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CTEP has become aware of uncertainty regarding the grading of lab values using CTCAE v4.0.  Some of the confusion arises from the use of computer systems to grade numeric lab values.  The rationale within CTCAE v4.0 was to apply more clinical significance to the descriptions of grade because of clinical management decisions that are made based on the assignment of grade.  Consequently grading is not always based on pure numeric values.  The following guideline provides instruction regarding computer usage as a component of grade assignment for CTCAE v4.0 AE terms with quantitative severity scales.  While CTEP is not endorsing the use of computer systems for grading AEs we recognize that lab interfaces are being used.   It is the responsibility of the investigators to ensure that all AEs are accurately reported and graded.

CTEP reviewed each CTCAE v4.0 term for which the grading scale included a quantitative component.  While some grading scales include only numeric values/ranges alone, some grading scales include numeric values/ranges also include clinical assessment and/or intervention text. The attached table represents CTEP’s Guideline on grading CTCAE v4.0 AE terms:
1. Investigator input required: Grade should not be assigned based on numeric values alone.
2. Potential use of lab interface:  Grade potentially could be assigned using an electronic lab interface if the system is capable of managing the variables of baseline, ULN, and LLN across patients and laboratories
	MedDRA v12.0 Code
	CTCAE v4.0 SOC
	CTCAE v4.0 Term
	CTEP Guidance for Grading

	10002272
	Blood and lymphatic system disorders
	Anemia
	Investigator input required

	10016288
	Blood and lymphatic system disorders
	Febrile neutropenia
	Investigator input required

	10019491
	Blood and lymphatic system disorders
	Hemolysis
	Investigator input required

	10024378
	Blood and lymphatic system disorders
	Leukocytosis
	Investigator input required

	10000636
	Investigations
	Activated partial thromboplastin time prolonged
	Investigator input required

	10014383
	Investigations
	Electrocardiogram QT corrected interval prolonged
	Investigator input required

	10022402
	Investigations
	INR increased
	Investigator input required

	10000486
	Metabolism and nutrition disorders
	Acidosis
	Investigator input required

	10001680
	Metabolism and nutrition disorders
	Alkalosis
	Investigator input required

	10020587
	Metabolism and nutrition disorders
	Hypercalcemia
	Investigator input required

	10020639
	Metabolism and nutrition disorders
	Hyperglycemia
	Investigator input required

	10020647
	Metabolism and nutrition disorders
	Hyperkalemia
	Investigator input required

	10020670
	Metabolism and nutrition disorders
	Hypermagnesemia
	Investigator input required

	10020680
	Metabolism and nutrition disorders
	Hypernatremia
	Investigator input required

	10020870
	Metabolism and nutrition disorders
	Hypertriglyceridemia
	Investigator input required

	10020907
	Metabolism and nutrition disorders
	Hyperuricemia
	Investigator input required

	10020943
	Metabolism and nutrition disorders
	Hypoalbuminemia
	Investigator input required

	10020949
	Metabolism and nutrition disorders
	Hypocalcemia
	Investigator input required

	10021005
	Metabolism and nutrition disorders
	Hypoglycemia
	Investigator input required

	10021018
	Metabolism and nutrition disorders
	Hypokalemia
	Investigator input required

	10021028
	Metabolism and nutrition disorders
	Hypomagnesemia
	Investigator input required

	10021038
	Metabolism and nutrition disorders
	Hyponatremia
	Investigator input required

	10021059
	Metabolism and nutrition disorders
	Hypophosphatemia
	Investigator input required

	10069339
	Renal and urinary disorders
	Acute kidney injury
	Investigator input required

	10064848
	Renal and urinary disorders
	Chronic kidney disease
	Investigator input required

	10019489
	Renal and urinary disorders
	Hemoglobinuria
	Investigator input required

	10001551
	Investigations
	Alanine aminotransferase increased
	Potential use of lab interface

	10001675
	Investigations
	Alkaline phosphatase increased
	Potential use of lab interface

	10003481
	Investigations
	Aspartate aminotransferase increased
	Potential use of lab interface

	10005364
	Investigations
	Blood bilirubin increased
	Potential use of lab interface

	10007612
	Investigations
	Cardiac troponin I increased
	Potential use of lab interface

	10007613
	Investigations
	Cardiac troponin T increased
	Potential use of lab interface

	10007839
	Investigations
	CD4 lymphocytes decreased
	Potential use of lab interface

	10008661
	Investigations
	Cholesterol high
	Potential use of lab interface

	10011268
	Investigations
	CPK increased
	Potential use of lab interface

	10011368
	Investigations
	Creatinine increased
	Potential use of lab interface

	10016596
	Investigations
	Fibrinogen decreased
	Potential use of lab interface

	10056910
	Investigations
	GGT increased
	Potential use of lab interface

	10019150
	Investigations
	Haptoglobin decreased
	Potential use of lab interface

	10055599
	Investigations
	Hemoglobin increased
	Potential use of lab interface

	10024574
	Investigations
	Lipase increased
	Potential use of lab interface

	10025256
	Investigations
	Lymphocyte count decreased
	Potential use of lab interface

	10025258
	Investigations
	Lymphocyte count increased
	Potential use of lab interface

	10029366
	Investigations
	Neutrophil count decreased
	Potential use of lab interface

	10035528
	Investigations
	Platelet count decreased
	Potential use of lab interface

	10040139
	Investigations
	Serum amylase increased
	Potential use of lab interface

	10049182
	Investigations
	White blood cell decreased
	Potential use of lab interface

	10037032
	Renal and urinary disorders
	Proteinuria
	Potential use of lab interface


