SUPPLEMENTAL APPENDIX 4
 DATA COLLECTION FORM FOR 1ST AND FOLLOW-UP VISITS 
General instructions
Collect  bleeding manifestations based on clinical examination at the time of the pre-scheduled visits and record any related treatment that you recommend at the visit. 
At the1st visit, also collect  the history of the preceding 15 days and any medical records related to bleeding episodes. For bleeding preceding this period, provide a short narrative description and indicate the date on which ITP was first diagnosed. 

At follow-up visits, also collect the history since the previous visit and any medical records related to bleeding manifestations that occurred in the interim. Please note that follow-up visits are pre-scheduled. Any additional visit (even if carried out at the investigator’s site) should be described in a medical report and subsequently recorded and graded at the following scheduled visit, in order to maintain a constant interval between visits.

Please indicate whether the patient is taking any antiplatelet/anticoagulant treatment.
Grading is based on physical examination at the time of the visit by the physician or expert nurse or on patient’s history supplemented by available medical reports. 

Each type of bleeding should be graded based on the worst bleeding manifestation that occurred during each observation period or in the 15 days preceding the first visit.

Bleeding manifestations reported by the patient but not visible at the time of data collection are graded 1. 

To receive a grade > 1, all non-overt skin and non-overt mucosal bleeding (petechiae, ecchymoses, subcutaneous hematomas, vescicles/bullae subconjunctival bleeding) should be visible at the time of visit for grading by the physician or expert nurse taking the history. 

For bleeding from minor wounds and overt-mucosal bleeding (epistaxis, gum, bleeding from bites to lips & tongue or after deciduous teeth loss/extraction) and all organ bleeding, a medical record describing the symptom or indicating a specific intervention/prescription should be also taken into account  for grading. 

Requirement for ITP specific treatments and antifibrinolytics (apart from menorrhagia) was not considered for grading, due to their subjective nature and their adoption not only to control actual bleeding but also to reduce the “risk” of impendent or future bleeding (see supplemental appendix 1). 
Patient’s own palm size is commonly considered to be proportional to body surface area. 
Palm = The inner surface of the hand stretching between the distal crease of the wrist and  the bases of the fingers (fingers surface excluded).

Body areas include: face, neck, right and left upper limbs (considered separately), right and left lower limbs (considered separately), trunk, abdomen, and recumbent areas (for the ambulatory patient means the area below the knees)  

Intracranial bleeding should always be reported, irrespective of its grade. For example, if a woman had S2 (subcutaneous hematoma) M2 (epistaxis) O3 (menorrhagia) and an intracranial bleeding grade 2 (post trauma, requiring hospitalization), the SMOG index is S2M2O3 (intracranial 2). If the same patient also had intracranial bleeding grade 3, the SMOG index is S2M2O3 (intracranial 3) (see text).
Grade 5 is assigned to fatal bleeding.
Please refer to Supplemental Appendix 3 for more detailed definitions. Illustrative examples are available on the website of the Hematology Project Foundation (http://itpbat.fondazioneematologia.it/). 
Additional specific instructions can be found under the relevant bleeding manifestation field.

	Investigator
	


	GENERAL DATA 

	Patient code
	
	Age
	
	Sex
	     

	 FORMCHECKBOX 
  First visit
	Date
	     
	

	Summary of patient history preceding the first visit (optional)
	

	 FORMCHECKBOX 
 Follow up visit
	Date
	     
	

	Days elapsed since last visit
	                
	

	Report available platelet counts during this period:
	Date
	     
	Plt count
	
	x 109/L

	
	Date
	     
	Plt count
	
	x 109/L

	
	Date
	     
	Plt count
	
	x 109/L

	
	Date
	     
	Plt count
	
	x 109/L

	
	Date
	     
	Plt count
	
	x 109/L

	
	Date
	     
	Plt count
	
	x 109/L

	
	Date
	     
	Plt count
	
	x 109/L

	
	Date
	     
	Plt count
	
	x 109/L

	
	Date
	     
	Plt count
	
	x 109/L

	Aspirin
	 FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No  

	Clopidogrel
	 FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No

	Prasugrel
	 FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No

	Warfarin 
	 FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No

	Dabigatran
	 FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No

	Rivaroxaban 
	 FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No

	Apixaban
	 FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No

	Heparin
	 FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No

	LMWH
	 FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No

	Other*
	 FORMCHECKBOX 
 Please specify  


*Any drugs that in the opinion of the physician is thought to intefere with hemostasis

	1.
	Skin: Petechiae (excluding steroid-induced or senile purpura)

	
	
	
	

	1.1
	Has the patient had petechiae?
(see pictures)
	
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No 

	1.2
	Are petechiae present at this visit?
	
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No 

	21.3
	     If answer to 1.2 is yes, please select the body area where the petechiae are most prevalent. 
How many petechiae do you count in an area the size of the patient’s palm?
	
