Decatecholaminisation with Dexmedetomidine for reduction of mortality in patients with septic shock : A Randomized Clinical Trial.
Case Report File (CRF)
PATIENT DATA*:
Patient Name:……………………………………………
National ID: ☐☐☐☐☐☐☐☐☐☐☐☐☐☐
Date of admission to ICU :……………………….
Telephone No:…………………………………..
Alternative telephone No ( Whatsapp ) :……………………………………..
Assigned group:   □ DEX Group                   □  Control Group
Case No : …………….
1. All items are to be fulfilled with a black or dark blue ballpoint pen
2. The Investigator MUST write the patient ID on each page
3. The Investigator MUST write his name clearly down at least at the bottom of the first page
4. In case of error, draw a single line through the error, so the original entry is visible, and write the correct value next to it. Date and sign the correction.
5. Selections with square boxes (☐) are single selection answers (choose one answer only).
6. Selections with circular boxes ( ) are multiple  selection answers (choose all that apply).






Inclusion Criteria*: 
(All items must be answered with YES, otherwise the subject is not eligible for the study)
1. Age ≥ 18 years developed septic shock with HR > 90                           ☐ Yes (1) ☐ No (0)                                                                                     
2. Patient started  Norepinephrin infusion                                                  ☐ Yes (1) ☐ No (0)
3. Written Informed Consent                                                                       ☐ Yes (1) ☐ No (0)
Exclusion Criteria*:
(All items must be answered with No, otherwise the subject is not eligible for the study)
1. Patient refusal or Inability to obtain consent .                                         ☐ Yes (1)   ☐No (0)                                                                                                           
2. Failure of hemodynamic stabilization or Hb <7 gm/dl                             ☐ Yes (1)  ☐ No (0)
3. Sever cardiac dysfunction ( EF < 30 % ) .                                               ☐ Yes (1)  ☐ No (0)
4. History of heart block or patient on pacemaker .                                     ☐ Yes (1)  ☐ No (0)
5. Chronic liver disease child-Paugh Classification C.                                □ Yes(1)   □ No (0)
6. Sever valvular heart disease .                                                                 □ Yes(1)   □ NO(0)                                                               
7. Pregnant or lactating women.                                                                 □ Yes (1)   □ NO (0)

PATIENT DATA:	    
Patient Name*:…………………………………………
National ID*: ☐☐☐☐☐☐☐☐☐☐☐☐☐☐
Date of admission to ICU* :………………........
Assigned group*:…………………………
Patient age*: …………. (Years)
Sex*:                      ☐ M (1) ☐ F (2)
Weight: ---              kg
Height: ----            Cm  
BMI : ……..
Smoking:                     □Current- □Former- □Never- □Unknown.
Substance’s abuse:   □ Yes.         □ No.       If yes (□ alcohol- □ drug -□ other)
MEDICAL HISTORY:

1. Cardiac  disease:                                                             ☐ Yes (1) ☐ No (0)
If yes ,  ……………..                                                         duration ………..years
2. Hypertension:                                                                  ☐ Yes (1) ☐ No (0)
If Yes, duration ……..years                                                                                                           
3. Chronic Liver disease:                                                    ☐ Yes (1) ☐ No (0)
If yes, duration…………. Years                                         Child-Pugh score:
4. Diabetes Mellitus:                                                         ☐ No (0) ☐ NIDDM (1) ☐ IDDM (2) 
If yes, duration ………..years
5. Chronic Kidney Disease:                                                ☐ Yes (1) ☐ No (0)
If yes, duration ………..years
6. Dialysis:                                                                            ☐ Yes (1) ☐ No (0)
If yes, duration ………..years
7. Chronic Pulmonary disease :                                         ☐ No (0) ☐ COPD (1) ☐ Others (2)
If others…………                                                         if yes, duration……… years.   
8.  Cancer:                                                                          ☐ Yes (1) ☐ No (0)
     If yes,…………                                                               onset……….year
9.  Chronic neurological disorder:                                  ☐ Yes (1) ☐ No (0)
If yes (□ Dementia -□ Stroke-□ Multiple Sclerosis- □ Parkinson’s Disease)
If yes duration or onset ………years.
10.  Mental health condition:                                             ☐ Yes (1) ☐ No (0)  
If yes, (□ psychosis - □ depression - □anxiety).
11. Others ………………………..      





