorectal cancer, relationship between EGFR expression level and 
 et al.  et al.

Panitumumab

 et al.
in vivo



 

Nab-paclitaxel

 et al.

 et al.

 et al.
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Combination of paclitaxel with carboplatin in breast cancer

–
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Biomarker Development

Rationale.

3.1 Panitumumab 

dose of panitumumab will be 2.5 mg/kg and will be based upon the subject’s baseline weight. The dose 
ect’s body weight increases or 

the diluted solution to be infused should not exceed 10 mg/mL. In the event a subject’s actual body 



 

and the “working day” temperature of the refrigerator used for storage of trial supplies, continuous 

responsible person (e.g., a pharmacist) at the Investigator’s institution, who will check the amount and 

Subject’s identification (subject number)

Skin toxicity (grade 3 or 4): Withhold treatment; if skin toxicity does not improve to  grade 2 within 1 
month, permanently discontinue. If skin toxicity improves to  grade 2 within 1 month (with patient 

ssing 2 doses), resume treatment at 50% of the original dose. Dose may be increased in increments 

Investigator’s Brochure (Version 7.0, 10June
Panitumumab Investigator’s Brochure as well as the updated safety information contained in the 



 

reaction by this definition  grade 3.



 

Please refer to the current Panitumumab Investigator’s Brochure for further details.

– –

protocol was amended to modify the DLT definition for mucositis to limit it to grade  3 toxicity that 

mmon grade  3 AE during the panitumumab + chemoradiotherapy phase was 

was considered related but did not meet the criteria of a DLT.  The most common grade  3 adverse 

3.2 Nab-paclitaxel (Abraxane) 

the site’s pharmacy drug accountability log: quantity of vials to be returned, expiration date and lot 

information must be recorded on the site’s pharma

destroyed in accordance with their institution’s drug destruction policy or SOP.  A drug destruction 
site’s drug destruction SOP/policy should be sent to 
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–
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1. Calculate the patient’s body surface area at the beginning of the study and if the weight changes by > 

• Slowly inject the 20 mL of 0.9% Sodium Chloride Injection, USP, over a minimum of 1 minute, using the 

• DO NOT INJECT the 0.9% Sodium Chloride Injection, USP solution dir

• Once the injection is complete, allow the vial to sit for a minimum of 5 (five) minutes to ensure proper 

• Gently swirl and/or invert the vial s

• If foaming or clumping occurs, stand solution for at least 15 minutes until foam subsides. 

• Each ml of reconstitu



 

line filters with pore sizes of < 15  should 

) 1 week: Reduce dose to 220 mg/m

not be administered at the start of each cycle until the absolute neutrophil count returns to 1.5 x 10^9 

Other Toxicities. If toxicities are  grade 3, except for anemia, treatment should be withheld until 
resolution to  grade 1 or



 

3.3 Carboplatin 



 

3.4 Epirubicin 



 

subsequent courses of treatment should be delayed until platelet counts are 100,000/mm3, ANC 
1500/mm3, and non hematologic 
oxicities have recovered to grade 1. 



 

Women 70 years of age should be especially monitored for toxicity; women of childbearing age should 

3.5 Cyclophosphamide 



 



 

3.6 Fluorouracil 



 

erythema, heat, ridging, and peau d’orange).

ECOG performance status  1 

)  1.

ale subject’s 



 

Peripheral neuropathy  Gr II

General:
Information

5.3 Preoperative systemic chemotherapy PNC. 
5.3.1

5.3.2

5.3.3

— —
— Table 1.  If the dose of panitumumab dose is higher 

than 1000 mg, it will be infused over 90 min. 

Premedications;* 
Precautions Dose Route Schedule 

Panitumumab Not required for 
routine infusions 

2.5
mg/kg 

If no reaction to the first dose 
of Panitumumab, 30 min for

subsequent dose 

Wk 1; 
C1-3 wklyX3, 1 wk off; 
C4 wklyX2

Nab-paclitaxel Not required for 
routine infusions 

100
mg/m2 

IV over 30 min after 
completion of Agent 

Panitumumab through 
separate IV line 

C1-4 wklyX3, 1 wk off 

Carboplatin Not required for 
routine infusions 

2
AUCa

IV over 30 min after 
completion of Abraxane 
through separate IV line 

C1-4 wklyX3, 1 wk off 



 

Nab-paclitaxel
(Abraxane) 
100 mg/m2 

Carboplatin 
AUC 2

calculated based on the subject’s actual body weight at baseline an

10 minutes. In the event a subject’s actual weight requires greater than 150 mL volume infusion, 

for subsequent panitumumab infusions according to institutional guideline or investigator’s discretion



 

be graded using The National Cancer Institute’s Common Toxicity Criteria (N

Panitumumab will only be withheld for Gr  III anemia or Gr IV thrombocytope

event has improved to 

event has improved to 
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5.4 Nab-paclitaxel and Carboplatin Dose Adjustments: 



 

–
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5.5 Preoperative Chemotherapy FEC 
5.5.1

5.5.2

5.5.3

Premedications; 
Precautions Dose Route Schedule

Fluorouracil Use institutional 
guideline 

500
mg/m2 IV Every 3 

weeks

Epirubicin Use institutional 
guideline 

100
mg/m2 IV over 30 min Every 3 

weeks

Cyclophosphamide Use institutional 
guideline 

500
mg/m2 IV Every 3 

weeks

Definition of Toxicity: Toxicities will be graded according to the National Cancer Institute’s NCI



 

Duration of Therapy:

5.8 Other Agent(s), Other Modality(ies) and/or Procedures 



 

7.1 Evaluation during PNC treatment (Cycles 1 to 4):  

7.2 Evaluation during preoperative chemotherapy (FEC):  
7.2.1 Prior to FEC, minimum 1 week after cycle 4 of PNC:  

During EFC 

7.3 Evaluation before surgery  

7.4 Evaluation during surgery.  

7.5 Post-Surgery Follow-up:  



 

7.6 Data management 

Patients’ refusal to continue participation in the study.



 

10.1.4.2. Dr. Wendy Woodward’s lab will perform the analysis.  



 

In the event that the patient’s condition is deteriorating, laboratory evaluations should be 

Panitumumab

Carboplatin, nab-
paclitaxel



 

An adverse event or suspected adverse reaction is considered “serious” if, in the view of either the 

–

FEC



 

reported to the IRB in accordance with the timeframes and procedures outlined in “The University of 

nd Devices”. Unless stated otherwise in the protocol, all SAEs, 

guidelines, the sponsor’s guidelines, and Institutional Review Board policy.



 

hours of the investigational staff’s knowledge.  

should be recorded as “progressive disease” rather than as AEs.  However, the deve



 

We will consider stopping the trial early if P (pCR rate  13% | data from the trial) < 0.01. That is, given 

valuated ]  0/17, 

 et al.



 

square test, or Fisher’s 

 et al
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Appendix I.  Dermatology/Skin/Nail Assessment (from 
CTCAE version 3.0 with modifications)



 

Panitumumab will be manufactured and packaged by Amgen and distributed using Amgen’s

the date and time and initials of person checking, and the “working day” tempe

panitumumab will be 6 mg/kg (or 9mg/kg, depending on the study) and will be based upon the subject’s 

en the subject’s body 

concentration of the diluted solution to be infused should not exceed 10 mg/mL.  In the event a subject’s 



 

pharmacist) at the Investigator’s institution, who will check the amount and condition of the drug and 

Subject’s identification (subject number)


