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	Introduction:

	This severity grading scale has been specifically designed to evaluate adverse events reported within multi-drug resistant tuberculosis projects. It is mainly based on the standardized and commonly used toxicity table for infectious diseases, the Division of Microbiology and Infectious Diseases (DMID) grading system, complemented with a selection of terms from the NCI’s Common Terminology Criteria for Adverse Events (CTCAE) scale.

Severity of an Adverse Event is the evaluation of its intensity based on the scale detailing signs and symptoms and/or lab values matching with what is generally admitted as being a mild, moderate, severe or life-threatening intensity for the condition.  There is an overlap of definitions between severity and seriousness (e.g. hospital admission is a criteria for considering an Adverse Event serious and is also a criteria highlighting a certain level of severity according to the severity scale) BUT severity and seriousness are not similar or synonym.

	For parameters not included in the table, the following general definitions apply:
	

	
	
	
	

	Grade 1 - MILD
	Grade 2 - MODERATE
	Grade 3 - SEVERE
	Grade 4 - LIFE-THREATENING

	Transient or mild discomfort (<48 hours); no medical intervention/therapy required
	Mild to moderate limitation in activity - some assistance may be needed; no or minimal medical intervention/therapy required
	Marked limitation in activity, some assistance usually required; medical intervention/therapy required, hospitalization possible
	Extreme limitation in activity, significant assistance required; significant medical intervention/therapy required, hospitalization or hospice care probable

	! In some programs or trials further guidance on severity is detailed in the protocol or Pharmacovigilance guidelines!
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	For parameters not included in the table, the general definition of severity as displayed under the tabulation 'Introduction' applies.

	
	
	

	Abbreviations: ADL, Activities of Daily Life; BMI, Body Mass Index; BSA, Body Surface Area; CrCl, Creatinine Clearance;  eGFR, estimated Glomerular Filtration Rate; EKG, Electrocardiogram; FEV, Forced Expiratory Volume; FVC, Forced Vital Capacity; iADL, instrumental ADL; IV, Intravenous; LLN, Low Limit of Normal; RBC, Red Blood Cell; TPN, Total Parenteral Nutrition; ULN, Upper Limit of Normal.


	
	Body system
	Condition term
	Grade 1
	Grade 2
	Grade 3
	Grade 4
	Definition
	

	DMID
	Cardiovascular Disorders
	Cardiac Rhythm  other than QT Interval Prolongation
	N/A
	Asymptomatic, transient signs, no treatment required 
	Recurrent/persistent; symptomatic treatment required 
	Unstable dysrhythmia; hospitalization and treatment required 
	Abnormality in cardiac rhythm other than QT Interval Prolongation.
	

	CTCAE
	Cardiovascular Disorders
	Cardiac Troponin I Increased
	Levels above the ULN and below the level of myocardial infarction as defined by the manufacturer
	N/A
	Levels consistent with myocardial infarction as defined by the manufacturer
	N/A
	A laboratory test result which indicates increased levels of cardiac troponin I in a biological specimen.
	

	CTCAE
	Cardiovascular Disorders
	Cardiac Troponin T Increased
	Levels above the ULN and below the level of myocardial infarction as defined by the manufacturer
	N/A
	Levels consistent with myocardial infarction as defined by the manufacturer
	N/A
	A laboratory test result which indicates increased levels of cardiac troponin T in a biological specimen.
	

	CTCAE
	Cardiovascular Disorders
	Ejection Fraction Decreased
	N/A
	Resting ejection fraction: 50 - 40%; 10 - 19% drop from baseline
	Resting ejection fraction: 39 - 20%; >20% drop from baseline
	Resting ejection fraction: <20%
	The % computed when the amount of blood ejected during a ventricular contraction of the heart is compared to the amount that was present prior to the contraction.
	

	CTCAE
	Cardiovascular Disorders
	Electrocardiogram QT Corrected Interval Prolonged
	Average QTcF 450 - 480 ms
	Average QTcF 481 - 500 ms
	Average QTcF >= 501 ms without signs/symptoms of serious arrhythmia
	Average QTcF >= 501 or >60 ms change from baseline and one of the following: Torsade de pointes or polymorphic ventricular tachycardia or signs/symptoms of serious arrhythmia
	A finding of a cardiac dysrhythmia characterized by an abnormally long corrected QT interval (Fridericia correction). When multiple ECGs are recorded on a same day, average of the QTcF measures should be used to determine the grade.
	

	DMID
	Cardiovascular Disorders
	Hemorrhage, Blood Loss 
	Microscopic/occult 
	Mild, no transfusion 
	Gross blood loss; 1-2 units transfused 
	Massive blood loss; > 3 units transfused
	Bleeding.
	

	DMID
	Cardiovascular Disorders
	Hypertension 
	Transient increase > 20 mm/Hg; no treatment 
	Recurrent, chronic increase > 20 mm/Hg / treatment required 
	Acute treatment required; outpatient treatment or hospitalization possible 
	End organ damage or hospitalization required 
	A disorder characterized by a pathological increase in blood pressure.
	

	DMID
	Cardiovascular Disorders
	Hypotension 
	Transient orthostatic hypotension with heart rate increased by <20 beat/min or decreased by <10 mmHg systolic BP, No treatment required 
	Symptoms due to orthostatic hypotension or BP decreased by <20 mmHg systolic; correctable with oral fluid treatment 
	Requires IV fluids; no hospitalization required 
	Mean arterial pressure <60 mmHg or end organ damage or shock; requires hospitalization and vasopressor treatment 
	A disorder characterized by a blood pressure that is below the normal expected for an individual in a given environment.
	

	DMID
	Cardiovascular Disorders
	Pericarditis 
	Minimal effusion 
	Mild/moderate asymptomatic effusion, no treatment 
	Symptomatic effusion; pain; EKG changes 
	Tamponade; pericardiocentesis or surgery required 
	A disorder characterized by irritation to the layers of the pericardium (the protective sac around the heart).
	

	DMID
	Chemistry
	Blood Urea Nitrogen Increased 
	1.25 - 2.5 x ULN 
	2.6 - 5 x ULN 
	5.1 - 10 x ULN 
	> 10 x ULN 
	A finding based on laboratory test results that indicate increased levels of Blood Urea Nitrogen.
	

	CTCAE
	Chemistry
	Cholesterol High
	>ULN - 300 mg/dL
[>ULN - 7.75 mmol/L]
	>300 - 400 mg/dL
[>7.75 - 10.34 mmol/L]
	>400 - 500 mg/dL
[>10.34 - 12.92 mmol/L]
	>500 mg/dL
[>12.92 mmol/L]
	A finding based on laboratory test results that indicate higher than normal levels of cholesterol in a blood specimen.
	

	DMID
	Chemistry
	Creatinine Increased
	1.1 - 1.5 x ULN 
	1.6 - 3.0 x ULN 
	3.1 - 6 x ULN 
	> 6 x ULN or dialysis required
	A finding based on laboratory test results that indicate increased levels of creatinine in a biological specimen.
	

