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1. DESCRIPTION AND RATIONALE OF THE AMENDMENTS 

1.1 DEFINITION OF THE PRIMARY ENDPOINT 

The primary endpoint is defined by a status variable. The status variable is 1 if the patient 
experiences at least one intervention-related AE and 0 if the patient experiences no intervention 
related AE. The variables for the assessment of causality in the database have the 5 attributes “not 
confirmed”, “certain”, “probable”, “improbable”, “no relation”. The evaluation of the AEs of the 
clinical endpoint committee was judged by the CEC by the attributes “suspected” or “not suspected”. 
According to the initial version of the TSAP, an AE was only considered to have a sufficient causal 
relationship if "certain" was ticked in the database. As the attribute " suspected" was not available, 
we had to change the definition of an AE to be "suspected" of having a causal relationship if either 
the attribute "certain" or "probable" was ticked in the database: 

/* Define primary endpoint */ 
/* Causal Allergic Event */ 
DATA temsData; set temsData; 
 if _011_ae_allerg_event=1 and  
 (_015_ae_allerg_event_causali=2 or _015_ae_allerg_event_causali=3) 
 then ae_ir_1=1; 
  else if _011_ae_allerg_event=1 and  
 (_015_ae_allerg_event_causali ne 2 and _015_ae_allerg_event_causali ne 3) 
 then ae_ir_1=0; 
  else if _011_ae_allerg_event=2  
 then ae_ir_1=0; 
  else ae_ir_1=.; 
RUN; 
/* Causal Intervention requiring RR decrease */ 
DATA temsData; set temsData; 
  if _21_ae_bp_drop=1 and  
 (_024_ae_bp_drop_causality=2 or _024_ae_bp_drop_causality=3) 
 then ae_ir_2=1; 
  else if _21_ae_bp_drop=1 and  
 (_024_ae_bp_drop_causality ne 2 and _024_ae_bp_drop_causality ne 3) 
 then ae_ir_2=0; 
  else if _21_ae_bp_drop=2  
 then ae_ir_2=0; 
  else ae_ir_2=.; 
RUN; 
/* Causal Respiratory insufficiency during mission */ 
DATA temsData; set temsData; 
  if _031_ae_resp_insuff=1 and  
 (_034_ae_resp_insuff_causalit=2 or _034_ae_resp_insuff_causalit=3) 
 then ae_ir_3=1; 
  else if _031_ae_resp_insuff=1 and  
 (_034_ae_resp_insuff_causalit ne 2 and _034_ae_resp_insuff_causalit ne 3) 
 then ae_ir_3=0; 
  else if _031_ae_resp_insuff=2  
 then ae_ir_3=0; 
  else ae_ir_3=.; 
RUN; 
/*Causal Cardiac arrest */  
DATA temsData; set temsData; 
  if _041_ae_cardiac_arrest=1 and  
 (_044_ae_cardiac_arrest_causa=2  or _044_ae_cardiac_arrest_causa=3) 
 then ae_ir_4=1; 
  else if _041_ae_cardiac_arrest=1 and  
 (_044_ae_cardiac_arrest_causa ne 2 and _044_ae_cardiac_arrest_causa ne 3) 
 then ae_ir_4=0; 
  else if _041_ae_cardiac_arrest=2  
 then ae_ir_4=0; 
  else ae_ir_4=.; 
RUN; 
 
/* At least one causal AE */ 
DATA temsData; set temsData; 
  if ae_ir_1=1 or ae_ir_2=1 or ae_ir_3=1 or ae_ir_4=1  
 then ae=1; 
  else if ae_ir_1=0 and ae_ir_2=0 and ae_ir_3=0 and ae_ir_4=0  
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 then ae=0; 
  else ae=.; 
RUN; 

 

