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EXAMPLE TABLE AM (Adverse Event MedDRA summary) 
                                                               Table 14.3.1.x 

<<Title as SAP>> ^ 

                                                              Safety analysis set 

 

                                                                                   Ethicon trt   Comparator  Total        

                     System organ class             Preferred term                 (n=99)       (n=99)       (n=999)      

                     ____________________________________________________________________________________________________ 

                                                                                                                          

                     BLOOD AND LYMPHATIC SYSTEM      Total                          9 (  9.9%)   9 (  9.9%)   9 (  9.9%)  

                     DISORDERS                                                                                            

                                                    ANAEMIA                         9 (  9.9%)   9 (  9.9%)   9 (  9.9%)  

                                                                                                                          

                     CARDIAC DISORDERS               Total                          9 (  9.9%)   9 ( 99.9%)  99 (  9.9%)  

                                                    ACUTE MYOCARDIAL INFARCTION     9 (  9.9%)   9 (  9.9%)   9 (  9.9%)  

                                                    ANGINA PECTORIS                 9 (  9.9%)   9 (  9.9%)   9 (  9.9%)  

                                                    ATRIAL FIBRILLATION             9 (  9.9%)   9 (  9.9%)   9 (  9.9%)  

                                                    ATRIOVENTRICULAR BLOCK          9 (  9.9%)   9 (  9.9%)   9 (  9.9%)  

                                                    COMPLETE                                                              

                                                    CARDIAC ARREST                  9 (  9.9%)   9 (  9.9%)   9 (  9.9%)  

                                                    CARDIAC FAILURE                 9 (  9.9%)   9 (  9.9%)   9 (  9.9%)  

                                                    CARDIAC FAILURE CONGESTIVE      9 (  9.9%)   9 (  9.9%)   9 (  9.9%)  

                                                    MITRAL VALVE INCOMPETENCE       9 (  9.9%)   9 (  9.9%)   9 (  9.9%)  

                                                    MYOCARDIAL INFARCTION           9 (  9.9%)   9 (  9.9%)   9 (  9.9%)  

                                                    SINUS BRADYCARDIA               9 (  9.9%)   9 (  9.9%)   9 (  9.9%)  

                                                    SUPRAVENTRICULAR TACHYCARDIA    9 (  9.9%)   9 (  9.9%)   9 (  9.9%)  

                                                    TACHYCARDIA                     9 (  9.9%)   9 (  9.9%)   9 (  9.9%)  

                                                    VENTRICULAR TACHYCARDIA         9 (  9.9%)   9 (  9.9%)   9 (  9.9%)  

                                                                                                                          

                     ENDOCRINE DISORDERS             Total                          9 (  9.9%)   9 (  9.9%)   9 (  9.9%)  

                                                    ADRENAL MASS                    9 (  9.9%)   9 (  9.9%)   9 (  9.9%)  

                                                                                                                          

                     GASTROINTESTINAL DISORDERS      Total                         99 ( 99.9%)  99 ( 99.9%)  99 ( 99.9%)  

                                                    ABDOMINAL DISTENSION            9 (  9.9%)   9 (  9.9%)   9 (  9.9%)  

                                                    ABDOMINAL HAEMATOMA             9 (  9.9%)   9 (  9.9%)   9 (  9.9%)  

                                                    ABDOMINAL PAIN                  9 (  9.9%)   9 (  9.9%)   9 (  9.9%)  

                                                    ACUTE ABDOMEN                   9 (  9.9%)   9 (  9.9%)   9 (  9.9%)  

                                                    CONSTIPATION                    9 (  9.9%)   9 (  9.9%)   9 (  9.9%)  

                                                    DIARRHOEA                       9 (  9.9%)   9 (  9.9%)   9 (  9.9%)  

                                                    DYSPEPSIA                       9 (  9.9%)   9 (  9.9%)   9 (  9.9%)  

                                                    GASTRIC ULCER                   9 (  9.9%)   9 (  9.9%)   9 (  9.9%)  

[If any Ethicon specific codes used these will be indicated with an ‘*’] 

[FIRST PAGE ONLY SHOWN]        