	CTCAE
	Chemistry
	Hyperbilirubinemia
	>ULN - 1.5 x ULN
	>1.5 - 3.0 x ULN
	>3.0 - 10.0 x ULN
	>10.0 x ULN
	A finding based on laboratory test results that indicate an abnormally high level of bilirubin in the blood.
	

	DMID
	Chemistry
	Hypercalcemia (corrected for albumin) 
	10.6 - 11.5 mg/dL 
[2.65 - 2.87 mmol/L]
	11.6 - 12.5 mg/dL 
[2.88 - 3.12 mmol/L]
	12.6 - 13.5 mg/dL 
[3.13 - 3.37 mmol/L]
	> 13.5 mg/dL [> 3.37 mmol/L] or abnormal calcium with life threatening arrhythmia 
	A disorder characterized by laboratory test results that indicate an elevation in the concentration of calcium (corrected for albumin) in blood.
	

	DMID
	Chemistry
	Hyperglycemia (nonfasting and no prior diabetes) 
	116 - 160 mg/dL 
[6.44 - 8.89 mmol/L]
	161- 250 mg/dL 
[8.90 - 13.87 mmol/L]
	251 - 500 mg/dL 
[13.88 - 27.75 mmol/L]
	> 500 mg/dL [>27.75 mmol/L] or abnormal glucose with ketoacidosis or seizures 
	A disorder characterized by laboratory test results that indicate an elevation in the concentration of blood sugar. It is usually an indication of diabetes mellitus or glucose intolerance.
	

	DMID
	Chemistry
	Hyperkalemia 
	5.6 - 6.0 mEq/L 
[5.6 - 6.0 mmol/L]
	6.1 - 6.5 mEq/L 
[6.1 - 6.5 mmol/L]
	6.6 - 7.0 mEq/L
[6.6 - 7.0 mmol/L]
	> 7.0 mEq/L  [>7.0 mmol/L] or abnormal potassium with life-threatening arrhythmia 
	A disorder characterized by laboratory test results that indicate an elevation in the concentration of potassium in the blood; associated with kidney failure or sometimes with the use of diuretic drugs.
	

	CTCAE
	Chemistry
	Hypermagnesemia
	>ULN - 2.46 mEq/L
[>ULN - 3.0 mg/dL]
[>ULN - 1.23 mmol/L]
	N/A
	>2.46 - 6.60 mEq/L
[>3.0 - 8.0 mg/dL]
[>1.23 - 3.30 mmol/L]
	>6.60 mEq/L [>8.0 mg/dL; >3.30 mmol/L]; life-threatening consequences
	A disorder characterized by laboratory test results that indicate an elevation in the concentration of magnesium in the blood.
	

	DMID
	Chemistry
	Hypernatremia 
	146-150 mEq/L 
[146-150 mmol/L]
	151-157 mEq/L 
[151-157 mmol/L]
	158-165 mEq/L 
[158-165 mmol/L]
	> 165 mEq/L [>165 mmol/L] or abnormal sodium with mental status changes or seizures 
	A disorder characterized by laboratory test results that indicate an elevation in the concentration of sodium in the blood.
	

	CTCAE
	Chemistry
	Hypertriglyceridemia
	150 - 300 mg/dL
[1.71 - 3.42 mmol/L]
	>300 - 500 mg/dL
[>3.42 - 5.7 mmol/L]
	>500 - 1000 mg/dL 
[ >5.7- 11.4 mmol/L]
	>1000 mg/dL [>11.4 mmol/L];  life-threatening consequences
	A disorder characterized by laboratory test results that indicate an elevation in the concentration of triglyceride concentration in the blood.
	

	DMID
	Chemistry
	Hyperuricemia (uric acid) 
	7.5 – 10.0 mg/dL 
	10.1 – 12.0 mg/dL 
	12.1 – 15.0 mg/dL 
	>15.0 mg/dL 
	A disorder characterized by laboratory test results that indicate an elevation in the concentration of uric acid.
	

	CTCAE
	Chemistry
	Hypoalbuminemia
	<LLN - 3 g/dL
[<LLN - 30 g/L]
	<3 - 2 g/dL
[<30 - 20 g/L]
	<2 g/dL
[<20 g/L]
	Life-threatening consequences; urgent intervention indicated
	A disorder characterized by laboratory test results that indicate a low concentration of albumin in the blood.
	

	DMID
	Chemistry
	Hypocalcemia (corrected for albumin) 
	8.4 - 7.8 mg/dL 
[2.10 - 1.95 mmol/L]
	7.7 - 7.0 mg/dL 
[1.94 - 1.75 mmol/L]
	6.9 - 6.1 mg/dL 
[1.74 - 1.52 mmol/L]
	< 6.1 mg/dL [<1.52 mmol/L] or abnormal calcium with life threatening arrhythmia or tetany
	A disorder characterized by laboratory test results that indicate a low concentration of calcium (corrected for albumin) in the blood.
	

	DMID
	Chemistry
	Hypoglycemia 
	64 - 55 mg/dL 
[3.55 - 3.05 mmol/L]
	54 - 40 mg/dL 
[3.04 - 2.22 mmol/L]
	39 - 30 mg/dL 
[2.21 - 1.67 mmol/L]
	< 30 mg/dL [< 1.67 mmol/L] or abnormal glucose with mental status changes or coma 
	A disorder characterized by laboratory test results that indicate a low concentration of glucose in the blood.
	

	DMID
	Chemistry
	Hypokalemia 
	3.4 - 3.0 mEq/L 
[3.4 - 3.0 mmol/L]
	2.9 - 2.5 mEq/L 
[2.9 - 2.5 mmol/L]
	2.4 - 2.0 mEq/L [2.4 - 2.0 mmol/L] or intensive replacement therapy or hospitalization required
	< 2.0 mEq/L [<2.0 mmol/L] or abnormal potassium with paresis, ileus or life-threatening arrhythmia 
	A disorder characterized by laboratory test results that indicate a low concentration of potassium in the blood.
	

	DMID
	Chemistry
	Hypomagnesemia 
	1.4 - 1.2 mEq/L
[0.70 - 0.60 mmol/L]
[1.70 - 1.46 mg/dL]
	1.1 - 0.9 mEq/L
[0.59 - 0.45 mmol/L]
[1.45 - 1.09 g/dL]
	0.8 - 0.6 mEq/L
[0.44 - 0.30 mmol/L]
[1.08 - 0.73 mg/dL]
	< 0.6 mEq/L [<0.30 mmol/L; <0.73 mg/dL] or abnormal magnesium with life-threatening arrhythmia 
	A disorder characterized by laboratory test results that indicate a low concentration of magnesium in the blood.
	

	DMID
	Chemistry
	Hyponatremia 
	135 - 130 mEq/L 
[135 - 130 mmol/L]
	129 - 123 mEq/L 
[129 - 123 mmol/L]
	122 - 116 mEq/L 
[122 - 116 mmol/L]
	< 116 mEq/L [< 116 mmol/L] or abnormal sodium with mental status changes or seizures 
	A disorder characterized by laboratory test results that indicate a low concentration of sodium in the blood.
	

