
HFN_CARRESS_V.2.2_04Aug2011 

PROTOCOL=HFN_CARRESS 

STUDYBOOK=DATA_FORMS 

FORM= BASELINE 

NODATA<ZYES> 

INITIALS 
SUBJNO 

NOTE: Enrollment- see below 

DEMOG (TYPE 1) 

ELIGIBLE (TYPE 1) 

INITHOSP (TYPE 1) 

DOBDT 

SEX<XGENDR> 

ETHNIC<XETHN>  

AMERIND<XYES> 

ASIAN<XYES> 

BLACK<XYES> 

NATHWN<XYES> 

WHITE<XYES> 

INCL1<I:3> INCL2<I:3> INCL3<I:3> 

EXCL1<I:3> EXCL2<I:3> EXCL3<I:3> 

WAIVER <XYESNO> ELIGCRIT<XYESNO> 

PRESENTM<DATETIME> 

1= 

2= 

Enroll panel will contain: 

SUBJNO: derived from ‘CR’II INVSITE ll ‘-’II PATID 

INITIALS V:3 

RANDTM<DATETIME> 

RANDDT<DATE> 

CARRARM<CRCARM> 

1=PHARMACOLOGIC CARE 

2=ULTRAFILTRATION 

 

PRECREAT (TYPE 2)PS 

CREAASST<CRCREA> 
CREADT 

CREAND<XYES> 

CREALOC<CRLOCN> 
CREATVAL<F:9:3> 

CREAUNIT 

<HFLABU> 

PRESENDT<DATE> 



HFN_CARRESS_V.2.2_04Aug2011 

MEDHIST1(TYPE 1) 
DIAGHFM 

<ZMONTH> 

DIAGHFY 

<I:4> 

CVHSP<I:2> 

HFHSP<I:2> 

LVASSESS<XYESNO> 

LVASSDT 

LVEF<I:2> 
LVEFSTAT<HFLVEF> 

LVMETH<HFMETH> 

 

ISCHEMIC<XYESNO> 

ANGINA<XYES> 

MI<XYES> 
MIDT 

LTCATHDT LTCATH<XYES> 

LM<XYES> 

LAD<XYES> 

LCX<XYES> 
RCA<XYES> 

PTCIDT 

CABGDT 

CABG<XYES> 

PTCI<XYES> 

NONISCH<XYESNO> 

ALCOHOLC<XYES> 

CYTOTOXC<XYES> 

FAMILIAL<XYES> 

HYPERTEN<XYES> 

DILATED<XYES> 

RESTRICT<XYES> 

PERIPAR<XYES> 

VAL<XYES> 
HCM<XYES> 

OTHCONT<XYES> OTHCONSP<V:50> 

NODATA<ZYES> 



HFN_CARRESS_V.2.2_04Aug2011 

MEDHIST2 (TYPE1) 

VALVULAR<XYESNO> 

ALL BELOW CODE< HFVALV> EXCEPT PRIOR VALVULAR SURGERY 

MSTENOS 

MREGURG 

ATSTENOS 

AREGURG 

TSTENOS 

TREGURG 

 