______________________________________________________________________________________________________________________________ 

Study: [Short title and number] 

Program: t_all.sas Run date: 12SEP06  Time: 08:40 

CONFIDENTIAL     Programmer: << name >>  Program status: VALIDATED  Data Status: LOCKED ON DDMMM20YY 

Source: Listing 16.2.x.x 

                                                             ^: MedDRA version x.x 
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EXAMPLE TABLE AS (Adverse Event Overall Summary) 
                                                                Table 14.3.1.1 

Number of patients experiencing any during/post treatment AE by category 

Safety analysis set 

 

                                                                ________Ethicon trt____  ____Comparitor trt____  _________Total_________ 

                                     Category                           (n=99)                   (n=99)                   (n=999)         

     Variable                        /Statistic                                                                                           

     ____________________________________________________________________________________________________________________________________ 

                                                                                                                                          

     Individual AE             (^)   Yes                           999  (  na  )            999  (  na  )            999  (  na  )        

 

     Individual SAE            (^)   Yes                           999  (  na  )            999  (  na  )            999  (  na  )        

                                                                                                                                          

     At least 1                ($)   Yes                            99  ( 99.9%)             99  ( 99.9%)             99  ( 99.9%)        

                                                                                                                                          

     Serious                   ($)   Yes                            99  ( 99.9%)             99  ( 99.9%)             99  ( 99.9%)        

                                                                                                                                          

     Severe                    ($)   Yes                            99  ( 99.9%)             99  ( 99.9%)             99  ( 99.9%)        

                                                                                                                                          

     Action taken             (%$)   Yes                            99  ( 99.9%)             99  ( 99.9%)             99  ( 99.9%)        

                                                                                                                                          

     Related                  (+$)   Yes                             9  ( 99.9%)              9  (  9.9%)              9  (  9.9%)        

 

[Categories as AE page in CRF, definition of ‘+’ as in SAP] 

 

 

 

 

 

 

 

 

 

 

 

  

  

        ______________________________________________________________________________________________________________________________ 

Study: [Short title and number] 

Program: t_all.sas Run date: 12SEP06  Time: 08:40 

CONFIDENTIAL     Programmer: << name >>  Program status: VALIDATED  Data Status: LOCKED ON DDMMM20YY 

Source: Listing 16.2.x.x 

                                                            ^: total number of AEs 

$: Number of patients with at least 1 AE in this category 

%: Medical, surgical or other action taken 

+: Possibly related, related or related to application device 
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EXAMPLE TABLE DC (Discrete data- change) 
                                                                Table 14.x.x.x 

                                                                 Xxxxxxxxxxxx  

                                                               xxxx analysis set 

 

                                                                           Baseline                                             

     Variable                        Category           Missing      Category 1   Category 1   Category 1   Category 1   TOTAL 

     ____________________________________________________________________________________________________________________________________ 

                                                                                                                                          

     Proc, Variable, Visit xx        Missing            9  (  9.9%)  9  (  9.9%)  9  (  9.9%)  9  (  9.9%)  9  (  9.9%)  9  (  9.9%)   

                                     Category 1         9  (  9.9%)  9  (  9.9%)  9  (  9.9%)  9  (  9.9%)  9  (  9.9%)  9  (  9.9%)   

                                     Category 2         9  (  9.9%)  9  (  9.9%)  9  (  9.9%)  9  (  9.9%)  9  (  9.9%)  9  (  9.9%)   

                                     Category 3         9  (  9.9%)  9  (  9.9%)  9  (  9.9%)  9  (  9.9%)  9  (  9.9%)  9  (  9.9%)   

                                     Category 4         9  (  9.9%)  9  (  9.9%)  9  (  9.9%)  9  (  9.9%)  9  (  9.9%)  9  (  9.9%)   

                                     TOTAL              9  (  9.9%)  9  (  9.9%)  9  (  9.9%)  9  (  9.9%)  9  (  9.9%)  9  (  9.9%)   

 

 
     Proc, Variable, Visit xx        Improving^                                                                         9  (  9.9%)   

 

 

 

 

 

 

 

 

 

 
[Improving should not be given if it is not clear what improvement is. 

