 Patient ID Number   ___ ___ - ___ ___ ___ ___ - ___


SHOCK TRIAL

HOSPITALIZATION SUMMARY II

Form 05

INSTRUCTIONS: COMPLETE FOR ALL TRIAL PATIENTS 

A.
IDENTIFICATION
	A1.  Clinic Site Code and Patient I.D.
	ID LABEL HERE


Sample Listing of Eight Patients

«TABLE»

 NEXT «Next Record»
A2.  Date Form Completed









___ ___ / ___ ___ / ___ ___


  (COMP_D is character and COMPD is numeric)





   MO

DAY
   YEAR

«TABLE»

 NEXT «Next Record»
A3.  Person Completing Form








____________________________________




















(NAME - PLEASE PRINT)

A4.  Did the patient transfer out of a critical



care unit to a general ward?







1. No (Q.A5)
      2. Yes 

«TABLE»

 NEXT «Next Record»


A4.1  IF YES, Date of Transfer






___ ___ / ___ ___ / ___ ___

                     (TRAN_D is character and TRANDTE is numeric)   MO

DAY
   YEAR         

«TABLE»

 NEXT «Next Record»
A5.  Versions 2 and 3 only Vital Status 30 days Post-Randomization



1. Dead

2. Alive 





































(Q.A6)


«TABLE»

 NEXT «Next Record»


A5.1
IF DEAD, 




a.  Date of Death

___ ___ / ___ ___ / ___ ___




     (DEATH_DT is character and







   MO

DAY
   YEAR




      DEATHDTE is numeric)

«TABLE»

 NEXT «Next Record»



b.  Cause of Death















 1.  Cardiac












3.  Sepsis






1a.  Sudden death-arrhythmic




4.  Hemorrhage






1b.  Not sudden death








5.  Renal Failure





 2.  Cerebrovascular event









6.  Other ______________________

«TABLE»

 NEXT «Next Record»
«TABLE»

 NEXT «Next Record»
«TABLE»

 NEXT «Next Record»












A6.  Versions 2 and 3 only If patient randomized to ERV and no PTCA or CABG attempted within 
        specified time window of < 6 hours, indicate reason.
(circle one):

	-1.  Not Applicable
	5.  Other medical preclusion condition 

      (e.g., major hemorrhage)

	2.  Patient died too rapidly
	6.  Cardiac surgeon elected to defer surgery due 

       to patient instability

	3.  Unsuitable vessels
	7.  Other (specify) _________________________

	4.  Vessel was patent with TIMI 3 flow and   

       PTCA was deferred


«TABLE»

 NEXT «Next Record»
«TABLE»

 NEXT «Next Record»
A7.

Patient randomized to IMS arm?






 1. No (Q.B1)


2. Yes

«TABLE»

 NEXT «Next Record»


A7.1
Versions 2 and 3 only Reason for performing
-1.  Not Applicable; no coronary angiography





coronary angiography







 2.  Angina


















 3.  Positive Stress Test


















 4.  M.D. Preference


















 5.  Other ____________________________

«TABLE»

 NEXT «Next Record»
«TABLE»

 NEXT «Next Record»


A7.2
Version 3 only Angioplasty and/or CABG 





surgery was not attempted because:


-1.  Not Applicable; PTCA and/or CABG attempted

















 2.  Not indicated 


















2a. Poor anatomy


















2b. No viable myocardium


















2c. Poor anatomy and no viable myocardium


















2d. Other ____________________________
















 3.  Indicated, but high risk benefit ratio due to 

















      overall medical condition

















 4.  Indicated, but patient died rapidly  

«TABLE»

 NEXT «Next Record»
«TABLE»

 NEXT «Next Record»
«TABLE»

 NEXT «Next Record»
	B.
PROCEDURES
	


	B1.  Hemodynamics at Randomization


   (Record heart rate and arterial pressures and lactate


   even if no Swan recordings available)

	
	1. Not Done

  COMPLETE Items a,b,k-m,p
	   2. Done


«TABLE»

 NEXT «Next Record»


B1.1  Record values taken closest to randomization.




a.  Versions 2 and 3 only Date vital






___ ___ / ___ ___ / ___ ___







     signs/hemodynamics recorded








MO


 DAY

YEAR




     (RECORD_D is character and RHC5DTE is numeric)

«TABLE»

 NEXT «Next Record»



b.  Versions 2 and 3 only Time vital



___ ___: ___ ___




      signs/hemodynamics recorded



   HRS
     MINS





(circle one):







1. AM  
2. PM

3. 24-hour clock
If Swan values NOT AVAILABLE, please complete date/time above & sections k, l, m, p (in boxes).





c.
Mean right atrial pressure (or CVP)




___ ___ ___ mm Hg

«TABLE»

 NEXT «Next Record»




d.
Right ventricular systolic pressure




___ ___ ___ mm Hg

«TABLE»

 NEXT «Next Record»




e.
Right ventricular diastolic pressure




___ ___ ___ mm Hg

«TABLE»

 NEXT «Next Record»




f.
Pulmonary artery systolic pressure




___ ___ ___ mm Hg

«TABLE»

 NEXT «Next Record»




g.
Pulmonary artery diastolic pressure




___ ___ ___ mm Hg

«TABLE»

 NEXT «Next Record»


h1.
Versions 2 and 3 only Mean pulmonary capillary wedge pressure
___ ___ ___ mm Hg

«TABLE»

 NEXT «Next Record»


h2.
Versions 2 and 3 only Was PAD entered above in the absence of PCWP?