NONSURG,MITSURG, AORSURG, TRISURG, PULSURG 

                    All <XYES> 
HYPRTESN<XYESNO> 

TIA<XYESNO> 

STROKE<XYESNO> 

ARRHYTHM <XYESNO> 

ATRIALFB<XYES> 

SUSVTVF<XYES> 

ARREST<XYES> 

FIBFLUTR<HFFIBF> 

PACEMAKR<XYESNO> 

ICD<XYESNO> 

PACETYPE<HFCHBR> 

ICDTYPE<HFCHBR> PVD<XYESNO> 

COPD<XYESNO> 

DIABETES<XYESNO> 

DIABTYPE<HFDIAB> 

GOUT<XYESNO> 

HEPATIC<XYESNO> 

MALIGNCY<XYESNO> 

DEPRESS<XYESNO> 

ALCOHOL<XYESNO> 

CIGARETT<HFCIGR> 

TRANSPLT<HFTRAN> 

TRANSPDT 

LIPIDEMA<XYESNO> 

NODATA<ZYES> 



HFN_CARRESS_V.2.2_04Aug2011 

MEDS(TYPE 4)PS 

HFMEDS<HFHFMD> 

NODATA<ZYES> 

1= 

19= 

18= 

17= 

16= 

15= 

2= 

3= 

4= 

14= 

13= 

12= 

11= 

10= 

9= 

8= 

7= 

6= 

5= 

MEDSANS<XYESNO> 

MEDSCONT<XYNUNK> 

DIUMEDS<HFDIUR> 
1= 

2= 

3= 

4= 

5= 

6=CHLOROTHIAZIDE (P. 17 AND 18 ONLY) 

DIURANS<HFRESP> 

0=NO 

1=YES 

2=YES,DAILY 

3=YES,PRN 

DIURDOSE<F:9:3> 

DIURETIC  (TYPE 4)PS 

SUPPRESS 

MEDRAND 

DISCHND 

MEDDSCG 



HFN_CARRESS_V.2.2_04Aug2011 

ECGDT 

ECGNOTDN<XYES> 
ECGHRATE<I:3> 

ECGRHYTH<HFECGR> 

ECGPACED<XYESNO> 

ECGQRS<I:3> 

ECGQRSND<XYES> 

ECG (TYPE 1) 

ASSESSMT(TYPE 3) 

HRNOTDN<XYES> 

BPNOTDN<XYES> 

SPONOTDN<XYES> 

HTNOTDN<XYES> 

WTNOTDN<XYES> 

JVPNOTDN<XYES> 

RASNOTDN<XYES> 

AUSNOTDN<XYES> 

HEPNOTDN<XYES> 

ASCNOTDN<XYES> 

PEDNOTDN<XYES> 

NYNOTDN<XYES> 

ORTNOTDN<XYES> 

HRATE<I:3> 

BPSYS <I:3>   BPDIA<I:3> 

SPO2<I:3> 

HEIGHT <F:9:3> 

WEIGHT <F:9:3> 

JVP<HFJVP> 

RALES<HFRALE> 

AUSCULTN<XYESNO> 

HEPATOM<XYESNO> 

ASCITES<XYESNO> 

PEREDEMA<HFEDEM> 

NYHA<XKCLAS> 

ORTHPNEA<HFORTH> 

NODATA<ZYES> 

HTUNITS<XHGTU> 

WTUNITS<XWGTU> 

DYSPVAS <I:3> 

GLOBLVAS <I:3> 

VAS (TYPE 3) 
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LABS(TYPE 4)PS 
LABASSES<HFLAB> 

1= 

2= 

3= 

4= 

5= 

6= 

7= 

8= 

9= 

10= 

11= 

12= 

13= 

14= 

15= 

16= 

17= 

18= 

19= 

LABND<XYES> 

LABVALUE<F:9:3> 
LABUNIT<HFLABU> 

NODATA<ZYES> 

ULTRALAB(TYPE 4)PS 

ULTRASST 

<CRULTR> 

1= 

4= 

3= 

2= ULTRAND 

<XYES> 

ULTRAVAL<F:9:3> 

ADD to HFLABU 

14=secs 

ULTRAUNT<HFLABU> 
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FORM= DAY1 

STATUS (TYPE 3) 

ASSESSMT (TYPE 3) 

LABS (TYPE 4)PS 

ULTRALAB (TYPE 4)PS 

CRFLUID(TYPE 3) 

ENDPTASS(TYPE 3) 

<HFSUBJ> 

1=SUBJECT DISCHARGED 

2=SUBJECT WITHDREW 

3=SUBJECT DIED 

4=MISSED VISIT 

98=OTHER EARLYTRM<XYES>( Hide until p.26 DAY60) 