	 FORMCHECKBOX 
 1 to 10
 FORMCHECKBOX 
 More than 10 or more than 5 in at least 2 palm areas located in at least 2 different body areas (one above and one below the belt)
 FORMCHECKBOX 
 More than 50, scattered above and below the belt


	Comments
	     


	
	GRADES BASED ON THE WORST INCIDENT EPISODE SINCE LAST VISIT

	
	0
	1
	2
	3
	4

	Petechiae

(does not include steroid–induced or senile purpura) 
	 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Less than or equal to 10 in a patient’s palm-sized area in the most affected body area
 FORMCHECKBOX 
 Any number if reported by the patient 
	 FORMCHECKBOX 
 More than 10 in a patient’s palm-sized area or more than 5 in at least 2 patient’s palm-sized areas located in at least 2 different body areas, one above and one below the belt (in the most affected  body areas)
	 FORMCHECKBOX 
 More than 50, if scattered both above and below the belt 
	


	2.
	Skin: Ecchymoses 

	
	
	
	

	2.1
	Has the patient had ecchymoses?
(see pictures)
	
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No  

	2.2
	Ecchymoses present at this visit 
	
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No  

	22.3
	If answer to 2.2 is yes, please specify how many 
	
	 FORMCHECKBOX 
 1-2 in the same body area, smaller than a patient’s palm-sized area, spontaneous or disproportionate to trauma/constriction 
 FORMCHECKBOX 
 3 or more in the same body area, smaller than a patient’s palm-sized area, spontaneous or disproportionate to trauma/constriction  
 FORMCHECKBOX 
 At least 2 in two different body regions, smaller than a patient’s palm-sized area, spontaneous or disproportionate to trauma/constriction
 FORMCHECKBOX 
 1 to 5 larger than a patient’s palm-sized area, spontaneous or disproportionate to trauma/constriction, with or without smaller ones
 FORMCHECKBOX 
 More than 5 larger than a patient’s palm-sized area,  spontaneous or disproportionate to trauma/constriction,



	Comments
	


	
	GRADES BASED ON THE WORST INCIDENT EPISODE SINCE LAST VISIT

	
	0
	1
	2
	3
	4

	Ecchymoses 
	 FORMCHECKBOX 
 None or up to 2 in the same body area, but smaller than a patient’s palm-sized area,if
a) spontaneous or 
b)disproportionate to trauma / constriction*
	 FORMCHECKBOX 
 3 or more in the same body area, but all smaller than a patient’s palm-sized area, if
a) spontaneous or 
b) disproportionate to trauma/constriction*
 FORMCHECKBOX 
  At least 2 in two different body areas, smaller than a patient’s palm-sized area, if
a) spontaneous or 
b) disproportionate to trauma/constriction*
 FORMCHECKBOX 
 Any number and size if reported by the patient 
	 FORMCHECKBOX 
 From 1 to 5 larger than a patient’s palm-sized  area, if
a) spontaneous or 
b) disproportionate to trauma / constriction*
with or without smaller ones

	 FORMCHECKBOX 
 More than 5 larger than a patient’s palm-sized area, if
a) spontaneous or 
b) disproportionate to trauma / constriction*

	



*Bleedings considered proportionate to trauma/constriction on a clinical ground should not be reported for skin domain
	3.
	Skin: Subcutaneous Hematomas 

	
	
	
	

	3.1
	Has the patient had subcutaneous hematomas? (see pictures)
	
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No  

	3.2
	Subcutaneous hematomas present at this visit 
	
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No  

	3.3
	If answer to 3.2 is yes, please specify how many 
	
	 FORMCHECKBOX 
 1 smaller than a patient’s palm-sized area
 FORMCHECKBOX 
 2 smaller than a patient’s palm-sized area, spontaneous 

 FORMCHECKBOX 
 2 smaller than a patient’s palm-sized area, disproportionate to trauma

 FORMCHECKBOX 
 More than 2 smaller or at least 1 larger than the patient’s palm-sized area, spontaneous
 FORMCHECKBOX 
 More than 2 smaller or at least 1 larger than the  patient’s palm-sized area, disproportionate to trauma




	Comments
	


	
	GRADES BASED ON THE WORST INCIDENT EPISODE SINCE LAST VISIT

	
	0
	1
	2
	3
	4

	Subcutaneous hematomas


	 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 1 smaller than a patient’s palm-sized area

 FORMCHECKBOX 
 Any number and size if reported by the patient
	 FORMCHECKBOX 
 2 smaller than a patient’s palm-sized area, spontaneous 
 FORMCHECKBOX 
 2 smaller than the size of the patient’s palm, disproportionate to trauma
	 FORMCHECKBOX 
 More than 2 smaller or at least 1 larger than a patient’s palm-sized area, spontaneous 

 FORMCHECKBOX 
 More than 2 smaller or at least 1 larger than a patient’s palm-sized area, disproportionate to trauma
	


	4.
	Skin: Bleeding from minor wounds 

	
	
	
	

	4.1
	Has the patient had prolonged bleeding from minor wounds?
	
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No 

	4.2
	Bleeding from minor wounds present at this visit
	
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No  

	4.3
	If answer to 4.2 is yes, please specify the duration (min.)
	
	 FORMCHECKBOX 
 Less than 5 minutes
 FORMCHECKBOX 
 More than 5 minutes or interfering with daily activities

	

	4.4
	Treatment: please specify 
	
	 FORMCHECKBOX 
 Requiring protracted medical observation at the time of this visit

 FORMCHECKBOX 
 Medical report provided by the patient describing his/her evaluation by a physician



	Comments
	


	
	GRADES BASED ON THE WORST INCIDENT EPISODE SINCE LAST VISIT

	
	0
	1
	2
	3
	4

	Bleeding from minor wounds*
	 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Lasting < 5 min

 FORMCHECKBOX 
 Any episode if reported by the patient 
	 FORMCHECKBOX 
 Lasting > 5 min or interfering with daily activities 
	 FORMCHECKBOX 
  Requiring protracted medical observation at the time of this visit 
 FORMCHECKBOX 
 Medical report describing patient’s evaluation by a physician
	


*Minor wound means superficial skin cuts (e.g., by shaving razor, knife, or scissors).