1.2 DEFINITION OF SECONDARY ENDPOINTS AND OTHER OUTCOME MEASURES 

1.2.1 OTHER INTERVENTION-RELATED ADVERSE EVENT 

The secondary endpoint is defined by a status variable. The status variable is 1 if the patient 
experiences an intervention-related other AE and 0 if the patient experiences no other intervention 
related AE. The variables for the assessment of causality in the database have the 5 attributes “not 
confirmed”, “certain”, “probable”, “improbable”, “no relation”. The evaluation of the AEs of the 
clinical endpoint committee was judged by the CEC by the attributes “suspected” or “not suspected”. 
According to the initial version of the TSAP, an AE was only considered to have a sufficient causal 
relationship if "certain" was ticked in the database. As the attribute " suspected" was not available, 
we had to change the definition of an AE to be "suspected" of having a causal relationship if either 
the attribute "certain" or "probable" was ticked in the database:    

/* Secondary endpoint: other intervention-related AE */ 
/* Causal other Adverse event */ 
DATA temsData; set temsData; 
  if _51_ae_other=1 and (_055_ae_other_causality=2 or _055_ae_other_causality=3) 
 then ae_other=1; 
  else if _51_ae_other=1 and (_055_ae_other_causality ne 2 and _055_ae_other_causality 
ne 3) 
 then ae_other=0; 
  else if _51_ae_other=2  
 then ae_other=0; 
  else ae_other=.; 
RUN; 

 

1.2.2 QUALITY OF DOCUMENTATION 

The secondary endpoint quality of documentation (8.4.3) is defined by a score, which has to be 
changed because of variable coding in the database for the physician protocol and the paramedic 
protocol: 

/* Secondary endpoint: Quality of documentation */ 
DATA temsData; set temsData; 
  * Doctors protocol; 
 if  _502_proto=1 then do; 
  quality_documentation=((_1596a_naca_1 ne 2 or _1201_naca_N ne 2)+ 
  (_1340_NRS_1 ne .)+(_1350_NRS_N ne .)+ 
  (_1370a_ECG_rhythm_5_1 ne '2' and _1370a_ECG_rhythm_5_2 ne '2' and  
  _1370a_ECG_rhythm_5_3 ne '2' and _1370a_ECG_rhythm_5_4 ne '2')+ 
  (_1360a_ECG_rhythm_4_1 ne '2' and _1360a_ECG_rhythm_4_2 ne '2' and  
  _1360a_ECG_rhythm_4_3 ne '2' and _1360a_ECG_rhythm_4_4 ne '2')+ 
  (_1300_GCS_1 ne .)+(_1310_GCS_N ne .)+ 
  (_1260_RR_2 ne .)+(_1270_RR_N ne .)+(_1280_spO2_2 ne .)+ 
  (_1290_spO2_N ne .)+(_1240_HR_2 ne .)+(_1250_HR_N ne .)+ 
  (_1210_NIBP_sys_2 ne .)+(_1220_NIBP_sys_N ne .)+(_1215_NIBP_dia_2 ne .)+ 
  (_1225_NIBP_dia_N ne .)+(Sample=1)+(_1516_dia=1))/19; end; 
  * Emergency protocol; 
  else if _502_proto=2 then do; 
  if _503_proto=1 then do; 
   quality_documentation=((_3318_NRS =1)+(_4318_NRS =1)+  
     (_3404_EKG=1 or _4001_measuresrettass_1 =16 or  
   _4001_measuresrettass_2 =16 or _4001_measuresrettass_3 =16 or  
   _4001_measuresrettass_4 =16 or _4001_measuresrettass_5 =16 or  
   _4001_measuresrettass_6 =16 or _4001_measuresrettass_7 =16 or  
   _4001_measuresrettass_8 =16)  +(_3314_AF=1)+ (_4314_AF=1)+   
   (_3312_SPO2=1)+ (_4312_SPO2=1)+ (_3310_HF=1)+ 
   (_4310_HF=1)+(_3308_RR=1)+(_4308_RR=1)+(_3309_RR=1)+ 
   (_4309_RR=1)+(Sample=1)+(_6108_dia=1))/15; end; 
  else do; quality_documentation=.; end; end; 
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 else if _502_proto=. then do;   
  if _503_proto=1 then do; 
   quality_documentation=((_3318_NRS =1)+(_4318_NRS =1)+  
     (_3404_EKG=1 or _4001_measuresrettass_1 =16 or  
   _4001_measuresrettass_2 =16 or _4001_measuresrettass_3 =16 or  
   _4001_measuresrettass_4 =16 or _4001_measuresrettass_5 =16 or  
   _4001_measuresrettass_6 =16 or _4001_measuresrettass_7 =16 or  
   _4001_measuresrettass_8 =16 ) +(_3314_AF=1)+ (_4314_AF=1)+   
   (_3312_SPO2=1)+ (_4312_SPO2=1)+(_3310_HF=1)+ 
   (_4310_HF=1)+(_3308_RR=1)+(_4308_RR=1)+(_3309_RR=1)+ 
   (_4309_RR=1)+(Sample=1)+(_6108_dia=1))/15; end; 
  else do; quality_documentation=.; end; end; 
 else do; quality_documentation=.; end;  
RUN; 