EVALUTE<XYESNO> SUBJSTAT<HFSUBJ> 

SEE CODELIST ABOVE 

EVALTM<DATETIME> 

SEE ANNOTATION P.5 

SUPPRESS ALL BUT WEIGHT 

SEE ANNOTATION P.6 

SUPPRESS 

6-13 

15-19 

SEE ANNOTATION P.6 

CRIVIN I:5 

CRORALIN I:5 

CRULTOUT I:5 

CRURINOT I:5 

CRDIAL<XYESNO> 

CRDEATH<XYESNO> 

CRSAE<XYESNO> 

CRRESPIR<XYESNO> 

CRCSUPPT<XYESNO> 

STATUSSP<V:50> 

CRFNONE<XYES> 

EVALDT<DATE> 
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We are un-suppressing the following rows in the ASSESSMT panel 

row- 1,2,4,5,6 (due to data to be captured at discharge if subject is discharged Day 1) 

 

insert panel ‘VAS’ (due to data to be captured at discharge if subject is discharged Day 

1) 

NOTE: WEIGHT and WEIGHT UNIT are already in database 

• ASSESSMT (TYPE 3) 

SEE ANNOTATION P.5 

SUPPRESS 

3-4 

7-10 

12 

VAS (TYPE 3) 
See annotation p.5 

p.7 

FORM =DAY1 
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FORM= DAY2 

SEE ANNOTATION P.7 

STATUS (TYPE 3) 

ASSESSMT (TYPE 3) 

LABS (TYPE 4)PS 

ULTRALAB (TYPE 4)PS 

CRFLUID (TYPE 3) 

ENDPTASS (TYPE 3) 
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We are un-suppressing the following rows in the ASSESSMT panel 

row- 1,2,4,5,6 (due to data to be captured at discharge if subject is discharged Day 2) 

 

insert panel ‘VAS’ (due to data to be captured at discharge if subject is discharged Day 

2) 

NOTE: WEIGHT and WEIGHT UNIT are already in database 

• ASSESSMT (TYPE 3) 

SEE ANNOTATION P.5 

SUPPRESS 

3-4 

7-10 

12 

See annotation p.5 VAS (TYPE 3) 

FORM =DAY2 

p.8 
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FORM= DAY3 

SEE ANNOTATION P.7 

STATUS (TYPE 3) 

ASSESSMT (TYPE 3) 

LABS (TYPE 4)PS 

ULTRALAB (TYPE 4)PS 

CRFLUID (TYPE 3) 

ENDPTASS (TYPE 3) 
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We are un-suppressing the following rows in the ASSESSMT panel 

row- 1,2,4,5,6 (due to data to be captured at discharge if subject is discharged Day 3) 

 

insert panel ‘VAS’ (due to data to be captured at discharge if subject is discharged Day 

3) 

NOTE: WEIGHT and WEIGHT UNIT are already in database 

SEE ANNOTATION P.5 

SUPPRESS 

3-4 

7-10 

12 

VAS (TYPE 3) SEE ANNOTATION P.5 

 

p.9 

FORM =DAY3 

ASSESSMT (TYPE 3) 
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FORM= DAY4 

SEE ANNOTATION P.6 

SEE ANNOTATION P.7 

SEE ANNOTATION P.5 

SEE ANNOTATION P.7 
STATUS (TYPE 3) 

ASSESSMT (TYPE 3) 

LABS (TYPE 4)PS 

ULTRALAB (TYPE 4)PS 

VAS (TYPE 3) 

SEE ANNOTATION P.5 

SUPPRESS 

3-4 

7-10 

12 
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SEE ANNOTATION P.7 

SEE ANNOTATION P.7 

ENDPTASS (TYPE 3) 

CRFLUID (TYPE 3) 
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FORM= DAY5 

SEE ANNOTATION P.7 

SEE ANNOTATION P.7 

SEE ANNOTATION P.7 

SEE ANNOTATION P.7 
STATUS (TYPE 3) 

ASSESSMT (TYPE 3) 

CRFLUID (TYPE 3) 

ENDPTASS(TYPE 3) 
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FORM= DAY6 

SEE ANNOTATION P.12 

STATUS (TYPE 3) 

ASSESSMT (TYPE 3) 

CRFLUID (TYPE 3) 

ENDPTASS(TYPE 3) 



HFN_CARRESS_V.2.2_04Aug2011 

FORM= DAY7 

SEE ANNOTATION P.10 

STATUS (TYPE 3) 

