Resolving CTC v2.0 to CTCAE v4.0 and CTCAE v3.0 to CTCAE v4.0 Merges for CDUS Data
Purpose:

The purpose of this document is to communicate the business rules CTEP will follow to create a single record when multiple adverse event term records of a lower CTC/CTCAE version merge into a single adverse event term and grade of a higher CTCAE version.
Objective:
To find the single record that will be used when converting the adverse events to the next higher CTCAE version.  A record consists of the adverse event and its attributes such as grade, attribution or date as submitted by the site. This would allow the site to use the same record that they have in their database and have already submitted to CDUS. On resubmission, the submitter would not face rejection or caution notifications due to cumulative errors.
Organization:

This document references the following four CDUS tables relating to adverse events:

BASELINE_ABNORMALITIES
ADVERSE_EVENTS
LATE_ADVERSE_EVENTS
PHASE1_END_POINTS_DLT
Business rules for adverse event record merges are detailed for each table along with examples for the CTC v2.0 to CTCAE v4.0 conversion and the CTCAE v3.0 to CTCAE v4.0 conversion.  We have included in the last two columns of each example the Adverse Event Term and CTCAE version for each record to provide more detail for the examples.  These are extra columns that are not included or required in a CDUS record.
Additionally, two Matrix Tables have been created to assist you in correctly converting ‘Other Specify’ records.  These tables are found at the end of this document.
In rare cases, the AE_OTHER_SPECIFY term may exceed the allowable number of characters for its field.  CTEP has developed a list of CTEP approved abbreviated terms for your use (both CTC v2.0 and CTCAE v3.0).  These terms can be found at the end of this document and will be posted on the CTEP website.


Table Name: BASELINE_ABNORMALITIES
Columns: 

PROTOCOL_ID – Document number
PATIENT_ID – Patient ID
AE_TYPE_CODE – Adverse event code which describes CTCAE Category and adverse event term
AE_GRADE_CODE - Grade
AE_OTHER_SPECIFY – Other Specify Text
Business Rules with Examples following: 
1. When the records have identical grades, use either of the records to convert to the higher CTCAE version (examples 1 and 2 below).
2. When the records have different grades, use the record with the higher grade.  Convert the entire record associated with the higher grade (examples 3 and 4 below).
3. Use the Matrix Tables (referenced below) to assist with converting the AE_OTHER_SPECIFY data.

Example 1 (converting from CTC v2.0 to CTCAE v4.0 – identical grades):
	
	PROTOCOL ID
	PATIENT ID 
	AE TYPE CODE 
	AE GRADE CODE
	Adverse Event Term
	CTCAE Version

	Merging AE:
	6666
	100
	10013573
	1
	Dizziness/ lightheadedness
	v2.0

	Merging AE:
	6666
	100
	10047340
	1
	Vertigo
	v2.0

	Converted CTCAE v3.0 AE:
	6666
	100
	10013573
	1
	Dizziness
	v3.0

	Converted CTCAE v4.0 AE: 
	6666
	100
	10013573
	1
	Dizziness
	v4.0


Example 2 (converting from CTCAE v3.0 to CTCAE v4.0 – identical grades):

	
	PROTOCOL ID
	PATIENT ID
	AE TYPE CODE 
	AE GRADE CODE
	Adverse Event Term
	CTCAE Version

	Merging AE:
	6667
	101
	10009845
	1
	Cognitive disturbance
	v3.0

	Merging AE:
	6667
	101
	10065424
	1
	Mental status
	v3.0

	Converted CTCAE v4.0 AE: 
	6667
	101
	10009845
	1
	Cognitive disturbance
	v4.0


Example 3 (converting from CTC v2.0 to CTCAE v4. – differing grades0):
	
	PROTOCOL ID
	PATIENT ID 
	AE TYPE CODE 
	AE GRADE CODE
	Adverse Event Term
	CTCAE Version

	Merging AE:
	6666
	100
	10013573
	2
	Dizziness/ lightheadedness
	v2.0

	Merging AE:
	6666
	100
	10047340
	1
	Vertigo
	v2.0

	Converted CTCAE v3.0 AE:
	6666
	100
	10013573
	2
	Dizziness
	v3.0

	Converted CTCAE v4.0 AE: 
	6666
	100
	10013573
	2
	Dizziness
	v4.0


Example 4 (converting from CTCAE v3.0 to CTCAE v4.0 – differing grades):