[For two treatment studies include variable name in the heading, and in the variable column add treatment] 

 
        ______________________________________________________________________________________________________________________________ 

Study: [Short title and number] 

Program: t_all.sas Run date: 12SEP06  Time: 08:40 

CONFIDENTIAL     Programmer: << name >>  Program status: VALIDATED  Data Status: LOCKED ON DDMMM20YY 

Source: Listing 16.2.x.x 

     ^ percentage is based on those with non-missing values for baseline and visit                                                        
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EXAMPLE TABLE DG (Demographics) 
                                                                Table 14.1.2.1  

                                                                 Demographics [or Baseline characteristics for 14.1.2.2] 

                                                              xxx analysis set 

                                                                ________Ethicon trt____  ____Comparator trt____  _________Total_________ 

                                     Category                           (n=99)                   (n=99)                   (n=99)          

     Variable                        /Statistic                                                                                           

     ____________________________________________________________________________________________________________________________________ 

                                                                                                                                          

     Age (years)                     Mean   (std)                 99.9  (99.9)             99.9  (99.9)             99.9  (99.9)          

                                     Median (range)               99.9  (99.9,99.9)        99.9  (99.9,99.9)        99.9  (99.9,99.9)     

                                     Number (missing)               99  (9)                  99  (9)                  99  (9)             

                                     95% CI of mean    .          99.9  ,99.9              99.9  ,99.9              99.9  ,99.9           

                                                                                                                                          

     Age (years, grouped)            <16                             9  (  9.9%)              9  (  9.9%)              9  (  9.9%)        

                                     16-<50                          9  (  9.9%)              9  (  9.9%)              9  (  9.9%)        

                                     50-<65                          9  (  9.9%)              9  (  9.9%)              9  (  9.9%)        

                                     65+                             9  (  9.9%)              9  (  9.9%)              9  (  9.9%)        

                                                                                                                                          

     Height (cm)                     Mean   (std)                 99.9  (9.9)              99.9  (99.9)             99.9  (99.9)          

                                     Median (range)               99.9  ( 99.9, 99.9)      99.9  ( 99.9, 99.9)      99.9  ( 99.9, 99.9)   

                                     Number (missing)               99  (9)                  99  (9)                  99  (9)             

                                     95% CI of mean    .          99.9  , 99.9             99.9  , 99.9             99.9  , 99.9          

                                                                                                                                          

     Weight (kg)                     Mean   (std)                 99.9  (99.9)             99.9  (99.9)             99.9  (99.9)          

                                     Median (range)               99.9  (99.9, 99.9)       99.9  (99.9, 99.9)       99.9  (99.9, 99.9)    

                                     Number (missing)               99  (9)                  99  (9)                  99  (9)             

                                     95% CI of mean    .          99.9  ,99.9              99.9  ,99.9              99.9  ,99.9           

                                                                                                                                          

     BMI (kg/m2)                     Mean   (std)                 99.9  (9.9)              99.9  (9.9)              99.9  (9.9)           

                                     Median (range)               99.9  (99.9,99.9)        99.9  (99.9,99.9)        99.9  (99.9,99.9)     

                                     Number (missing)               99  (9)                  99  (9)                  99  (9)             

                                     95% CI of mean    .          99.9  ,99.9              99.9  ,99.9              99.9  ,99.9           

                                                                                                                                          

     Gender                          Male                           99  ( 99.9%)             99  ( 99.9%)             99  ( 99.9%)        

                                     Female                         99  ( 99.9%)             99  ( 99.9%)             99  ( 99.9%)        

                                                                                                                                          

     Race                            Caucasian                      99  ( 99.9%)             99  ( 99.9%)             99  ( 99.9%)        

                                     Black                          9  (  9.9%)              9  ( 99.9%)              9  (  9.9%)        

                                     Asian                           9  (  9.9%)              9  (  9.9%)              9  (  9.9%)        

                                     Hispanic                        9  ( 99.9%)              9  ( 99.9%)              9  ( 99.9%)        

Baseline characteristics table similar- includes items recorded at baseline only that are not demography 