1. No (Q.B1.1i)
2. Yes

«TABLE»

 NEXT «Next Record»


i.
Versions 2 and 3 only Cardiac Output 



___ ___ ___ l/min

«TABLE»

 NEXT «Next Record»


j1.
Versions 2 and 3 only Cardiac Index



___ ___ ___ l/min/m2

«TABLE»

 NEXT «Next Record»




j2.
Versions 2 and 3 only Was Fick Calculated CI entered above in the 






absence of Thermodilution CI?





1. No



2. Yes

«TABLE»

 NEXT «Next Record»




k. Versions 2 and 3 only Systemic Systolic blood pressure


___ ___ ___ mmHg

«TABLE»

 NEXT «Next Record»




l.  Versions 2 and 3 only Systemic Diastolic blood pressure

___ ___ ___ mmHg

«TABLE»

 NEXT «Next Record»




m.  Versions 2 and 3 only Heart Rate







___ ___ ___ beats/min

«TABLE»

 NEXT «Next Record»




n.  Systemic vascular resistance






___ ___ . ___ ___ dynes - sec/cm5

«TABLE»

 NEXT «Next Record»




o.  (A-V)O2 difference








___ ___ ___ ml/100ml 

«TABLE»

 NEXT «Next Record»




p. Versions 2 and 3 only Arterial lactate (if performed)

_ ___ . ___                   Not Done









(circle one):







1.  mg/ml 


2.  Other______

«TABLE»

 NEXT «Next Record»
«TABLE»

 NEXT «Next Record»
«TABLE»

 NEXT «Next Record»
B1.2  Versions 2 and 3 only These measurements were obtained with the patient on the following support:



(answer all questions)

a.  IABP ON

1. No     2. Yes
«TABLE»

 NEXT «Next Record»
b.  Dopamine

1. No     2. Yes
«TABLE»

 NEXT «Next Record»
c.  Dobutamine

1. No     2. Yes
«TABLE»

 NEXT «Next Record»
d.  Milrinone or Amrinone

1. No     2. Yes
«TABLE»

 NEXT «Next Record»
e.  Norepinephrine
        
1. No     2. Yes
«TABLE»

 NEXT «Next Record»
f.  Vasodilator
         
1. No     2. Yes
«TABLE»

 NEXT «Next Record»
g.  Other___________________    
1. No     2. Yes
«TABLE»

 NEXT «Next Record»
«TABLE»

 NEXT «Next Record»
B2.
Versions 2 and 3 only Was an Intra-Aortic Ballon Pump inserted?
1.  No 

   2.  Yes (Q.B3)

«TABLE»

 NEXT «Next Record»

B2.1  IF NO, Reason






1.  Died Too Rapidly










2.  Severe peripheral vascular disease










3.  Shock resolved rapidly- IABP not needed










4.  Other_______________________________

«TABLE»

 NEXT «Next Record»
«TABLE»

 NEXT «Next Record»
B3.  Versions 2 and 3 only 6 HOUR POST-RANDOMIZATION HEMODYNAMIC PARAMETERS

  (Should be post-revascularization for ERV patients.  Complete for IMS as well as ERV patients.


  Record heart rate and arterial pressures and lactate even if no Swan recordings available.)

	1.  Not Done
	2.  Done
	(Q.B3.2)


«TABLE»

 NEXT «Next Record»

B3.1  IF NOT DONE, indicate reason:



1.  Patient expired



	2. Other (specify)_____________________________________________




	  COMPLETE Items a,b,k-m,p

if available


«TABLE»

 NEXT «Next Record»
«TABLE»

 NEXT «Next Record»

B3.2




a.  Date vital signs/hemodynamics recorded





___ ___ / ___ ___ / ___ ___





     (HEM_DATE is character and 









   MO
    
DAY
   YEAR




     HEM_DTE is numeric)

«TABLE»

 NEXT «Next Record»



b.  Time vital signs/hemodynamics recorded



___ ___: ___ ___

















   HRS
     MINS


(circle one):








1. AM

2. PM

3. 24-hour clock

If Swan values NOT AVAILABLE, please complete date/time above & sections k, l, m, p (in boxes).





c.
Mean right atrial pressure (or CVP)




___ ___ ___ mm Hg

«TABLE»

 NEXT «Next Record»




d.
Right ventricular systolic pressure




___ ___ ___ mm Hg

«TABLE»

 NEXT «Next Record»




e.
Right ventricular diastolic pressure




___ ___ ___ mm Hg

«TABLE»

 NEXT «Next Record»




f.
Pulmonary artery systolic pressure




___ ___ ___ mm Hg

«TABLE»

 NEXT «Next Record»




g.
Pulmonary artery diastolic pressure




___ ___ ___ mm Hg

«TABLE»

 NEXT «Next Record»


h1.
Mean pulmonary capillary wedge pressure


___ ___ ___ mm Hg

«TABLE»

 NEXT «Next Record»




h2.
Was PAD entered above in the absence of PCWP?
1. No



2. Yes

«TABLE»

 NEXT «Next Record»


i.
Cardiac Output 



___ ___ ___ l/min

«TABLE»

 NEXT «Next Record»


j1.
Cardiac Index



___ ___ ___ l/min/m2

«TABLE»

 NEXT «Next Record»




j2.
Was Fick Calculated CI entered above in the 






absence of Thermodilution CI?





