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Planning implementation

Aware of SMQ existence – early 2004

Business case for implementation approved end 2004

Need to develop new functions on bespoke safety database 
to accommodate SMQs

Discussions involving System developers*, SMQ content 
advisor, Database users. 

– validation, training, timing of roll out, etc.

Christmas present!  SMQs “live” on database - Dec2005

*System developers’ queries on ASCII files were answered by MSSO



Maintenance

SMQ version changes with MedDRA version 

User support materials (internal website) match 

MedDRA and SMQ version.

– E.g. MSSO Introductory guide for SMQs, MSSO SMQ 

excel spreadsheet, etc.

Single contact for user queries 

– E.g. Database helpdesk channels queries to IT or to 

SMQ content advisor as appropriate



SMQ browser on database



SMQ browser displays:

Name of SMQ

Description of SMQ

Source (References)

Current MedDRA version

Sub-SMQs where applicable

For each PT

– Narrow or broad 

– Version added, version modified









Limitation of browser

Description and source fields – limited space. If 

lengthy text, user has to refer to the MSSO 

Introductory guide for SMQs.

Need to select each PT to view whether it is narrow 

or broad. 

Does not permit copy/paste of any displayed 

information into documentation.



Query Screen





How does the query work?

SMQs without complex structure

– Select entire SMQ 

– Select narrow or broad search if appropriate

SMQs with complex structure (sub-SMQs)

– Select each sub-SMQ required

– Select narrow or broad search if appropriate









Limits of query tool

Will not permit subtraction or addition of terms to SMQ 
search

If product specific search requires modification of search 
criteria

– Search using SMQ

– Separate search for additional terms

– Combine “hit lists” of cases retrieved

Search criteria stored at LLT level

Does not permit copy/paste of PTs into documentation



SMQs with algorithms

System cannot cope with these yet

Algorithm function being developed

SMQs with algorithms are used in narrow and 

broad format at present



Supporting information for 

users



Internal website

MSSO’s Introductory guide for SMQs 

MSSO’s excel spreadsheet of PTs in each SMQ

[Permits copy/paste of PTs into review document.]

Internal guidance for searching using SMQs





Other uses for SMQs



Signal generation

Tool initially showed signal score for each PT in narrow 

SMQ (if narrow and broad options available)

Recent update of tool 

– Shows aggregate signal score for entire “narrow” SMQ

– Shows signal score for individual PTs within that 

“narrow” SMQ

Whether SMQs will accurately detect signals has yet to be 

determined



Other ideas

Use as basis for building internal standardised searches 

that need a wider scope?

– E.g. Pregnancy search for PSURs.  

Recently released (v10.0) “SMQ Adverse pregnancy 

outcome/reproductive toxicity (incl neonatal disorders)” 

would gather most of the data required. Possibly add 

normals and some database fields (pregnancy = yes)

Clinical trial data?



Questions?