[Example layout, Demographics are as CRF, Age groupings as defined in SAP]  

Study: [Short title and number] 

Program: t_all.sas Run date: 12SEP06  Time: 08:40 

CONFIDENTIAL     Programmer: << name >>  Program status: VALIDATED  Data Status: LOCKED ON DDMMM20YY 

Source: Listing 16.2.4.1 [or 4.2 for baseline characteristics] 

                                                         &: of African descent         
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EXAMPLE TABLE DS (Disposition of subjects) 
                                                                Table 14.x.x.x 

                                                     Disposition of subjects by centre 

                                                             xxx analysis set 

 

                                                                ______Ethicon trt______  _____Comparator trt____  _________Total_________ 

                                     Category                           (n=99)                   (n=99)                   (n=99)          

     Variable                        /Statistic                                                                                           

     ____________________________________________________________________________________________________________________________________ 

                                                                                                                                          

     Overall                         Not withdrawn                  99  ( 99.9%)             99  ( 99.9%)             99  ( 99.9%)        

                                     Other                           9  (  9.9%)              9  (  9.9%)              9  (  9.9%)        

                                                                                                                                          

     Town        Country             Not withdrawn                   9  ( 99.9%)              9  ( 99.9%)              9  ( 99.9%)        

                                     Other                           9  (  9.9%)              9  (  9.9%)              9  (  9.9%)        

                                                                                                                                           

[Similar for all other centres] 

[Withdrawal categories as per CRF] 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

  

  

  

  

  

  

  

        ______________________________________________________________________________________________________________________________ 

Study: [Short title and number] 

Program: t_all.sas Run date: 12SEP06  Time: 08:40 

CONFIDENTIAL     Programmer: << name >>  Program status: VALIDATED  Data Status: LOCKED ON DDMMM20YY 

Source: Listing 16.2.1.1 



 Page 7 of 14 

EXAMPLE TABLE E  (Enrollment) 
                                                                Table 14.1.1.2 

                                                              Enrolment by centre 

                                                               xxx analysis set 

 

                                                                ______Ethicon trt______  _____Comparator trt____  _________Total_________ 

                                     Category                           (n=99)                   (n=99)                   (n=99)          

     Variable                        /Statistic                                                                                           

     ____________________________________________________________________________________________________________________________________ 

                                                                                                                                          

     Centre                          Wynnewood   PA                  9  (  9.9%)              9  (  9.9%)              9  (  9.9%)        

                                     Baltimore   MD                  9  ( 99.9%)              9  ( 99.9%)              9  ( 99.9%)        

                                     Syracuse    NY                  9  (  9.9%)              9  (  9.9%)              9  (  9.9%)        

                                     Des Moines  IA                  9  (  9.9%)              9  (  9.9%)              9  (  9.9%)        

                                     Miami       FL                  9  ( 99.9%)              9  ( 99.9%)              9  ( 99.9%)        

                                     Allentown   PA                  9  ( 99.9%)              9  ( 99.9%)              9  ( 99.9%)        

                                     Augusta     GA                  9  (  9.9%)              9  (  9.9%)              9  (  9.9%)        

                                     Houston-1   TX                  9  (  9.9%)              9  (  9.9%)              9  (  9.9%)        

                                     Jacksonville-1                  9  (  9.9%)              9  (  9.9%)              9  (  9.9%)        

                                     Houston-2   TX                  9  ( 99.9%)              9  ( 99.9%)              9  ( 99.9%)        

                                     Camden      NJ                  9  (  9.9%)              9  (  9.9%)              9  (  9.9%)        

                                     Jacksonville-2                  9  ( 99.9%)              9  ( 99.9%)              9  ( 99.9%)        

                                                                                                                                          

 

 

 

 

 

 

 

 

 

 

 

 

 

 [Centres shown for example only- will be town and either country or state code] 

  

  

  

  

        ______________________________________________________________________________________________________________________________ 

Study: [Short title and number] 

Program: t_all.sas Run date: 12SEP06  Time: 08:40 

CONFIDENTIAL     Programmer: << name >>  Program status: VALIDATED  Data Status: LOCKED ON DDMMM20YY 