ASSESSMT (TYPE 3) 

VAS (TYPE 3) 

LABS (TYPE 4)PS 

ULTRALAB (TYPE 4)PS 
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SEE ANNOTATION P.11 

ENDPTASS(TYPE 3) 

CRFLUID (TYPE 3) 
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FORM=INDEXHOSP 

MEDS(TYPE 4)PS 

HFMEDS<HFHFMD> 
MEDRAND<XYESNO> 

MEDDSCG<XYESNO> 

DISCHND<XYES> 

NODATA<ZYES> 

1= 

19= 

18= 

17= 

16= 

15= 

2= 

3= 

4= 

14= 

13= 

12= 

11= 

10= 

9= 

8= 

7= 

6= 

5= 

SUPPRESS 

MEDSANS 

MEDSCONT 
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VASOINFU( TYPE 2)PS 

VASODRUG<HFVASO> 

1= 

7= 

6= 

5= 

4= 

3= 

2= 

VASOANS<XYESNO> 

VASTARTM<DATETIME> VASTOPTM<DATETIME> 

VASOCONT<XYES> 

NODATA<ZYES> 

VASTARDT<DATE> 
VASTOPDT<DATE> 
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SPC(TYPE 1) 

ULTRA(TYPE 1) 

IVDIURET<XYESNO> 

SPCREASN<CRSPCR> 

SPCOTHSP< V:100> 

SPCRANAR<CRARM> 

SPSTRTDT 

SPSTOPTM<DATETIME> 

SPCOPTML<XYES> 

STPOTHSP<V:100> 

ALGORITH<XYESNO> NALGOREA<V:100> 

STRTULTR<XYESNO> 

NOULTRA<CRUFND> 

OTHULTSP <V :100> 

CIRCUITS <I:3> 

YESULTRA<CRUFDN> 

SPCOTHER<XYES> 

SPCDIED<XYES> 
SPCWTHDR<XYES> 

SPCMDDEC<XYES> 

SPCAFAIL<XYES> 

SPCREAUP<XYES> 

SPCVOL<XYES> 

SPCBPDWN<XYES> 

SPSTOPDT<DATE> 
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CRCORE (TYPE 4)PS 

CRSCHDAS<CRSCHD> 

CRCOREND<XYES> 

CRCOREAS<HFCORE> 

1= 

2= 

3= 

CRCOREDT 

4=DAY  60 (HIDE P.22) 

HEMODYN(TYPE 2)PS 

ANYCATH<XYESNO> 

PACTM<DATETIME> 

PACND<XYES> 

PACASST<CRPAC> 

1= 

2= 

PCWPVAL<I:3> 
CVPVAL<I:3> PACDT<DATE> 
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CRURICOR (TYPE 2)PS 

CRURSCH<CRURSC> 

CRURLBND<XYES> 

CRURINRE<HFCORE> 

1= 

2= 

3= 

CRURINDT 

URINBIO<XYESNO> 

CRURIBIO (TYPE 1) 
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DISCHARG (TYPE 1) DCALIVE <XYESNO> 

DISCHDT 

DCHGLOC<HFDCHG> 

PROCEDUR (TYPE 4) 

PROLCATH<XYESNO> 

PRORCATH<XYESNO> 

PROPCI<XYESNO> 

PROCABG<XYESNO> 

PRONOICD<XYESNO> 

PROCICD<XYESNO> 

PRODIAL<XYESNO> 

PROBLAT<XYESNO> 

PROULTRA<XYESNO> 

PROIABP<XYESNO> 

PROCPR<XYESNO> 

PROCARDI<XYESNO> 

PROLVAD<XYESNO> 

PROHTRAN<XYESNO> 

PRLVADDT 

PRHTRDDT 

NODATA<ZYES> 

PROCPACE<HFCHBR> 

PROCEICD<HFCHBR> 
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FORM= DAY30 

SEE ANNOTATION P.7 

<HFSUBJ>SUPPRESS ‘1’ 

STATUS(TYPE 3) 

SEE ANNOTATION P.10 

SEE ANNOTATION P.7 

ASSESSMT(TYPE 3 

LABS (TYPE4) PS 
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NODATA<ZYES> 