	
	PROTOCOL ID
	PATIENT ID 
	AE TYPE CODE 
	AE GRADE CODE
	Adverse Event Term
	CTCAE Version

	Merging AE:
	6667
	101
	10009845
	2
	Cognitive disturbance
	v3.0

	Merging AE:
	6667
	101
	10065424
	1
	Mental status
	v3.0

	Converted CTCAE v4.0 AE: 
	6667
	101
	10009845
	2
	Cognitive disturbance
	v4.0


Table Name: ADVERSE_EVENTS
COLUMNS 

PROTOCOL_ID – Protocol number

PATIENT_ID – Patient ID

COURSE_ID – Course number

AE_TYPE_CODE – Adverse event code which describes CTCAE Category and adverse event term

AE_GRADE_CODE - Grade

AE_OTHER_SPECIFY – Other Specify Text

AE_ATTRIBUTION_CODE - Attribution
AER_FILED – Report filed in AdEERS?
Business Rules with Examples following: 
1. When the records’ attributes are identical, in this case grade, attribution, and AER Filed data; use either of the records to convert to the higher CTCAE version (examples 5 and 6 below).

2. When the records have different grades regardless of attribution, use the record with the higher grade. Convert the entire record associated with the higher grade (examples 7 and 8 below).

3. When the records have identical grades but different attribution, use the record with the highest attribution submitted.  Convert the entire record associated with the higher attribution (examples 9 and 10 below).

Ranking of attributions from highest to lowest:



Definite



Probable



Possible



Unlikely



Unrelated

4. When the records have identical grades and attributions, use the record with the highest AER Filed value.  Convert the entire record associated with the higher AER Filed value (examples 11 and 12 below).

Ranking of AER_FILED from highest to lowest:



Yes



No



Unknown
5. Use the Matrix Tables (referenced below) to assist with converting the AE_OTHER_SPECIFY data.
Example 5 (converting from CTC v2.0 to CTCAE v4.0 – identical grade, attribution and AER Filed data):
	
	PROTOCOL ID
	PATIENT ID
	COURSE ID
	AE TYPE CODE 
	AE GRADE CODE
	AE ATTRIBUTION CODE
	AER FILED
	Adverse Event Term
	CTCAE Version

	Merging AE:
	6666
	100
	1
	10013573
	2
	Possible
	Yes
	Dizziness/ lightheadedness
	v2.0

	Merging AE:
	6666
	100
	1
	10047340
	2
	Possible
	Yes
	Vertigo
	v2.0

	Converted v3.0 AE:
	6666
	100
	1
	10013573
	2
	Possible
	Yes
	Dizziness
	v3.0

	Converted v4.0 AE: 
	6666
	100
	1
	10013573
	2
	Possible
	Yes
	Dizziness
	v4.0


Example 6 (converting from CTCAE v3.0 to CTCAE v4.0 – identical grade, attribution and AER Filed data):
	
	PROTOCOL ID
	PATIENT ID
	COURSE ID
	AE TYPE CODE 
	AE GRADE CODE
	AE ATTRIBUTION CODE
	AER FILED
	Adverse Event Term
	CTCAE Version

	Merging AE:
	6666
	100
	1
	10009845
	2
	Possible
	Yes
	Cognitive disturbance
	V3.0

	Merging AE:
	6666
	100
	1
	10065424
	2
	Possible
	Yes
	Mental status
	V3.0

	Converted v4.0 AE: 
	6666
	100
	1
	10009845
	2
	Possible
	Yes
	Cognitive disturbance
	V4.0


Example 7 (converting from CTC v2.0 to CTCAE v4.0 – differing grades, regardless of attribution):
	
	PROTOCOL ID
	PATIENT ID
	COURSE ID
	AE TYPE CODE 
	AE GRADE CODE
	AE ATTRIBUTION CODE
	AER FILED
	Adverse Event Term
	CTCAE Version

	Merging AE:
	6666
	100
	1
	10013573
	3
	Possible
	Yes
	Dizziness/ lightheadedness
	v2.0

	Merging AE:
	6666
	100
	1
	10047340
	2
	Definite
	Yes
	Vertigo
	v2.0

	Converted v3.0 AE:
	6666
	100
	1
	10013573
	3
	Possible
	Yes
	Dizziness
	v3.0

	Converted v4.0 AE: 
	6666
	100
	1
	10013573
	3
	Possible
	Yes
	Dizziness
	v4.0


Example 8 (converting from CTCAE v3.0 to CTCAE v4.0 – differing grades, regardless of attribution):
	