1. No



2. Yes

«TABLE»

 NEXT «Next Record»




k. Systemic Systolic blood pressure





___ ___ ___ mmHg

«TABLE»

 NEXT «Next Record»




l.  Systemic Diastolic blood pressure





___ ___ ___ mmHg




«TABLE»

 NEXT «Next Record»




m.  Heart Rate











___ ___ ___ beats

«TABLE»

 NEXT «Next Record»




n.  Systemic vascular resistance






___ ___ . ___ ___ dynes - sec/cm5

«TABLE»

 NEXT «Next Record»




o.  (A-V)O2 difference








___ ___ ___ ml/100ml 

«TABLE»

 NEXT «Next Record»




p. Arterial lactate (if performed)






___ ___ . ___                   Not Done









(circle one):







1.  mg/ml 


2.  Other______

«TABLE»

 NEXT «Next Record»
«TABLE»

 NEXT «Next Record»
«TABLE»

 NEXT «Next Record»
B3.3  These measurements were obtained with the patient on the following support:

a.  IABP ON

1. No     2. Yes

«TABLE»

 NEXT «Next Record»
b.  Dopamine

1. No     2. Yes
«TABLE»

 NEXT «Next Record»
c.  Dobutamine

1. No     2. Yes

«TABLE»

 NEXT «Next Record»
d.  Milrinone or Amrinone

1. No     2. Yes

«TABLE»

 NEXT «Next Record»
e.  Norepinephrine
        
1. No     2. Yes

«TABLE»

 NEXT «Next Record»
f.  Vasodilator
         
1. No     2. Yes

«TABLE»

 NEXT «Next Record»
B4.
 Version 3 only 24 HOUR POST-RANDOMIZATION HEMODYNAMIC PARAMETERS


(Record heart rate and arterial pressures and lactate even if no Swan recordings available.)

	
	1.  Not Done


	 
	2.  Done
	(Q.B4.2)


«TABLE»

 NEXT «Next Record»


B4.1  IF Swan recordings NOT DONE, indicate reason:


1.  Patient expired



	2. Other (specify)_____________________________________________




	COMPLETE Items a,b,k-m,p

if available


«TABLE»

 NEXT «Next Record»
«TABLE»

 NEXT «Next Record»


B4.2




a.  Date vital signs/hemodynamics recorded





___ ___ / ___ ___ / ___ ___





    (H24_DATE is character and H24_DTE is numeric)
    MO
    
DAY
   YEAR

«TABLE»

 NEXT «Next Record»



b.  Time vital signs/hemodynamics recorded



___ ___: ___ ___

















   HRS
     MINS


(circle one):








1. AM

2. PM

3. 24-hour clock

If Swan values NOT AVAILABLE, please complete date/time above & sections k, l, m, p (in boxes).





c.
Mean right atrial pressure (or CVP)




___ ___ ___ mm Hg

«TABLE»

 NEXT «Next Record»




d.
Right ventricular systolic pressure




___ ___ ___ mm Hg

«TABLE»

 NEXT «Next Record»




e.
Right ventricular diastolic pressure




___ ___ ___ mm Hg

«TABLE»

 NEXT «Next Record»




f.
Pulmonary artery systolic pressure




___ ___ ___ mm Hg

«TABLE»

 NEXT «Next Record»




g.
Pulmonary artery diastolic pressure




___ ___ ___ mm Hg

«TABLE»

 NEXT «Next Record»


h1.
Mean pulmonary capillary wedge pressure


___ ___ ___ mm Hg

«TABLE»

 NEXT «Next Record»




h2.
Was PAD entered above in the absence of PCWP?
1. No



2. Yes

«TABLE»

 NEXT «Next Record»


i.
Cardiac Output 



___ ___ ___ l/min

«TABLE»

 NEXT «Next Record»


j1.
Cardiac Index



___ ___ ___ l/min/m2

«TABLE»

 NEXT «Next Record»
j2.
Was Fick Calculated CI entered above in the 






absence of Thermodilution CI?





1. No



2. Yes

«TABLE»

 NEXT «Next Record»




k. Systemic Systolic blood pressure





___ ___ ___ mmHg

«TABLE»

 NEXT «Next Record»




l.  Systemic Diastolic blood pressure





___ ___ ___ mmHg



«TABLE»

 NEXT «Next Record»




m.  Heart Rate











___ ___ ___ beats
«TABLE»

 NEXT «Next Record»




n.  Systemic vascular resistance






___ ___ . ___ ___ dynes - sec/cm5

«TABLE»

 NEXT «Next Record»




o.  (A-V)O2 difference








___ ___ ___ ml/100ml 

«TABLE»

 NEXT «Next Record»




p. Arterial lactate (if performed)






___ ___ . ___                   Not Done









(circle one):







1.  mg/ml 


2.  Other______

«TABLE»

 NEXT «Next Record»
«TABLE»

 NEXT «Next Record»
«TABLE»

 NEXT «Next Record»

B4.3  These measurements were obtained with the patient on the following support:

a.  IABP ON

1. No     2. Yes

«TABLE»

 NEXT «Next Record»
b.  Dopamine

1. No     2. Yes

«TABLE»

 NEXT «Next Record»
c.  Dobutamine

1. No     2. Yes

«TABLE»

 NEXT «Next Record»
d.  Milrinone or Amrinone
1. No     2. Yes

«TABLE»

 NEXT «Next Record»
e.  Norepinephrine
        
1. No     2. Yes

«TABLE»

 NEXT «Next Record»
f.  Vasodilator
         
1. No     2. Yes

«TABLE»

 NEXT «Next Record»
B5.
Versions 2 and 3 only First Echo performed (post-shock, within 24 hrs. of rand.)



