                                  
ON ADMISSION
Date of admission to ICU : ………………………………….
A) Primary indication for ICU admission :   ………………………………………………                                                                                         
Site of infection :     ☐Abdominal / biliary (1). 
                                  ☐ Pneumonia  (2).
                                  ☐ urinary system  (3).  
                                  ☐Skin and soft tissue   (4).
                                 ☐Central nervous system  (5) .
                                 ☐ Others(8).
B) Vital signs on admission* :

     Bl pr : …………..                   MAP : ………..                          HR : ……………..      
     Temp : ……….                      RR : ………….                          CVP : ……………
   Oxygen saturation : ……….    On     □ Room air     □ oxygen      □ IMV

C) Labs and Scores  on admission :
	parameter
	value
	Not done
	Parameter
	value
	Not done
	parameter
	Value
	Not done

	AST*
	
	□
	TLC (x109/L)
	
	□
	GCS Score
	
	□

	ALT*
	
	□
	Hb (g/L)
	
	□
	SOFA Score
	
	□

	Albumin*
	
	□
	PLT
	
	□
	SAPS ɪɪ score
	
	□

	Bilirubin(Total)*
	
	□
	CRP
	
	□
	IMV on admission  
□  Yes
□   No

	Bilirubin(Direct)
	
	□
	Lactate
	
	□
	

	Bilirubin(Indirect)
	
	□
	procalcitonin
	
	□
	

	INR
	
	□
	Ph
	
	□
	AKI on admission 
 □   Yes    
 □   No 

	SrCr
	
	□
	PaCo2
	
	□
	

	Sodium
	
	□
	Hco3
	
	□
	

	Potassium
	
	□
	P/F ratio
	
	□
	




D) Cultures :                                            ☐ done    ☐ Not done .
         Type of cultures: ……………………………………………….
         The organism : …………………………………………….
           Sensitive to:………………………………………….
After randomization 

A) Labs & Scores & Vital signs*:
	Test
	Day 1
	Day 2
	Day 3
	Discharge/ Death 

	TLC
	
	
	
	

	Hb
	
	
	
	

	CRP
	
	
	
	

	Lactate
	
	
	
	

	INR
	
	
	
	

	SrCr
	
	
	
	

	SAPS score
	
	
	
	

	SAPS predicted in hospital  Mortality 
	
	
	
	



SOFA Score  :

	SOFA score 
	
	Day 1
	Day 2
	Day 3
	Discharge / Death

	
	Respiratory
	
	
	
	

	
	CIrculatory
	
	
	
	

	
	Renal
	
	
	
	

	
	Hepatic
	
	
	
	

	
	Neurological
	
	
	
	

	
	Coagulation
	
	
	
	

	
	Total score
	
	
	
	















Fluid chart :

	Fluid Chart
	
	Input /24h
	Output /24h
	UOP/24h
	Balance /24h

	
	Day 1
	
	
	
	

	
	Day 2
	
	
	
	

	
	Day 3 
	
	
	
	

	
	Discharge/death 
	



B ) Norepinephrin :
NE start date  since admission to the ICU : ……………………
Duration of NE infusion before enrolment  :………………………
NE infusion dose at inclusion :……………………………..
Total number of NE ampoules ( 4 mg ) per day :
Day 1( from :...............,…… to :…………..,…….) :……………………………………………
Day 2( from:…………,……to:……………,…….) :……………………………………………                        
Day 3( from :………….,…... to :………….,…….) :……………………………………………
If Adrenalin will be added to NE :
Adrenalin start date : …………………………..
Duration of Adrenalin infusion before enrolment  :………………………
Adrenalin infusion dose at inclusion : ……………………………..


