
Survey on the Usage of Standardised MedDRA Queries (SMQs)

by MedDRA Subscribers
Please send the completed survey by email to: 
mssohelp@ngc.com 
by 16 April 2010
How to Fill Out the Survey

The MSSO would appreciate completion of the survey by each MedDRA user, even if your organization is not currently using SMQs.  If your organization uses SMQs consistently, please fill out Sections 1, 2, 3, 5, 6 and 7.  If your organization does not use SMQs or uses them infrequently, please fill out Sections 1, 4, 5, 6 (if applicable), and 7.

Purpose

The purpose of this survey is:

1. To assess the extent and ways in which SMQs are currently utilized by MedDRA subscribers

2. To identify impediments (e.g., lack of understanding, lack of tools) to SMQ utilization

3. To solicit suggestions to improve the utility of SMQs

Scope

This survey will be provided to all MedDRA subscribers.  All MedDRA users should complete this survey, whether or not they use SMQs. (Sections 4 and 5 gather information from organizations that do not use SMQs).  

Responses from individual subscribers will not be provided to persons outside of the MSSO.  However, aggregate anonymous data may be shared with the MedDRA Management Board, the CIOMS Working Group for SMQs, and other interested parties.

If you are not a user of SMQs, please provide this survey to others in your organization who use SMQs. 
Section 1 – Information About Survey Responder

	My Organization’s MedDRA USER ID is (optional answer – organization name):
	

	My Email Address:
	


	Subscription Type of My Organization
	Check ONE
	
	My Organization is a(n):
	Check ONE

	Basic 
	
	
	Pharmaceutical development organization (local or global)
	

	
	
	
	Generic pharmaceuticals manufacturer/distributor
	

	Developer
	
	
	Regulatory authority
	

	Regulatory authority
	
	
	Contract research organization (CRO)
	

	Core 0
	
	
	Software developer (information technology/systems)
	

	Core 1
	
	
	Academic or other non-profit institution
	

	Core 2
	
	
	Other type (Please specify):


	

	Core 3
	
	
	
	

	Core 4
	
	
	
	

	Core 5
	
	
	
	

	Do not know
	
	
	
	


	Location of My Organization
	Check ONE
	
	The language/translation of MedDRA I use primarily is:
	Check ONE

	USA
	
	
	English
	

	European Economic Area (EEA)
	
	
	Japanese (MedDRA/J)
	

	Japan
	
	
	Chinese
	

	
	
	
	Czech
	

	
	
	
	Dutch
	

	Other location (Please specify):


	
	
	French
	

	
	
	
	German
	

	
	
	
	Italian
	

	
	
	
	Portuguese
	

	
	
	
	Spanish
	


	My Role/Position
	Check ALL THAT APPLY

	Coding
	

	Dictionary management
	

	Informatics/IT support
	

	Statistics/programming
	

	Safety assessment/pharmacovigilance
	

	Clinical trial safety management/monitoring
	

	Medical writer
	

	Clinical research associate
	

	Director
	

	Associate director
	

	Manager
	

	Scientist
	

	Physician
	

	Nurse
	

	Pharmacist
	

	Other role (Please specify):


	


Section 2 – Usage of SMQs, SMQ Documentation and Training
Yes = The statement is true; No = The statement is not true; Unsure = Do not know; Not applicable = This statement is not a factor for my organization

	SMQ Use
	Yes
	No
	Unsure
	Not applicable

	My organization uses SMQs:



	    For general safety surveillance of 

    products
	
	
	
	

	    In a signal generation/detection capacity 
	
	
	
	

	    To respond to regulatory queries on 

    safety issues 
	
	
	
	

	    To identify cases of interest for:

	          Periodic reports
	
	
	
	

	          Regulatory reporting/queries
	  
	
	
	

	          Other post-marketing functions 

          (please specify below under “Other 

ways my organization uses or modifies SMQs are:”)
	
	
	
	

	    To identify cases of interest for: 

	          Clinical trial study reports
	
	
	