1. No 



2. Yes (Q.B5.2)


B5.1
IF NO, reason not done:
_______________________________________












_______________________________________  (Q.B6)

«TABLE»

 NEXT «Next Record»
«TABLE»

 NEXT «Next Record»

B5.2
IF YES,





a.
Date performed








___ ___ / ___ ___ / ___ ___






(ECHO1_DT is character






   MO

DAY
   YEAR





      and ECHO1_DTE is numeric)

«TABLE»

 NEXT «Next Record»



b.
Time performed:








___ ___: ___ ___















   HRS
     MINS




 (circle one):





1.  AM     2.  PM     3.  24-hour clock


c.
Systolic blood pressure at time of Echo:


___ ___ ___ mmHg

«TABLE»

 NEXT «Next Record»


d.
Diastolic blood pressure at time of Echo:


___ ___ ___ mmHg

«TABLE»

 NEXT «Next Record»

B5.3  These Echo measurements were obtained with the patient on the following support:

a.  IABP ON

1. No     2. Yes

«TABLE»

 NEXT «Next Record»
b.  Dopamine

1. No     2. Yes

«TABLE»

 NEXT «Next Record»
c.  Dobutamine

1. No     2. Yes

«TABLE»

 NEXT «Next Record»
d.  Milrinone or Amrinone
1. No     2. Yes

«TABLE»

 NEXT «Next Record»
e.  Norepinephrine
        
1. No     2. Yes

«TABLE»

 NEXT «Next Record»
f.  Vasodilator
         
1. No     2. Yes

«TABLE»

 NEXT «Next Record»
B6.
Versions 2 and 3 only Second Echo performed (2 weeks post-rand.)

1. No
    2. Yes (Q.B6.2)



B6.1
IF NO, reason not done:
1. Patient died (Q.B7)











2. Other_________________________________________ (Q.B7)

«TABLE»

 NEXT «Next Record»
«TABLE»

 NEXT «Next Record»
«TABLE»

 NEXT «Next Record»


B6.2
IF YES,





a.
Date performed:








___ ___ / ___ ___ / ___ ___






(ECHO2_DT is character






   MO

DAY
   YEAR





      and ECHO2_DTE is numeric)

«TABLE»

 NEXT «Next Record»


b.
Systolic blood pressure at time of Echo:


___ ___ ___ mmHg

«TABLE»

 NEXT «Next Record»


c.
Diastolic blood pressure at time of Echo:


___ ___ ___ mmHg

«TABLE»

 NEXT «Next Record»




d.
Swan-Ganz catheter in place during Echo?

1.  No (Q.B6.3)
2.  Yes






d.1  IF YES, Mean pulmonary capillary wedge 







  pressure (within SYMBOL 177 \f "Symbol" 12 hours of Echo):

___ ___ ___ mm Hg

«TABLE»

 NEXT «Next Record»
«TABLE»

 NEXT «Next Record»

B6.3  These Echo measurements were obtained with the patient on the following support:

a.  IABP ON

1. No     2. Yes

«TABLE»

 NEXT «Next Record»
b.  Dopamine

1. No     2. Yes

«TABLE»

 NEXT «Next Record»
c.  Dobutamine

1. No     2. Yes

«TABLE»

 NEXT «Next Record»
d.  Milrinone or Amrinone
1. No     2. Yes

«TABLE»

 NEXT «Next Record»
e.  Norepinephrine
        
1. No     2. Yes

«TABLE»

 NEXT «Next Record»
f.  Vasodilator
         
1. No     2. Yes

«TABLE»

 NEXT «Next Record»
SEND ECHO TAPES to:  NEW ENGLAND RESEARCH INSTITUTES.  Remove patient's name and hospital number and affix a SHOCK ID label to each tape.

B7.
Versions 2 and 3 only Was cardiac transplant performed?


1.  No (Q.B8)

2.  Yes 

«TABLE»

 NEXT «Next Record»


B7.1  IF YES, Date performed










___ ___ / ___ ___ / ___ ___





   (TRANSP_D is character and







 MO
    DAY
 YEAR




    TRANSPDTE is numeric)


«TABLE»

 NEXT «Next Record»
B8.
Were any other surgical procedures, including circulatory 


assist device placement, completed during this hospitalization?
1.  No (Q.B9)

2.  Yes 

«TABLE»

 NEXT «Next Record»


B8.1
List all surgical procedures and the date each was performed.




Procedure












Date




a1.___________________________________

a2. ___ ___ / ___ ___ / ___ ___

                       (PROC1_D is character and PROC1DTE is numeric)    MO

DAY
   YEAR




b1.___________________________________

b2. ___ ___ / ___ ___ / ___ ___

                       (PROC2_D is character and PROC2DTE is numeric)    MO

DAY
   YEAR




c1.___________________________________

c2. ___ ___ / ___ ___ / ___ ___

                       (PROC3_D is character and PROC3DTE is numeric)    MO

DAY
   YEAR

«TABLE»

 NEXT «Next Record»
«TABLE»

 NEXT «Next Record»
«TABLE»

 NEXT «Next Record»
«TABLE»

 NEXT «Next Record»
«TABLE»

 NEXT «Next Record»
«TABLE»

 NEXT «Next Record»
B9.

a.  Number of Angiogram/Angioplasty Films  

___ ___ (Quantity)

«TABLE»

 NEXT «Next Record»


b1.  Versions 2 and 3 only Film 1 Type of Dye


1.  Ionic low osmolality
















2.  Non-ionic
















3.  Other, Non-Protocol (specify)____________
















4.  Both ionic low osmality and non-ionic

«TABLE»

 NEXT «Next Record»
«TABLE»

 NEXT «Next Record»


b2. Versions 2 and 3 only Film 2 Type of Dye


1.  Ionic low osmolality
















2.  Non-ionic
















3.  Other, Non-Protocol (specify)____________
















4.  Both ionic low osmality and non-ionic

«TABLE»

 NEXT «Next Record»
«TABLE»

 NEXT «Next Record»
SEND FILMS (both angiograms and PTCA) to:  

NEW ENGLAND RESEARCH INSTITUTES.  Remove patient's name and hospital number and affix a SHOCK ID label to each film.

