	Unscheduled Visit
CRF7
	Site number: ____________________
Patient Id: _____________________



Sponsor: Techorizon
Study: Pilot Study - PILOT
Print:
- Blank CRF
Table of contents
Screening	4
CRF1	4
CRF2	5
CRF3	6
CRF4	8
CRF5	10
CRF6	12
CRF7	13
CRF8	14
CRF9	27
CRF10	33
CRF11	37
CRF12	38
CRF13	39
CRF14	40
Randomization	41
CRF1	41
CRF2	42
CRF3	43
CRF4	45
CRF5	46
Visit1	47
CRF1	47
CRF2	49
CRF3	50
CRF6	51
CRF7	52
CRF9	53
CRF10	54
Discharge Visit	55
CRF1	55
CRF8	61
CRF3	74
CRF4	78
CRF5	79
CRF6	80
CRF7	81
Visit2	82
CRF1	82
CRF2	84
CRF3	85
CRF4	86
CRF5	87
Visit3	88
CRF1	88
CRF2	90
CRF3	91
CRF4	93
CRF5	94
CRF6	95
CRF7	96
Visit4	97
CRF1	97
CRF2	99
CRF3	100
CRF4	101
CRF5	102
Visit5	103
CRF1	103
CRF2	105
CRF3	106
CRF4	107
CRF5	109
CRF6	110
CRF7	111
CRF8	112
Visit6	113
CRF1	113
CRF2	115
CRF3	117
CRF4	118
CRF5	119
CRF6	120
Visit7	121
CRF1	121
CRF2	123
CRF3	124
CRF4	125
CRF5	127
CRF6	128
CRF7	129
CRF8	130
Visit8	131
CRF1	131
CRF2	133
CRF3	134
CRF4	135
CRF5	136
CRF6	137
Visit9	138
CRF1	138
CRF2	139
CRF3	145
CRF4	158
CRF5	162
CRF6	163
CRF8	164
CRF9	165
CRF10	166
CRF11	167
AE	168
CRF1	168
SAE	169
CRF1	169
Concomitant Medications	171
CRF1	171
Unscheduled Visit	172
CRF1	172
CRF2	185
CRF3	186
CRF4	187
CRF5	189
CRF6	190
CRF7	191

[bookmark: _Toc0000000001]Screening
[bookmark: _Toc0000000002]CRF1
DATE OF VISIT

	Date of Visit
	


INFORMED CONSENT 

	Date of Informed Consent  Form
	


DEMOGRAPHY

	Date of birth
	



	Race
	◯  Caucasian
◯  Black
◯  Asian
◯  Other
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Inclusion Criterias
	
	Yes
	No

	1. Signed informed consent form
	◯ 
	◯ 

	2. Female aged ≥ 18 years
	◯ 
	◯ 

	3. Undergoing breast cancer surgery with axillary lymph node dissection during the current clinical trial
	◯ 
	◯ 

	4. Negative serum pregnancy test for women of childbearing potential
	◯ 
	◯ 

	5. Aspartate aminotransferase and alanine aminotransferase < 2 x the upper limit of normal
	◯ 
	◯ 

	6. Patients must have an Eastern Cooperative Oncology Group (ECOG) performance status ≤  1
	◯ 
	◯ 

	7. Compliant with the protocol requirements
	◯ 
	◯ 
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Exclusion Criterias
	
	Yes
	No

	1. Previous axillary surgery on the same armpit (sentinel lymph node surgery is not exclusionary)
	◯ 
	◯ 

	2. Previous radiotherapy within five years from study drug administration on the same armpit undergoing surgery in this study 
	◯ 
	◯ 

	3. Concomitant participation to other clinical trial 
	◯ 
	◯ 

	4. Uncontrolled diabetes
	◯ 
	◯ 

	5. Cholelithiasis
	◯ 
	◯ 

	6. Human immunodeficiency virus or hepatitis B or C by screening serology
	◯ 
	◯ 

	7. Uncontrolled hypothyroidism: if patient is being administered Eutirox/ Levothyroxine (or analogues) and levels of T3, T4 and TSH are confirmed to be within the normal ranges at screening, the patient can be enrolled in this study.
	◯ 
	◯ 

	8. Pregnant or lactating
	◯ 
	◯ 

	9. Ascertained or presumptive hypersensitivity to the active principle and/or the ingredients of the study drug formulation 
	◯ 
	◯ 

	10. Corrected QT (using the Bazett formula, QTc) interval at screening or baseline > 450 msec (as the mean of 3 consecutive readings 5 minutes apart). Presence of any disease or use of concomitant medication known to increase the QT interval
	◯ 
	◯ 

	11. Clinically significant or relevant abnormal medical history, vital sign, physical examination or laboratory evaluation finding
	◯ 
	◯ 

	12. Corticosteroid treatment on a long-term basis (i.e. treatment for more than 3 consecutive days). Acute use of corticosteroids to prevent hypersensitivity reactions before surgery is not considered an exclusion criterion
	◯ 
	◯ 

	13. Current or recurrent disease that could affect the results of the clinical or laboratory assessment required for the study
	◯ 
	◯ 
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MEDICAL HISTORY 

	Does this subject have any medical history?
	◯  No
◯  Yes


If YES, please record below.

List each finding separately below and indicate start and stop dates or if condition is ongoing. Indicate the body system of each finding using the codes below: 
	C = Cardiovascular
	G = Digestive/Gastrointestinal
	R = Respiratory/Pulmonary

	M = Musculoskeletal
	E = Endocrine
	I = Immune

	S = Skin/Integumentary
	U = Urinary/Renal
	R = Reproductive

	N = Neurological/Auditory
	L = Lymphatic/Circulatory
	O = Other




Medical History List
Sequence number: 1

	Finding
	



	Code
	◯  C = Cardiovascular
◯  G = Digestive/Gastrointestinal
◯  R = Respiratory/Pulmonary
◯  M = Musculoskeletal
◯  E = Endocrine
◯  I = Immune
◯  S = Skin/Integumentary
◯  U = Urinary/Renal
◯  R = Reproductive
◯  N = Neurological/Auditory
◯  L = Lymphatic/Circulatory
◯  O = Other



	Start Date
	



	End Date
	



	Ongoing?
	◯  No
◯  Yes
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CURRENT AND PRIOR MEDICATIONS 
Sequence number: 1

	Medication Name
	



	Indication for use
	



	Dose
	



	Unit
	◯  milligrams (mg)
◯  micrograms (μg, mcg)
◯  millilitre (ml)
◯  grams (g) 
◯  International Units (IU)
◯  tablet
◯  capsule
◯  puff
◯  litre (L) 
◯  decilitre (dL)
◯  microlitre (μL) 
◯  ounce (oz)
◯  teaspoon (tsp)
◯  tablespoon (tbsp)
◯  Other, please specify




	Frequency
	◯  daily (QD) 
◯  twice daily (BID)
◯  three times per day (TID)
◯  four times per day (QID)
◯  every other day
◯  every month
◯  as needed (PRN)
◯  weekly (QW) single dose 
◯  Other, please specify




	Route
	◯  Oral
◯  Topical Subcutaneous
◯  Transdermal
◯  Intraocular
◯  Intramuscular
◯  Inhalation
◯  Intralesion
◯  Intraperitoneal
◯  Intravenous
◯  Nasal
◯  Vaginal 
◯  Rectal
◯  Other, please specify




	Start Date
	



	End Date
	



	Ongoing?
	◯  Yes
◯  No
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PHYSICAL EXAMINATION AND VITAL SIGNS 

	Has the examination been performed?
	◯  No, please provide a reason

◯  Yes, please record below



	Date of assessment
	



	Time of assessment
	



	Height
	



	Weight
	



	Body Temperature
	



	BMI
	



	ECOG performance status
	◯  0 - Fully active, able to carry on all pre-disease performance without restriction
◯  1 - Restricted in physically strenuous activity but ambulatory and able to carry out work of a light or sedentary nature, e.g., light house work, office work
◯  ≥ 2



	Sitting Systolic blood pressure
	



	Sitting Diastolic blood pressure
	



	Pulse rate
	



	General evaluation of physical examination and vital signs
	◯  Not assessed
◯  Normal
◯  Abnormal, Non Clinically Significant
◯  Abnormal, Clinically Significant
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PREGNANCY TEST