	

	          Safety summary reports
	
	
	
	

	          Annual safety update reports
	
	
	
	

	Other clinical trials uses (please specify below under “Other ways my 

organization uses or modifies SMQs are:”)
	
	
	
	

	    To compare them to our own internally 

    created MedDRA queries
	
	
	
	

	We have been asked by a Health Authority to use SMQs
	
	
	
	

	In general, the SMQs we use fulfill our needs
	
	
	
	

	We modify existing SMQs (e.g., add or delete terms) to suit our needs frequently
	
	
	
	

	We modify existing SMQs (e.g., add or delete terms) to suit our needs infrequently
	
	
	
	

	With reference to the two previous questions, please identify the SMQs which you most frequently modify:



	We do not modify existing SMQs
	
	
	
	

	Other ways my organization uses or modifies SMQs are: 



	SMQ Documentation
	Yes
	No
	Unsure
	Not applicable

	We have read the SMQ documentation available from the MSSO (e.g., SMQ Introductory Guide)
	
	
	
	

	The SMQ documentation is useful in understanding the purpose of SMQs
	
	
	
	

	The SMQ documentation is useful in understanding how to use SMQs
	
	
	
	

	Other comments on SMQ documentation:



	SMQ Training
	Yes
	No
	Unsure
	Not applicable

	Have you attended any course that included SMQ training?
	
	
	
	

	Did the training help you understand SMQs better?
	
	
	
	

	Other comments on SMQ training:




You are invited to provide additional details for any of the responses in Section 2. 

Section 3 – Experience with Specific SMQs 

	Three SMQs most frequently used by your organization (or the three that you most frequently use) are:


	(1)

	(2)

	(3)


Yes = The statement is true; No = The statement is not true; Unsure = Do not know; Not applicable = This statement is not a factor for my organization
	Experience with Specific SMQs
	Yes
	No
	Unsure
	Not Applicable

	Are there any existing SMQs that you do not currently use but would like to use?
	
	
	
	

	If the response to the above question is “yes,” please specify the SMQ(s) and describe the reason(s) why you do not use the SMQ(s):



	Which existing SMQs, if any, appear potentially useful, but do not meet your specific needs?  Please explain why:



	Experience with Specific SMQs 
	Yes
	No
	Unsure
	Not Applicable

	BROAD AND NARROW SCOPE:  A narrow search (only narrow terms of the SMQ) is designed for specificity, i.e., to retrieve cases highly likely to be of interest.  A broad search (combined narrow and broad terms) is designed for sensitivity (i.e., to retrieve all possible cases). An SMQ may be comprised of both broad and narrow terms; only broad terms; or only narrow terms.
	

	We use both the broad and narrow search terms when applying SMQs
	
	
	
	

	We use mainly/only narrow SMQ search terms
	
	
	
	

	Describe any difficulties that your organization has using narrow/broad SMQs. If you restrict SMQ use to only narrow searches (narrow terms only) or only broad searches (narrow + broad terms), please explain why:



	Experience with Specific SMQs
	Yes
	No
	Unsure
	Not Applicable

	HIERARCHICAL SMQs: Hierarchical SMQs are composed of an encompassing topic (e.g., SMQ Haematopoietic cytopenias (SMQ) and sub-search SMQs linked to it (e.g., SMQ Erythropenia, SMQ Leukopenia, etc.).
	

	I use/have used hierarchical SMQs
	
	
	
	

	Describe any difficulties that your organization has using hierarchical SMQs:


	Experience with Specific SMQs
	Yes
	No
	Unsure
	Not Applicable

	ALGORITHMIC SMQs:  An algorithmic SMQ is an option that uses terms in combinations to increase the efficiency of case retrieval (e.g., SMQ Anaphylactic reaction).
	

	I use/have used algorithmic SMQs 
	
	
	
	

	I use/have used algorithmic SMQs, by applying the narrow/broad scopes but not the algorithm.
	