	PROTOCOL ID
	PATIENT ID
	COURSE ID
	AE TYPE CODE 
	AE GRADE CODE
	AE ATTRIBUTION CODE
	AER FILED
	Adverse Event Term
	CTCAE Version

	Merging AE:
	6666
	100
	1
	10009845
	3
	Possible
	Yes
	Cognitive disturbance
	V3.0

	Merging AE:
	6666
	100
	1
	10065424
	2
	Definite
	Yes
	Mental status
	V3.0

	Converted v4.0 AE: 
	6666
	100
	1
	10009845
	3
	Possible
	Yes
	Cognitive disturbance
	V4.0


Example 9 (converting from CTC v2.0 to CTCAE v4.0 – identical grades, differing attribution):
	
	PROTOCOL ID
	PATIENT ID
	COURSE ID
	AE TYPE CODE 
	AE GRADE CODE
	AE ATTRIBUTION CODE
	AER FILED
	Adverse Event Term
	CTCAE Version

	Merging AE:
	6666
	100
	1
	10013573
	2
	Definite
	Yes
	Dizziness/ lightheadedness
	v2.0

	Merging AE:
	6666
	100
	1
	10047340
	2
	Possible
	Yes
	Vertigo
	v2.0

	Converted v3.0 AE:
	6666
	100
	1
	10013573
	2
	Definite
	Yes
	Dizziness
	v3.0

	Converted v4.0 AE: 
	6666
	100
	1
	10013573
	2
	Definite
	Yes
	Dizziness
	v4.0


Example 10 (converting from CTCAE v3.0 to CTCAE v4.0 – identical grades, differing attribution):
	
	PROTOCOL ID
	PATIENT ID
	COURSE ID
	AE TYPE CODE 
	AE GRADE CODE
	AE ATTRIBUTION CODE
	AER FILED
	Adverse Event Term
	CTCAE Version

	Merging AE:
	6666
	100
	1
	10009845
	2
	Definite
	Yes
	Cognitive disturbance
	V3.0

	Merging AE:
	6666
	100
	1
	10065424
	2
	Possible
	Yes
	Mental status
	V3.0

	Converted v4.0 AE: 
	6666
	100
	1
	10009845
	2
	Definite
	Yes
	Cognitive disturbance
	V4.0


Example 11 (converting from CTC v2.0 to CTCAE v4.0 – identical grades and attribution, differing AER filed data):
	
	PROTOCOL ID
	PATIENT ID
	COURSE ID
	AE TYPE CODE 
	AE GRADE CODE
	AE ATTRIBUTION CODE
	AER FILED
	Adverse Event Term
	CTCAE Version

	Merging AE:
	6666
	100
	1
	10013573
	2
	Possible
	Yes
	Dizziness/ lightheadedness
	v2.0

	Merging AE:
	6666
	100
	1
	10047340
	2
	Possible
	No
	Vertigo
	v2.0

	Converted v3.0 AE:
	6666
	100
	1
	10013573
	2
	Possible
	Yes
	Dizziness
	v3.0

	Converted v4.0 AE: 
	6666
	100
	1
	10013573
	2
	Possible
	Yes
	Dizziness
	v4.0


Example 12 (converting from CTCAE v3.0 to CTCAE v4.0 – identical grades and attribution, differing AER filed data):
	
	PROTOCOL ID
	PATIENT ID
	COURSE ID
	AE TYPE CODE 
	AE GRADE CODE
	AE ATTRIBUTION CODE
	AER FILED
	Adverse Event Term
	CTCAE Version

	Merging AE:
	6666
	100
	1
	10009845
	2
	Possible
	Yes
	Cognitive disturbance
	V3.0

	Merging AE:
	6666
	100
	1
	10065424
	2
	Possible
	No
	Mental status
	V3.0

	Converted v4.0 AE: 
	6666
	100
	1
	10009845
	2
	Possible
	Yes
	Cognitive disturbance
	V4.0


Table Name: LATE_ADVERSE_EVENTS

COLUMNS 

PROTOCOL_ID – Protocol number

PATIENT_ID – Patient ID

AE_TYPE_CODE – Adverse event code which describes CTCAE Category and adverse event term