	Has the pregnancy test been perfomed?
	◯  Not applicable, please provide a reason

◯  No, please provide a reason

◯  Yes, please record below



	Date of pregnancy test
	



	Time of assessment
	



	Pregnancy test result
	◯  Positive
◯  Negative
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BLOOD CHEMISTRY 

	Has the blood chemistry test been performed?
	◯  No, please provide a reason 

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  No
◯  Yes



	Value
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS


BLOOD CHEMISTRY 

	Has the blood chemistry test been performed?
	◯  No, please provide a reason 

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  No
◯  Yes



	Value
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS


BLOOD CHEMISTRY 

	Has the blood chemistry test been performed?
	◯  No, please provide a reason 

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  No
◯  Yes



	Value
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS


BLOOD CHEMISTRY 

	Has the blood chemistry test been performed?
	◯  No, please provide a reason 

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  No
◯  Yes



	Value
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS


BLOOD CHEMISTRY 

	Has the blood chemistry test been performed?
	◯  No, please provide a reason 

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  No
◯  Yes



	Value
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS


BLOOD CHEMISTRY 

	Has the blood chemistry test been performed?
	◯  No, please provide a reason 

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  No
◯  Yes



	Value
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS


BLOOD CHEMISTRY 

	Has the blood chemistry test been performed?
	◯  No, please provide a reason 

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  No
◯  Yes



	Value
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS


BLOOD CHEMISTRY 

	Has the blood chemistry test been performed?
	◯  No, please provide a reason 

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  No
◯  Yes



	Value
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS


BLOOD CHEMISTRY 

	Has the blood chemistry test been performed?
	◯  No, please provide a reason 

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  No
◯  Yes



	Value
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS


BLOOD CHEMISTRY 

	Has the blood chemistry test been performed?
	◯  No, please provide a reason 

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  No
◯  Yes



	Value
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS


BLOOD CHEMISTRY 

	Has the blood chemistry test been performed?
	◯  No, please provide a reason 

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  No
◯  Yes



	Value
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS


BLOOD CHEMISTRY 

	Has the blood chemistry test been performed?
	◯  No, please provide a reason 

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  No
◯  Yes



	Value
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS


BLOOD CHEMISTRY 

	Has the blood chemistry test been performed?
	◯  No, please provide a reason 

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  No
◯  Yes



	Value
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS


BLOOD CHEMISTRY 

	Has the blood chemistry test been performed?
	◯  No, please provide a reason 

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  No
◯  Yes



	Value
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS


BLOOD CHEMISTRY 

	Has the blood chemistry test been performed?
	◯  No, please provide a reason 

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  No
◯  Yes



	Value
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS


BLOOD CHEMISTRY 

	Has the blood chemistry test been performed?
	◯  No, please provide a reason 

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  No
◯  Yes



	Value
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS


BLOOD CHEMISTRY 

	Has the blood chemistry test been performed?
	◯  No, please provide a reason 

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  No
◯  Yes



	Value
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS


BLOOD CHEMISTRY 

	Has the blood chemistry test been performed?
	◯  No, please provide a reason 

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  No
◯  Yes



	Value
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS


BLOOD CHEMISTRY 

	Has the blood chemistry test been performed?
	◯  No, please provide a reason 

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  No
◯  Yes



	Value
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS


BLOOD CHEMISTRY 

	Has the blood chemistry test been performed?
	◯  No, please provide a reason 

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  No
◯  Yes



	Value
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS


BLOOD CHEMISTRY 

	Has the blood chemistry test been performed?
	◯  No, please provide a reason 

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  No
◯  Yes



	Value
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS


BLOOD CHEMISTRY 

	Has the blood chemistry test been performed?
	◯  No, please provide a reason 

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  No
◯  Yes



	Value
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS


BLOOD CHEMISTRY 

	Has the blood chemistry test been performed?
	◯  No, please provide a reason 

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  No
◯  Yes



	Value
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS
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HAEMATOLOGY

	Has the hematology test been performed?
	◯  No, please provide a reason 

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  Yes
◯  No



	Value
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS 


HAEMATOLOGY

	Has the hematology test been performed?
	◯  No, please provide a reason 

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  Yes
◯  No



	Value
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS 


HAEMATOLOGY

	Has the hematology test been performed?
	◯  No, please provide a reason 

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  Yes
◯  No



	Value
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS 


HAEMATOLOGY

	Has the hematology test been performed?
	◯  No, please provide a reason 

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  Yes
◯  No



	Value
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS 


HAEMATOLOGY

	Has the hematology test been performed?
	◯  No, please provide a reason 

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  Yes
◯  No



	Value
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS 


HAEMATOLOGY

	Has the hematology test been performed?
	◯  No, please provide a reason 

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  Yes
◯  No



	Value
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS 


HAEMATOLOGY

	Has the hematology test been performed?
	◯  No, please provide a reason 

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  Yes
◯  No



	Value
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS 


HAEMATOLOGY

	Has the hematology test been performed?
	◯  No, please provide a reason 

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  Yes
◯  No



	Value
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS 


HAEMATOLOGY

	Has the hematology test been performed?
	◯  No, please provide a reason 

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  Yes
◯  No



	Value
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS 


HAEMATOLOGY

	Has the hematology test been performed?
	◯  No, please provide a reason 

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  Yes
◯  No



	Value
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS 
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URINALYSIS

	Has the urinalysis test been performed?
	◯  No, please provide a reason

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  Yes
◯  No



	Results
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS 


URINALYSIS

	Has the urinalysis test been performed?
	◯  No, please provide a reason

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  Yes
◯  No



	Results
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS 


URINALYSIS

	Has the urinalysis test been performed?
	◯  No, please provide a reason

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  Yes
◯  No



	Results
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS 


URINALYSIS

	Has the urinalysis test been performed?
	◯  No, please provide a reason

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  Yes
◯  No



	Results
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS 


URINALYSIS

	Has the urinalysis test been performed?
	◯  No, please provide a reason

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  Yes
◯  No



	Results
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS 


URINALYSIS

	Has the urinalysis test been performed?
	◯  No, please provide a reason

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  Yes
◯  No



	Results
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS 


URINALYSIS

	Has the urinalysis test been performed?
	◯  No, please provide a reason

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  Yes
◯  No



	Results
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS 
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12 LEAD ECG 

	Has the ECG been performed?
	◯  No, please provide a reason

◯  Yes, please record below



	Date of assessment
	



	Time of assessment
	



	PR interval
	



	QT interval
	



	RR interval
	



	QRS duration
	



	QTc interval (according with Bazett’s correction formula, QTc = QT/RR0.5)
	



	QTc interval  interpretation
	◯  Not assessed
◯  Normal
◯  Abnormal, NCS 
◯  Abnormal, CS 



	ECG interpretation
	◯  Not assessed 
◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS
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HIV AND HEPATITIS SEROLOGY SCREENING

	Has the HIV antibody test been performed?
	◯  No, please provide a...

◯  Yes, please record below



	Date of assessment
	



	Time of assessment
	



	Result
	◯  Positive (exclude patient)
◯  Negative



	Has the Hepatitis B (HBV) antibody test been performed? 
	◯  No, please provide a reason

◯  Yes, please record below



	Date of assessment
	



	Time of assessment
	



	Result
	◯  Positive (exclude patient)
◯  Negative



	Has the Hepatitis C (HCV) antibody test been performed?
	◯  No, please provide a reason

◯  Yes, please record below



	Date of assessment
	



	Time of assessment
	



	Result
	◯  Positive (exclude patient)
◯  Negative
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ARMS CIRCUMFERENCES ASSESSMENT

	Has the arm circumference measure been performed?
	◯  No, please provide a reason

◯  Yes, please record below



	Date of assessment
	



	Time of assessment
	


Arms measures
	
	Right (cm)
	Left (cm)

	Select the  arm corresponding to ALND
	◯ 
	◯ 

	70 cm (i.e upper arm just below the axilla)
	◯ 
	◯ 

	60 cm (i.e. 10cm distal to and proximal to the lateral epicondyle)
	◯ 
	◯ 

	50 cm (i.e. elbow)
	◯ 
	◯ 

	40 cm (10cm distal to and proximal to the lateral epicondyle)
	◯ 
	◯ 

	30 cm
	◯ 
	◯ 

	Wrist
	◯ 
	◯ 

	Mid hand
	◯ 
	◯ 

	Total
	◯ 
	◯ 


Note
	Screening
CRF13
	Site number: ____________________
Patient Id: _____________________