Total number of Adrenalin ampoules ( 1 mg ) per day :
Day 1( from :...............,…… to :…………..,…….) :……………………………………………
Day 2( from:…………,……to:……………,…….) :……………………………………………                        
Day 3( from :………….,…... to :………….,…….) :……………………………………………
	Mean Norepinephrin equivalent dose ( NED)
(mcg/kg/min )
	Day 1
	Day 2
	Day 3
	Discharge/Death 

	
	Before inclusion 
	After inclusion 
	
	
	

	
	
	
	
	
	

	Mean adrenalin dose
(mcg/kg/min )
	
	
	
	
	



C ) Total number of DEX vials if the case receive DEX infusion ( 200 microgram/vial ) :
Day 1( from :...............,…… to :…………..,…….) :……………………………………………
Total dose :………………………     Mean dose :……………………..
Day 2( from :...............,…… to :…………..,…….) :……………………………………………
Total dose :………………………     Mean dose :……………………..
Day 3( from :...............,…… to :…………..,…….) :……………………………………………
Total dose :………………………     Mean dose :……………………..
 (
DECAT – Sepsis
 
)Site ID :…………………                                                 Date of admission to ICU :………………………….                                                                           

Patient ID:………………..                                             Assigned Gp:      □ DEX Group    □ Control Group


The Filling Investigator:                                                                                                                                                     2


D ) Hemodynamic monitoring :  
Basal hemodynamics for control or with starting of DEX infusion (    /    / 2022,         )
SBP :………..          DBP:………….     MAP :………………
HR :……….     CVP:………     Temp :………       RASS score :………
Every 6 hours and reported as mean of the observations every day.
	
	Day 1
	Day 2 
	Day 3  
	Discharge / Death

	Hours
	6
	12
	18
	24
	Mean
	6
	12
	18
	24
	Mean
	6
	12
	18
	24
	Mean
	

	SBP
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	DBP
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	MAP
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	HR
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	CVP
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	Temp
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	RASS
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	



E ) Invasive mechanical ventilation ( IMV ): 
IMV post operative or before referral to ICU :                  ☐ Yes   (1)   ☐ No (0)
If yes ,
Reasons for ICU admission on IMV : 
Duration :…………….
IMV during ICU period :                                                      ☐ Yes  (1) ☐ No (0).  
If yes , 
Date of IMV : ……………………….. 
Duration : …………………..  



F ) Sedation during IMV period ( Fentanyl plus midazolam ):
Fentanyl 300 microgram plus Midazolam 30 mg per dose .
Day 1 : ( From :……………….to:…………………) :………………………………………..
Total dose :…………………………………….
Day 2 : ( From :……………….to:…………………) :………………………………………..
Total dose :……………………………………..
Day 3 : ( From :……………….to:…………………) :………………………………………..
Total dose :……………………………………..
G ) Incidence of bradycardia ( < 60 bpm during DEX ) infusion 
    ☐ Yes (1) ☐ No (0).  
    If Yes , 
    HR : …………….
    Timing of onset after DEX infusion : …………     
    Duration of bradycardia : …………….
    Resuming DEX infusion  :                  ☐ Yes (1) ☐ No (0).  
   If Yes ,
   Duration of drug discontinuation : …………………
  If No , 
  Reasons of discontinuation of DEX infusion : ………………………………………………






OUTCOMES*
1- ICU discharge                                                                     ☐ A live (1)  ☐  Died (0 )
2- Date of ICU discharge : ………………………
3- 28 – day mortality                                                               ☐ Died (1) ☐ Not died (0)
4- Need for invasive mechanical ventilation   during ICU admission             □ Yes (1)   □ NO (0)
5- Invasive mechanical ventilation and oxygen support duration (days)………….
6- Serious adverse effect leading to drug discontinuation.            □ Yes (1)    □ NO (0) 
If yes , …………………………………………………………………………….    
7- Length of hospital stay (days)  ……..
8- Length of ICU stay (days ) ………..
9- Duration of Norepinephrin infusion ( days ) …………….
10- CRP    ( Day 1  ……….             Day 2……….                  Day 3………… )                   
11-  SOFA score      ( Day 1 ……            Day 2…….              Day 3………..     )
12- Incidence of early( 48hours ) AKI During ICU admission .               □ Yes (1)      □ NO (0) 
13- Incidence of late( 7 days ) AKI During ICU admission .                   □ Yes (1)      □ NO (0) 
14- Incidence of rapid AF during ICU admission                       □ Yes (1)      □ NO (0)
□ Paroxysmal AF                                                □ Persistant AF
15- Mortality at hospital discharge                                                      □  Died (1)     □ Not died (0)
Notes :