	FINAL SKIN SCORE 
	


	5.
	Mucosal: Epistaxis
	
	
	

	
	
	
	

	5.1
	Has the patient had spontaneous epistaxis?
	
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No 

	5.2
	Epistaxis present at this visit 
	
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No  

	5.3
	If answer to 5.2 is yes, please specify the duration 
	
	 FORMCHECKBOX 
 Less than 5 minutes
 FORMCHECKBOX 
 More than 5 minutes 
 FORMCHECKBOX 
 Interfering with daily activities 

	5.4
	I    Treatment: please specify
	
	 FORMCHECKBOX 
 Packing or cauterization or in-hospital evaluation at the time of this visit 
 FORMCHECKBOX 
 Medical report provided by the patient describing packing or cauterization or in-hospital evaluation 

 FORMCHECKBOX 
 RBC transfusion 



	5.5
	Hb drop > 2g/dL
	
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No  


	Comments
	


	
	GRADES BASED ON THE WORST INCIDENT EPISODE SINCE LAST VISIT

	
	0
	1
	2
	3
	4

	Epistaxis*
	 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Lasting < 5 min

 FORMCHECKBOX 
 Any episode if reported by the patient 
	 FORMCHECKBOX 
 Lasting > 5 min or interfering with daily activities 
	 FORMCHECKBOX 
 Packing or cauterization or in-hospital evaluation  at the time of this visit 
 FORMCHECKBOX 
 Medical report describing packing or cauterization or in-hospital evaluation  

 
	 FORMCHECKBOX 
 RBC transfusion or Hb drop > 2g/dL


*Epistaxis is also reported in some normal subjects. Thus, a critical judgment is required in grading this manifestation: it should be reported only if judged more severe when compared  with pre-ITP bleeding, if any.

	6.
	Mucosal (oral cavity): Gum bleeding 

	
	
	
	

	6.1
	Has the patient had gum bleeding?
	
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No  

	6.2
	Gum bleeding present at this visit 
	
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No  

	6.3
	If answer to 6.2 is yes, please specify the duration 
	
	 FORMCHECKBOX 
 Less than 5 minutes
 FORMCHECKBOX 
 More than 5 minutes or interfering with daily activities

	

	6.4
	Treatment: please specify
	
	 FORMCHECKBOX 
 Requiring protracted medical observation at the time of this visit 

 FORMCHECKBOX 
 Medical report provided by the patient describing his/her evaluation by a physician




	Comments
	


	
	GRADES BASED ON THE WORST INCIDENT EPISODE SINCE LAST VISIT

	
	0
	1
	2
	3
	4

	Oral cavity – gum bleeding*
	 FORMCHECKBOX 
 No 
	 FORMCHECKBOX 
 Lasting < 5 min

 FORMCHECKBOX 
 Any episode if reported by the patient 


	 FORMCHECKBOX 
 Lasting > 5 min or interfering with daily activities 


	 FORMCHECKBOX 
 Requiring protracted medical observation  at the time of this visit 

 FORMCHECKBOX 
 Medical report describing patient’s evaluation by a physician
	


*Gum bleeding is also reported in some normal subjects. Thus, a critical judgment is required in grading this manifestation: it should be reported only if judged more severe when compared  with pre-ITP bleeding, if any.

	7.
	Mucosal (oral cavity): Hemorrhagic bullae or blisters 

	
	
	
	

	7.1
	Has the patient had hemorrhagic bullae or blisters?
	
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No 

	7.2
	Hemorrhagic bullae present at this visit 
	
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No  

	7.3
	If answer to 7.2 is yes, please specify how many 
	
	 FORMCHECKBOX 
 Less than 3
 FORMCHECKBOX 
 From 3 to 10 and no difficulty with mastication
 FORMCHECKBOX 
 More than 10 or more than 5 if difficulty with mastication



	Comments
	


	
	GRADES BASED ON THE WORST INCIDENT EPISODE SINCE LAST VISIT

	
	0
	1
	2
	3
	4

	Oral cavity – hemorrhagic bullae or blisters 
	 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Less than 3

 FORMCHECKBOX 
 Any number if reported by the patient 
	 FORMCHECKBOX 
 From 3 to 10 but no difficulty with mastication 
	 FORMCHECKBOX 
 More than 10 or more than 5 if difficulty with mastication
	


	8.
	 Mucosal (oral cavity): Bleeding after bites to lip & tongue or after deciduous teeth loss

	
	