	DMID
	Chemistry
	Hypophosphatemia 
	2.4 - 2.0 mg/dL 
	1.9 -1.5 mg/dL or replacement Rx required 
	1.4 -1.0 mg/dL intensive therapy or hospitalization required 
	< 1.0 mg/dL or abnormal phosphate with life-threatening arrhythmia 
	A disorder characterized by laboratory test results that indicate a low concentration of phosphates in the blood.
	

	DAIDS (v.2.0)
	Chemistry
	Lactate Increased (Lactic Acidosis)
	ULN to <2.0 xULN without acidosis
	≥ 2.0 x ULN without acidosis
	Increased lactate with PH <7.3 without life-threatening consequences
	Increased lactate with PH <7.3 with life-threatening consequences
	Increase in blood lactate accompanied or not with blood acidification.
	

	CTCAE
	Ear Disorders
	Hearing Impaired
	Adults Enrolled on a Monitoring Program  (on a 1, 2, 4, 3,  6 and 8 kHz audiogram):  threshold shift of 15 - 25 dB  averaged at 2 contiguous test frequencies in at least one ear or subjective change in the absence of a Grade 1 Threshold shift. 
Pediatric (on a 1, 2, 4, 3,  6 and 8  kHz audiogram):   threshold shift >20  dB at 8 kHz in at least one ear.
	Adult enrolled in monitoring  program (on a 1, 2, 3, 4, 6 and 8 kHz  audiogram):  threshold shift  of >25 dB averaged at 2 contiguous test frequencies in at least one  ear.
Adult not enrolled in monitoring program:  hearing loss but hearing aid or intervention not indicated;  limiting instrumental  ADL. 
Pediatric (on a 1, 2, 3, 4, 6 and 8 kHz  audiogram):   threshold shift  >20 dB at  4 kHz and above in at least one ear. 
	Adult enrolled in monitoring  program (on a 1, 2, 3, 4, 6 and 8 kHz audiogram): threshold shift of >25 dB  averaged at 3 contiguous test frequencies in at least one ear;  therapeutic intervention indicated.
Adult  Not enrolled in monitoring program:  hearing loss with hearing aid or intervention indicated; limiting self care ADL. 
Pediatric (on a 1, 2, 3, 4, 6 and 8kHz audiogram): hearing loss sufficient to indicate therapeutic  intervention, including hearing aids):   Threshold shift  >20 dB at 3 kHz and above in at least one ear ;   additional speech-language related services indicated. 
	Adults: profound bilateral hearing  loss (Threshold  >80 dB HL at 2 kHz and above); nonserviceable hearing
Pediatric:  audiologic indication for cochlear implant and additional speech-language related services indicated. 
	A disorder characterized by partial or complete loss of the ability to detect or understand sounds resulting from damage to ear structures.
	

	CTCAE
	Ear Disorders
	Tinnitus
	Mild symptoms; intervention not indicated
	Moderate symptoms; limiting instrumental ADL
	Severe symptoms; limiting self care ADL
	N/A
	A disorder characterized by noise in the ears, such as ringing, buzzing, roaring or clicking.
	

	CTCAE
	Ear Disorders
	Vestibular Disorder
	N/A
	Symptomatic; limiting iADL
	Severe symptoms; limiting self care ADL
	N/A
	A disorder characterized by dizziness, imbalance, nausea, and vision problems.
	

	CTCAE
	Endocrine Disorders
	Hyperthyroidism
	Asymptomatic; clinical or diagnostic observations only; intervention not indicated
	Symptomatic; thyroid suppression therapy indicated; limiting iADL
	Severe symptoms; limiting self care ADL hospitalization indicated
	Life-threatening consequences; urgent intervention indicated
	A disorder characterized by excessive levels of thyroid hormone in the body. Common causes include an overactive thyroid gland or thyroid hormone overdose.
	

	CTCAE
	Endocrine Disorders
	Hypothyroidism
	Asymptomatic; clinical or diagnostic observations only; intervention not indicated
	Symptomatic; thyroid replacement indicated; limiting iADL
	Severe symptoms; limiting self care ADL hospitalization indicated
	Life-threatening consequences; urgent intervention indicated
	A disorder characterized by a decrease in production of thyroid hormone by the thyroid gland.
	

	DMID
	Enzymes
	Alanine Aminotransferase (ALT or SGPT) Increased
	>ULN - 3.0 x ULN
	>3.0 - 5.0 x ULN
	>5.0 - 20.0 x ULN
	>20.0 x ULN
	A finding based on laboratory test results that indicate an increase in the level of alanine aminotransferase (ALT or SGPT) in the blood specimen.
	

	DMID
	Enzymes
	Alkaline Phosphatase Increased
	>ULN - 2.5 x ULN
	>2.5 - 5.0 x ULN
	>5.0 - 20.0 x ULN
	>20.0 x ULN
	A finding based on laboratory test results that indicate an increase in the level of alkaline phosphatase in a blood specimen.
	

	DMID
	Enzymes
	Amylase Increased
	1.1 - 1.5 x ULN 
	1.6 - 2.0 x ULN 
	2.1 - 5.0 x ULN 
	> 5.1 x ULN 
	A finding based on laboratory test results that indicate an increase in the levels of amylase in a biological specimen.
	

	DMID
	Enzymes
	Aspartate Aminotransferase (AST or SGOT) Increased
	>ULN - 3.0 x ULN
	>3.0 - 5.0 x ULN
	>5.0 - 20.0 x ULN
	>20.0 x ULN
	A finding based on laboratory test results that indicate an increase in the level of aspartate aminotransferase (AST or SGOT) in the blood specimen.
	

	DMID
	Enzymes
	Gamma-Glutamyltransferase (GGT) Increased
	>ULN - 2.5 x ULN
	>2.5 - 5.0 x ULN
	>5.0 - 20.0 x ULN
	>20.0 x ULN
	A finding based on laboratory test results that indicate higher than normal levels of the enzyme gamma-glutamyltransferase in the blood specimen. GGT (gamma-glutamyltransferase) catalyzes the transfer of a gamma glutamyl group from a gamma glutamyl peptide to another peptide, amino acids or water.
	

	DMID
	Enzymes
	Lipase Increased
	1.1 - 1.5 x ULN 
	1.6 - 2.0 x ULN 
	2.1 - 5.0 x ULN 
	> 5.1 x ULN 
	A finding based on laboratory test results that indicate an increase in the level of lipase in a biological specimen.
	

	CTCAE
	Enzymes
	Pancreatic Enzymes Decreased
	<LLN and asymptomatic
	Increase in stool frequency, bulk, or odor; steatorrhea
	Sequelae of absorption deficiency
	N/A
	A finding based on laboratory test results that indicate an decrease in levels of pancreatic enzymes in a biological specimen.
	