AE_GRADE_CODE - Grade

AE_OTHER_SPECIFY – Other Specify Text

AE_ATTRIBUTION_CODE - Attribution

AE_START_DATE – Date AE started

Business Rules and Examples: 
1.  When the records have identical grades, attributions, and start dates, use either record to migrate to the higher CTCAE version (Examples 5 and 6 above).
2.  When the records have different grades, use the record with the higher grade (Examples 7 and 8 above).
3.  When the records have identical grades but different attribution, use the record with the highest attribution (Examples 9 and 10 above).
4.  When the records have identical grade and attribution, use the record with the minimum AE START DATE (Examples 13 and 14 below). 
5. Use the Matrix Tables (referenced below) to assist with converting the AE_OTHER_SPECIFY data.
Example 13 (converting from CTC v2.0 to CTCAE v4.0 – identical grade and attribution, differing start dates): 
	
	PROTOCOL ID
	PATIENT ID
	AE TYPE CODE 
	AE GRADE CODE
	AE ATTRIBUTION CODE
	AE START DATE
	Adverse Event Term
	CTCAE Version

	Merging AE:
	6666
	100
	10013573
	3
	Definite
	01/07/2009
	Dizziness/ lightheadedness
	v2.0

	Merging AE:
	6666
	100
	10047340
	3
	Definite
	01/01/2009
	Vertigo
	v2.0

	Converted v3.0 AE:
	6666
	100
	10013573
	3
	Definite
	01/01/2009
	Dizziness
	v3.0

	Converted v4.0 AE: 
	6666
	100
	10013573
	3
	Definite
	01/01/2009
	Dizziness
	v4.0


Example 14 (converting from CTCAE v3.0 to CTCAE v4.0 – identical grade and attribution, differing start dates): 
	
	PROTOCOL ID
	PATIENT ID
	AE TYPE CODE 
	AE GRADE CODE
	AE ATTRIBUTION CODE
	AE START DATE
	Adverse Event Term
	CTCAE Version

	Merging AE:
	6666
	100
	10009845
	2
	Possible
	01/07/2009
	Cognitive disturbance
	V3.0

	Merging AE:
	6666
	100
	10065424
	2
	Possible
	01/01/2009
	Mental status
	V3.0

	Converted v4.0 AE: 
	6666
	100
	10009845
	2
	Possible
	01/01/2009
	Cognitive disturbance
	V4.0


Table Name: PHASE1_END_POINTS_DLT

COLUMNS 
PROTOCOL_ID – Document Number
SUBGROUP_CODE – Subgroup Code
TX_ASGNMT_CODE – Treatment Assignment code
AE_TYPE_CODE - Adverse Event term no grade

AE_OTHER_SPECIFY – Other Specify text
Business Rules and Examples: 
1. As there is no grade, use either record to migrate to the higher CTCAE version (examples 15 and 16 below).
2. Use the Matrix Tables (referenced below) to assist with converting the AE_OTHER_SPECIFY data.
Example 15 (converting from CTC v2.0 to CTCAE v4.0):
	
	PROTOCOL ID
	SUBGROUP CODE
	TX ASGNMT CODE
	AE TYPE CODE 
	Adverse Event Term
	CTCAE Version

	Merging AE:
	6666
	SG1
	TAC1
	10013573
	Vertigo
	v2.0

	Merging AE:
	6666
	SG1
	TAC1
	10047340
	Dizziness/lightheadedness
	v2.0

	Converted CTCAE v3.0 AE:
	6666
	SG1
	TAC1
	10013573
	Dizziness
	v3.0

	Converted CTCAE v4.0 AE: 
	6666
	SG1
	TAC1
	10013573
	Dizziness
	v4.0


 Example 16 (converting from CTCAE v3.0 to CTCAE v4.0):
	
	PROTOCOL ID
	SUBGROUP CODE
	TX ASGNMT CODE
	AE TYPE CODE 
	Adverse Event Term
	CTCAE Version

	Merging AE:
	6666
	SG1
	TAC1
	10009845
	Cognitive disturbance
	v3.0

	Merging AE:
	6666
	SG1
	TAC1
	10065424
	Mental status
	v3.0

	Converted CTCAE v4.0 AE: 
	6666
	SG1
	TAC1
	10009845
	Cognitive disturbance
	v4.0


 ‘Other Specify’ Matrix Tables:

CDUS has two business rules, one rejects a record that has a non-‘Other specify’ adverse event term but has text entered into the AE_OTHER_SPECIFY field; the other rule mandates that an ‘Other Specify’ adverse event term must have text in the AE_OTHER_SPECIFY field.  
CTEP has created two Matrix Tables to assist you in complying with these rules when migrating from CTC v2.0 to CTCAE v4.0 and CTCAE v3.0 to CTCAE v4.0.  The submitter should submit ‘Other Specify’ text as shown in the Matrix Tables below.  An example follows each Matrix Table.  
Matrix Table 1 (Migration from CTC v2.0 to CTCAE v4.0):

	CTC v2.0 Adverse Event Term
	CTCAE v3.0 Adverse Event Term
	CTCAE v4.0 Adverse Event Term
	Expected value in AE_OTHER_SPECIFY

	Term A
	Term B
	‘Other Specify’ term
	Term A or CTEP approved abbreviated term

	Term A
	‘Other Specify’ term
	‘Other Specify’ term
	Term A or CTEP approved abbreviated term

	‘Other Specify’ term and text
	‘Other Specify’ term
	‘Other Specify’ term
	Original text from the CTC v2.0 ‘Other Specify’ term

	‘Other Specify’ term and text
	Term B
	‘Other Specify’ term
	Original text from the CTC v2.0 ‘Other Specify’ term

	‘Other Specify’ term and text
	Term B
	Term C
	NA

	Term A
	‘Other Specify’ term
	Term C
	NA

	‘Other Specify’ term and text
	‘Other Specify’ term
	Term C
	NA


Example of a CTC v2.0 term migrating to a CTCAE v3.0 term, which migrates to a CTCAE v4.0 ‘Other, Specify’ term:
	CTC v2.0 Category: Adverse Event Term
	CTCAE v3.0 Category: Adverse Event Term
	CTCAE v4.0 Category: Adverse Event Term
	Expected value in AE_OTHER_SPECIFY

	GASTROINTESTINAL:

Fistula-intestinal
	GASTROINTESTINAL:

Fistula, GI: Small bowel NOS
	Gastrointestinal disorders:

Gastrointestinal disorders - Other, specify
	Fistula-intestinal


Matrix Table 2 (Migration from CTCAE v3.0 to CTCAE v4.0):

	CTCAE v3.0 Adverse Event Term: Select AE
	CTCAE v4.0 Adverse Event Term
	Expected value in AE_OTHER_SPECIFY

	Term C: Select AE
	‘Other Specify’ term
	Term C: Select AE or CTEP approved abbreviated term: Select AE

	‘Other Specify’ term and text
	‘Other Specify’ term
	Original text from the CTCAE v3.0 ‘Other Specify’ term

	Term C: Select AE
	Term D
	NA

	‘Other Specify’ term and text
	Term D
	NA


Example of a CTCAE v3.0 ‘Other Specify’ term migrating to a CTCAE v4.0 term:

	CTCAE v3.0 Category: Adverse Event Term
	CTCAE v4.0 Category: Adverse Event Term
	Expected value in AE_OTHER_SPECIFY

	PAIN: 

Pain - Other (Specify, __)

Dysmenorrhea
	General disorders and administration site conditions: 

Pain
	Null


Example of a CTCAE v3.0 AE term migrating to a CTCAE v4.0 ‘Other Specify’ term using CTEP Approved abbreviated term:

	CTCAE v3.0 Category: Adverse Event Term
	CTCAE v4.0 Category: Adverse Event Term
	Expected value in AE_OTHER_SPECIFY

	INFECTION: 

Infection (documented clinically or microbiologically) with Grade 3 or 4 neutrophils (ANC <1.0 x 10e9/L): Abdomen NOS
	Infections and infestations: Infections and infestations - Other, specify
	Infection with Grade 3 or 4 neutrophils (ANC <1.0 x 10e9/L): Abdomen NOS


CTEP Approved Abbreviated Terms for use in the AE_OTHER_SPECIFY field:
	CTC v2.0

	CTC 2.0 terms over 100 characters in length
	CTEP approved abbreviation for use as Other Specify text for CTC 2.0 term

	Thrombotic Microangiopathy (e.g., Thrombotic Thrombocytopenic Purpura/TTP or Hemolytic Uremic Syndrome/HUS)
	Thrombotic microangiopathy (e.g., TTP or HUS)

	Rash/desquamation associated with graft versus host disease (GVHD) for BMT studies, if specified in the protocol.
	Rash/desquamation GVHD/BMT