B10.

a.  Version 3 only Number of coronary angiograms performed
_____________  (Quantity)

«TABLE»

 NEXT «Next Record»

b1. Versions 2 and 3 only First Coronary Angio Catheter size

___ . ___  French

«TABLE»

 NEXT «Next Record»

b2.  Versions 2 and 3 only Second Coronary Angio Catheter size
___ . ___  French

«TABLE»

 NEXT «Next Record»

b3.  Version 3 only Third Coronary Angio Catheter size


___ . ___  French

«TABLE»

 NEXT «Next Record»

c.  Version 3 only Number of PTCAs performed/attempted

_____________  (Quantity)

«TABLE»

 NEXT «Next Record»

d1.  Version 3 only PTCA 1 Guiding Catheter size




___ . ___  French

«TABLE»

 NEXT «Next Record»

d2.  Version 3 only PTCA 1 Balloon size
(s)



___ . ___  mm, ___ . ___  mm

«TABLE»

 NEXT «Next Record»
«TABLE»

 NEXT «Next Record»

d3.  Version 3 only PTCA 2 Guiding Catheter size




___ . ___  French

«TABLE»

 NEXT «Next Record»

d4.  Version 3 only PTCA 2 Balloon size(s)




___ . ___  mm, ___ . ___  mm

«TABLE»

 NEXT «Next Record»
«TABLE»

 NEXT «Next Record»

d5.  Version 3 only PTCA 3 Guiding Catheter size




___ . ___  French

«TABLE»

 NEXT «Next Record»




d6.  Version 3 only PTCA 3 Balloon size(s)




___ . ___  mm, ___ . ___  mm

«TABLE»

 NEXT «Next Record»
«TABLE»

 NEXT «Next Record»
	C.
HOSPITAL COURSE AND MEDICATIONS


C1.  Version 3 only How was the MI causing shock confirmed?



a.  Typical symptoms








1.  No



2.  Yes


3.  Unknown

«TABLE»

 NEXT «Next Record»


b.  Diagnostic EKG changes (ST elev., 




new Q’s, new LBBB)







1.  No



2.  Yes

«TABLE»

 NEXT «Next Record»


c.  Positive cardiac enzymes






1.  No



2.  Yes


3.  Indeterm.




(CPK or LDH)









4.  Unknown

«TABLE»

 NEXT «Next Record»


d.  In the judgment of the investigator,






was the MI confirmed?




1.  No



2.  Yes

«TABLE»

 NEXT «Next Record»
C2.  Versions 2 and 3 only List all myocardial infarctions during the present illness, including at satellite hospitals.




a.  Date of First MI









___ ___ / ___ ___ / ___ ___

                (MI1_DATE is character and MI1DTE is numeric)   
    MO

DAY
   YEAR

«TABLE»

 NEXT «Next Record»

b.  Time of First MI









___ ___: ___ ___














   HRS
     MINS




 (circle one):






1.  AM     2.  PM     3.  24-hour clock



c.  Caused Shock?   









1.  No 

   2.  Yes 


«TABLE»

 NEXT «Next Record»


d.  MI Location




d1.  Anterior   













1.  No



2.  Yes


9.  Unknown

«TABLE»

 NEXT «Next Record»



d2.  Inferior   













1.  No



2. Yes


9.  Unknown

«TABLE»

 NEXT «Next Record»



d3.  Posterior   












1.  No



2.  Yes


9.  Unknown

«TABLE»

 NEXT «Next Record»



d4.  Lateral  













1.  No



2.  Yes


9.  Unknown


«TABLE»

 NEXT «Next Record»



d5.  Apical  













1.  No



2.  Yes


9.  Unknown

«TABLE»

 NEXT «Next Record»

e.  Thrombolytic administered?   


1.  No 


2.  Yes 


«TABLE»

 NEXT «Next Record»
C3.  Versions 2 and 3 only Was there a Second MI?







1.  No (Q.C5)


2.  Yes

«TABLE»

 NEXT «Next Record»


a.  Date of Second MI









___ ___ / ___ ___ / ___ ___

                (MI2_DATE is character and MI2DTE is numeric)   
    MO

DAY
   YEAR

«TABLE»

 NEXT «Next Record»

b.  Time of Second MI








___ ___: ___ ___














   HRS
     MINS




 (circle one):






1.  AM     2.  PM     3.  24-hour clock



c.  Caused Shock?   









1.  No 

   2.  Yes 


«TABLE»

 NEXT «Next Record»


d.  MI Location




d1.  Anterior   













1.  No



2.  Yes


9.  Unknown

«TABLE»

 NEXT «Next Record»



d2.  Inferior   













1.  No



2. Yes


9.  Unknown


«TABLE»

 NEXT «Next Record»



d3.  Posterior   












1.  No



2.  Yes


9.  Unknown

«TABLE»

 NEXT «Next Record»



d4.  Lateral  













1.  No



2.  Yes


9.  Unknown

«TABLE»

 NEXT «Next Record»



d5.  Apical  













1.  No



2.  Yes


9.  Unknown

«TABLE»

 NEXT «Next Record»

e.  Thrombolytic administered?   