	
	

	8.1
	Has the patient had bleeding after bites to lip and tongue?
	
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No 

	8.2
	Bleeding after bites to lips and tongue wounds present at this visit 
	
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No  

	8.3
	If answer to 8.2 is yes, please specify the duration 
	
	 FORMCHECKBOX 
 Less than 5 minutes
 FORMCHECKBOX 
 More than 5 minutes or interfering with daily activities



	8.4
	Treatment: please specify
	
	 FORMCHECKBOX 
 Interventions to ensure hemostasis or in-hospital evaluation at the time of this visit

 FORMCHECKBOX 
 Medical report provided by the patient describing interventions to ensure hemostasis or in-hospital evaluation 




	Comments
	


	
	GRADES BASED ON THE WORST INCIDENT EPISODE SINCE LAST VISIT

	
	0
	1
	2
	3
	4

	Oral cavity - bleeding from bites to lips & tongue or after deciduous teeth loss
	 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Lasting < 5 min

 FORMCHECKBOX 
 Any episode if reported by the patient 
	 FORMCHECKBOX 
 Lasting > 5 min or interfering with daily activities


	 FORMCHECKBOX 
 Interventions to ensure hemostasis or in-hospital evaluation  at the time of this visit

 FORMCHECKBOX 
 Medical report describing interventions to ensure hemostasis or in- hospital evaluation
	


	9.
	Mucosal: Subconjunctival hemorrhage (not due to conjunctival disease)

	
	
	
	

	9.1
	Has the patient had subconjunctival hemorrhage? (see pictures)
	
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No  

	9.2
	Subconjunctival hemorrhage present at this visit

	
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No  

	9.3
	If answer to 9.2 is yes, please specify 
	
	 FORMCHECKBOX 
 Petechiae/ hemorrhage partially involving one eye

 FORMCHECKBOX 
 Petechiae/ hemorrhage hemorrhage partially involving both eyes or diffuse hemorrhage in one eye

 FORMCHECKBOX 
 Diffuse hemorrhage in both eyes




	Comments
	


	
	GRADES BASED ON THE WORST INCIDENT EPISODE SINCE LAST VISIT

	
	0
	1
	2
	3
	4

	Subconjunctival hemorrhage 
(not due to conjunctival disease)
	 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Petechiae/  hemorrhage partially involving one eye

 FORMCHECKBOX 
 Any episode if reported by the patient 


	 FORMCHECKBOX 
 Petechiae/ hemorrhage partially involving both eyes, or diffuse hemorrhage in one eye 


	 FORMCHECKBOX 
 Diffuse hemorrhage in both eyes


	


	FINAL MUCOSAL SCORE 
	


	10.
	Organ: Gastrointestinal bleeding not explained by visible mucosal bleeding or lesion (Hematemesis, Melena, Hematochezia, Rectorrhagia)

	
	
	
	

	10.1
	Has the patient had gastrointestinal bleeding?
	
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No 

	10.2
	Gastrointestinal bleeding at this visit or described in a medical report exhibited by the patient
	
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No  

	10.3
	If answer to 10.2 is yes, please specify  
	
	
	

	   Type of bleeding
	
	 FORMCHECKBOX 
 Hematemesis
 FORMCHECKBOX 
 Melena
 FORMCHECKBOX 
 Hematochezia
 FORMCHECKBOX 
 Rectorrhagia

	

	10.4
	Has the symptom ever required medical attention?
	
	 FORMCHECKBOX 
 Yes 
	 FORMCHECKBOX 
 No  

	10.5
	If answer to 10.4 is yes, please specify 

	
	 FORMCHECKBOX 
 Prescription of endoscopy or other therapeutic procedures or in-hospital evaluation at the time of this visit

 FORMCHECKBOX 
 Medical report provided by the patient prescribing endoscopy or other therapeutic procedures or in-hospital evaluation 

 FORMCHECKBOX 
 RBC transfusion 
 FORMCHECKBOX 
 Hb drop > 2g/dL


	Comments
	


	
	GRADES BASED ON THE WORST INCIDENT EPISODE SINCE LAST VISIT

	
	0
	1
	2
	3
	4

	GI bleeding not explained by visible mucosal bleeding or lesion:

Hematemesis,
Melena,
Hematochezia,
Rectorrhagia
	 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Any episode if reported by the patient 
	 FORMCHECKBOX 
 Present at the visit 

 FORMCHECKBOX 
  Described in a medical report 
	 FORMCHECKBOX 
 Requiring endoscopy* or other therapeutic procedures or in-hospital evaluation at the time of this visit

 FORMCHECKBOX 
 Medical report prescribing endoscopy* or other therapeutic procedures or in-hospital evaluation


	 FORMCHECKBOX 
 RBC transfusion or Hb drop > 2g/dL


* Any endoscopic investigations should be considered for grading only if performed for therapeutic purpose and not solely for diagnostic purpose.
	11.
	Organ: Lung bleeding (Hemoptysis, Tracheobronchial bleeding)

	
	
	
	

	11.1
	Has the patient had lung bleeding?
	
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No 

	11.2
	Lung bleeding present at this visit or described in a medical report exhibited by the patient
	
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No 

	11.3
	If answer to 11.2 is yes, please specify  
	
	
	