	Diarrhea associated with graft versus host disease (GVHD) for BMT studies, if specified in the protocol.
	Diarrhea GVHD/BMT

	Mucositis not due to radiation is graded for specific sites: Colitis, Esophagitis, Gastritis, Stomatitis/pharyngitis (oral/pharyngeal mucositis), Typhlitis
	Mucositis not due to radiation

	Thrombotic microangiopathy (e.g., thrombotic thrombocytopenic purpura/TTP or hemolytic uremic syndrome/HUS) for BMT studies, if specified by the protocol.
	Thrombotic microangiopathy (e.g., TTP or HUS)

	Fibrinogen for leukemia studies or bone marrow infiltrative/myelophthisic process, if specified in the protocol.
	Fibrinogen for leukemia

	Radiation recall reaction (reaction following chemotherapy in the absence of additional radiation therapy that occurs in a previous radiation port)
	Radiation recall

	Platelets for leukemia studies or bone marrow infiltrative/myelophthisic process, if specified in the protocol.
	Platelets for leukemia

	Neutrophils/granulocytes (ANC/AGC) for leukemia studies or bone marrow infiltrative/myelophthisic process, if specified in the protocol.
	ANC for leukemia

	Leukocytes (total WBC) for pediatric BMT studies (using age, race and sex normal values), if specified in the protocol.
	WBC Ped. BMT

	Lymphopenia for pediatric BMT studies (using age, race and sex normal values), if specified in the protocol.
	Lymphopenia Ped. BMT

	Hemoglobin for leukemia studies or bone marrow infiltrative/ myelophthisic processes, if specified in the protocol.
	Hemoglobin for leukemia

	Neuropathic pain (e.g., jaw pain, neurologic pain, phantom limb pain, post-infectious neuralgia, or painful neuropathies)
	Neuropathic pain

	Urine color change (not related to other dietary or physiologic cause e.g., bilirubin, concentrated urine, hematuria)
	Urine color change

	Febrile neutropenia (fever of unknown origin without clinically or microbiologically documented infection) (ANC <1.0 x 10e9/L, fever >=38.5 degrees C)
	Febrile neutropenia

	Infection (documented clinically or microbiologically) with grade 3 or 4 neutropenia (ANC <1.0 x 10e9/L)
	Infection with Grade 3 or 4 neutrophils (ANC <1.0 x 10e9/L)

	Pyramidal tract dysfunction (e.g., increased tone, hyperreflexia, positive Babinski, decreased fine motor coordination)
	Pyramidal tract dysfunction

	Bilirubin associated with graft versus host disease (GVHD) for BMT studies, if specified in the protocol.
	Bilirubin GVHD/BMT

	Thrombotic microangiopathy (e.g., thrombotic thrombocytopenic purpura/TTP or hemolytic uremic syndrome/HUS)
	Thrombotic microangiopathy (e.g., TTP or HUS)


	CTCAE v3.0

	CTCAE 3.0 terms over 100 characters in length
	CTEP approved abbreviation for use as Other Specify text for CTCAE 3.0 term

	Thrombotic microangiopathy (e.g., thrombotic thrombocytopenic purpura [TTP] or hemolytic uremic syndrome [HUS])
	Thrombotic microangiopathy (e.g., TTP or HUS)

	Febrile neutropenia (fever of unknown origin without clinically or microbiologically documented infection)(ANC <1.0 x 10e9/L, fever >=38.5 degrees C)
	Febrile neutropenia

	Infection (documented clinically or microbiologically) with Grade 3 or 4 neutrophils (ANC <1.0 x 10e9/L)
	Infection with Grade 3 or 4 neutrophils (ANC <1.0 x 10e9/L)

	Headache/neuropathic pain (e.g., jaw pain, neurologic pain, phantom limb pain, post-infectious neuralgia, or painful neuropathies)
	Neuropathic pain

	Pyramidal tract dysfunction (e.g., increased tone, hyperreflexia, positive Babinski, decreased fine motor coordination)
	Pyramidal tract dysfunction


NOTE: there is one special case where both the AE term and the Select AE must be abbreviated;

'Infection (documented clinically or microbiologically) with Grade 3 or 4 neutrophils (ANC <1.0 x 10e9/L): Foreign body (e.g., graft, implant, prosthesis, stent)' would become
 'Infection with Grade 3 or 4 neutrophils (ANC <1.0 x 10e9/L): Foreign body'.
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