1.  No 


2.  Yes 


«TABLE»

 NEXT «Next Record»
C4.  Versions 2 and 3 only Was there a Third MI?







1.  No (Q.C5)


2.  Yes 

«TABLE»

 NEXT «Next Record»


a.  Date of Third MI









___ ___ / ___ ___ / ___ ___

                (MI3_DATE is character and MI3DTE is numeric)   
    MO

DAY
   YEAR

«TABLE»

 NEXT «Next Record»

b.  Time of Third MI









___ ___: ___ ___














   HRS
     MINS




 (circle one):






1.  AM     2.  PM     3.  24-hour clock



c.  Caused Shock?   









1.  No 

   2.  Yes 


«TABLE»

 NEXT «Next Record»


d.  MI Location




d1.  Anterior   













1.  No



2.  Yes


9.  Unknown

«TABLE»

 NEXT «Next Record»



d2.  Inferior   













1.  No



2. Yes


9.  Unknown

«TABLE»

 NEXT «Next Record»



d3.  Posterior   












1.  No



2.  Yes


9.  Unknown

«TABLE»

 NEXT «Next Record»



d4.  Lateral  













1.  No



2.  Yes


9.  Unknown

«TABLE»

 NEXT «Next Record»



d5.  Apical  













1.  No



2.  Yes


9.  Unknown
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e.  Thrombolytic administered?   


1.  No 


2.  Yes 
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C5.  Were any of the following medications mentioned in the record as being taken prior to

   this hospitalization?



a.  Nitrates












1. No



2. Yes
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b.  Digoxin











1. No



2. Yes
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c.  ACE Inhibitors










1. No



2. Yes
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d.  Other Vasodilators









1. No



2. Yes
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e.  Diuretics











1. No



2. Yes
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f.  Beta Blockers










1. No



2. Yes
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g.  Calcium Channel Blockers






1. No



2. Yes
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h.
Aspirin











1. No



2. Yes
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C6.  Versions 2 and 3 only Were any of the following medications recorded as being administered 


  between onset of the index MI and onset of cardiogenic shock?



a.  Beta Blockers









1. No

2. Yes, I.V.
3.  Yes, not I.V.
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b.  Calcium Channel Blockers





1. No

2. Yes, I.V.
3.  Yes, not I.V.
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C7.  Were any of the following medications mentioned in the record as being taken during this 
 
 
   
   
   hospitalization?



a.  IV Nitroglycerin









1. No



2. Yes
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b.  Other IV Vasodilators (e.g., Nitroprusside)


1. No



2. Yes
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c.  Heparin












1. No



2. Yes
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d.  Beta Blockers










1. No



2. Yes
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e.  Calcium Channel Blockers







1. No



2. Yes
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f.  Lidocaine











1. No



2. Yes
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g.  Procainimide










1. No



2. Yes
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h.  Version 3 only Amiodarone






1. No



2. Yes
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i.  Other anti-arrhythmics








1. No



2. Yes
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j.  Versions 2 and 3 only Aspirin






1. No



2. Yes
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k.  Version 3 only Abciximab (ReoPro) 




1. No



2. Yes
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l.  Version 3 only Other GPIIbIIIa antagonist


1. No (Q.C7m)
2. Yes




l1.  (specify) _________________________
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m. Version 3 only ACE Inhibitors





1. No



2. Yes
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n.  Other 












1. No (Q.C8)

2. Yes




n1.  (specify) _________________________
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C8.  Versions 2 and 3 only Was CPR performed prior to randomization?

1. No



2. Yes
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C9.  Versions 2 and 3 only Did ventricular fibrillation or sustained ventricular



 tachycardia occur prior to randomization?







1. No



2. Yes
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	D.
ADVERSE EFFECTS  
	



Were any of the following events mentioned in the record as occurring during this



hospitalization?











D1.
  Severe hemorrhage (> 15% absolute fall in




hematocrit)?













1. No (Q.D2)


2. Yes 
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D1.1  Versions 2 and 3 only IF YES,





a.  Date of hemorrhage







___ ___ / ___ ___ / ___ ___

                            (HEMOR_D is character and
    



    MO

DAY
   YEAR

                             HEMORDTE is numeric)   
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b.  Time of hemorrhage







___ ___: ___ ___















   HRS
     MINS






    (circle one):







1.  AM     2.  PM     3.  24-hour clock




c.  Number of units of RBC transfusion



____ ____
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D1.2  Was this due to:





a.  Groin or retroperitoneal bleed?




1. No





2. Yes
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b.  GI bleed?










1. No





2. Yes
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c.
GU bleed?










1. No






2. Yes
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d.
Other cause?









1. No (Q.D2)

2. Yes






(specify)________________________________________________

«TABLE»

 NEXT «Next Record»
«TABLE»

 NEXT «Next Record»
D2.  Intracranial hemorrhage










1. No (Q.D3)
2. Yes
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D2.1  Versions 2 and 3 only IF YES,





a.  Date of hemorrhage







___ ___ / ___ ___ / ___ ___

                            (IHEMOR_D is character and
    



    MO

DAY
   YEAR

                             IHEMORDTE is numeric)   
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b.  Time of hemorrhage







___ ___: ___ ___















   HRS
     MINS






    (circle one):