SUPPRESS 

MEDSCONT 

MEDRAND 

DISCHND 

MEDDSCG 

DIURETIC (TYPE 4)PS 

MEDS(TYPE 4)PS 

HFMEDS<HFHFMD> 
1= 

19= 

18= 

17= 

16= 

15= 

2= 

3= 

4= 

14= 

13= 

12= 

11= 

10= 

9= 

8= 

7= 

6= 

5= 

MEDSANS<XYESNO> 

See annotation p.4 
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FORM= DAY60 

SEE ANNOTATION  P.24 

SEE ANNOTATION  P.5 

SUPPRESS 

3-4 

7-10 

SEE ANNOTATION  P.22 

CRSCHDAS<CRSCHD> 

HIDE 1-3 

4= DAY 60 

SEE ANNOTATION  P.7 

STATUS ( TYPE 3) 

ASSESSMT ( TYPE 3) 

LABS ( TYPE 4)PS 

CRCORE ( TYPE 4)PS 
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MEDS(TYPE 4)PS See annotation p.25 

DIURETIC( TYPE 4)PS 
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FORM=TERMINATION 

COMPLETE <XYESNO> 

TERMDT 

TERMREAS<HFTERM> 

TERMSP <V:100> 

SAENUMB<I:3> 

REHOSNUM<I:3> 

ERNUMB<I:3> 

INVSIG <XYES> 
INVSIGDT 

SIGNATUR (TYPE 4) 

SAFETY (TYPE 3) 

TERM (TYPE 1) 

NODATA<ZYES> 

SUPPRESS 

UNBLIND, UNBLINDDT, UNBLDSP 
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FORM= REHOSPITALIZATION 
THIS IS A REPEATING PAGE 

REHOSPDT 

REDCHGDT INREHOSP<XYES> 

PRIMCAUS<HFPRIM> 

REHTFAIL 

REANGINA 

REMI 

REATRIAL 

RECTPAIN 

RESUSCIT 
RECVA 

REPVD 

RESYNCOP 

REHYPOTN 

RECARDPR 

REOTCARD 

RERENAL 

REWORSE 

REKALEMA 

REINFECT 

RENON 

REOTNON 

REHOSPTL (TYPE 4) 

PROCEDUR (TYPE 4) 

NODATA<ZYES> 

REARRHY 

ALL <XYES> 

SEE ANNOTATION P.23 
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FORM=UNSCHEDULED 

 UNSCHEDL (TYPE 4) UNSCHEDT 

VISTYPE<HFTYPE> 

HFVISIT<XYESNO> 

DECOMPHF<XYESNO> 

IVFORHF<XYESNO> 

NODATA<ZYES> 

THIS IS A REPEATING PAGE 
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FORM=DEATHFORM 

DEATHPAG (TYPE 1) 
DEATHLOC<HFLOCA> 

DEATHDT 

DEATHCAU<HFDEAT> 

SIGNATUR (TYPE 4) 

SEE ANNOTATION P.28 

NODATA<ZYES> 
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If HFNCODE is null and AETERM is not null 

Derive AETERM in AECODTXT 

Else HFCODE is not null and AETERM is null 

Decode HFCODE to label and derive in AECODTXT 

If AETERM  is not null and HFCODE is not null do not run derivation 

 

 

 

1= Heart Failure 

2= Acute decompensated heart failure 

3= Cardiac failure chronic 

4= Peripheral edema 

5= Pulmonary edema 

6= Right ventricular failure 

7= Angina Pectoris 

8= Acute Coronary Syndrome 

9= ST segment elevation myocardial infarction 

10= Non ST segment elevation myocardial infarction 

11= Unstable angina 

12= Chest pain 

13= Arrhythmias 

14= Atrial fibrillation 

15= Atrial flutter 

16= Atrial tachycardia 

17= Atrioventricular block second degree 

18= Bradyarrhythmia 

19= Bradycardia 

20= Bundle branch block 

21= Bundle branch block left 

22= Bundle branch block right 

23= Complete heart block 

24= Mitral regurgitation 

HFLIST 

TYPE 0 panel 
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If HFNCODE is null and AETERM is not null 