	CTCAE
	Enzymes
	Creatine Phosphokinase Increased
	>ULN - 2.5 x ULN
	>2.5 x ULN - 5 x ULN
	>5 x ULN - 10 x ULN
	>10 x ULN
	A finding based on laboratory test results that indicate an increase in levels of creatine phosphokinase in a blood specimen.
	

	CTCAE
	Eye Disorders
	Cataract
	Asymptomatic; clinical or diagnostic observations only; intervention not indicated
	Symptomatic; moderate decrease in visual acuity (20/40 [6/12] or better)
	Symptomatic with marked decrease in visual acuity (worse than 20/40 [6/12] but better than 20/200 [6/60]); operative intervention indicated (e.g. cataract surgery)
	Blindness (20/200 [6/60] or worse) in the affected eye
	A disorder characterized by partial or complete opacity of the crystalline lens of one or both eyes. This results in a decrease in visual acuity and eventual blindness if untreated.
	

	CTCAE
	Eye disorders
	Eye disorders, Others
	Asymptomatic or mild symptoms; clinical or diagnostic observations only; intervention not indicated
	Moderate; minimal, local or noninvasive intervention indicated; limiting age-appropriate instrumental ADL
	Severe or medically significant but not immediately sight-threatening; hospitalization or prolongation of existing hospitalization indicated; disabling;  limiting self care ADL
	Sight-threatening consequences; urgent intervention indicated; blindness (20/200 [6/60] or worse) in the affected eye
	Any disorder  affecting the eyes that is not cataract, retinopathy or optic nerve disorder.
	

	CTCAE
	Eye Disorders
	Optic Nerve Disorder
	Asymptomatic; clinical or diagnostic observations only
	Limiting vision of the affected eye (20/40 [6/12] or better)
	Limiting vision in the affected eye (worse than 20/40 [6/12] but better than 20/200 [6/60])
	Blindness (20/200 [6/60] or worse) in the affected eye
	A disorder characterized by involvement of the optic nerve (second cranial nerve).
	

	CTCAE
	Eye Disorders
	Retinopathy
	Asymptomatic; clinical or diagnostic observations only
	Symptomatic with moderate decrease in visual acuity (20/40 [6/12] or better); limiting iADL
	Symptomatic with marked decrease in visual acuity (worse than 20/40 [6/12]); disabling; limiting self care ADL
	Blindness (20/200 [6/60] or worse) in the affected eye
	A disorder involving the retina.
	

	DMID
	Gastrointestinal Disorders
	Constipation 
	Requiring stool softener or dietary modification 
	Requiring laxatives 
	Obstipation requiring manual evacuation or enema 
	Obstruction or toxic megacolon 
	A disorder characterized by irregular and infrequent or difficult evacuation of the bowels.
	

	DMID
	Gastrointestinal Disorders
	Diarrhea 
	Mild or transient; 3-4 loose stools/day or mild diarrhea last < 1 week 
	Moderate or persistent; 5-7 loose stools/day or diarrhea lasting >1 week 
	>7 loose stools/day or bloody diarrhea; or orthostatic hypotension or electrolyte imbalance or >2L IV fluids required 
	Hypotensive shock or physiologic consequences requiring hospitalization 
	A disorder characterized by frequent and watery bowel movements.
	

	CTCAE
	Gastrointestinal Disorders
	Dyspepsia
	Mild symptoms; intervention not indicated
	Moderate symptoms; medical intervention indicated
	Severe symptoms; surgical intervention indicated
	N/A
	A disorder characterized by an uncomfortable, often painful feeling in the stomach, resulting from impaired digestion. Symptoms include burning stomach, bloating, heartburn, nausea and vomiting.
	

	DMID
	Gastrointestinal Disorders
	Nausea 
	Mild or transient; maintains reasonable intake 
	Moderate discomfort; intake decreased significantly; some activity limited 
	No significant intake; requires IV fluids 
	Hospitalization required
	A disorder characterized by a queasy sensation and/or the urge to vomit.
	

	DMID
	Gastrointestinal Disorders
	Oral Discomfort/Dysphagia 
	Mild discomfort; no difficulty swallowing 
	Some limits on eating/drinking 
	Eating/talking very limited; unable to swallow solid foods 
	Unable to drink fluids; requires IV fluids
	A disorder characterized by difficulty in swallowing.
	

	CTCAE
	Gastrointestinal Disorders
	Pancreatitis
	N/A
	Enzyme elevation or radiologic findings only
	Severe pain; vomiting; medical intervention indicated (e.g. analgesia, nutritional support)
	Life-threatening consequences; urgent intervention indicated
	A disorder characterized by inflammation of the pancreas.
	

	DMID
	Gastrointestinal Disorders
	Vomiting 
	1 episode in 24 hours 
	2-5 episodes in 24 hours 
	>6 episodes in 24 hours or needing IV fluids 
	Physiologic consequences requiring hospitalization or requiring parenteral nutrition 
	A disorder characterized by the reflexive act of ejecting the contents of the stomach through the mouth.
	

	DMID
	General Disorders
	Fatigue 
	Normal activity reduced < 48 hours 
	Normal activity decreased 25- 50% > 48 hours 
	Normal activity decreased > 50% can’t work 
	Unable to care for self 
	A disorder characterized by a state of generalized weakness with a pronounced inability to summon sufficient energy to accomplish daily activities.
	

	DMID
	General Disorders
	Fever (oral) 
	37.7 - 38.5 C or 100.0 - 101.5 F 
	38.6 - 39.5 C or 101.6 - 102.9 F 
	39.6 - 40.5 C or 103 - 105 F 
	> 40.6 C or > 105.1 F 
	A disorder characterized by elevation of the body's temperature above the upper limit of normal.
	

	DMID
	General Disorders
	Headache 
	Mild, no treatment required 
	Transient, moderate; treatment required 
	Severe; responds to initial narcotic therapy 
	Intractable; requires repeated narcotic therapy 
	A disorder characterized by a sensation of marked discomfort in various parts of the head, not confined to the area of distribution of any nerve.
	

	CTCAE
	General Disorders
	Malaise
	Uneasiness or lack of well being
	Uneasiness or lack of well being; limiting iADL
	N/A
	N/A
	A disorder characterized by a feeling of general discomfort or uneasiness, an out-of-sorts feeling.
	

	CTCAE
	General Disorders
	Pain
	Mild pain
	Moderate pain; limiting iADL
	Severe pain; limiting self care ADL
	N/A
	A disorder characterized by the sensation of marked discomfort, distress or agony.
	

	DMID
	Hematology
	% Polymorphonuclear Leucocytes + Band Cells Increased
	> 80%
	90 – 95% 
	>95% 
	N/A
	A finding based on laboratory test results that indicate an increase in % polymorphonuclear leucocytes and band cells in a blood specimen.
	