The arm circumferences have to be measured with a flexible, non-elastic tape measure
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CONFIRMATION OF ENROLMENT 

	Do you confirm that all the inclusion /exclusion criteria have been accurately checked in order to verify the eligibility of the patient in the current study? 
	◯  Yes
◯  No



	Is the patient eligible to participate in the current study?
	◯  No (Screening failure), specify reason (number of inclusion/exclusion criteria that the patient doesn’t/does meet, respectively)

◯  Yes


	Screening
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SURGERY  DAY 0

	Date of surgery
	



	Start Time of surgery (incision)
	



	Stop Time of surgery 
	



	Type of surgery
	◯  Conservative surgery + demolitive without mammary prosthesis placement
◯  Conservative surgery + demolitive with mammary prosthesis placement 



	How many Lymph Nodes have been removed? (to be confirmed pathologically)
	



	How many removed Lymph Nodes are positive? (to be confirmed pathologically)
	



	Is there evidence of an infection/complication during the surgery?
	◯  No
◯  Yes, please specify




	Type of drain positioned in axilla
	◯  Suction drain
◯  Non suction drain
◯  Other




	Type of drain positioned in mammary place (if any)
	◯  Suction drain
◯  Non suction drain
◯  Other
◯  Not Applicable (if no drain positioned)


	Randomization
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Inclusion Criterias
	
	Yes
	No

	1. Signed informed consent form
	◯ 
	◯ 

	2. Female aged ≥ 18 years
	◯ 
	◯ 

	3. Undergoing breast cancer surgery with axillary lymph node dissection during the current clinical trial
	◯ 
	◯ 

	4. Negative serum pregnancy test for women of childbearing potential
	◯ 
	◯ 

	5. Aspartate aminotransferase and alanine aminotransferase < 2 x the upper limit of normal
	◯ 
	◯ 

	6. Patients must have an Eastern Cooperative Oncology Group (ECOG) performance status ≤  1
	◯ 
	◯ 

	7. Compliant with the protocol requirements
	◯ 
	◯ 


	Randomization
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Exclusion Criterias
	
	Yes
	No

	1. Previous axillary surgery on the same armpit (sentinel lymph node surgery is not exclusionary)
	◯ 
	◯ 

	2. Previous radiotherapy within five years from study drug administration on the same armpit undergoing surgery in this study 
	◯ 
	◯ 

	3. Concomitant participation to other clinical trial 
	◯ 
	◯ 

	4. Uncontrolled diabetes
	◯ 
	◯ 

	5. Cholelithiasis
	◯ 
	◯ 

	6. Human immunodeficiency virus or hepatitis B or C by screening serology
	◯ 
	◯ 

	7. Uncontrolled hypothyroidism: if patient is being administered Eutirox/ Levothyroxine (or analogues) and levels of T3, T4 and TSH are confirmed to be within the normal ranges at screening, the patient can be enrolled in this study.
	◯ 
	◯ 

	8. Pregnant or lactating
	◯ 
	◯ 

	9. Ascertained or presumptive hypersensitivity to the active principle and/or the ingredients of the study drug formulation 
	◯ 
	◯ 

	10. Corrected QT (using the Bazett formula, QTc) interval at screening or baseline > 450 msec (as the mean of 3 consecutive readings 5 minutes apart). Presence of any disease or use of concomitant medication known to increase the QT interval
	◯ 
	◯ 

	11. Clinically significant or relevant abnormal medical history, vital sign, physical examination or laboratory evaluation finding
	◯ 
	◯ 

	12. Corticosteroid treatment on a long-term basis (i.e. treatment for more than 3 consecutive days). Acute use of corticosteroids to prevent hypersensitivity reactions before surgery is not considered an exclusion criterion
	◯ 
	◯ 

	13. Current or recurrent disease that could affect the results of the clinical or laboratory assessment required for the study
	◯ 
	◯ 
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ALND AND DRAIN PLACEMENT

	d
	◯  d

◯  d


	Randomization
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BLOOD CHEMISTRY 

	Has the blood chemistry test been performed?
	◯  No, please  provide a reason 

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  Yes
◯  No



	Value
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS


BLOOD CHEMISTRY 

	Has the blood chemistry test been performed?
	◯  No, please  provide a reason 

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  Yes
◯  No



	Value
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS


BLOOD CHEMISTRY 

	Has the blood chemistry test been performed?
	◯  No, please  provide a reason 

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  Yes
◯  No



	Value
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS


	Visit1
CRF1
	Site number: ____________________
Patient Id: _____________________
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VITAL SIGNS

	Has the examination been performed?
	◯  No, please  provide a reason

◯  Yes, please record below



	Date of assessment
	



	Time of assessment
	



	Body temperature
	



	Sitting Systolic blood pressure
	



	Sitting Diastolic blood pressure
	



	Pulse rate 
	


	Visit1
CRF2
	Site number: ____________________
Patient Id: _____________________
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DRAIN REMOVAL / RECORDING OF SERUM

	Has been the drain removed ?
	◯  Yes
◯  No, please provide a  reason 




	If yes, date for drain removal
	



	If yes, time for drain removal
	



	Total volume of serum collected in the pocked drain?
	



	Is the serum collected hematic?
	◯  Yes
◯  No, please provide a reason


	Visit1
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WOUND INFECTIONS/COMPLICATIONS

	Is there evidence of wound infection/complication post-surgery?
	◯  No
◯  Yes, please choose from the list below



	Type of infection/complication
	☐  Super infection
☐  Dehiscence
☐  Other, please specify




	Was the complication related to seroma?
	◯  Yes
◯  No


	Visit1
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CONCOMITANT  MEDICATIONS ASSESSMENT

	Has the patient taken any Concomitant Medications since last visit?  
	◯  No
◯  Yes, please record details in the Concomitant Medication page


	Visit1
CRF7
	Site number: ____________________
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PHARMACOKINETIC SAMPLING


	Date
(dd/mm/yyyy)
	



	Actual Time
(24 hours clock)
	


PHARMACOKINETIC SAMPLING


	Date
(dd/mm/yyyy)
	



	Actual Time
(24 hours clock)
	


Section5

	Comment
(if applicable)
	


	Visit1
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ADVERSE EVENT ASSESSMENT

	Has the patient experienced any Adverse Events since last visit?
	◯  No
◯  Yes, please record details in the Adverse Events page


	Visit1
CRF10
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HAEMATOLOGY

	Has the hematology test been performed?
	◯  No, please provide a reason 

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  Yes
◯  No



	Value
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS 


HAEMATOLOGY

	Has the hematology test been performed?
	◯  No, please provide a reason 

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  Yes
◯  No



	Value
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS 


HAEMATOLOGY

	Has the hematology test been performed?
	◯  No, please provide a reason 

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  Yes
◯  No



	Value
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS 


HAEMATOLOGY

	Has the hematology test been performed?
	◯  No, please provide a reason 

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  Yes
◯  No



	Value
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS 


HAEMATOLOGY

	Has the hematology test been performed?
	◯  No, please provide a reason 

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  Yes
◯  No



	Value
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS 


HAEMATOLOGY

	Has the hematology test been performed?
	◯  No, please provide a reason 

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  Yes
◯  No



	Value
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS 


HAEMATOLOGY

	Has the hematology test been performed?
	◯  No, please provide a reason 

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  Yes
◯  No



	Value
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS 


HAEMATOLOGY

	Has the hematology test been performed?
	◯  No, please provide a reason 

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  Yes
◯  No



	Value
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS 


HAEMATOLOGY

	Has the hematology test been performed?
	◯  No, please provide a reason 

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  Yes
◯  No



	Value
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS 


HAEMATOLOGY

	Has the hematology test been performed?
	◯  No, please provide a reason 

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  Yes
◯  No



	Value
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS 


	Discharge Visit
CRF1
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BLOOD CHEMISTRY 