	
	   Type of bleeding
	
	 FORMCHECKBOX 
 Hemoptysis
 FORMCHECKBOX 
 Tracheobronchial bleeding


	11.4
	Has the symptom ever required medical attention?
	
	 FORMCHECKBOX 
 Yes 
	 FORMCHECKBOX 
 No  

	11.5
	If answer to 11.4 is yes, please specify

	
	 FORMCHECKBOX 
 Requiring bronchoscopy or other therapeutic procedures or in-hospital evaluation at the time of this visit

 FORMCHECKBOX 
 An equivalent episode if described in a medical report exhibited by the patient

 FORMCHECKBOX 
 RBC transfusion 

 FORMCHECKBOX 
 Hb drop > 2g/dL


	Comments
	


	
	GRADES BASED ON THE WORST INCIDENT EPISODE SINCE LAST VISIT

	
	0
	1
	2
	3
	4

	Lung bleeding

Hemoptysis

Tracheobronchial bleeding
	 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Any episode if reported by the patient
	 FORMCHECKBOX 
 Present at this visit

 FORMCHECKBOX 
 Described in a medical report 
	 FORMCHECKBOX 
 Requiring bronchoscopy* or other therapeutic procedures or in-hospital evaluation at the time of this visit 

 FORMCHECKBOX 
 An equivalent episode if described in a medical report 

 FORMCHECKBOX 
 Medical report exhibited by the patient prescribing bronchoscopy*  or other procedures or in-hospital evaluation
	 FORMCHECKBOX 
 RBC transfusion or Hb drop > 2g/dL


* Any endoscopic investigations should be considered for grading only if performed for therapeutic purpose and not solely for diagnostic purpose.
	12.
	Organ: Hematuria

	
	
	
	

	12.1
	Has the patient had hematuria?
	
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No 

	12.2
	Hematuria present at this visit 
	
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No 

	12.3
	If answer to 12.2 is yes, please specify  
	
	 FORMCHECKBOX 
 Microscopic (lab analysis exhibited)

 FORMCHECKBOX 
 Macroscopic or described in a medical report exhibited by the patient

	12.4
	Has the symptom ever required medical attention?
	
	 FORMCHECKBOX 
 Yes 
	 FORMCHECKBOX 
 No  

	12.5
	If answer to 12.4 is yes, please specify
	
	 FORMCHECKBOX 
 Requiring cystoscopy or other therapeutic procedures or in-hospital evaluation at the time of this visit
 FORMCHECKBOX 
 An equivalent episode if described in a medical report exhibited by the patient

 FORMCHECKBOX 
 RBC transfusion 

 FORMCHECKBOX 
 Hb drop > 2g/dL


	Comments
	


	
	GRADES BASED ON THE WORST INCIDENT EPISODE SINCE LAST VISIT

	
	0
	1
	2
	3
	4

	Hematuria 
	 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Any episode if reported by the patient

 FORMCHECKBOX 
 Microscopic (lab analysis)


	 FORMCHECKBOX 
 Macroscopic 

 FORMCHECKBOX 
 Described in a medical report 
	 FORMCHECKBOX 
 Macroscopic, and requiring cystoscopy* or other therapeutic  procedures or in-hospital evaluation at the time of this visit

 FORMCHECKBOX 
 An equivalent episode if described in a medical report 
	 FORMCHECKBOX 
 RBC transfusion or Hb drop > 2g/dL


* Any endoscopic investigations should be considered for grading only if performed for therapeutic purpose and not solely for diagnostic purpose.
	13.
	Organ: Menorrhagia (compared with pre-ITP or with a phase of disease with normal platelet count)

	
	
	
	

	13.1
	Has the patient had very heavy menstrual bleeding (menorrhagia)?
	
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No 

	13.2
	If answer to 13.1 is yes, please
describe your last cycle
	
	 FORMCHECKBOX 
 Doubling nr. of pads/tampons in last cycle compared to pre-ITP or to a phase of disease with normal platelet count
 FORMCHECKBOX 
 Score > 100 using PBAC in the last cycle if normal score in pre-ITP cycles or in a phase of disease with normal platelet count
 FORMCHECKBOX 
 Changing pads more frequently than every 2 hours or clot and flooding 

	13.3
	Has the symptom required medical attention?
	
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No   

	13.4
	If answer to 13.3 is yes, please specify
	
	 FORMCHECKBOX 
 Requiring combined treatment with antifibrinolytics and hormonal therapy or gynecological investigation (either at this visit or described in a medical report exhibited by the patient)
 FORMCHECKBOX 
 Acute menorrhagia requiring hospital admission or endometrial ablation (either at this visit or described in a medical report exhibited by the patient)
 FORMCHECKBOX 
 RBC transfusion 
 FORMCHECKBOX 
 Hb drop > 2g/dL


	Comments
	


	
	GRADES BASED ON THE WORST INCIDENT EPISODE SINCE LAST VISIT

	
	0
	1*
	2
	3
	4

	Menorrhagia

(compared to pre-ITP or to a phase of disease with normal platelet count)