	DMID
	Hematology
	Absolute Neutrophil Count Low
	1500 - 1000/mm3
[1.5 - 1.0 x10^9/L]
[1.5 - 1.0 x10^3/μL]
	999 - 750/mm3 
[0.99 - 0.75 x10^9/L]
[0.99 - 0.75 x10^3/μL]
	749 - 500/mm3 
[0.74 - 0.50 x10^9/L]
[0.74 - 0.50 x10^3/μL]
	<500/mm3 
[<0.50 x10^9/L]
[<0.50 x10^3/μL]
	A finding based on laboratory test results that indicate a decrease in number of neutrophils in a blood specimen.
	

	DMID
	Hematology
	Activated Partial Thromboplastin Time (APPT) Prolonged
	1.01 -1.66 x ULN 
	1.67 - 2.33 x ULN 
	2.34 - 3 x ULN 
	> 3 x ULN 
	An abnormal laboratory test result in which the partial thromboplastin time is found to be greater than the control value. As a possible indicator of coagulopathy, a prolonged partial thromboplastin time (PTT) may occur in a variety of diseases and disorders, both primary and related to treatment.
	

	DMID
	Hematology
	Anaemia
	10.5 - 9.5 g/dL
[105 - 95 g/L]
	9.4 - 8.0 g/dL 
[94 - 80 g/L]
	7.9 - 6.5 g/dL 
[79 - 65 g/L]
	< 6.5 g/dL 
[< 65 g/L]
	A disorder characterized by an reduction in the amount of hemoglobin in 100 ml of blood. Signs and symptoms of anemia may include pallor of the skin and mucous membranes, shortness of breath, palpitations of the heart, soft systolic murmurs, lethargy, and fatigability.
	

	CTCAE
	Hematology
	CD4 Lymphocytes Decreased
	<LLN - 500 cells/μL
	<500 - 200 cells/μL
	<200 - 50 cells/μL
	<50 cells/μL
	A finding based on laboratory test results that indicate an decrease in levels of CD4 lymphocytes in a blood specimen.
	

	CTCAE
	Hematology
	Febrile Neutropenia
	N/A
	N/A
	Absolute neutrophil count <1000/mm3 [<1.0 x10^9/; <1.0 x10^3/μL] with a single temperature of >38.3 degrees C (101 degrees F) or a sustained temperature of >=38 degrees C (100.4 degrees F) for more than 1hr
	Life-threatening consequences; urgent intervention indicated
	A disorder characterized by an absolute neutrophil count <1000/mm3 and a single temperature of >38.3 degrees C (101 degrees F) or a sustained temperature of >=38 degrees C (100.4 degrees F) for more than one hour.
	

	DMID
	Hematology
	Fibrin Split Product 
	20-40 mcg/ml 
	41-50 mcg/ml 
	51-60 mcg/ml 
	> 60 mcg/ml 
	Presence of fibrin degradation products.
	

	CTCAE
	Hematology
	Haptoglobin Decreased
	<LLN
	N/A
	N/A
	N/A
	A finding based on laboratory test results that indicate an decrease in levels of haptoglobin in a blood specimen.
	

	CTCAE
	Hematology
	Hemoglobin Increased
	Increase in >0 - 2 g/dL [>0 - 20 g/L] above ULN or above baseline if baseline is above ULN
	Increase in >2 - 4 g/dL [>20 - 40 g/L] above ULN or above baseline if baseline is above ULN
	Increase in >4 g/dL [>40 g/L] above ULN or above baseline if baseline is above ULN
	N/A
	A finding based on laboratory test results that indicate increased levels of hemoglobin in a biological specimen.
	

	CTCAE
	Hematology
	Hemolysis
	Laboratory evidence of hemolysis only (e.g. direct antiglobulin test; DAT; Coombs'; schistocytes; decreased haptoglobin)
	Evidence of hemolysis and >=2 g decrease in hemoglobin
	Transfusion or medical intervention indicated (e.g. steroids)
	Life-threatening consequences; urgent intervention indicated
	A disorder characterized by laboratory test results that indicate widespread erythrocyte cell membrane destruction.
	

	DMID
	Hematology
	High Fibrinogen
	High: 400-600 mg/dL 
	High: >600 mg/dL 
	N/A
	Fibrinogen associated with  disseminated coagulation
	A finding based on laboratory test results that indicate an increase in levels of fibrinogen in a blood specimen.
	

	CTCAE
	Hematology
	International Normalized Ratio Increased
	>1 - 1.5 x ULN; >1 - 1.5 times above baseline if on anticoagulation
	>1.5 - 2.5 x ULN; >1.5 - 2.5 times above baseline if on anticoagulation
	>2.5 x ULN; >2.5 times above baseline if on anticoagulation
	N/A
	A finding based on laboratory test results that indicate an increase in the ratio of the patient's prothrombin time to a control sample in the blood.
	

	CTCAE
	Hematology
	Leukocytosis
	N/A
	N/A
	>100,000/mm3
[>100 x10^9/L]
[>100 x10^3/μL]
	Clinical manifestations of leukostasis; urgent intervention indicated
	A disorder characterized by laboratory test results that indicate an increased number of white blood cells in the blood.
	

	DMID
	Hematology
	Low Fibrinogen 
	Low: 200 - 100 mg/dL 
	Low: <100 mg/dL 
	< 50 mg/dL
	Fibrinogen associated with gross bleeding
	A finding based on laboratory test results that indicate an decrease in levels of fibrinogen in a blood specimen.
	

	CTCAE
	Hematology
	Lymphocyte Count Decreased
	<LLN - 800/mm3
[<LLN - 0.8 x 10^9/L]
[<LLN - 0.8 x10^3/μL]
	<800 - 500/mm3
[<0.8 - 0.5 x10^9/L]
[0.8 - 0.5 x10^3/μL]
	<500 - 200/mm3
[<0.5 - 0.2 x10^9/L]
[<0.5 - 0.2 x10^3/μL]
	<200/mm3
[<0.2 x 10^9/L]
[<0.2 x10^3/μL]
	A finding based on laboratory test results that indicate a decrease in number of lymphocytes in a blood specimen.
	

	CTCAE
	Hematology
	Lymphocyte Count Increased
	N/A
	>4,000 - 20,000/mm3
[>4 - 20 x 10^9/L]
[>4 - 20 x10^3/μL]
	>20,000/mm3
[>20 x10^9/L]
[>20 x10^3/μL]
	N/A
	A finding based on laboratory test results that indicate an abnormal increase in the number of lymphocytes in the blood, effusions or bone marrow.
	

	DMID
	Hematology
	Methemoglobin 
	5.0 - 9.9 % 
	10.0 - 14.9 % 
	15.0 - 19.9% 
	> 20.0 %
	Methemoglobin saturation as measured in blood.
	

	DMID
	Hematology
	Platelets Decreased
	99,999-75,000/mm3 
[99.9-75.0 x10^9/L]
[99.9-75.0 x10^3/μL]
	74,999-50,000/mm3 
[74.9-50.0 x10^9/L]
[74.9-50.0 x10^3/μL]
	49,999-20,000/mm3
[49.9-20.0 x10^9/L]
[49.9-20.0 x10^3/μL]
	<20,000/mm3 
[<20.0 x10^9/L]
[<20.0 x10^3/μL]
	A finding based on laboratory test results that indicate a decrease in number of platelets in a blood specimen.
	