	Has the blood chemistry test been performed?
	◯  No, please provide a reason 

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  No
◯  Yes



	Value
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS


BLOOD CHEMISTRY 

	Has the blood chemistry test been performed?
	◯  No, please provide a reason 

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  No
◯  Yes



	Value
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS


BLOOD CHEMISTRY 

	Has the blood chemistry test been performed?
	◯  No, please provide a reason 

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  No
◯  Yes



	Value
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS


BLOOD CHEMISTRY 

	Has the blood chemistry test been performed?
	◯  No, please provide a reason 

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  No
◯  Yes



	Value
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS


BLOOD CHEMISTRY 

	Has the blood chemistry test been performed?
	◯  No, please provide a reason 

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  No
◯  Yes



	Value
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS


BLOOD CHEMISTRY 

	Has the blood chemistry test been performed?
	◯  No, please provide a reason 

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  No
◯  Yes



	Value
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS


BLOOD CHEMISTRY 

	Has the blood chemistry test been performed?
	◯  No, please provide a reason 

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  No
◯  Yes



	Value
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS


BLOOD CHEMISTRY 

	Has the blood chemistry test been performed?
	◯  No, please provide a reason 

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  No
◯  Yes



	Value
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS


BLOOD CHEMISTRY 

	Has the blood chemistry test been performed?
	◯  No, please provide a reason 

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  No
◯  Yes



	Value
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS


BLOOD CHEMISTRY 

	Has the blood chemistry test been performed?
	◯  No, please provide a reason 

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  No
◯  Yes



	Value
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS


BLOOD CHEMISTRY 

	Has the blood chemistry test been performed?
	◯  No, please provide a reason 

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  No
◯  Yes



	Value
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS


BLOOD CHEMISTRY 

	Has the blood chemistry test been performed?
	◯  No, please provide a reason 

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  No
◯  Yes



	Value
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS


BLOOD CHEMISTRY 

	Has the blood chemistry test been performed?
	◯  No, please provide a reason 

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  No
◯  Yes



	Value
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS


BLOOD CHEMISTRY 

	Has the blood chemistry test been performed?
	◯  No, please provide a reason 

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  No
◯  Yes



	Value
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS


BLOOD CHEMISTRY 

	Has the blood chemistry test been performed?
	◯  No, please provide a reason 

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  No
◯  Yes



	Value
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS


BLOOD CHEMISTRY 

	Has the blood chemistry test been performed?
	◯  No, please provide a reason 

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  No
◯  Yes



	Value
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS


BLOOD CHEMISTRY 

	Has the blood chemistry test been performed?
	◯  No, please provide a reason 

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  No
◯  Yes



	Value
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS


BLOOD CHEMISTRY 

	Has the blood chemistry test been performed?
	◯  No, please provide a reason 

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  No
◯  Yes



	Value
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS


BLOOD CHEMISTRY 

	Has the blood chemistry test been performed?
	◯  No, please provide a reason 

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  No
◯  Yes



	Value
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS


BLOOD CHEMISTRY 

	Has the blood chemistry test been performed?
	◯  No, please provide a reason 

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  No
◯  Yes



	Value
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS


BLOOD CHEMISTRY 

	Has the blood chemistry test been performed?
	◯  No, please provide a reason 

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  No
◯  Yes



	Value
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS


BLOOD CHEMISTRY 

	Has the blood chemistry test been performed?
	◯  No, please provide a reason 

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  No
◯  Yes



	Value
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS


BLOOD CHEMISTRY 

	Has the blood chemistry test been performed?
	◯  No, please provide a reason 

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  No
◯  Yes



	Value
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS


	Discharge Visit
CRF8
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URINALYSIS

	Has the urinalysis test been performed?
	◯  No, please provide a reason

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  Yes
◯  No



	Results
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS 


URINALYSIS

	Has the urinalysis test been performed?
	◯  No, please provide a reason

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  Yes
◯  No



	Results
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS 


URINALYSIS

	Has the urinalysis test been performed?
	◯  No, please provide a reason

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  Yes
◯  No



	Results
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS 


URINALYSIS

	Has the urinalysis test been performed?
	◯  No, please provide a reason

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  Yes
◯  No



	Results
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS 


URINALYSIS

	Has the urinalysis test been performed?
	◯  No, please provide a reason

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  Yes
◯  No



	Results
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS 


URINALYSIS

	Has the urinalysis test been performed?
	◯  No, please provide a reason

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  Yes
◯  No



	Results
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS 


URINALYSIS

	Has the urinalysis test been performed?
	◯  No, please provide a reason

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  Yes
◯  No



	Results
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS 
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VITAL SIGNS

	Has the examination been performed?
	◯  No, please  provide a reason

◯  Yes, please record below



	Date of assessment
	



	Time of assessment
	



	Body temperature
	



	Sitting Systolic blood pressure
	



	Sitting Diastolic blood pressure
	



	Pulse rate 
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WOUND INFECTIONS/COMPLICATIONS

	Is there evidence of wound infection/complication post-surgery?
	◯  No
◯  Yes, please choose from the list below



	Type of infection/complication
	☐  Super infection
☐  Dehiscence
☐  Other, please specify




	Was the complication related to seroma?
	◯  Yes
◯  No


	Discharge Visit
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CONCOMITANT  MEDICATIONS ASSESSMENT

	Has the patient taken any Concomitant Medications since last visit?  
	◯  No
◯  Yes, please record details in the Concomitant Medication page


	Discharge Visit
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ADVERSE EVENT ASSESSMENT

	Has the patient experienced any Adverse Events since last visit?
	◯  No
◯  Yes, please record details in the Adverse Events page


	Discharge Visit
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AXILLARY ECHOGRAPHY

	Has the axillary echography been performed?
	◯  No, please provide a reason 

◯  Yes



	Is there evidence of seroma?
	◯  No
◯  Yes, please complete table below




	Diameter X (cm)
	



	Diameter Y (cm)
	



	Volume (cm2) 
(if available)
	



	Has the seroma been aspirated?
	◯  No
◯  Yes, please complete below



	SEROMA VOLUME (mL)
	


AXILLARY ECHOGRAPHY

	Has the axillary echography been performed?
	◯  No, please provide a reason 

◯  Yes



	Is there evidence of seroma?
	◯  No
◯  Yes, please complete table below




	Diameter X (cm)
	



	Diameter Y (cm)
	



	Volume (cm2) 
(if available)
	



	Has the seroma been aspirated?
	◯  No
◯  Yes, please complete below



	SEROMA VOLUME (mL)
	


AXILLARY ECHOGRAPHY

	Has the axillary echography been performed?
	◯  No, please provide a reason 

◯  Yes



	Is there evidence of seroma?
	◯  No
◯  Yes, please complete table below




	Diameter X (cm)
	



	Diameter Y (cm)
	



	Volume (cm2) 
(if available)
	



	Has the seroma been aspirated?
	◯  No
◯  Yes, please complete below



	SEROMA VOLUME (mL)
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WOUND INFECTIONS/COMPLICATIONS

	Is there evidence of wound infection/complication post-surgery?
	◯  No
◯  Yes, please choose from the list below



	Type of infection/complication
	☐  Super infection
☐  Dehiscence
☐  Other, please specify




	Was the complication related to seroma?
	◯  Yes
◯  No


	Visit2
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	Site number: ____________________
Patient Id: _____________________
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CONCOMITANT  MEDICATIONS ASSESSMENT

	Has the patient taken any Concomitant Medications since last visit?  
	◯  No
◯  Yes, please record details in the Concomitant Medication page
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	Site number: ____________________
Patient Id: _____________________
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	Date
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(24 hours clock)
	



	Comment
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PHARMACOKINETIC SAMPLING


	Date
(dd/mm/yyyy)
	



	Actual Time
(24 hours clock)
	



	Comment
(if applicable)
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ADVERSE EVENT ASSESSMENT

	Has the patient experienced any Adverse Events since last visit?
	◯  No
◯  Yes, please record details in the Adverse Events page


	Visit2
CRF5
	Site number: ____________________
Patient Id: _____________________
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BLOOD CHEMISTRY 

	Has the blood chemistry test been performed?
	◯  No, please  provide a reason 

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  Yes
◯  No



	Value
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS


BLOOD CHEMISTRY 

	Has the blood chemistry test been performed?
	◯  No, please  provide a reason 

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  Yes
◯  No



	Value
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS


BLOOD CHEMISTRY 

	Has the blood chemistry test been performed?
	◯  No, please  provide a reason 

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  Yes
◯  No



	Value
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS
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Patient Id: _____________________
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12 LEAD ECG 