	 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Doubling nr. of pads or tampons in last cycle compared to pre-ITP or to a phase of disease with normal platelet count

 FORMCHECKBOX 
 Score > 100 using PBAC in the last cycle, if normal score in pre-ITP cycles or in a phase of disease with normal platelet count
	 FORMCHECKBOX 
 Changing pads more frequently than every 2 hrs. or clot and flooding 

 FORMCHECKBOX 
 Requiring combined treatment with antifibrinolytics and hormonal therapy or gynecological investigation (either at this visit or described in a medical report) 
	  FORMCHECKBOX 
 Acute menorrhagia requiring hospital admission or endometrial ablation (either at this visit or described in a medical report) 


	 FORMCHECKBOX 
 RBC transfusion or Hb drop > 2g/dL 




* In girls at menarche grade 1 cannot be assigned, lacking comparison with previous cycles.

	14.
	Organ: Intramuscular hematomas (only if diagnosed by a physician with an objective method)

	
	
	
	

	14.1
	Intramuscular hematomas present at this visit
	
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No 

	
	If yes, please specify
	
	 FORMCHECKBOX 
 Post trauma, if judged disproportionate to trauma 

 FORMCHECKBOX 
 Spontaneous

	14.2
	Have the symptom required medical attention?
	
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	
	If yes, please specify
	
	 FORMCHECKBOX 
Requiring hospital admission or surgical intervention
 FORMCHECKBOX 
 RBC transfusion

	14.3
	Intramuscular hematomas described in a medical report exhibited by the patient
	
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No 

	
	If yes, please specify  
	
	 FORMCHECKBOX 
 Post trauma, if judged disproportionate to trauma 

 FORMCHECKBOX 
 Spontaneous

	14.4
	Has the symptom required medical attention?
	
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
  No

	
	If yes, please specify
	
	 FORMCHECKBOX 
 Requiring hospital admission or surgical intervention 
 FORMCHECKBOX 
 RBC transfusion 

 FORMCHECKBOX 
 Hb drop > 2g/dL



	Comments
	


	
	GRADES BASED ON THE WORST INCIDENT EPISODE SINCE LAST VISIT

	
	0
	1
	2
	3
	4

	Intramuscular hematomas

(only  if diagnosed by a physician with an objective method) 


	 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Post trauma, diagnosed at this visit, if judged disproportionate to trauma
 FORMCHECKBOX 
 An equivalent episode if described in a medical report 
	 FORMCHECKBOX 
 Spontaneous, diagnosed at this visit 

 FORMCHECKBOX 
 An equivalent episode if described in a medical report 
	 FORMCHECKBOX 
 Spontaneous or post trauma (if judged disproportionate to trauma) diagnosed at this visit and requiring hospital admission or surgical intervention 

 FORMCHECKBOX 
 An equivalent episode if described in a medical report 
	 FORMCHECKBOX 
 RBC transfusion or Hb drop > 2g/dL


	15.
	Organ: Hemarthrosis (only if diagnosed by a physician with an objective method)

	
	
	
	

	15.1
	Hemarthrosis present at this visit 
	
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No 

	
	If yes, please specify
	
	 FORMCHECKBOX 
 Post trauma, function conserved or minimally impaired, if judged disproportionate to trauma
 FORMCHECKBOX 
 Spontaneous, function conserved

	15.2
	Have the symptom required medical attention?
	
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	
	If yes, please specify
	
	 FORMCHECKBOX 
 Requiring immobilization or joint aspiration
 FORMCHECKBOX 
 Requiring surgical intervention


	15.3
	Hemarthrosis described in a medical report exhibited by the patient, function conserved
	
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No 

	
	If yes, please specify  
	
	 FORMCHECKBOX 
 Post trauma, function conserved or minimally impaired, if judged disproportionate to trauma
 FORMCHECKBOX 
 Spontaneous, function conserved

	15.4
	Has the symptom required medical attention?
	
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	
	If yes, please specify
	
	 FORMCHECKBOX 
 Requiring immobilization or joint aspiration
 FORMCHECKBOX 
 Requiring surgical intervention




	Comments
	


	
	GRADES BASED ON THE WORST INCIDENT EPISODE SINCE LAST VISIT

	
	0
	1
	2
	3
	4

	Hemarthrosis 

(only  if diagnosed by a physician with an objective method)
	 FORMCHECKBOX 
 No 
	 FORMCHECKBOX 
 Post trauma, diagnosed at this visit, function conserved or minimally impaired, if judged disproportionate to trauma
 FORMCHECKBOX 
 An equivalent episode if described in a medical report 


	 FORMCHECKBOX 
 Spontaneous, diagnosed at this visit, function conserved or minimally impaired
 FORMCHECKBOX 
 An equivalent episode if described in a medical report 


	 FORMCHECKBOX 
 Spontaneous or post trauma (if judged disproportionate to trauma) diagnosed at this visit and requiring  immobilization or joint aspiration
 FORMCHECKBOX 
 An equivalent episode if described in a medical report 


	 FORMCHECKBOX 
 Spontaneous or post trauma (if judged disproportionate to trauma) diagnosed at this visit and requiring surgical intervention