	DMID
	Hematology
	Prothrombin Time (PT) Prolonged
	1.01 - 1.25 x ULN 
	1.26-1.5 x ULN 
	1.51 -3.0 x ULN 
	>3 x ULN 
	An abnormal laboratory test result in which the prothrombin time is found to be greater than the control value.
	

	DMID
	Hematology
	White Blood Cell Decreased
	<LLN - 3000/mm3
[<LLN - 3 x10^9/L]
[<LLN - 3 x10^3/μL]
	<3000 - 2000/mm3
[3 - 2 x10^9/L]
[3 - 2 x10^3/μL]
	<2000 - 1000/mm3
[<2 - 1 x10^9/L]
[<2 - 1 x10^3/μL]
	<1000/mm3
[<1 x10^9/L]
[<1 x10^3/μL]
	A finding based on laboratory test results that indicate an decrease in number of white blood cells in a blood specimen.
	

	CTCAE
	Hepatobiliary Disorders
	Hepatic Failure
	N/A
	N/A
	Asterixis; mild encephalopathy; limiting self care ADL
	Moderate to severe encephalopathy; coma; life-threatening consequences
	A disorder characterized by the inability of the liver to metabolize chemicals in the body. Laboratory test results reveal abnormal plasma levels of ammonia, bilirubin, lactic dehydrogenase, and alkaline phosphatase.
	

	DMID
	Immune Disorders
	Allergic Reaction 
	Pruritus without rash 
	Localized urticaria 
	Generalized urticaria; angioedema 
	Anaphylaxis 
	A disorder characterized by an adverse local or general response from exposure to an allergen. Worst stage 'anaphylaxis' is characterized by an acute inflammatory reaction resulting from the release of histamine and histamine-like substances from mast cells, causing a hypersensitivity immune response. Clinically, it presents with breathing difficulty, dizziness, hypotension, cyanosis and loss of consciousness and may lead to death.
	

	CTCAE
	Immune Disorders
	Autoimmune Disorder
	Asymptomatic; serologic or other evidence of autoimmune reaction, with normal organ function;  intervention not indicated
	Evidence of autoimmune reaction involving a non-essential organ or function (e.g. hypothyroidism)
	Autoimmune reactions involving major organ (e.g. colitis, anemia, myocarditis, kidney)
	Life-threatening consequences; urgent intervention indicated
	A disorder resulting from loss of function or tissue destruction of an organ or multiple organs, arising from humoral or cellular immune responses of the individual to his own tissue constituents.
	

	CTCAE
	Infections
	Infections
	Localized or asymptomatic; local intervention indicated
	Symptomatic; medical intervention indicated (e.g. local or oral antibiotics)
	Systemic intervention or hospitalization/surgery indicated
	Life-threatening consequences or permanent disability; urgent intervention indicated
	A disorder characterized by an infectious process.
	

	CTCAE
	Investigations
	Carbon Monoxide Diffusing Capacity Decreased
	3 - 5 units below LLN; for follow-up, a decrease of 3 - 5 units (ml/min/mm Hg) below the baseline value
	6 - 8 units below LLN; for follow-up, an asymptomatic decrease of >5 - 8 units (ml/min/mm Hg) below the baseline value
	Asymptomatic decrease  of >8 units drop;  >5 units drop along with the presence of pulmonary symptoms (e.g. , >Grade 2  hypoxia or >Grade 2 or higher dyspnea)
	N/A
	A finding based on lung function test results that indicate  a decrease in the lung capacity to absorb carbon monoxide.
	

	CTCAE
	Investigations
	Forced Expiratory Volume Decreased
	FEV1% (percentages of observed FEV1 and FVC related to their respective predicted values)  99 - 70% predicted
	FEV1 60 - 69%
	50 - 59%
	<= 49%
	A finding based on test results that indicate a relative decrease in the fraction of the forced vital capacity that is exhaled in a specific number of seconds.
	

	CTCAE
	Investigations
	Vital Capacity Abnormal
	90 - 75% of predicted value
	<75 - 50% of predicted value; limiting iADL
	<50% of predicted value; limiting self care ADL
	N/A
	A finding based on pulmonary function test results that indicate an abnormal vital capacity (amount of exhaled after a maximum inhalation) when compared to the predicted value.
	

	CTCAE
	Investigations
	Weight Gain
	5 - <10% from baseline
	10 - <20% from baseline
	>=20% from baseline
	N/A
	A finding characterized by an increase in overall body weight; for pediatrics, greater than the baseline growth curve.
	

	CTCAE
	Investigations
	Weight Loss
	5 to <10% from baseline; intervention not indicated
	10 - <20% from baseline; nutritional support indicated
	>=20% from baseline; tube feeding or TPN indicated
	N/A
	A finding characterized by a decrease in overall body weight; for pediatrics, less than the baseline growth curve.
	

	CTCAE
	Metabolism and nutrition disorders
	Dehydration
	Increased oral fluids indicated; dry mucous membranes; diminished skin turgor
	IV fluids indicated <24 hrs
	IV fluids or hospitalization indicated
	Life-threatening consequences; urgent intervention indicated
	A disorder characterized by excessive loss of water from the body. It is usually caused by severe diarrhea, vomiting or diaphoresis.
	

	CTCAE
	Metabolism and nutrition disorders
	Obesity
	N/A
	BMI 25 - 29.9 kg/m2
	BMI 30 - 39.9 kg/m2
	BMI >=40 kg/m2
	A disorder characterized by having a high amount of body fat.
	

	DMID
	Muskuloskeletal Disorders
	Arthralgia (joint pain) 
	Mild pain not interfering with function 
	Moderate pain, analgesics and/or pain interfering with function but not with ADL 
	Severe pain; pain and/or analgesics interfering with ADL 
	Disabling pain 
	A disorder characterized by a sensation of marked discomfort in a joint.
	

	DMID
	Muskuloskeletal Disorders
	Arthritis 
	Mild pain with inflammation, erythema or joint swelling, but not interfering with function 
	Moderate pain with inflammation, erythema or joint swelling; interfering with function, but not with ADL 
	Severe pain with inflammation, erythema or joint swelling and interfering with ADL 
	Permanent and/or disabling joint destruction 
	A disorder characterized by inflammation involving a joint.
	

	DMID
	Muskuloskeletal Disorders
	Myalgia 
	Myalgia with no limitation of activity 
	Muscle tenderness (at other than injection site) or with moderate impairment of activity 
	Severe muscle tenderness with marked impairment of activity 
	Frank myonecrosis 
	A disorder characterized by marked discomfort sensation originating from a muscle or group of muscles.
	