	Has the ECG been performed?
	◯  No, please provide a reason

◯  Yes, please record below



	Date of assessment
	



	Time of assessment
	



	PR interval
	



	QT interval
	



	RR interval
	



	QRS duration
	



	QTc interval (according with Bazett’s correction formula, QTc = QT/RR0.5)
	



	QTc interval  interpretation
	◯  Not assessed
◯  Normal
◯  Abnormal, NCS 
◯  Abnormal, CS 



	ECG interpretation
	◯  Not assessed 
◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS
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AXILLARY ECHOGRAPHY

	Has the axillary echography been performed?
	◯  No, please provide a reason 

◯  Yes



	Is there evidence of seroma?
	◯  No
◯  Yes, please complete table below




	Diameter X (cm)
	



	Diameter Y (cm)
	



	Volume (cm2) 
(if available)
	



	Has the seroma been aspirated?
	◯  No
◯  Yes, please complete below



	SEROMA VOLUME (mL)
	


AXILLARY ECHOGRAPHY

	Has the axillary echography been performed?
	◯  No, please provide a reason 

◯  Yes



	Is there evidence of seroma?
	◯  No
◯  Yes, please complete table below




	Diameter X (cm)
	



	Diameter Y (cm)
	



	Volume (cm2) 
(if available)
	



	Has the seroma been aspirated?
	◯  No
◯  Yes, please complete below



	SEROMA VOLUME (mL)
	


AXILLARY ECHOGRAPHY

	Has the axillary echography been performed?
	◯  No, please provide a reason 

◯  Yes



	Is there evidence of seroma?
	◯  No
◯  Yes, please complete table below




	Diameter X (cm)
	



	Diameter Y (cm)
	



	Volume (cm2) 
(if available)
	



	Has the seroma been aspirated?
	◯  No
◯  Yes, please complete below



	SEROMA VOLUME (mL)
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WOUND INFECTIONS/COMPLICATIONS

	Is there evidence of wound infection/complication post-surgery?
	◯  No
◯  Yes, please choose from the list below



	Type of infection/complication
	☐  Super infection
☐  Dehiscence
☐  Other, please specify




	Was the complication related to seroma?
	◯  Yes
◯  No
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	Site number: ____________________
Patient Id: _____________________
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CONCOMITANT  MEDICATIONS ASSESSMENT

	Has the patient taken any Concomitant Medications since last visit?  
	◯  No
◯  Yes, please record details in the Concomitant Medication page


	Visit3
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	Site number: ____________________
Patient Id: _____________________
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PHARMACOKINETIC SAMPLING


	Date
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(24 hours clock)
	



	Comment
(if applicable)
	


PHARMACOKINETIC SAMPLING


	Date
(dd/mm/yyyy)
	



	Actual Time
(24 hours clock)
	



	Comment
(if applicable)
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ADVERSE EVENT ASSESSMENT

	Has the patient experienced any Adverse Events since last visit?
	◯  No
◯  Yes, please record details in the Adverse Events page


	Visit3
CRF7
	Site number: ____________________
Patient Id: _____________________
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AXILLARY ECHOGRAPHY

	Has the axillary echography been performed?
	◯  No, please provide a reason 

◯  Yes



	Is there evidence of seroma?
	◯  No
◯  Yes, please complete table below




	Diameter X (cm)
	



	Diameter Y (cm)
	



	Volume (cm2) 
(if available)
	



	Has the seroma been aspirated?
	◯  No
◯  Yes, please complete below



	SEROMA VOLUME (mL)
	


AXILLARY ECHOGRAPHY

	Has the axillary echography been performed?
	◯  No, please provide a reason 

◯  Yes



	Is there evidence of seroma?
	◯  No
◯  Yes, please complete table below




	Diameter X (cm)
	



	Diameter Y (cm)
	



	Volume (cm2) 
(if available)
	



	Has the seroma been aspirated?
	◯  No
◯  Yes, please complete below



	SEROMA VOLUME (mL)
	


AXILLARY ECHOGRAPHY

	Has the axillary echography been performed?
	◯  No, please provide a reason 

◯  Yes



	Is there evidence of seroma?
	◯  No
◯  Yes, please complete table below




	Diameter X (cm)
	



	Diameter Y (cm)
	



	Volume (cm2) 
(if available)
	



	Has the seroma been aspirated?
	◯  No
◯  Yes, please complete below



	SEROMA VOLUME (mL)
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WOUND INFECTIONS/COMPLICATIONS

	Is there evidence of wound infection/complication post-surgery?
	◯  No
◯  Yes, please choose from the list below



	Type of infection/complication
	☐  Super infection
☐  Dehiscence
☐  Other, please specify




	Was the complication related to seroma?
	◯  Yes
◯  No


	Visit4
CRF2
	Site number: ____________________
Patient Id: _____________________
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CONCOMITANT  MEDICATIONS ASSESSMENT

	Has the patient taken any Concomitant Medications since last visit?  
	◯  No
◯  Yes, please record details in the Concomitant Medication page


	Visit4
CRF3
	Site number: ____________________
Patient Id: _____________________
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PHARMACOKINETIC SAMPLING


	Date
(dd/mm/yyyy)
	



	Actual Time
(24 hours clock)
	



	Comment
(if applicable)
	


PHARMACOKINETIC SAMPLING


	Date
(dd/mm/yyyy)
	



	Actual Time
(24 hours clock)
	



	Comment
(if applicable)
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ADVERSE EVENT ASSESSMENT

	Has the patient experienced any Adverse Events since last visit?
	◯  No
◯  Yes, please record details in the Adverse Events page


	Visit4
CRF5
	Site number: ____________________
Patient Id: _____________________
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BLOOD CHEMISTRY 

	Has the blood chemistry test been performed?
	◯  No, please  provide a reason 

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  Yes
◯  No



	Value
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS


BLOOD CHEMISTRY 

	Has the blood chemistry test been performed?
	◯  No, please  provide a reason 

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  Yes
◯  No



	Value
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS


BLOOD CHEMISTRY 

	Has the blood chemistry test been performed?
	◯  No, please  provide a reason 

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  Yes
◯  No



	Value
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS
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VITAL SIGNS

	Has the examination been performed?
	◯  No, please  provide a reason

◯  Yes, please record below



	Date of assessment
	



	Time of assessment
	



	Body temperature
	



	Sitting Systolic blood pressure
	



	Sitting Diastolic blood pressure
	



	Pulse rate 
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Patient Id: _____________________
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12 LEAD ECG 

	Has the ECG been performed?
	◯  No, please provide a reason

◯  Yes, please record below



	Date of assessment
	



	Time of assessment
	



	PR interval
	



	QT interval
	



	RR interval
	



	QRS duration
	



	QTc interval (according with Bazett’s correction formula, QTc = QT/RR0.5)
	



	QTc interval  interpretation
	◯  Not assessed
◯  Normal
◯  Abnormal, NCS 
◯  Abnormal, CS 



	ECG interpretation
	◯  Not assessed 
◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS


	Visit5
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Patient Id: _____________________
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AXILLARY ECHOGRAPHY

	Has the axillary echography been performed?
	◯  No, please provide a reason 

◯  Yes



	Is there evidence of seroma?
	◯  No
◯  Yes, please complete table below




	Diameter X (cm)
	



	Diameter Y (cm)
	



	Volume (cm2) 
(if available)
	



	Has the seroma been aspirated?
	◯  No
◯  Yes, please complete below



	SEROMA VOLUME (mL)
	


AXILLARY ECHOGRAPHY

	Has the axillary echography been performed?
	◯  No, please provide a reason 

◯  Yes



	Is there evidence of seroma?
	◯  No
◯  Yes, please complete table below




	Diameter X (cm)
	



	Diameter Y (cm)
	



	Volume (cm2) 
(if available)
	



	Has the seroma been aspirated?
	◯  No
◯  Yes, please complete below



	SEROMA VOLUME (mL)
	


AXILLARY ECHOGRAPHY

	Has the axillary echography been performed?
	◯  No, please provide a reason 

◯  Yes



	Is there evidence of seroma?
	◯  No
◯  Yes, please complete table below




	Diameter X (cm)
	



	Diameter Y (cm)
	



	Volume (cm2) 
(if available)
	



	Has the seroma been aspirated?
	◯  No
◯  Yes, please complete below



	SEROMA VOLUME (mL)
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WOUND INFECTIONS/COMPLICATIONS

	Is there evidence of wound infection/complication post-surgery?
	◯  No
◯  Yes, please choose from the list below