1.  AM     2.  PM     3.  24-hour clock

D3.  Other hemorrhage requiring transfusion






1. No (Q.D4)

2. Yes
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D3.1  Versions 2 and 3 only IF YES,





a.  Date of hemorrhage







___ ___ / ___ ___ / ___ ___

                            (TRANSF_D is character and
    



    MO

DAY
   YEAR

                             TRANSFDTE is numeric)   
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b.  Time of hemorrhage







___ ___: ___ ___















   HRS
     MINS






    (circle one):







1.  AM     2.  PM     3.  24-hour clock





c.  Number of units of RBC transfusion:



___ ___ 
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D4.
  Other CVA













1. No (Q.D5)

2. Yes
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D4.1  Versions 2 and 3 only IF YES,





a.  Date of CVA









___ ___ / ___ ___ / ___ ___

                            (CVA_DATE is character and
    



    MO

DAY
   YEAR

                             CVADTE is numeric)   
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b.  Time of CVA









___ ___: ___ ___















   HRS
     MINS





   

 (circle one):







1.  AM     2.  PM     3.  24-hour clock

	D5.

Sepsis


	1. No (Q.D6)

	2. Yes

COMPLETE FORM S5
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D5.1  Versions 2 and 3 only IF YES,





a.  Date of Sepsis









___ ___ / ___ ___ / ___ ___

                            (SEPSIS_D is character and
    



    MO

DAY
   YEAR

                             SEPSISDTE is numeric)   
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b.  Time of Sepsis









___ ___: ___ ___















   HRS
     MINS





  

  (circle one):







1.  AM     2.  PM     3.  24-hour clock

D6.

Acute renal failure (creatinine > 3.0 given



normal presentation) which is transient





1. No (Q.D7)

2. Yes
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D6.1  Versions 2 and 3 only IF YES,





a.  Date of failure









___ ___ / ___ ___ / ___ ___

                            (ARFAIL_D is character and
    



    MO

DAY
   YEAR

                             ARFAILDTE is numeric)   
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b.  Time of failure









___ ___: ___ ___















   HRS
     MINS





   

 (circle one):







1.  AM     2.  PM     3.  24-hour clock

D7.

Renal failure on discharge








1. No (Q.D8)

2. Yes
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D7.1  Versions 2 and 3 only IF YES,





a.  Date of failure









___ ___ / ___ ___ / ___ ___

                            (RFAIL_D is character and
    



    MO

DAY
   YEAR

                             RFAILDTE is numeric)   
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b.  Time of failure









___ ___: ___ ___















   HRS
     MINS





  

  (circle one):







1.  AM     2.  PM     3.  24-hour clock





c. Newly required chronic dialysis




1. No 



2. Yes
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D8.

Peripheral vascular occlusion or other complication



in the limb where IABP was inserted






1. No (Q.D9)

2. Yes  
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D8.1  IF YES,





a.  Versions 2 and 3 only Date of complication

___ ___ / ___ ___ / ___ ___

                            (OCCLUS_D is character and
    



    MO

DAY
   YEAR

                             OCCLUSDTE is numeric)   

«TABLE»

 NEXT «Next Record»



b.  Versions 2 and 3 only Time of complication

___ ___: ___ ___















   HRS
     MINS






  
  (circle one):







1.  AM     2.  PM     3.  24-hour clock




c.  Specify action:





1.  Nothing Done




2.  Embolectomy 















3.  Peripheral Vascular Surgery
4.  Amputation















5.  Other __________________________________
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D9.

Other peripheral vascular occlusion





1. No (Q.D10)

2. Yes



D9.1  IF YES,(specify site)_____________________________________________
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a.  Versions 2 and 3 only Date of occlusion



___ ___ / ___ ___ / ___ ___

                            (PVOC_D is character and
    



    MO

DAY
   YEAR

                             PVOCDTE is numeric)   
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b.  Versions 2 and 3 only Time of occlusion



___ ___: ___ ___















   HRS
     MINS




  


  (circle one):







1.  AM     2.  PM     3.  24-hour clock

D10.
Versions 2 and 3 only Cardiac tamponade




1. No (Q.D11)

2. Yes

«TABLE»

 NEXT «Next Record»


D10.1  IF YES,





a.  Date of tamponade








___ ___ / ___ ___ / ___ ___

                            (CTAMP_D is character and
    



    MO

DAY
   YEAR

                             CTAMPDTE is numeric)   
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b.  Time of tamponade







___ ___: ___ ___















   HRS
     MINS






   

 (circle one):







1.  AM     2.  PM     3.  24-hour clock

	D11 - D14 pertain to events occurring AFTER randomization.


D11.
Refractory shock










1. No



2. Yes
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D12.
Any angina











1. No



2. Yes
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D13.
Angina > 24 hours after index MI which recurs at 

 

rest and is refractory to medical management


1. No (Q.D14)

2. Yes 
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	Note:  Retain EKG documenting refractory ischemia in study file.  If patient is in

           IMS group send copy of EKG to:  NEW ENGLAND RESEARCH INSTITUTES




D13.1  IF YES, 





a.
Date of first occurrence of refractory angina


___ ___ / ___ ___ / ___ ___

                            (RANG1_D is character and
    



    MO

DAY
   YEAR

                             RANG1DTE is numeric)   
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b.
Time of first occurrence of refractory angina


___ ___:___ ___











   HRS
    MINS









(circle one):






1. AM

2. PM

3. 24-hour clock





c.   Duration of refractory angina






________  hours
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D14.
New mechanical complication







1.  No (Q.E1)


2.Yes
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D14.1 IF YES,





a.  Date of occurrence









___ ___ / ___ ___ / ___ ___

                            (MECH_D is character and MECHDTE is numeric)       MO

DAY
   YEAR «TABLE»

 NEXT «Next Record»




b. MR













1. No 



2. Yes 
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c. VSD













1. No (Q.E1)

2. Yes 
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c.1.  Versions 2 and 3 only IF YES, 






  Pulmonary to Systemic Flow (Shunt) Ratio
___ ___.___ : 1
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E.  CORONARY ANGIOGRAPHY/PTCA
	E1.