	AAOS
	Muskuloskeletal Disorders
	Tendinopathy
	Stretched tendon fibers (no tear). Tenderness and swelling. Joint stable.
	Partial tendon tear. Moderate tenderness and swelling. Joint unstable or gives away during activity, decreased range of motion.
	Complete tendon tear/rupture, Significant tenderness and swelling. Joint unstable. No joint movement on muscle contraction. Surgery required.
	Life-threatening complication from surgery.
	Tendon injuries from mild inflammation, partial tear to rupture.
	

	CTCAE
	Neurological Disorders
	Depressed Level of Consciousness
	Decreased level of alertness
	Sedation; slow response to stimuli; limiting iADL
	Difficult to arouse
	Life-threatening consequences
	A disorder characterized by a decrease in ability to perceive and respond.
	

	CTCAE
	Neurological Disorders
	Dysgeusia
	Altered taste but no change in diet
	Altered taste with change in diet (e.g. oral supplements); noxious or unpleasant taste; loss of taste
	N/A
	N/A
	A disorder characterized by abnormal sensual experience with the taste of foodstuffs; it can be related to a decrease in the sense of smell.
	

	DMID
	Neurological Disorders
	Muscle Strength Disorders
	Subjective weakness, no objective symptoms/signs 
	Mild objective signs/symptoms, no decrease in function 
	Objective weakness, function limited 
	Paralysis 
	A disorder characterized by a reduction in the strength of muscles in one or multiple anatomic sites.
	

	DMID
	Neurological Disorders
	Neuro-Cerebellar Disorders
	Slight incoordination dysdiadochokinesis
	Intention tremor, dysmetria, slurred speech; nystagmus
	Locomotor ataxia 
	Incapacitated 
	General scale for neuro-cerebellar disorders.
	

	DMID
	Neurological Disorders
	Neuro-Sensory Disorders
	Mild impairment in sensation (decreased sensation, e.g. vibratory, pinprick, hot/cold in great toes) in focal area or symmetrical distribution; or change in taste, smell, vision and/or hearing; and/or vibration perception score 1 (mild loss).
	Moderate impairment (mod decreased sensation, e.g. vibratory, pinprick, hot/cold to ankles) and/or joint position; and/or vibration perception score 2 (moderate loss).
	Severe impairment (decreased or loss of sensation to knees or wrists); and/or vibration perception score 3 (severe loss) and/or deep tendon reflex score 1.
	Sensory loss involves limbs and trunk; paralysis; or seizures; and/or deep tendon reflex score 0.
	General scale for neuro-sensory disorders.
	

	DMID
	Neurological Disorders
	Paresthesia (Burning, Tingling, etc.) 
	Mild discomfort; no treatment required;
	Moderate discomfort; non-narcotic analgesia required; and/or BPNS subjective sensory neuropathy score 4-6 on any side.
	Severe discomfort; or narcotic analgesia required with symptomatic improvement; and/or BPNS subjective sensory neuropathy score 7-10 on any side.
	Incapacitating; or not responsive to narcotic analgesia.
	A disorder characterized by functional disturbances of sensory neurons resulting in abnormal cutaneous sensations of tingling, numbness, pressure, cold, and warmth that are experienced in the absence of a stimulus.
	

	CTCAE
	Neurological Disorders
	Seizure
	Brief partial seizure; no loss of consciousness
	Brief generalized seizure
	Multiple seizures despite medical intervention
	Life-threatening; prolonged repetitive seizures
	A disorder characterized by sudden, involuntary skeletal muscular contractions of cerebral or brain stem origin.
	

	CTCAE
	Neurological Disorders
	Syncope
	N/A
	N/A
	Fainting; orthostatic collapse
	N/A
	A disorder characterized by spontaneous loss of consciousness caused by insufficient blood supply to the brain.
	

	CTCAE
	Pregnancy, puerperium and perinatal conditions
	Fetal Growth Retardation
	N/A
	<10% percentile of weight for gestational age
	<5% percentile of weight for gestational age
	<1% percentile of weight for gestational age
	A disorder characterized by inhibition of fetal growth resulting in the inability of the fetus to achieve its potential weight.
	

	CTCAE
	Pregnancy, puerperium and perinatal conditions
	Premature Delivery
	Delivery of a liveborn infant at >34 to 37 weeks gestation
	Delivery of a liveborn infant at >28 to 34 weeks gestation
	Delivery of a liveborn infant at 24 to 28 weeks gestation
	Delivery of a liveborn infant at 24 weeks of gestation or less
	A disorder characterized by delivery of a viable infant before the normal end of gestation. Typically, viability is achievable between the twentieth and thirty-seventh week of gestation.
	

	CTCAE
	Psychiatric disorders
	Anxiety
	Mild symptoms; intervention not indicated; and/or Hamilton Anxiety Rating Scale score 1-17.
	Moderate symptoms; limiting instrumental ADL; and/or Hamilton Anxiety Rating Scale score 18-24.
	Severe symptoms; limiting self care ADL; hospitalization not indicated; and/or Hamilton Anxiety Rating Scale score 25-30.
	Life-threatening; Hamilton Anxiety Rating Scale score >30; and/or hospitalization indicated. 
	A disorder characterized by apprehension of danger and dread accompanied by restlessness, tension, tachycardia, and dyspnea unattached to a clearly identifiable stimulus.
	

	CTCAE
	Psychiatric disorders
	Depression
	Mild depressive symptoms; and/or PHQ9 depression score 1-9.
	Moderate depressive symptoms; limiting instrumental ADL; and/or PHQ9 depression score 10-14.
	Severe depressive symptoms; limiting self care ADL; hospitalization not indicated; and/or PHQ9 depression score 15-19.
	Life-threatening consequences,  threats of harm to self or others; PHQ9 depression score 20-27; and/or hospitalization indicated
	A disorder characterized by melancholic feelings of grief or unhappiness.
	

	CTCAE
	Psychiatric disorders
	Psychosis
	Mild psychotic symptoms
	Moderate psychotic symptoms (e.g., disorganized speech; impaired reality testing)
	Severe psychotic symptoms (e.g., paranoid; extreme disorganization); hospitalization not indicated
	Life-threatening consequences,  threats of harm to self or others; hospitalization indicated
	A disorder characterized by personality change, impaired functioning, and loss of touch with reality. It may be a manifestation of schizophrenia, bipolar disorder or brain tumor.
	

	CTCAE
	Psychiatric disorders
	Suicidal ideation
	Increased thoughts of death but no wish to kill oneself
	Suicidal ideation with no specific plan or intent
	Specific plan to commit suicide without serious intent to die which may not require hospitalization
	Specific plan to commit suicide with serious intent to die which requires hospitalization
	A disorder characterized by thoughts of taking one's own life.
	

	CTCAE
	Psychiatric disorders
	Suicide attempt
	N/A
	N/A
	Suicide attempt or gesture without intent to die which may not require hospitalization
	Suicide attempt with intent to die which requires hospitalization
	A disorder characterized by self-inflicted harm in an attempt to end one's own life.
	