	
	
	

	Describe any difficulties that your organization has using algorithmic SMQs, including any technical limitations or problems: 




Section 4 – For Organizations Not Using SMQs or Using SMQs Infrequently

Place “X” if statement is currently TRUE for your organization – CHECK ALL THAT APPLY

	For Organizations Not Using SMQs or Using SMQs Infrequently
	X

	My organization does not use SMQs or uses them infrequently because:



	We have our own internally created MedDRA queries
	

	We do not understand the purpose or applicability of SMQs
	

	We do not perform queries of MedDRA-coded data (due to the nature of our organization)
	

	Our current database and query tools do not support SMQs
	

	SMQs are not mandated by regulatory authorities
	

	We are not aware of any commercially available tools to help implement SMQs
	

	Other reasons why my organization does not use SMQs are: 




You are invited to provide additional details for any of the responses in Section 4
Section 5 – Future Use of SMQs

Please answer the questions in Section 5 whether or not your organization is currently using SMQs.

Yes = The statement is true; No = The statement is not true; Unsure = Do not know; Not applicable = This statement is not a factor for my organization

	SMQ Use
	Yes
	No
	Unsure
	Not applicable

	My organization plans to use/continue to use SMQs in the 

future


	
	
	
	

	If the response to the question above is “Yes”, 

please continue with the remaining questions.  If not “Yes”,

 please proceed to Section 6.  

	

	    SMQ Use
	Yes
	No
	Unsure
	Not applicable

	In the future, my organization plans to use SMQs:



	    For general safety surveillance of 

    products
	
	
	
	

	    In a signal generation/detection capacity 
	
	
	
	

	    To respond to regulatory queries 

    concerning a safety issue 
	
	
	
	

	    To identify cases of interest for:

	          Periodic reports
	
	
	
	

	          Regulatory reporting
	
	
	
	

	          Other post-marketing functions 

          (please specify below under “Other 

          ways my organization plans to use 

          SMQs”)
	
	
	
	

	    To identify cases of interest for:

	          Clinical trial study reports
	
	
	
	

	          Safety summary reports
	
	
	
	

	          Annual safety update reports
	
	
	
	

	          Other clinical trials uses (please 

          specify below under “Other ways my 

          organization plans to use SMQs”)
	
	
	
	

	    To compare them to our own internally 

    created MedDRA queries
	
	
	
	

	Other ways my organization plans to use SMQs are: (please use this space to describe)




You are invited to provide additional details for any of the responses in Section 5:
Section 6 – IT/SMQ User Tools
Yes = The statement is true; No = The statement is not true; Unsure = Do not know; Not applicable = This statement is not a factor for my organization

	IT Question
	Yes
	No
	Unsure
	Not applicable

	My organization uses the MedDRA Desktop Browser for viewing SMQs and building ad hoc queries
	
	
	
	

	My organization uses the MSSO’s Production SMQ spreadsheet to view the SMQs
	
	
	
	

	My organization uses other commercially available tools to view SMQs and build ad hoc queries
	
	
	
	

	My organization uses a company specific software tool to view SMQs and build ad hoc queries
	
	
	
	

	My organization uses commercially available tools for data retrieval using SMQs 
	
	
	
	

	My organization uses a company specific software tool for data retrieval using SMQs
	
	
	
	

	The SMQ tools we use meet our needs
	
	
	
	

	My organization has encountered technical issues with the implementation of algorithmic SMQs
	
	
	
	

	Currently, SMQs are distributed in ASCII text format to subscribers as a part of the standard MedDRA release.  

Does your organization have a need for any additional distribution methods for SMQs?  (If so, please describe in space below)
	
	
	
	

	You are invited to provide additional details for any of the responses in Section 6



Section 7 – Additional Comments

	Please use this space to list suggestions for improving the utility of SMQs for your organization:




Requests for new SMQs may be submitted using the MSSO Web Site: 
http://www.meddramsso.com/subscriber_download_change_request.asp
The MSSO thanks you for taking the time

to complete this important survey.
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