	Type of infection/complication
	☐  Super infection
☐  Dehiscence
☐  Other, please specify




	Was the complication related to seroma?
	◯  Yes
◯  No
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CONCOMITANT  MEDICATIONS ASSESSMENT

	Has the patient taken any Concomitant Medications since last visit?  
	◯  No
◯  Yes, please record details in the Concomitant Medication page
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	Site number: ____________________
Patient Id: _____________________
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PHARMACOKINETIC SAMPLING


	Date
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(24 hours clock)
	



	Comment
(if applicable)
	


PHARMACOKINETIC SAMPLING


	Date
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	Actual Time
(24 hours clock)
	



	Comment
(if applicable)
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ADVERSE EVENT ASSESSMENT

	Has the patient experienced any Adverse Events since last visit?
	◯  No
◯  Yes, please record details in the Adverse Events page


	Visit5
CRF8
	Site number: ____________________
Patient Id: _____________________
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BLOOD CHEMISTRY 

	Has the blood chemistry test been performed?
	◯  No, please  provide a reason 

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  Yes
◯  No



	Value
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS


BLOOD CHEMISTRY 

	Has the blood chemistry test been performed?
	◯  No, please  provide a reason 

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  Yes
◯  No



	Value
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS


BLOOD CHEMISTRY 

	Has the blood chemistry test been performed?
	◯  No, please  provide a reason 

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  Yes
◯  No



	Value
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS
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Patient Id: _____________________
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AXILLARY ECHOGRAPHY

	Has the axillary echography been performed?
	◯  No, please provide a reason 

◯  Yes



	Is there evidence of seroma?
	◯  No
◯  Yes, please complete table below




	Diameter X (cm)
	



	Diameter Y (cm)
	



	Volume (cm2) 
(if available)
	



	Has the seroma been aspirated?
	◯  No
◯  Yes, please complete below



	SEROMA VOLUME (mL)
	


AXILLARY ECHOGRAPHY

	Has the axillary echography been performed?
	◯  No, please provide a reason 

◯  Yes



	Is there evidence of seroma?
	◯  No
◯  Yes, please complete table below




	Diameter X (cm)
	



	Diameter Y (cm)
	



	Volume (cm2) 
(if available)
	



	Has the seroma been aspirated?
	◯  No
◯  Yes, please complete below



	SEROMA VOLUME (mL)
	


AXILLARY ECHOGRAPHY

	Has the axillary echography been performed?
	◯  No, please provide a reason 

◯  Yes



	Is there evidence of seroma?
	◯  No
◯  Yes, please complete table below




	Diameter X (cm)
	



	Diameter Y (cm)
	



	Volume (cm2) 
(if available)
	



	Has the seroma been aspirated?
	◯  No
◯  Yes, please complete below



	SEROMA VOLUME (mL)
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WOUND INFECTIONS/COMPLICATIONS

	Is there evidence of wound infection/complication post-surgery?
	◯  No
◯  Yes, please choose from the list below



	Type of infection/complication
	☐  Super infection
☐  Dehiscence
☐  Other, please specify




	Was the complication related to seroma?
	◯  Yes
◯  No


	Visit6
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	Site number: ____________________
Patient Id: _____________________
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CONCOMITANT  MEDICATIONS ASSESSMENT

	Has the patient taken any Concomitant Medications since last visit?  
	◯  No
◯  Yes, please record details in the Concomitant Medication page
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	Site number: ____________________
Patient Id: _____________________
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PHARMACOKINETIC SAMPLING


	Date
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	Comment
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PHARMACOKINETIC SAMPLING


	Date
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	Actual Time
(24 hours clock)
	



	Comment
(if applicable)
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ADVERSE EVENT ASSESSMENT

	Has the patient experienced any Adverse Events since last visit?
	◯  No
◯  Yes, please record details in the Adverse Events page


	Visit6
CRF6
	Site number: ____________________
Patient Id: _____________________
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BLOOD CHEMISTRY 

	Has the blood chemistry test been performed?
	◯  No, please  provide a reason 

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  Yes
◯  No



	Value
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS


BLOOD CHEMISTRY 

	Has the blood chemistry test been performed?
	◯  No, please  provide a reason 

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  Yes
◯  No



	Value
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS


BLOOD CHEMISTRY 

	Has the blood chemistry test been performed?
	◯  No, please  provide a reason 

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  Yes
◯  No



	Value
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS
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VITAL SIGNS

	Has the examination been performed?
	◯  No, please  provide a reason

◯  Yes, please record below



	Date of assessment
	



	Time of assessment
	



	Body temperature
	



	Sitting Systolic blood pressure
	



	Sitting Diastolic blood pressure
	



	Pulse rate 
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12 LEAD ECG 

	Has the ECG been performed?
	◯  No, please provide a reason

◯  Yes, please record below



	Date of assessment
	



	Time of assessment
	



	PR interval
	



	QT interval
	



	RR interval
	



	QRS duration
	



	QTc interval (according with Bazett’s correction formula, QTc = QT/RR0.5)
	



	QTc interval  interpretation
	◯  Not assessed
◯  Normal
◯  Abnormal, NCS 
◯  Abnormal, CS 



	ECG interpretation
	◯  Not assessed 
◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS
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	Site number: ____________________
Patient Id: _____________________
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AXILLARY ECHOGRAPHY

	Has the axillary echography been performed?
	◯  No, please provide a reason 

◯  Yes



	Is there evidence of seroma?
	◯  No
◯  Yes, please complete table below




	Diameter X (cm)
	



	Diameter Y (cm)
	



	Volume (cm2) 
(if available)
	



	Has the seroma been aspirated?
	◯  No
◯  Yes, please complete below



	SEROMA VOLUME (mL)
	


AXILLARY ECHOGRAPHY

	Has the axillary echography been performed?
	◯  No, please provide a reason 

◯  Yes



	Is there evidence of seroma?
	◯  No
◯  Yes, please complete table below




	Diameter X (cm)
	



	Diameter Y (cm)
	



	Volume (cm2) 
(if available)
	



	Has the seroma been aspirated?
	◯  No
◯  Yes, please complete below



	SEROMA VOLUME (mL)
	


AXILLARY ECHOGRAPHY

	Has the axillary echography been performed?
	◯  No, please provide a reason 

◯  Yes



	Is there evidence of seroma?
	◯  No
◯  Yes, please complete table below




	Diameter X (cm)
	



	Diameter Y (cm)
	



	Volume (cm2) 
(if available)
	



	Has the seroma been aspirated?
	◯  No
◯  Yes, please complete below



	SEROMA VOLUME (mL)
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WOUND INFECTIONS/COMPLICATIONS

	Is there evidence of wound infection/complication post-surgery?
	◯  No
◯  Yes, please choose from the list below



	Type of infection/complication
	☐  Super infection
☐  Dehiscence
☐  Other, please specify




	Was the complication related to seroma?
	◯  Yes
◯  No
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CONCOMITANT  MEDICATIONS ASSESSMENT

	Has the patient taken any Concomitant Medications since last visit?  
	◯  No
◯  Yes, please record details in the Concomitant Medication page
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PHARMACOKINETIC SAMPLING


	Date
(dd/mm/yyyy)
	



	Actual Time
(24 hours clock)
	



	Comment
(if applicable)
	


PHARMACOKINETIC SAMPLING


	Date
(dd/mm/yyyy)
	



	Actual Time
(24 hours clock)
	



	Comment
(if applicable)
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ADVERSE EVENT ASSESSMENT

	Has the patient experienced any Adverse Events since last visit?
	◯  No
◯  Yes, please record details in the Adverse Events page
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BLOOD CHEMISTRY 

	Has the blood chemistry test been performed?
	◯  No, please  provide a reason 

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  Yes
◯  No



	Value
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS


BLOOD CHEMISTRY 

	Has the blood chemistry test been performed?
	◯  No, please  provide a reason 

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  Yes
◯  No



	Value
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS


BLOOD CHEMISTRY 

	Has the blood chemistry test been performed?
	◯  No, please  provide a reason 

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  Yes
◯  No



	Value
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS
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VITAL SIGNS

