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                SNIC trial (HREC X09-0325) Site-patient ID: Patient initials:
   Case Record Form
   1. ELIGIBILITY ASSESSMENT
   Patient name :………………………………………………………………………
   Hospital :………………………………………………………………………
   MRN :………………………………………………………………………
   1.1 Inclusion Criteria:
   non-melanoma skin cancer with one of the following characteristics
    Size > 2cm
    Invasion into subcutaneous fat or tumour thickness >5 mm
    Poorly differentiated
    basosquamous, desmoplastic, metatypical or morpheophorm phenotype
    Perineural invasion
    Lymphovascular invasion
    Local Recurrence
    Localization ear or lip
    Immunocompromised
    Willingness and ability to complete 5 years follow up
   1.2 Exclusion Criteria:
    Clinical (Physical, radiological or pathological) evidence of
   distant metastases
    Allergy to Patent Blue Dye or Radio-colloid
    Significant cognitive or psychiatric disorder (unable to understand
   informed consent)
    Pregnancy/lactation
    Participation in any other surgical, radiotherapy or chemotherapy
   trials
   1.3 Baseline examination
   Any clinical evidence of distant metastases?
   PLEASE EMAIL OR FAX THIS FORM INCLUDING PATHOLOGY AND RADIOLOGY
   REPORTS TO THE SYDNEY CANCER CENTRE ( [email protected] / fax nr +61
   2 95157483). IF ELIGIBLE, YOUR PATIENT WILL BE RANDOMIZED TO ONE OF
   THE STUDY ARMS WITHIN 48 HOURS. YOU WILL BE NOTIFIED OF THIS BY EMAIL.
   2. RELEVANT PATIENT INFORMATION
   Date of birth :………………………………………………………………………………
   Sex :………………………………………………………………………………
   Contact Details : ………………………………………………………………………………
   Histology of primary skin tumour:…………………………………………………………………..
   Site of primary skin tumour:…………………………………………………………………………
   
   Previous Surgery at tumour site:……………………………………………………………………
   General Medical History
    Previous skin cancer(s) :………………………………………………………………………
    Other malignancies :………………………………………………………………………
    Cardiovascular :………………………………………………………………………
    Pulmonary :………………………………………………………………………
    Abdominal :………………………………………………………………………
    Other :………………………………………………………………………
   3. TREATMENT INFORMATION
   Study Allocation:
    Arm 1 SNB  Arm 2 Nodal observation
   3.1 Lymphoscintigraphy (pre-operative report):
   Location of SN lymphatic basin:……………………………………………………………………..
   Number of SN:……………………………………………………………………………………….
   Second Location of SN lymphatic basin:……………………………………………………………
   Number of SN:……………………………………………………………………………………….
   3.2 Operative Information:
   Date: …………………………………………………………………………….………….………
   Description of procedure:…………………………………………………………………………….
   Technique of primary tumour removal and wound closure
    Wide local excision and primary closure
    Wide local excision and closure by reconstruction (free flap, local
   skin flap, skin graft, other)
   Details of reconstruction: ………………………………………………………………………….
   Sentinel Node operative details:
   Blue dye used:  yes  no
   Location(s) of SN lymphatic basin:…………………………………………………………………
   Number of SN (blue and/or active):…………………………………………………………………
   4. PATHOLOGY REPORT
   4.1 Primary tumour
     * 
       Histological type:………………………………………………………………………………
     * 
       Histological grade / differentiation (well, moderate, or
       poor):………………………………
     * 
       Lesion diameters:………………………………………………………………………………
     * 
       Invasion depth (mm) & Clark level:…………………………………………………………..
     * 
       Perineural invasion:  yes  no
     * 
       Lymphatic invasion:  yes  no
     * 
       Vascular invasion:  yes  no
     * 
       Free margins  yes  no
     * 
       Closest margin & any additional resection at margins? (ie frozen
       section): :………….....…...
     * 
       Other:…………………………………………………………………………………………..
   4.2 Pathology report sentinel nodes
     * 
       Node 1
         * 
           Location:………………………………………………………………………………
         * 
           Lymph node identified? (yes/no):……………………………………………………
         * 
           Metastases:……………………………………………………………………………
         * 
           Size of metastases:……………………………………………………………………
         * 
           H&E detected:  yes  no
         * 
           IHC detected:  yes  no
     * 
       Node 2
         * 
           Location:………………………………………………………………………………
         * 
           Metastases:……………………………………………………………………………
         * 
           Size of metastases:……………………………………………………………………
         * 
           H&E detected:  yes  no
         * 
           IHC detected:  yes  no
     * 
       Node 3
         * 
           Location:………………………………………………………………………………
         * 
           Metastases:……………………………………………………………………………
         * 
           Size of metastases:……………………………………………………………………
         * 
           H&E detected:  yes  no
         * 
           IHC detected:  yes  no
     * 
       Node 4
         * 
           Location:………………………………………………………………………………
         * 
           Metastases:……………………………………………………………………………
         * 
           Size of metastases:……………………………………………………………………
         * 
           H&E detected:  yes  no
         * 
           IHC detected:  yes  no
         * 
   5. ADDITIONAL TREATMENT
     * 
       Complete lymphadenectomy after positive SNB:  yes  no
     * 
       Adjuvant radiotherapy:  yes  no
     * 
       Adjuvant chemotherapy:  yes  no
   6. TREATMENT RELATED COMPLICATIONS
   Peri-operative complications and severity of complication*:
    allergic reaction to colloid or blue dye
   (specify):…………………………………………….
    wound infection (specify):……………………………………………………………………
    other would complication:……………………………………………………………………
    Neurological deficits (specify):………………………………………………………………
    General post operative problems (Pneumonia, Cardiac events, urinary
   tract infection)
    other (specify):………………………………………………………………………………..
   * Mild (1): patient aware of complication but does not interfere with
   daily life
   Moderate (2): the complication affects the patient’s daily life
   Severe (3): the complication significantly impacts on the patient’s
   daily life
   7. FOLLOW UP
   Year 1 and 2 postoperative: every 4 months
   Year 3-5 postoperative: every 6 months
   ……. months postoperative; date of visit:…………………………………………………………
     * 
       General well-being (good, moderate, poor):………………………………………………..
     * 
       Operation related morbidity and grade (see page 3)
    persistent infection grade 1, 2 or 3 (circle) Location:
    seroma grade 1, 2 or 3 (circle) Location:
    graft failure grade 1, 2 or 3 (circle) Location:
    keloid grade 1, 2 or 3 (circle) Location:
    sensory deficits grade 1, 2 or 3 (circle) Location:
    sensory deficits grade 1, 2 or 3 (circle) Location:
   Evidence of recurrence:
    By physical examination
    Ultrasound
    FNA/Biopsy
   Treatment:…………………………………………………………………………………
   8. TERMINATION OF PARTICIPATION IN THE STUDY
   Reason of termination:
   Date:
   PLEASE EMAIL OR FAX THIS FORM TO THE SYDNEY CANCER CENTRE ([email protected]
   / fax nr +61 2 95157483).
   6
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