 

1.2.3 DURATION OF PHYSICIAN ENGAGEMENT-TIME 

The secondary endpoint duration of physician engagement-time (8.4.4) is defined as a time variable 
that has to be changed to a missing in the case of no physicians contact: 

/* Secondary endpoint: Duration of physician engagement time */ 
DATA temsData; set temsData; 
  * Group NA; 
  if _1010_group=2 then do; 
  if _1002_konv=2 then do; 
   Phys_engag_time = mod((_6605_time_operational_readi -  
   _6601_time_alarm1 + '24:0't),'24:0't); end; 
   else if _1002_konv=1 then do; 
   Phys_engag_time = mod((_6013_TNA -  
   _6601_time_alarm1 + '24:0't),'24:0't); end; 
  else do; Phys_engag_time=.; end; end; 
  * Group TNA; 
  else if _1010_group=1 then do; 
  if _1002_konv=2 then do; 
   if _502_proto=1 then do; 
     Phys_engag_time = mod((_6013_TNA - 
    _6012_TNA + '24:0't),'24:0't); end; 
    else if _502_proto=2 then do; 
    Phys_engag_time=.; end; 
   else do; Phys_engag_time=.; end; end; 
   else if _1002_konv=1 then do; 
    Phys_engag_time = mod((_6605_time_operational_readi -  
   min(_6012_TNA,_6601_time_alarm1) + '24:0't),'24:0't); end; 
   else do; Phys_engag_time=.; end; end; 
 else do; Phys_engag_time=.; end; 
  format Phys_engag_time hhmm4.; 
RUN; 

 

1.2.4 TIME SPAN UNTIL HOSPITAL ARRIVAL 

The outcome measure time span until arrival at hospital (8.5.1) is defined as a time variables that has 
to be changed to account for time points that occur on different dates: 

/* Other outcome measure: time span until arrival at hospital */ 
DATA temsdata; set temsdata; 
  if _1120_transport=1 then do; 
  time_arrival=mod((_6009_RTW-_6006_RTW1 + '24:0't),'24:0't); end; 
 else do time_arrival=.; end; 
RUN; 

  

1.3 MINOR CHANGES 

Minor changes include the correction of typos and code errors:  

• 8.4.7 REQUIRED CONVERSION FROM TELE-EMS TO CONVENTIONAL EMS PHYSICIAN: 
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/* Secondary endpoint: Required conversion from tele-EMS to conventional EMS physician */ 
DATA temsData; set temsData; 
  if _1010_group=1 and _1002_konv=1  
 then req_conversion=1; 
  else if _1010_group=1 and _1002_konv ne 1  
 then req_conversion=0; 
  else req_conversion=.; 
RUN; 

 
• 8.5.2 CONVERSION OF EMS PHYSICIAN TO TELE-EMS PHYSICIAN 

/*Conversion of EMS physician to tele-EMS physician*/ 
DATA temsData; set temsData; 
 if _1010_group=2 and _1002_konv=1 then konv_EMS=1; 
 else konv_EMS=0; 
RUN; 
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