Were there complications related to



coronary angiography and/or PTCA?
	1. No 

 (Q.E2)
	2. Yes 

   FAX FORM 2

   IF APPLICABLE
	-1. No Cath Lab

   procedure (Q.E2)
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E1.1
IF YES, Complete the list below (circle one for each).





a.
Death in the cath lab







1. No



2. Yes
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b.
Bleeding requiring transfusion or surgery


1. No (Q.E1.1c)
2. Yes 






b.1  Versions 2 and 3 only IF YES, Number of units RBCs

____ ____
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c.
Perforation of Coronary Artery




1. No



2. Yes
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d.
Acute occlusion at site of angioplasty



1. No



2. Yes
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e.
Arterial or venous obstruction




1. No



2. Yes
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f.
Allergic reaction








1. No



2. Yes
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g.
Arrhythmia requiring therapy in cath lab


1. No



2. Yes
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h.
Cardiopulmonary bypass or LV assist 






device on leaving cath lab









1. No



2. Yes
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i.
Emergency bypass surgery,






hemodynamically unstable





1. No



2. Yes
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j.
Emergency bypass surgery,






hemodynamically stable






1. No



2. Yes
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k.
Aortic dissection








1. No



2. Yes
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l.
Pericardial tamponade







1. No



2. Yes
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m. 
Versions 2 and 3 only Peripheral vascular occlusion or other 






complication in the limb that underwent cardiac catheterization
   1. No (Q.E2)      2. Yes 






m.1  IF YES, Specify action:

1.  Nothing Done




2.  Embolectomy 















3.  Peripheral Vascular Surgery
4.  Amputation















5.  Other __________________________________
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E2.

Versions 2 and 3 only Were any other interventional devices used, e.g., atherectomy, stents, 
             rotoblader, laser, TEC, either in association with PTCA or on a separate occasion?























1. No (Q.F1)

2. Yes



E2.1  IF YES, List All Devices





a1. __________________________________________






a2.  Timing





1.  During 1st PTCA
2.  During 2nd PTCA

3.  Other





b1. __________________________________________





b2.  Timing





1.  During 1st PTCA
2.  During 2nd PTCA

3.  Other





c1. __________________________________________





c2.  Timing





1.  During 1st PTCA
2.  During 2nd PTCA

3.  Other





d1. __________________________________________





d2.  Timing





1.  During 1st PTCA
2.  During 2nd PTCA

3.  Other
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F. Versions 2 and 3 only OTHER
F1.
Comment here on any other special circumstances related to the patient's enrollment, hospital course or 
final diagnoses that were not originally suspected which further explain the patient's condition.

_______________________________________________________________________________________

_______________________________________________________________________________________

_______________________________________________________________________________________

_______________________________________________________________________________________

_______________________________________________________________________________________

_______________________________________________________________________________________

_______________________________________________________________________________________
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Version 1 questions not appearing on Versions 2 or 3:

A2.
Date of Admission










___ ___ / ___ ___ / ___ ___

      (ADMIT_D is character and F5ADMITD is numeric)   
          MO

DAY
   YEAR
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A3.
Date of Discharge











___ ___ / ___ ___ / ___ ___

      (DSCGDATE is character and F5DISHD is numeric)   
          MO

DAY
   YEAR
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A5.
Vital Status at Hospital Discharge


1. Dead
2. Alive
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B2.
First MUGA performed?




1. No (Q.B2.1)
2. Yes (Q.B2.2)
8. Not Applicable
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B2.1
IF NO, reason not done.
_______________________________________












____________________________________ (Q.B3)
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B2.2
IF YES, complete a and b below.




a.
Date performed







___ ___ / ___ ___ / ___ ___

                        (MUGA1_D is character and


    MO

DAY
   YEAR

                         MUGA1DTE is numeric)   
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b.
Ejection fraction







___ ___ %
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B3.
Second MUGA performed?






1. No (Q.B3.1)
2. Yes (Q.B3.2)
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B3.1
IF NO, reason not done.
_________________________________________












_________________________________________ (Q.B4)
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B3.2
IF YES, complete a and b below.




a.
Date performed







___ ___ / ___ ___ / ___ ___

                        (MUGA2_D is character and


    MO

DAY
   YEAR

                         MUGA2DTE is numeric)   
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b.
Ejection fraction







___ ___ %
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C2.
Were any of the following medications mentioned as being taken during this hospitalization?




c.
IV Inotropic (other than digoxin)



1. No



2. Yes
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d.
Vasopressors








1. No



2. Yes
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C3.
Was there any evidence in the record that any of the following occurred during hospitalization?




a.
Pulmonary edema on examination?

1. No



2. Yes
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b.
Pulmonary edema on chest X-ray?

1. No



2. Yes
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c.
Bilateral rales present > half-way up?

1. No



2. Yes
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d.
Bilateral rales present < half-way up?

1. No



2. Yes
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D2.1
Complete the list below (circle one for each).




b.
Stroke (new neurological deficit)?


1. No


2. Yes
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d.
Sepsis?









1. No


2. Yes
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