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MSLT-I data
For patients with Breslow 1.20-3.50mm

Two treatment groups: WEX and SLND

                                     Variable SLND=0 if randomized into WEX (observation), 

                                                    SLND=1 if randomized into SLND (biopsy).

                                      Variable OP=0 if received WEX

                                                     OP=1 if received SLND

  For intent-to-treat analysis, all patients should be included and use SLND as the treatment indicator;

  For per protocol analysis, only patients with SLND=OP will be used and either SLND or OP can be used as the treatment indicator.   

   I give you all patients (N=1327: 522 in WEX and 805 in SLND) just for in case Dr. Morton wants intent-to-treat analysis. Add SLND=OP statement in your program to select subjects for per protocol analysis. 

   For the NEJM paper, per protocol analysis was used: N=1269  -  500 in WEX and 769 in SLND

         Among the 500 WEX patients, 78 had nodal recurrence after WEX.
         Among the 769 SLND patients, 642 had negative node 

                                                            122 had positive node 

                                                                5 nodal status unknown   

   Also, among the 642 node negative SLND patients, 26 were considered as having false negative since they developed nodal recurrence later without local recurrence (or  before  local recurrence).  Those patients are identified by Variable FALSENEG=1.   
   Patients who received SLND (biopsy) and found positive node got immediate CLND; 

   Patients who received WEX and developed nodal recurrence (clinically palpable node) got delayed CLND. 

   Patients who received SLND (biopsy) and had false negative node also got delayed CLND. Dr. Morton might want to add these patients into the positive node group (immediate CLND group) to carry out very conservative comparison.

   Dr. Morton’s hypothesis is: For patients with nodal metastasis, immediate CLND has better survival than delayed CLND.  

                          The CONTENTS Procedure

Data Set Name        GANGLI                     Observations          1327

Member Type          DATA                       Variables             26
Engine               V9                         Indexes               0

                       Variables in Creation Order

            #    Variable    Type    Len      Description        _               _     

            1    MSLTID      Char      9       Subject ID  
            2    AGE         Num       8       age at randomization
            3    SITE        Char      9       Tumor site  
            4    EXTREM      Num       8        1 if tumor on extremity, 0 otherwise  
            5    TRUNK       Num       8        1 if tumor on trunk, 0 otherwise 

            6    HEAD        Num       8        1 if tumor on head/neck, 0 otherwise 

            7    MALE        Num       8        1- male,  0 - female
            8    optype      Num       8        just ignore it       
            9    ulcer       Num       8        1- have ulceration,  0 -  no ulceration
           10    death       Num       8        1- dead (from all causes),  0 - alive
           11    recur       Num       8        1 - recurrence (any type), 0 – no recurrence
           12    rlocal      Num       8       1- local recurrence, 0 – no local recurrence
           13    rlymph      Num       8        1- nodal  recurrence, 0 – no nodal recurrence
           14    rdis        Num       8            1- distant recurrence, 0 – no distant recurrence
           15    surv        Num       8       Survival time (months)  

           16    dfs         Num       8       disease-free survival (months) 

                                                                                                                       (1st recurrence, any type)  
           17    dfsdis      Num       8       distant recurrence-free survival (months)
           18    dfslymph    Num       8       distant recurrence-free survival (months)
           19    dfsloc      Num       8       local recurrence-free survival (months)
           20    breslow     Num       8       Breslow thickness (prognostic factor)
           21    clark       Num       8       Tumor invasion level (prognostic factor) 
           22    mdeath      Num       8       1 - death due to melanoma
           23    posnode     Num       8       nodal status, 1-positive, 0- negative

           24    op          Num       8       1- received SLND, 0-received WEX
           25    falseneg    Num       8       1 – false negative node
                           26.    SLND: 1=randomized into SN biopsy group,  0=randomized into Observation group