Source: Listing 16.2.1.1 
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EXAMPLE TABLE G1 (General table 1, with total) 
                                                                Table 14.x.x.x 

                                                                xxxxxxxxxxxxxx 

                                                              xxxxxx analysis set 

 

                                                                          ________Ethicon trt____  ____Comparator trt____ _________Total_________ 

                                               Category                           (n=99)                   (n=99)          

               Variable                        /Statistic                                                                  

               __________________________________________________________________________________________________________________________________ 

                                                                                                                           

               Example for continuous data     Mean   (std)                 99.9  ( 99.9)            99.9  ( 99.9)            99.9  ( 99.9)         

                                               Median (range)               99.9  (99.9, 99.9)       99.9  (99.9, 99.9)       99.9  (99.9, 99.9)    

                                               Number (missing)               99  (9)                  99  (9)                99  (9)             

                                               95% CI of mean    .          99.9  , 99.9             99.9  , 99.9             99.9  , 99.9          

                                                                                                                           

               Example for discrete data       No data                         9  ( na   )              9  ( na   )             99  ( 99.9%)               

                                               Category 1 (as CRF)             9  ( 99.9%)              9  ( 99.9%)             99  ( 99.9%)              

                                               Category 2 (as CRF)            99  ( 99.9%)             99  ( 99.9%)             99  ( 99.9%)              

                                               Category n (as CRF)             9  (  9.9%)              9  (  9.9%)             99  ( 99.9%)               

                                                                                                                              

 

 

 

 

 

[This table is generally for baseline (pre procedure) data] 

 

 

 

  

  

  

  

  

  

  

  

  

  

  

  

        ______________________________________________________________________________________________________________________________ 

Study: [Short title and number] 

Program: t_all.sas Run date: 12SEP06  Time: 08:40 

CONFIDENTIAL     Programmer: << name >>  Program status: VALIDATED  Data Status: LOCKED ON DDMMM20YY 

Source: Listing 16.2.x.x 
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EXAMPLE TABLE G2 (General table 2, without total) 
                                                                Table 14.x.x.x 

                                                                xxxxxxxxxxxxxx 

                                                              xxxxxx analysis set 

 

                                                                             ________Ethicon trt____  ____Comparator trt____ 

                                                  Category                           (n=99)                   (n=99)          

                  Variable                        /Statistic                                                                  

                  ___________________________________________________________________________________________________________ 

                                                                                                                              

                  Example for continuous data     Mean   (std)                 99.9  ( 99.9)            99.9  ( 99.9)         

                                                  Median (range)               99.9  (99.9, 99.9)       99.9  (99.9, 99.9)    

                                                  Number (missing)               99  (9)                  99  (9)             

                                                  95% CI of mean    .          99.9  , 99.9             99.9  , 99.9          

                                                                                                                              

                  Example for discrete data       No data                         9  ( na   )              9  ( na   )               

                                                  Category 1 (as CRF)             9  ( 99.9%)              9  ( 99.9%)              

                                                  Category 2 (as CRF)            99  ( 99.9%)             99  ( 99.9%)              

                                                  Category n (as CRF)             9  (  9.9%)              9  (  9.9%)               

                                                                                                                              

 

 

 

 

[This table is generally for primary and secondary endpoints that DO NOT need statistical testing] 

 

 

 

  

  

  

  

  

  

  

  

  

  

  

  

        ______________________________________________________________________________________________________________________________ 

Study: [Short title and number] 

Program: t_all.sas Run date: 12SEP06  Time: 08:40 

CONFIDENTIAL     Programmer: << name >>  Program status: VALIDATED  Data Status: LOCKED ON DDMMM20YY 

Source: Listing 16.2.x.x 
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EXAMPLE TABLE G3 (General table 3, with stats comparison) 
                                                                Table 14.x.x.x 

                                                                xxxxxxxxxxxxxx 

                                                              xxxxxx analysis set 

 

                                                         ________Ethicon trt____  ____Comparator trt____ __________Statistical summary___________ 

                              Category                           (n=99)                   (n=99)                                          proba                           