 FORMCHECKBOX 
 An equivalent episode if described in a medical report 



	16.
	Organ: Ocular bleeding (for subconjunctival hemorrhage see mucosal section)
(only if diagnosed by a physician with an objective method)

	
	
	
	

	16.1
	Ocular bleeding present at this visit
	
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No 

	
	If yes, please specify
	
	 FORMCHECKBOX 
 Any post trauma, vitreous or retinal hemorrhage, involving one or both eyes 
with or without impaired/blurred vision if judged disproportionate to trauma
 FORMCHECKBOX 
 Spontaneous, vitreous or retinal, involving one eye without impaired/blurred vision

 FORMCHECKBOX 
 Spontaneous, vitreous or retinal, with impaired/blurred vision, involving one or both eyes



	16.2
	Ocular bleeding described in a medical report exhibited by the patient
	
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No 

	
	If yes, please specify  
	
	 FORMCHECKBOX 
 Any post trauma, vitreous or retinal hemorrhage, in one or both eyes 
with or without impaired/blurred vision if judged disproportionate to trauma

 FORMCHECKBOX 
 Spontaneous, vitreous or retinal hemorrhage, involving one or both eyes with impaired/blurred vision

 FORMCHECKBOX 
 Spontaneous, vitreous or retinal hemorrhage, with loss of vision in one or both eyes



	Comments
	


	
	GRADES BASED ON THE WORST INCIDENT EPISODE SINCE LAST VISIT

	
	0
	1
	2
	3
	4

	
	
	
	
	
	

	Ocular bleeding

(only  if diagnosed by a physician with an objective method)   
	 FORMCHECKBOX 
 No
	
	 FORMCHECKBOX 
 Any post trauma vitreous or retinal hemorrhage involving one or both eyes with or without impaired/blurred vision present at this visit if judged disproportionate to trauma

 FORMCHECKBOX 
 An equivalent episode if described in a medical report 


	 FORMCHECKBOX 
 Spontaneous vitreous or retinal hemorrhage involving one or both eyes with impaired /blurred vision present at this visit

 FORMCHECKBOX 
 An equivalent episode if described in a medical report 


	 FORMCHECKBOX 
 Spontaneous vitreous or retinal hemorrhage with loss of vision in one or both eyes present at this visit

 FORMCHECKBOX 
 An equivalent episode if described in a medical report 




	17.
	Organ: Intracranial bleeding (intracerebral, intraventricular, subarachnoidal, subdural, extradural) (only if diagnosed by a physician with an objective method)

	
	
	
	

	17.1
	Intracranial  bleeding, either present at this visit or described in a medical report exhibited by the patient
	
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No 

	17.2
	If yes, please specify
	
	 FORMCHECKBOX 
 Post trauma, requiring hospitalization 

 FORMCHECKBOX 
 Spontaneous, requiring hospitalization, in presence of an underlying intracranial lesion
 FORMCHECKBOX 
 Spontaneous, requiring hospitalization, without an underlying intracranial lesion 


	Comments
	


	
	GRADES BASED ON THE WORST INCIDENT EPISODE SINCE LAST VISIT

	
	0
	1
	2
	3
	4

	
	
	
	
	
	

	Intracranial bleeding*:

intracerebral, intraventricular, subarachnoidal, subdural, extradural  

(only if diagnosed with an objective method at the visit or described in a medical report provided by the patient) 
	 FORMCHECKBOX 
 No
	
	 FORMCHECKBOX 
 Any post trauma event requiring hospitalization 
	 FORMCHECKBOX 
 Any spontaneous event requiring hospitalization in presence of an underlying intracranial lesion 
	 FORMCHECKBOX 
 Any spontaneous event requiring hospitalization without an underlying intracranial lesion


* Intracranial bleeding should always be reported, irrespective of its grade. For example, if a woman had S2 (subcutaneous hematoma) M2 (epistaxis) O3 (menorrhagia) and an intracranial bleeding grade 2 (post trauma, requiring hospitalization), the SMOG index is S2M2O3 (intracranial 2). If the same patient also had intracranial bleeding grade 3, the SMOG index is S2M2O3 (intracranial 3) (see text).
	18.
	Organ: Other internal bleedings (only if diagnosed by a physician with an objective method)

	
	
	
	

	18.1
	Other internal bleeding, either present at this visit or described in a medical report exhibited by the patient
	
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No 

	18.2
	If yes, please specify
	
	 FORMCHECKBOX 
 Hemoperitoneum
 FORMCHECKBOX 
 Hemopericardium
 FORMCHECKBOX 
 Hemothorax
 FORMCHECKBOX 
 Retroperitoneal bleeding

 FORMCHECKBOX 
 Hepatic peliosis (with organ rupture)
 FORMCHECKBOX 
 Splenic peliosis (with organ rupture)
 FORMCHECKBOX 
 Retroorbital bleeding
 FORMCHECKBOX 
 Metrorrhagia 

 FORMCHECKBOX 
 Other 


	18.3
	Have the symptoms required medical attention?
	
	 FORMCHECKBOX 
 Yes 
	 FORMCHECKBOX 
 No

	
	If yes, please specify
	
	 FORMCHECKBOX 
 Hospitalization < 48 hrs
 FORMCHECKBOX 
 Hospitalization > 48 hrs
 FORMCHECKBOX 
 RBC transfusion
 FORMCHECKBOX 
 Hb drop > 2g/dL



	Comments
	


	
	GRADES BASED ON THE WORST INCIDENT EPISODE SINCE LAST VISIT

	
	0
	1
	2
	3
	4

	Other internal bleeding:

hemoperitoneum

hemopericardium
hemothorax retroperitoneal bleeding

hepatic and splenic peliosis with organ rupture

retroorbital bleeding
metrorrhagia (in post menopausal women)

etc.