	CTCAE
	Renal and urinary disorders
	Acute Kidney Injury
	Creatinine level increase of >0.3 mg/dL [26.5 μmol/L]; creatinine 1.5 - 2.0 x above baseline
	Creatinine 2 - 3 x above baseline
	Creatinine >3 x baseline or >4.0 mg/dL [> 353.7 μmol/L]; hospitalization indicated
	Life-threatening consequences; dialysis indicated
	A disorder characterized by the acute loss of renal function and is traditionally classified as pre-renal (low blood flow into kidney), renal (kidney damage) and post-renal causes (ureteral or bladder outflow obstruction).
	

	CTCAE
	Renal and urinary disorders
	Chronic Kidney Disease
	eGFR (estimated Glomerular Filtration Rate) or CrCl (creatinine clearance) <LLN - 60 ml/min/1.73 m2 or proteinuria 2+ present; urine protein/creatinine >0.5
	eGFR or CrCl 59 - 30 ml/min/1.73 m2
	eGFR or CrCl 29 - 15 ml/min/1.73 m2
	eGFR or CrCl <15 ml/min/1.73 m2; dialysis or renal transplant indicated
	A disorder characterized by gradual and usually permanent loss of kidney function resulting in renal failure.
	

	CTCAE
	Reproductive system and breast disorders
	Azoospermia
	N/A
	N/A
	Absence of sperm in ejaculate
	N/A
	A disorder characterized by laboratory test results that indicate complete absence of spermatozoa in the semen.
	

	CTCAE
	Reproductive system and breast disorders
	Gynecomastia
	Asymptomatic breast enlargement
	Symptomatic (e.g. pain or psychosocial impact)
	Severe symptoms; elective operative intervention indicated
	N/A
	A disorder characterized by excessive development of the breasts in males.
	

	CTCAE
	Reproductive system and breast disorders
	Irregular Menstruation
	Intermittent menses with skipped menses for no more than 1 to 3 months
	Intermittent menses with skipped menses for more than 4 to 6 months
	Persistent amenorrhea for more than 6 months
	N/A
	A disorder characterized by irregular cycle or duration of menses.
	

	CTCAE
	Reproductive system and breast disorders
	Menorrhagia
	Mild; iron supplements indicated
	Moderate symptoms; medical intervention indicated (e.g. hormones)
	Severe; transfusion indicated; surgical intervention indicated (e.g. hysterectomy)
	Life-threatening consequences; urgent intervention indicated
	A disorder characterized by abnormally heavy vaginal bleeding during menses.
	

	CTCAE
	Reproductive system and breast disorders
	Oligospermia
	Sperm concentration >48 million/mL or motility >68%
	Sperm concentration 13 - 48 million/mL or motility 32 - 68%
	Sperm concentration <13 million/mL or motility <32%
	N/A
	A disorder characterized by a decrease in the number of spermatozoa in the semen.
	

	DMID
	Respiratory Disorders
	Bronchospasm, Acute 
	Transient; no treatment; 70% - 80% FEV1 of peak flow 
	Requires treatment; normalizes with bronchodilator; FEV1 50% - 70% (of peak flow) 
	No normalization with bronchodilator; FEV1 25% - 50% of peak flow; or retractions present 
	Cyanosis: FEV1 < 25% of peak flow or intubation necessary 
	A disorder characterized by a sudden contraction of the smooth muscles of the bronchial wall.
	

	DMID
	Respiratory Disorders
	Cough 
	Transient- no treatment 
	Persistent cough; treatment responsive 
	Paroxysmal cough; uncontrolled with treatment 
	N/A
	A disorder characterized by sudden, often repetitive, spasmodic contraction of the thoracic cavity, resulting in violent release of air from the lungs and usually accompanied by a distinctive sound.
	

	DMID
	Respiratory Disorders
	Dyspnea 
	Dyspnea on exertion 
	Dyspnea with normal activity 
	Dyspnea at rest 
	Dyspnea requiring Oxygen therapy
	A disorder characterized by an uncomfortable sensation of difficulty breathing.
	

	DMID
	Skin Disorders
	Edema 
	< 15mm 
	15-30 mm 
	>30mm 
	N/A
	A disorder characterized by swelling due to excessive fluid accumulation.
	

	DMID
	Skin Disorders
	Erythema 
	< 15mm 
	15-30 mm 
	>30mm 
	N/A
	A disorder characterized by an area of redness of the skin.
	

	DMID
	Skin Disorders
	Induration 
	< 15mm 
	15-30 mm 
	>30mm 
	N/A
	A disorder characterized by an area of hardness in the skin.
	

	CTCAE
	Skin Disorders
	Injection Site Reaction
	Tenderness with or without associated symptoms (e.g. warmth, erythema, itching)
	Pain; lipodystrophy; edema; phlebitis
	Ulceration or necrosis; severe tissue damage; operative intervention indicated
	Life-threatening consequences; urgent intervention indicated
	A disorder characterized by an intense adverse reaction (usually immunologic) developing at the site of an injection.
	

	DMID
	Skin Disorders
	Mucocutaneous Symptoms
	Erythema; pruritus 
	Diffuse, maculo papular rash, dry desquamation 
	Vesiculation or moist desquamation or ulceration 
	Exfoliative dermatitis, mucous membrane involvement or erythema, multiforme or suspected Stevens-Johnson or necrosis requiring surgery 
	General scale for skin disorders from signs and symptoms (e.g. itching) to life-threatening skin conditions (e.g. Steven Johnson syndrome).
	

	DMID
	Skin Disorders
	Pruritus 
	Slight itching at injection site 
	Moderate itching at injection extremity 
	Itching over entire body 
	N/A
	A disorder characterized by an intense itching sensation.
	

	DMID
	Skin Disorders
	Rash At Injection Site 
	< 15mm 
	15-30 mm 
	>30mm 
	N/A
	Skin eruption at the site of drug injection.
	

	CTCAE
	Skin Disorders
	Skin Hypo- or Hyper- Pigmentation
	Hypo- / Hyper- pigmentation or depigmentation covering <10% BSA; no psychosocial impact
	Hypo- / Hyper- pigmentation or depigmentation covering >10% BSA; associated psychosocial impact
	N/A
	N/A
	A disorder characterized by darkening of the skin due to excessive melanin deposition (hyper-) or loss of skin pigment (hypo-).
	

	DMID
	Urinalysis
	Hematuria 
	Microscopic only <10 rbc/hpf 
	Gross, no clots >10 rbc/hpf 
	Gross, with or without clots, OR red blood cell casts 
	Obstructive or required transfusion
	A disorder characterized by laboratory test results that indicate blood in the urine.
	

	DMID
	Urinalysis
	Proteinuria 
	1+ or 200 mg - 1 g loss/day 
	2-3+ or 1- 2 g loss/day 
	4+ or 2-3.5 g loss/day 
	Nephrotic syndrome or > 3.5 g loss/day 
	A disorder characterized by laboratory test results that indicate the presence of excessive protein in the urine. It is predominantly albumin, but also globulin.
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