Variable                      /Statistic                                                                 statistic estimate    95% CI     bility 

_________________________________________________________________________________________________________________________________________________ 

                                                                                                                           

Example for continuous data     Mean   (std)                 99.9  ( 99.9)            99.9  ( 99.9)       Stat:Trt 1    99.99 (99.99,999.9) 

                                Median (range)               99.9  (99.9, 99.9)       99.9  (99.9, 99.9)  Stat:Trt 2    99.99 (99.99,999.9) 

                                Number (missing)               99  (9)                  99  (9)           Stat:Diff     99.99 (99.99,999.9) 0.999 

                                95% CI of mean    .          99.9  , 99.9             99.9  , 99.9              

                                                                                                                           

Example for discrete data       No data                         9  ( na   )              9  ( na   )      Stat          9.99 (9.99, 9.99)   0.999                      

                                Category 1 (as CRF)             9  ( 99.9%)              9  ( 99.9%)                           

                                Category 2 (as CRF)            99  ( 99.9%)             99  ( 99.9%)                           

                                Category n (as CRF)             9  (  9.9%)              9  (  9.9%)                            

                                                                                                                              

 

 

 

 

 

[This table is generally for primary and secondary endpoints that need statistical testing] 

[Stat refers to the statistical test defined in the SAP] 

[Probabilities/stats test will only be carried out for tests defined in SAP] 

[For continuous data items such as change from baseline will be included if defined in SAP. If that is to be tested it is usual to give visit 

summaries (no stats summary) and change from baseline (with stats summary)] 

[Statistical analyses that produced the statistical summary will be included in section 16.1.9.2] 

  

  

  

  

  

  

  

  

  

  

  

        ______________________________________________________________________________________________________________________________ 

Study: [Short title and number] 

Program: t_all.sas Run date: 12SEP06  Time: 08:40 

CONFIDENTIAL     Programmer: << name >>  Program status: VALIDATED  Data Status: LOCKED ON DDMMM20YY 

Source: Listing 16.2.x.x 
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EXAMPLE TABLE HX (Physical exam / medical / surgical history) 
                                                                Table 14.1.2.3 

                                                  Physical exam / medical / surgical history 

                                                              Safety analysis set 

 

                                                                ________Ethicon trt____  ____Comparator trt____  _________Total_________ 

                                     Category                           (n=99)                   (n=99)                   (n=99)          

     Variable                        /Statistic                                                                                           

     ____________________________________________________________________________________________________________________________________ 

                                                                                                                                          

     Gastrointestinal                No data                         9  ( na   )              9  ( na   )              9  ( na   )        

                                     Normal                          9  ( 99.9%)              9  ( 99.9%)             99  ( 99.9%)        

                                     Abnormal                       99  ( 99.9%)             99  ( 99.9%)             99  ( 99.9%)        

                                                                                                                                          

     Urogenital                      No data                         9  ( na   )              9  ( na   )              9  ( na   )        

                                     Normal                          9  ( 99.9%)              9  ( 99.9%)             99  ( 99.9%)        

                                     Abnormal                       99  ( 99.9%)             99  ( 99.9%)             99  ( 99.9%)        

                                     Not done                        9  (  9.9%)              9  (  9.9%)              9  (  9.9%)        

                                                                                                                                          

     Skin                            No data                         9  ( na   )              9  ( na   )              9  ( na   )        

                                     Normal                         99  ( 99.9%)             99  ( 99.9%)             99  ( 99.9%)        

                                     Abnormal                        9  ( 99.9%)             99  ( 99.9%)             99  ( 99.9%)        

                                     Not done                        9  (  9.9%)              9  (  9.9%)              9  (  9.9%)        

                                                                                                                                          

     Respiratory                     No data                         9  ( na   )              9  ( na   )              9  ( na   )        

                                     Normal                         99  ( 99.9%)             99  ( 99.9%)             99  ( 99.9%)        

                                     Abnormal                       99  ( 99.9%)             99  ( 99.9%)             99  ( 99.9%)        

                                                                                                                                          

     Cardiovascular                  No data                         9  ( na   )              9  ( na   )              9  ( na   )        