	Has the examination been performed?
	◯  No, please  provide a reason

◯  Yes, please record below



	Date of assessment
	



	Time of assessment
	



	Body temperature
	



	Sitting Systolic blood pressure
	



	Sitting Diastolic blood pressure
	



	Pulse rate 
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Seroma - Recording of aspirations (if applicable)

	Has the seroma been aspirated?
	◯  No
◯  Yes, please complete below



	SEROMA VOLUME (mL)
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WOUND INFECTIONS/COMPLICATIONS

	Is there evidence of wound infection/complication post-surgery?
	◯  No
◯  Yes, please choose from the list below



	Type of infection/complication
	☐  Super infection
☐  Dehiscence
☐  Other, please specify




	Was the complication related to seroma?
	◯  Yes
◯  No
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CONCOMITANT  MEDICATIONS ASSESSMENT

	Has the patient taken any Concomitant Medications since last visit?  
	◯  No
◯  Yes, please record details in the Concomitant Medication page
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ADVERSE EVENT ASSESSMENT

	Has the patient experienced any Adverse Events since last visit?
	◯  No
◯  Yes, please record details in the Adverse Events page
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Patient Id: _____________________
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PHYSICAL EXAMINATION AND VITAL SIGNS 

	Has the examination been performed?
	◯  No, please provide a reason

◯  Yes, please record below



	Date of assessment
	



	Time of assessment
	



	Weight
	



	Body Temperature
	



	BMI
	



	Sitting Systolic blood pressure
	



	Sitting Diastolic blood pressure
	



	Pulse rate
	



	General evaluation of physical examination and vital signs
	◯  Not assessed
◯  Normal
◯  Abnormal, Non Clinically Significant
◯  Abnormal, Clinically Significant
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HAEMATOLOGY

	Has the hematology test been performed?
	◯  No, please provide a reason 

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  Yes
◯  No



	Value
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS 


HAEMATOLOGY

	Has the hematology test been performed?
	◯  No, please provide a reason 

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  Yes
◯  No



	Value
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS 


HAEMATOLOGY

	Has the hematology test been performed?
	◯  No, please provide a reason 

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  Yes
◯  No



	Value
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS 


HAEMATOLOGY

	Has the hematology test been performed?
	◯  No, please provide a reason 

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  Yes
◯  No



	Value
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS 


HAEMATOLOGY

	Has the hematology test been performed?
	◯  No, please provide a reason 

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  Yes
◯  No



	Value
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS 


HAEMATOLOGY

	Has the hematology test been performed?
	◯  No, please provide a reason 

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  Yes
◯  No



	Value
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS 


HAEMATOLOGY

	Has the hematology test been performed?
	◯  No, please provide a reason 

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  Yes
◯  No



	Value
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS 


HAEMATOLOGY

	Has the hematology test been performed?
	◯  No, please provide a reason 

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  Yes
◯  No



	Value
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS 


HAEMATOLOGY

	Has the hematology test been performed?
	◯  No, please provide a reason 

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  Yes
◯  No



	Value
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS 


HAEMATOLOGY

	Has the hematology test been performed?
	◯  No, please provide a reason 

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  Yes
◯  No



	Value
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS 
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BLOOD CHEMISTRY 

	Has the blood chemistry test been performed?
	◯  No, please provide a reason 

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  No
◯  Yes



	Value
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS


BLOOD CHEMISTRY 

	Has the blood chemistry test been performed?
	◯  No, please provide a reason 

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  No
◯  Yes



	Value
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS


BLOOD CHEMISTRY 

	Has the blood chemistry test been performed?
	◯  No, please provide a reason 

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  No
◯  Yes



	Value
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS


BLOOD CHEMISTRY 

	Has the blood chemistry test been performed?
	◯  No, please provide a reason 

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  No
◯  Yes



	Value
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS


BLOOD CHEMISTRY 

	Has the blood chemistry test been performed?
	◯  No, please provide a reason 

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  No
◯  Yes



	Value
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS


BLOOD CHEMISTRY 

	Has the blood chemistry test been performed?
	◯  No, please provide a reason 

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  No
◯  Yes



	Value
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS


BLOOD CHEMISTRY 

	Has the blood chemistry test been performed?
	◯  No, please provide a reason 

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  No
◯  Yes



	Value
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS


BLOOD CHEMISTRY 

	Has the blood chemistry test been performed?
	◯  No, please provide a reason 

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  No
◯  Yes



	Value
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS


BLOOD CHEMISTRY 

	Has the blood chemistry test been performed?
	◯  No, please provide a reason 

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  No
◯  Yes



	Value
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS


BLOOD CHEMISTRY 

	Has the blood chemistry test been performed?
	◯  No, please provide a reason 

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  No
◯  Yes



	Value
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS


BLOOD CHEMISTRY 

	Has the blood chemistry test been performed?
	◯  No, please provide a reason 

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  No
◯  Yes



	Value
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS


BLOOD CHEMISTRY 

	Has the blood chemistry test been performed?
	◯  No, please provide a reason 

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  No
◯  Yes



	Value
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS


BLOOD CHEMISTRY 

	Has the blood chemistry test been performed?
	◯  No, please provide a reason 

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  No
◯  Yes



	Value
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS


BLOOD CHEMISTRY 

	Has the blood chemistry test been performed?
	◯  No, please provide a reason 

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  No
◯  Yes



	Value
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS


BLOOD CHEMISTRY 

	Has the blood chemistry test been performed?
	◯  No, please provide a reason 

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  No
◯  Yes



	Value
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS


BLOOD CHEMISTRY 

	Has the blood chemistry test been performed?
	◯  No, please provide a reason 

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  No
◯  Yes



	Value
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS


BLOOD CHEMISTRY 

	Has the blood chemistry test been performed?
	◯  No, please provide a reason 

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  No
◯  Yes



	Value
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS


BLOOD CHEMISTRY 

	Has the blood chemistry test been performed?
	◯  No, please provide a reason 

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  No
◯  Yes



	Value
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS


BLOOD CHEMISTRY 

	Has the blood chemistry test been performed?
	◯  No, please provide a reason 

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  No
◯  Yes



	Value
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS


BLOOD CHEMISTRY 

	Has the blood chemistry test been performed?
	◯  No, please provide a reason 

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  No
◯  Yes



	Value
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS


BLOOD CHEMISTRY 

	Has the blood chemistry test been performed?
	◯  No, please provide a reason 

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  No
◯  Yes



	Value
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS


BLOOD CHEMISTRY 

	Has the blood chemistry test been performed?
	◯  No, please provide a reason 

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  No
◯  Yes



	Value
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS


BLOOD CHEMISTRY 

	Has the blood chemistry test been performed?
	◯  No, please provide a reason 

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  No
◯  Yes



	Value
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS
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URINALYSIS

	Has the urinalysis test been performed?
	◯  No, please provide a reason

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  Yes
◯  No



	Results
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS 


URINALYSIS

	Has the urinalysis test been performed?
	◯  No, please provide a reason

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  Yes
◯  No



	Results
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS 


URINALYSIS

	Has the urinalysis test been performed?
	◯  No, please provide a reason

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  Yes
◯  No



	Results
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS 


URINALYSIS

	Has the urinalysis test been performed?
	◯  No, please provide a reason

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  Yes
◯  No



	Results
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS 


URINALYSIS

	Has the urinalysis test been performed?
	◯  No, please provide a reason

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  Yes
◯  No



	Results
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS 


URINALYSIS

	Has the urinalysis test been performed?
	◯  No, please provide a reason

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  Yes
◯  No



	Results
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS 


URINALYSIS

	Has the urinalysis test been performed?
	◯  No, please provide a reason

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  Yes
◯  No



	Results
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS 
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VITAL SIGNS

	Has the examination been performed?
	◯  No, please  provide a reason

◯  Yes, please record below



	Date of assessment
	



	Time of assessment
	



	Body temperature
	



	Sitting Systolic blood pressure
	



	Sitting Diastolic blood pressure
	



	Pulse rate 
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Seroma - Recording of aspirations (if applicable)

	Has the seroma been aspirated?
	◯  No
◯  Yes, please complete below



	SEROMA VOLUME (mL)
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ARMS CIRCUMFERENCES ASSESSMENT

	Has the arm circumference measure been performed?
	◯  No, please provide a reason

◯  Yes, please record below



	Date of assessment
	



	Time of assessment
	


Arms measures
	
	Right (cm)
	Left (cm)

