Adverse Event Summary v. 3.0
Instructions:  
· Include a summary of all adverse events regardless of grade and attribution for each enrolled subject in the table below.
· For Phase I studies use separate tables for each cohort & for multi-arm studies use separate tables for each arm.  
· Within each grade column, enter the number of patients who experienced each event at the maximum severity only.  
· For any grade 5 event include attribution (indicate whether the event is treatment related or disease related).
· All SAEs submitted should also be included in this table. 
· If an event experienced is not listed in the table, add it under the appropriate heading or under the Other category.  Feel free to add or delete rows as needed. 
	
	Grade 1
	Grade 2
	Grade 3
	Grade 4
	Grade 5

	Allergy
	
	
	
	
	

	Allergic Reaction/Hypersensitivity
	
	
	
	
	

	Allergic Rhinitis
	
	
	
	
	

	Other ___________
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	Cardiovascular
	
	
	
	
	

	Bradycardia
	
	
	
	
	

	Cardiac ischemia/infarct
	
	
	
	
	

	Edema
	
	
	
	
	

	Hypertension
	
	
	
	
	

	Palpitations
	
	
	
	
	

	Tachycardia
	
	
	
	
	

	Thrombosis/embolism
	
	
	
	
	

	Other __________
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	Constitutional  
	
	
	
	
	

	Fatigue
	
	
	
	
	

	Fever-no infection
	
	
	
	
	

	Weight gain
	
	
	
	
	

	Weight loss
	
	
	
	
	

	Other __________
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	Dermatologic
	
	
	
	
	

	Alopecia
	
	
	
	
	

	Hand-Foot reaction
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	Endocrine
	
	
	
	
	

	Night sweats
	
	
	
	
	

	Hot flashes
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	Gastrointestinal
	
	
	
	
	

	Anorexia
	
	
	
	
	

	Ascites
	
	
	
	
	

	Constipation
	
	
	
	
	

	Dehydration
	
	
	
	
	

	Diarrhea
	
	
	
	
	

	Dyspepsia/heartburn
	
	
	
	
	

	Dysphagia
	
	
	
	
	

	Flatulence
	
	
	
	
	

	Ileus
	
	
	
	
	

	Mucositis
	
	
	
	
	

	Nausea
	
	
	
	
	

	Vomiting
	
	
	
	
	

	Other _________
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	Hematological
	
	
	
	
	

	Hemoglobin
	
	
	
	
	

	Leukocytes (WBC)
	
	
	
	
	

	Lymphopenia
	
	
	
	
	

	Neutrophils (ANC)
	
	
	
	
	

	Platelets
	
	
	
	
	

	Other _________
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	Hepatic
	
	
	
	
	

	Alkaline Phosphatase
	
	
	
	
	

	Bilirubin
	
	
	
	
	

	SGOT (AST)
	
	
	
	
	

	SGPT (ALT)
	
	
	
	
	

	Other __________
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	Infection
	
	
	
	
	

	Infection without neutropenia
	
	
	
	
	

	Infection with neutropenia
	
	
	
	
	

	Other __________
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	Metabolic/Laboratory
	
	
	
	
	

	Albumin         Low (   )  High (   ) 
	
	
	
	
	

	Calcium         Low (   )  High (   ) 
	
	
	
	
	

	Glucose         Low (   )  High (   )
	
	
	
	
	

	Glucose         Low (   )  High (   )
	
	
	
	
	

	Magnesium   Low (   )  High (   )
	
	
	
	
	

	Potassium     Low (   )  High (   )
	
	
	
	
	

	Sodium          Low (   )  High (   )
	
	
	
	
	

	Hypercholesterolemia
	
	
	
	
	

	Hypertriglyceridemia
	
	
	
	
	

	Other __________
	
	
	
	
	

	
	
	
	
	
	

	Neurological
	
	
	
	
	

	Confusion
	
	
	
	
	

	Dizziness
	
	
	
	
	

	Headache
	
	
	
	
	

	Insomnia
	
	
	
	
	

	Mood alteration - Depression
	
	
	
	
	

	Mood alteration - Anxiety
	
	
	
	
	

	Neuropathy (Type ______)
	
	
	
	
	

	Syncope
	
	
	
	
	

	Seizure
	
	
	
	
	

	Tremor
	
	
	
	
	

	Other __________
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	Pain
	
	
	
	
	

	Abdominal
	
	
	
	
	

	Arthralgia (joint)
	
	
	
	
	

	Bone
	
	
	
	
	

	Chest
	
	
	
	
	

	Other ______________
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	Pulmonary
	
	
	
	
	

	Cough
	
	
	
	
	

	Dyspnea (SOB)
	
	
	
	
	

	Hypoxia
	
	
	
	
	

	Pleural effusion
	
	
	
	
	

	Pneumonitis/pulmonary infiltrates
	
	
	
	
	

	Pneumothorax
	
	
	
	
	

	Other __________
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	Renal/Genito-Urinary
	
	
	
	
	

	Creatinine
	
	
	
	
	

	Dysuria
	
	
	
	
	

	Hematuria
	
	
	
	
	

	Incontinence
	
	
	
	
	

	Urinary frequency/urgency
	
	
	
	
	

	Urinary retention
	
	
	
	
	

	Urine color change
	
	
	
	
	

	Other ___________
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	Other
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