Derive AETERM in AECODTXT 

Else HFCODE is not null and AETERM is null 

Decode HFCODE to label and derive in AECODTXT 

If AETERM  is not null and HFCODE is not null do not run derivation 

 

• <HFLIST>cont 25= Paroxysmal arrhythmia 

26= Aortic Regurgitation 

27= Sinoatrial block 

28= Sinus bradycardia 

29= Sinus tachycardia 

30= Supraventricular tachycardia 

31= Tachycardia 

32= Cardiac tamponade 

33= Torsades de pointes 

34= Ventricular arrhythmia 

35= Ventricular fibrillation 

36= Ventricular tachycardia 

37= Cardiac arrest 

38= Hyperkalemia 

39= Hypokalemia 

40= Hyponatremia 

41= Renal failure 

42= Renal failure acute 

43= Renal failure chronic 

44= Renal failure aggravated 

45= Pleural effusion 

46= Pulmonary Embolism 

47= Pneumonia 

48= Respiratory failure 
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If HFNCODE is null and AETERM is not null 

Derive AETERM in AECODTXT 

Else HFCODE is not null and AETERM is null 

Decode HFCODE to label and derive in AECODTXT 

If AETERM  is not null and HFCODE is not null do not run derivation 

 

• <HFLIST>cont 
49= Acute Respiratory failure 

50= Hypertension 

51= Hypotension 

52= Deep vein thrombosis 

53= Aortic Dissection 

54= Disorder peripheral vascular 

55= Peripheral ischemia 

56= Stroke 

57= TIA 

58= Syncope 

59= Headache 

60= Visual Disturbance 

61= Presyncope 

62= Dizzziness 

63= Surgical wound infection 

64= Mediastinitis 

65= Sepsis 

66= Endocarditis 

67= Cellulitis 

68= Anticoagulation level above therapeutic 

69= Upper gastrointestinal hemorrhage 

70= Lower gastrointestinal hemorrhage 

71= Priapism 

72= Hearing loss 

73= Tinnitus 



HFN_CARRESS_V.2.2_04Aug2011 

AE derivation for AECONTXT 

• PTCODE  

• PTCODE = MEDRA.L_LOW_LEVEL_TERM_DATA.PT_CODE where 

• this.MEDRCODE = MEDRA.L_LOW_LEVEL_TERM_DATA.LLT_CODE 

 

• PTNAME  

• PTNAME = MEDRA.L_MD_HIERARCHY_DATA.PT_NAME where 

• this.MEDRCODE = MEDRA.L_LOW_LEVEL_TERM_DATA.LLT_CODE and 

• MEDRA.L_LOW_LEVEL_TERM_DATA.PT_CODE =  

•  MEDRA.L_MD_HIERARCHY_DATA.PT_CODE and 

•  MEDRA.L_MD_HIERARCHY_DATA.PRIMARY_SOC_FG = ‘Y’ 

 

• SOCCODE  

• SOCCODE = MEDRA.L_MD_HIERARCHY_DATA.SOC_CODE where 

• this.MEDRCODE = MEDRA.L_LOW_LEVEL_TERM_DATA.LLT_CODE and  

• MEDRA.L_LOW_LEVEL_TERM_DATA.PT_CODE =  

•  MEDRA.L_MD_HIERARCHY_DATA.PT_CODE and 

•  MEDRA.L_MD_HIERARCHY_DATA.PRIMARY_SOC_FG = ‘Y’ 

 

• SOCNAME  

• SOCNAME = MEDRA.L_MD_HIERARCHY_DATA.SOC_NAME where 

• this.MEDRCODE = MEDRA.L_LOW_LEVEL_TERM_DATA.LLT_CODE and  

• MEDRA.L_LOW_LEVEL_TERM_DATA.PT_CODE =  

•  MEDRA.L_MD_HIERARCHY_DATA.PT_CODE and 

•  MEDRA.L_MD_HIERARCHY_DATA.PRIMARY_SOC_FG = ‘Y’ 
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