                                     Normal                          9  ( 99.9%)              9  ( 99.9%)             99  ( 99.9%)        

                                     Abnormal                       99  ( 99.9%)             99  ( 99.9%)             99  ( 99.9%)        

                                                                                                                                          

     Musculoskeletal                 No data                         9  ( na   )              9  ( na   )              9  ( na   )        

                                     Normal                         99  ( 99.9%)              9  ( 99.9%)             99  ( 99.9%)        

                                     Abnormal                       99  ( 99.9%)             99  ( 99.9%)             99  ( 99.9%)        

                                     Not done                        9  (  9.9%)              9  (  9.9%)              9  (  9.9%)        

                                                                                                                                          

     Hepatic                         No data                         9  ( na   )              9  ( na   )              9  ( na   )        

                                     Normal                         99  ( 99.9%)             99  ( 99.9%)             99  ( 99.9%)        

                                     Abnormal                        9  ( 99.9%)              9  ( 99.9%)             99  ( 99.9%)        

                                                                                                                                          

 [Example layout. Actual categories will be as SAP, Table likely to be over 2 or 3 pages] 

        ______________________________________________________________________________________________________________________________ 

Study: [Short title and number] 

Program: t_all.sas Run date: 12SEP06  Time: 08:40 

CONFIDENTIAL     Programmer: << name >>  Program status: VALIDATED  Data Status: LOCKED ON DDMMM20YY 

Source: Listing 16.2.4.4 
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EXAMPLE TABLE L  (Laboratory results) 
Table 14.3.2.1 

                                                  Laboratory results (<Parameters>, SI units) 

                                                              Safety analysis set 

 

                                                                             ________Ethicon trt____  ____Comparator trt____  

                                                  Category                           (n=99)                   (n=99)          

                  Variable                        /Statistic                                                                  

                  ___________________________________________________________________________________________________________ 

                                                                                                                              

                  Screening: WBC (x10^9/L)        Mean   (std)                  9.9  (9.9)               9.9  (9.9)           

                                                  Median (range)                9.9  (9.9-99.9)          9.9  (9.9-99.9)      

                                                  Number (missing)               99  (9)                  99  (9)             

                                                  95% CI of mean    .           9.9  ,9.9                9.9  ,9.9            

                                                                                                                              

                  Post-op  : WBC (x10^9/L)        Mean   (std)                  9.9  (9.9)               9.9  (9.9)           

                                                  Median (range)                9.9  (9.9-99.9)          9.9  (9.9-99.9)      

                                                  Number (missing)               99  (9)                  99  (9)             

                                                  95% CI of mean    .           9.9  ,99.9               9.9  ,99.9           

                                                                                                                              

                  Difference:WBC (x10^9/L)        Mean   (std)                  9.9  (9.9)               9.9  (9.9)           

                                                  Median (range)                9.9  (-9.9-9.9)          9.9  (-9.9-99.9)     

                                                  Number (missing)               99  (9)                  99  (9)             

                                                  95% CI of mean    .          -9.9  ,9.9                9.9  ,9.9            

                                                                                                                              

                  Screening: RBC (x10^12/L)       Mean   (std)                  9.9  (9.9)               9.9  (9.9)           

                                                  Median (range)                9.9  (9.9-9.9)           9.9  (9.9-9.9)       

                                                  Number (missing)               99  (9)                  99  (9)             

                                                  95% CI of mean    .           9.9  ,9.9                9.9  ,9.9            

                                                                                                                              

                  Post-op  : RBC (x10^12/L)       Mean   (std)                  9.9  (9.9)               9.9  (9.9)           

                                                  Median (range)                9.9  (9.9-9.9)           9.9  (9.9-9.9)       

                                                  Number (missing)               99  (9)                  99  (9)             

                                                  95% CI of mean    .           9.9  ,9.9                9.9  ,9.9            

                                                                                                                              

                  Difference:RBC (x10^12/L)       Mean   (std)                 -9.9  (9.9)              -9.9  (9.9)           

                                                  Median (range)               -9.9  (-9.9-9.9)         -9.9  (-9.9-9.9)      

