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The following is a listing of changes made between releases 4.0 and 4.1 of MedDRA Term Selection: Points to Consider:

Throughout document

1) Correction of general spelling, punctuation, spacing, and format errors
2) Replacement of references to MedDRA Version 13.1 to Version 14.0
3) Update of examples based on MedDRA version changes
4) Links to the MSSO Web site (e.g., in footnotes) have been updated 
5) For examples in tables that are preferred options, the identifier in the “Preferred Option” column has been changed from an “X” to a “”


1.4 – Preferred Option

The following sentence was added to this paragraph as follows:

An organization should be consistent in the option that they choose to use.

3.4.2  Ambiguous information

The second example in this section:

Example

	Ambiguous Abbreviation

	“COLD” may refer to the common cold (PT Nasopharyngitis) or Chronic Obstructive Lung Disease



Was deleted from the document.  (“Cold” is a current LLT in MedDRA and is linked to PT Nasopharyngitis.)

3.9 – Modification of Pre-existing Conditions

In the last example in this Section, some terms for Option 2:

Example

	Options
	Reported
	LLT Selected
	Comment

	Option 2
	Aggravation of jaundice 

	Jaundice 
Disorder aggravation 
	Use 2 terms to record pre-existing condition and modification




Were changed as follows:

Example

	Options
	Reported
	LLT Selected
	Comment

	Option 2
	Jaundice aggravated
	Jaundice 
Condition aggravated
	Use 2 terms to record pre-existing condition and modification




3.14.3  Investigation results not consistent with diagnosis

Wording for the “Comment” in the example table:

Example

	Reported
	LLT Selected
	Comment

	Alopecia, rash, and elevated potassium 7.0 mmol/L
	Alopecia
Rash
Potassium increased
	Elevated potassium is not consistent with the diagnoses of alopecia and rash




Was added as follows:

Example

	Reported
	LLT Selected
	Comment

	Alopecia, rash, and elevated potassium 7.0 mmol/L
	Alopecia
Rash
Potassium increased
	Elevated potassium is not consistent with the diagnoses of alopecia and rash.  Terms for all concepts should 
be selected




3.14.5   Investigation terms without qualifiers

In the first example table, the heading for the middle column and the “Comment”:

Example

	Information/Reported
	LLT Selected
	Comment

	
Cardiac output measured
	
Cardiac output
	In test name field

	Blood glucose increased
	Blood glucose
	Do not select Blood glucose increased as a test name; enter “increased” in the result data field




Were changed as follows (note that some wording in the “Comment” column was deleted):

Example

	Information/Reported
	LLT Selected for Test Name
	Comment

	
Cardiac output measured
	
Cardiac output
	

	Blood glucose increased
	Blood glucose
	Do not select Blood glucose increased as a test name; enter “increased” in the result data field




3.15.1   Medication error reported with clinical consequences

In the example table, an additional LLT (LLT Wrong drug administered):

Example

	Reported
	LLT Selected

	Patient was administered wrong drug and experienced hypotension
	Wrong drug administered
Hypotension

	Because of similar sounding drug names, the patient took the wrong drug and experienced a rash
	Drug name confusion
Rash




Was added to the second row as follows:

Example

	Reported
	LLT Selected

	Patient was administered wrong drug and experienced hypotension
	Wrong drug administered
Hypotension

	Because of similar sounding drug names, the patient took the wrong drug and experienced a rash
	Drug name confusion
Wrong drug administered
Rash



3.17.2   Overdose reported without clinical consequences

Wording in the text paragraph and the example table:

If an overdose report specifically states that there were no clinical consequences, select LLT Overdose and the additional LLT No adverse effect.  (See Section 3.20).

Example

	Reported
	LLT Selected

	Patient received an overdose of medicine without any adverse consequences
	Overdose
No adverse effect




Has been changed as follows (note that a “Comment” column has been added to the example table:

If an overdose report specifically states that there were no clinical consequences, select LLT Overdose and the additional LLT No adverse effect can be selected.  (See Section 3.20).

Example

	Reported
	LLT Selected
	Comment

	Patient received an overdose of medicine without any adverse consequences
	Overdose
No adverse effect
	LLT No adverse effect can also 
be selected



[bookmark: _Toc268528241]3.18.1   Device-related event reported with clinical consequences

In the second example table, the “Reported” term:

Example

	Reported
	LLT Selected

	Crown on tooth fractured leading to tooth pain
	Dental prosthesis breakage
Tooth pain



Was changed as follows:

Example

	Reported
	LLT Selected

	Partial denture fractured leading to tooth pain
	Dental prosthesis breakage
Tooth pain




4.1.2   Timing of version implementation

Wording in the text paragraph and the heading in the table:

For single case reporting, the sender and receiver of the data need to be in synchrony regarding MedDRA versions.  There is an MSSO recommendation for the timing of the implementation of a new MedDRA release (See Appendix, Section 4.2).  In summary, the recommendation is as follows:

	Date of New Reporting Version

	A new release version of MedDRA should become the reporting version on the first Monday of the second month after it is released. To synchronize this event over the three ICH regions, the MSSO recommends midnight GMT, Sunday to Monday, for the switchover.  For example :

· 1 March – MedDRA X.0  released
· First Monday of May – MedDRA X.0 becomes the reporting version

· 1 September – MedDRA X.1 released
· First Monday of November – MedDRA X.1 becomes the reporting version





Has been changed as follows:

For single case reporting, the sender and receiver of the data need to be in synchrony regarding MedDRA versions.  There are MSSO recommendations for the timing of the implementation of a new MedDRA release for both individual case safety reporting and clinical trial data (See Appendix, Section 4.2).  

	Date of New Reporting Version for Individual Case Safety Reporting

	A new release version of MedDRA should become the reporting version on the first Monday of the second month after it is released. To synchronize this event over the three ICH regions, the MSSO recommends midnight GMT, Sunday to Monday, for the switchover.  For example :

· 1 March – MedDRA X.0  released
· First Monday of May – MedDRA X.0 becomes the reporting version

· 1 September – MedDRA X.1 released
· First Monday of November – MedDRA X.1 becomes the reporting version






4.2 – Links and References

A new link was added:

	Document
	Link

	MSSO’s Recommendations for Clinical Trial Versioning
	http://meddramsso.com/files_acrobat/clinicaltrialversioning.pdf



[bookmark: _Toc55061671]4.3.1  Current members of the ICH Points to Consider Working Group

Yasuo Sakurai’s name was replaced by Kazuyuki Sekiguchi’s for the Japanese Maintenance Organization membership.

Wakako Horiki’s name was replaced by Izumi Oba for the Ministry of Health, Labour and Welfare membership.

4.3.2  Former members of the ICH Points to Consider Working Group

Yasuo Sakurai’s name was added for the Japanese Maintenance Organization membership.

Wakako Horiki’s name was added for the Ministry of Health, Labour and Welfare membership.
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