	Select the  arm corresponding to ALND
	◯ 
	◯ 

	70 cm (i.e upper arm just below the axilla)
	◯ 
	◯ 

	60 cm (i.e. 10cm distal to and proximal to the lateral epicondyle)
	◯ 
	◯ 

	50 cm (i.e. elbow)
	◯ 
	◯ 

	40 cm (10cm distal to and proximal to the lateral epicondyle)
	◯ 
	◯ 

	30 cm
	◯ 
	◯ 

	Wrist
	◯ 
	◯ 

	Mid hand
	◯ 
	◯ 

	Total
	◯ 
	◯ 
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WOUND INFECTIONS/COMPLICATIONS

	Is there evidence of wound infection/complication post-surgery?
	◯  No
◯  Yes, please choose from the list below



	Type of infection/complication
	☐  Super infection
☐  Dehiscence
☐  Other, please specify




	Was the complication related to seroma?
	◯  Yes
◯  No
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CONCOMITANT  MEDICATIONS ASSESSMENT

	Has the patient taken any Concomitant Medications since last visit?  
	◯  No
◯  Yes, please record details in the Concomitant Medication page
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ADVERSE EVENT ASSESSMENT

	Has the patient experienced any Adverse Events since last visit?
	◯  No
◯  Yes, please record details in the Adverse Events page
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	Is Sae
	◯  Yes
◯  No
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BLOOD CHEMISTRY 

	Has the blood chemistry test been performed?
	◯  No, please provide a reason 

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  No
◯  Yes



	Value
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS


BLOOD CHEMISTRY 

	Has the blood chemistry test been performed?
	◯  No, please provide a reason 

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  No
◯  Yes



	Value
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS


BLOOD CHEMISTRY 

	Has the blood chemistry test been performed?
	◯  No, please provide a reason 

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  No
◯  Yes



	Value
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS


BLOOD CHEMISTRY 

	Has the blood chemistry test been performed?
	◯  No, please provide a reason 

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  No
◯  Yes



	Value
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS


BLOOD CHEMISTRY 

	Has the blood chemistry test been performed?
	◯  No, please provide a reason 

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  No
◯  Yes



	Value
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS


BLOOD CHEMISTRY 

	Has the blood chemistry test been performed?
	◯  No, please provide a reason 

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  No
◯  Yes



	Value
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS


BLOOD CHEMISTRY 

	Has the blood chemistry test been performed?
	◯  No, please provide a reason 

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  No
◯  Yes



	Value
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS


BLOOD CHEMISTRY 

	Has the blood chemistry test been performed?
	◯  No, please provide a reason 

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  No
◯  Yes



	Value
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS


BLOOD CHEMISTRY 

	Has the blood chemistry test been performed?
	◯  No, please provide a reason 

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  No
◯  Yes



	Value
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS


BLOOD CHEMISTRY 

	Has the blood chemistry test been performed?
	◯  No, please provide a reason 

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  No
◯  Yes



	Value
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS


BLOOD CHEMISTRY 

	Has the blood chemistry test been performed?
	◯  No, please provide a reason 

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  No
◯  Yes



	Value
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS


BLOOD CHEMISTRY 

	Has the blood chemistry test been performed?
	◯  No, please provide a reason 

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  No
◯  Yes



	Value
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS


BLOOD CHEMISTRY 

	Has the blood chemistry test been performed?
	◯  No, please provide a reason 

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  No
◯  Yes



	Value
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS


BLOOD CHEMISTRY 

	Has the blood chemistry test been performed?
	◯  No, please provide a reason 

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  No
◯  Yes



	Value
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS


BLOOD CHEMISTRY 

	Has the blood chemistry test been performed?
	◯  No, please provide a reason 

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  No
◯  Yes



	Value
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS


BLOOD CHEMISTRY 

	Has the blood chemistry test been performed?
	◯  No, please provide a reason 

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  No
◯  Yes



	Value
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS


BLOOD CHEMISTRY 

	Has the blood chemistry test been performed?
	◯  No, please provide a reason 

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  No
◯  Yes



	Value
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS


BLOOD CHEMISTRY 

	Has the blood chemistry test been performed?
	◯  No, please provide a reason 

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  No
◯  Yes



	Value
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS


BLOOD CHEMISTRY 

	Has the blood chemistry test been performed?
	◯  No, please provide a reason 

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  No
◯  Yes



	Value
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS


BLOOD CHEMISTRY 

	Has the blood chemistry test been performed?
	◯  No, please provide a reason 

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  No
◯  Yes



	Value
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS


BLOOD CHEMISTRY 

	Has the blood chemistry test been performed?
	◯  No, please provide a reason 

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  No
◯  Yes



	Value
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS


BLOOD CHEMISTRY 

	Has the blood chemistry test been performed?
	◯  No, please provide a reason 

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  No
◯  Yes



	Value
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS


BLOOD CHEMISTRY 

	Has the blood chemistry test been performed?
	◯  No, please provide a reason 

◯  Yes, please record below



	Date of sample collection
	



	Time of assessment
	



	Laboratory name
	




	Done?
	◯  No
◯  Yes



	Value
	



	Unit
	



	Clinical Interpretation
	◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS
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VITAL SIGNS

	Has the examination been performed?
	◯  No, please provide a reason

◯  Yes, please record below



	Date of assessment
	



	Time of assessment
	



	Body temperature
	


Body temperature has to be measured by a thermometer in the armpit not involved by ALND

	Sitting Systolic blood pressure
	



	Sitting Diastolic blood pressure
	



	Pulse rate 
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12 LEAD ECG 

	Has the ECG been performed?
	◯  No, please provide a reason

◯  Yes, please record below



	Date of assessment
	



	Time of assessment
	



	PR interval
	



	QT interval
	



	RR interval
	



	QRS duration
	



	QTc interval (according with Bazett’s correction formula, QTc = QT/RR0.5)
	



	QTc interval  interpretation
	◯  Not assessed
◯  Normal
◯  Abnormal, NCS 
◯  Abnormal, CS 



	ECG interpretation
	◯  Not assessed 
◯  Normal
◯  Abnormal, NCS
◯  Abnormal, CS
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AXILLARY ECHOGRAPHY

	Has the axillary echography been performed?
	◯  No 

◯  Yes



	Is there evidence of seroma?
	◯  No
◯  Yes, please complete table below




	Diameter X (cm)
	



	Diameter Y (cm)
	



	Volume (cm2) 
(if available)
	



	Has the seroma been aspirated?
	◯  No
◯  Yes, please complete below



	SEROMA VOLUME (mL)
	


AXILLARY ECHOGRAPHY

	Has the axillary echography been performed?
	◯  No 

◯  Yes



	Is there evidence of seroma?
	◯  No
◯  Yes, please complete table below




	Diameter X (cm)
	



	Diameter Y (cm)
	



	Volume (cm2) 
(if available)
	



	Has the seroma been aspirated?
	◯  No
◯  Yes, please complete below



	SEROMA VOLUME (mL)
	


AXILLARY ECHOGRAPHY

	Has the axillary echography been performed?
	◯  No 

◯  Yes



	Is there evidence of seroma?
	◯  No
◯  Yes, please complete table below




	Diameter X (cm)
	



	Diameter Y (cm)
	



	Volume (cm2) 
(if available)
	



	Has the seroma been aspirated?
	◯  No
◯  Yes, please complete below



	SEROMA VOLUME (mL)
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WOUND INFECTIONS/COMPLICATIONS

	Is there evidence of wound infection/complication post-surgery?
	◯  No
◯  Yes, please choose from the list below



	Type of infection/complication
	☐  Super infection
☐  Dehiscence
☐  Other, please specify




	Was the complication related to seroma?
	◯  Yes
◯  No


	Unscheduled Visit
CRF5
	Site number: ____________________
Patient Id: _____________________



	Printed on: ago-04-2015 09:22:01 (UTC time)
	currentPage of totalPages


[bookmark: _Toc0000000113]CRF6
ADVERSE EVENT ASSESSMENT

	Has the patient experienced any Adverse Events since last visit?
	◯  No
◯  Yes, please record details in the Adverse Events page
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CONCOMITANT  MEDICATIONS ASSESSMENT

	Has the patient taken any Concomitant Medications since last visit?  
	◯  No
◯  Yes, please record details in the Concomitant Medication page
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