(only  if diagnosed with an objective method at the visit or described in a medical report provided by the patient) 


	 FORMCHECKBOX 
 No
	
	
	 FORMCHECKBOX 
 Any event requiring hospitalization < 48 hrs.


	 FORMCHECKBOX 
 Any event  requiring hospitalization > 48 hrs. or  RBC transfusion or Hb drop > 2g/dL 


	FINAL ORGAN SCORE
Remember to separately report in brackets intracranial bleeding, if any (see note at page 25)
 
	


	FINAL SMOG 
(Fatal bleeding is always assigned grade 5) 
	


	19.
	Organ: Bleeding after Surgery, invasive procedures (biopsy, epidural anesthesia, catheter insertion), hemostatic challenges (extraction of a permanent or deciduous tooth, or parturition)

	
	
	
	

	19.1
	Have you ever had bleeding after surgery, invasive procedures, parturition or tooth extraction?
	
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	19.2
	If yes, please specify


	
	 FORMCHECKBOX 
 Tooth extraction
 FORMCHECKBOX 
 Tonsillectomy/Adenoidectomy
 FORMCHECKBOX 
 Pharynx/Nose surgery
 FORMCHECKBOX 
 Vaginal parturition 
 FORMCHECKBOX 
 Major-abdominal surgery
 FORMCHECKBOX 
 Major-thoracic surgery
 FORMCHECKBOX 
 Major-gynecology and cesarean section

 FORMCHECKBOX 
 Biopsy

 FORMCHECKBOX 
 Epidural anesthesia

 FORMCHECKBOX 
 Catheter insertion

 FORMCHECKBOX 
 Arthroscopy

 FORMCHECKBOX 
 Other 


	19.3
	Have the symptoms required medical attention?
	
	 FORMCHECKBOX 
 Yes 
	 FORMCHECKBOX 
 No

	
	If yes, please specify
	
	 FORMCHECKBOX 
 Revisiting
 FORMCHECKBOX 
 Antifibrinolytics

 FORMCHECKBOX 
 Prolonged in-hospital stay

 FORMCHECKBOX 
 Iron therapy

 FORMCHECKBOX 
 Resuturing or packing
 FORMCHECKBOX 
 Return to operating room

 FORMCHECKBOX 
 Caused organ damage

 FORMCHECKBOX 
 Occurred in critical areas (e.g., CNS)

 FORMCHECKBOX 
 RBC transfusion 
 FORMCHECKBOX 
 Hb drop > 2g/dL
 FORMCHECKBOX 
 Requiring critical care or surgical intervention
 FORMCHECKBOX 
 Directly contributing to death




	Comments
	


	
	
	Grades of bleeding°

	Type and date of intervention/ procedure
	Platelet counts before and during 
	0
	1
	2
	3
	4

	Permanent or deciduous tooth extraction^

Date 
	Date  
Plt count 
	 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Present 
	 FORMCHECKBOX 
 Requiring revisiting or antifibrinolytics 
	 FORMCHECKBOX 
 Resuturing or packing 
	 FORMCHECKBOX 
  RBC transfusion or Hb drop > 2g/dL





	
	Date  
Plt count 
	
	
	
	
	

	
	Date  
Plt count 

	
	
	
	
	

	
	
	
	
	
	
	

	Invasive procedures*/
Surgery

Date 
	Date  
Plt count 
	 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Present but not requiring revisiting or protracted observation
	 FORMCHECKBOX 
 Requiring revisiting or prolonged in-hospital stay 
	 FORMCHECKBOX 
 Requiring return to operating room or causing organ damage or occurring in critical areas (e.g. CNS) 


	 FORMCHECKBOX 
 Requiring critical care or directly contributing to death 

	
	Date  
Plt count 
	
	
	
	
	

	
	Date  
Plt count 
	
	
	
	
	

	
	
	
	
	
	
	

	Parturition

Date 
	Date  
Plt count 
	 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Present
	 FORMCHECKBOX 
 Requiring iron therapy or prolonged in hospital stay 
	 FORMCHECKBOX 
 RBC transfusion or Hb drop > 2g/dL
	 FORMCHECKBOX 
 Requiring critical care or surgical intervention



	
	Date  
Plt count 
	
	
	
	
	

	
	Date  
Plt count 
	
	
	
	
	

	
	
	
	
	
	
	


°These criteria are proposed as provisional and are not used to calculate the patient’s SMOG and are provided to help in the description of bleeding after hemostatic challenges.  

^Spontaneous loss of a deciduous tooth is considered in table 2.

*Biopsy, epidural anesthesia, catheter insertion, etc.
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