                                                  Number (missing)               99  (9)                  99  (9)             

                                                  95% CI of mean    .          -9.9  ,-9.9              -9.9  ,-9.9           

                                                                                                                              

 [Lab parameters will be as Protocol] 

 [SI units should be defined in SAP] 

[Lab values with discrete data will just be summarised by visit, unless otherwise specified in the SAP] 

        ______________________________________________________________________________________________________________________________ 

Study: [Short title and number] 

Program: t_all.sas Run date: 12SEP06  Time: 08:40 

CONFIDENTIAL     Programmer: << name >>  Program status: VALIDATED  Data Status: LOCKED ON DDMMM20YY 

Source: Listing 16.2.8.5.1 



 Page 13 of 14 

 EXAMPLE TABLE PD (Protocol deviations)  
                                                                Table 14.1.1.3 

                                                        Summary of protocol deviations 

                                                              Safety analysis set 

 

                                                                ________Ethicon trt____  ____Comparator trt____  _________Total_________ 

                                     Category                           (n=99)                   (n=99)                   (n=99)          

     Variable                        /Statistic                                                                                           

     ____________________________________________________________________________________________________________________________________ 

                                                                                                                                          

     Individual PD (^)               Yes                            99  (  na  )             99  (  na  )             99  (  na  )        

                                                                                                                                          

     Any PD ($)                      Yes                            99  ( 99.9%)             99  ( 99.9%)             99  ( 99.9%)        

                                                                                                                                          

     Randomisation($)                Yes                             9  (  9.9%)              9  (  9.9%)              9  (  9.9%)        

                                                                                                                                          

     Study procedure($)              Yes                            99  ( 99.9%)             99  ( 99.9%)             99  ( 99.9%)        

                                                                                                                                          

     Other ($)                       Yes                             9  ( 99.9%)              9  ( 99.9%)              9  ( 99.9%)        

                                                                                                                                          

     Major ($)                       Yes                             9  ( 99.9%)              9  ( 99.9%)              9  ( 99.9%)        

 

 

 

 

 

 

 

 

 

 

 

 

 

[Categories will be as CRF] 

 

  

  

  

  

        ______________________________________________________________________________________________________________________________ 

Study: [Short title and number] 

Program: t_all.sas Run date: 12SEP06  Time: 08:40 

CONFIDENTIAL     Programmer: << name >>  Program status: VALIDATED  Data Status: LOCKED ON DDMMM20YY 

Source: Listing 16.2.2.1 

                                                            ^: total number of PDs 

                                           $: Number of patients with at least 1 PV in this category 
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 EXAMPLE TABLE ST (Analysis sets) 
                                                                Table 14.x.x.x 

                                                                 Analysis sets 

                                                             xxx analysis set 

 

                                                                 ________Ethicon trt____  ____Comparator trt____  _________Total_________ 

                                     Category                           (n=99)                   (n=99)                   (n=99)          

     Variable                        /Statistic                                                                                           

     ____________________________________________________________________________________________________________________________________ 

                                                                                                                                          

                                                                                                                                          

     Safety                          Yes                            99  ( 99.9%)             99  ( 99.9%)             99  ( 99.9%)        

                                                                                                                                          

     ITT                             Yes                            99  ( 99.9%)             99  ( 99.9%)             99  ( 99.9%)        

                                                                                                                                          

     Per protocol                    Yes                            99  ( 99.9%)             99  ( 99.9%)             99  ( 99.9%)        

                                     No- Major PV                   99  ( 99.9%)             99  ( 99.9%)             99  ( 99.9%)        

                                                                                                                                          

[Analysis sets as defined in SAP] 

  

  

  

  

  

  

  

  

 

  

  

  

  

  

  

  

  

  

 

 

   

  

  

        ______________________________________________________________________________________________________________________________ 

Study: [Short title and number] 

Program: t_all.sas Run date: 12SEP06  Time: 08:40 

CONFIDENTIAL     Programmer: << name >>  Program status: VALIDATED  Data Status: LOCKED ON DDMMM20YY 

Source: Listing 16.2.x.x 

 




