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D09-022 - Procedure
December 18, 2009

	TO: 
	All Division of Developmental Disabilities Staff

	FROM:
	Linda Rolfe, Director, Division of Developmental Disabilities

	SUBJECT: 
	RESEARCH ACTIVITIES INVOLVING DIVISION CLIENTS OR
CLIENT RECORDS 

	PURPOSE:
	To provide clarification to division staff regarding the policies and processes that govern research activities involving division clients or records.  This management bulletin supersedes D04-012 issued on May 25, 2004.  

	BACKGROUND:
	Many DDD staff and professional contractors have access to division clients and/or records.  At times, staff or contractors may want to share their practices and observations, or may want to conduct research as part of their educational or professional development.  These activities may include trying a new treatment approach, performing interviews or surveys with division clients or their families, or performing analyses of division data or records for purposes other than quality assurance or administering and auditing DDD programs.  It is important to understand that these activities may require approval from the Washington State Institutional Review Board, even if the person has regular access to the client(s) or records as part of his/her job.
    
The Washington State Institutional Review Board Procedures (WSIRB) Manual provides guidance on distinguishing research activities requiring Review Board approval from similar activities.  The key to distinguishing between research and non-research activities is to determine the primary intent of the activity.  Research means a systematic investigation designed to develop or contribute to generalizable knowledge (Chapter 388-04 WAC).  In contrast, the primary intent of administrative activities is to support the administration of the program and data collection is limited to what is needed for program administration.  There are some administrative activities that may also be considered "research" – for example, a new program or first-time evaluation, or if an established treatment is being applied in a different manner.
 
DDD does many “research-like” activities, such as consumer satisfaction surveys, program evaluation, or single-subject design where treatments are introduced and then removed to see if they are having the intended effect.  The difference is these activities are meant to benefit the individual, group of individuals or program, and the results are not intended to apply beyond DDD.

DDD supports research activities, provided that all applicable laws, regulations, and policies are followed.  You can become familiar with these rules by visiting the DSHS Human Research Review webpage and reviewing the Washington State Institutional Review Board Procedures (WSIRB) Manual.


	WHAT’S NEW, CHANGED, OR
CLARIFIED
 
	· As staff, you search for ways to improve practice and to incorporate best practices into your work day.  While sharing knowledge and experiences does not necessarily mean that you are doing research, you need to be aware that there are strict rules governing research activities in DSHS.  Understanding these rules will help to ensure that you do not encounter barriers to publication or potential sanctions for research misconduct.

· If you think what you are doing may result in something you would like to publish, you should follow the procedures set forth in this document.  Do not try to make the determination about whether your activity is research or administrative by yourself.  A review of your activity can typically be processed with a week or less. 

· If you have questions about whether an activity is research or administrative, contact the Senior Research and Data Manager in DDD Central Office (see Contact information below).

· A training course on research and WSIRB procedures can be offered at your location upon request.  Please contact the DDD Senior Research and Data Manager to schedule.

· All research activities must be reviewed by the WSIRB, including those conducted by division employees and contractors.  Although you may be granted access to division clients or records for administrative or service delivery purposes, this does not grant you access to persons or information for research purposes.  

· Your local Human Rights Committee does not substitute for a review by the WSIRB.  The time to obtain WSIRB approval is before you conduct your activity.  The review board will not review your study after the fact and most journals will not publish your study unless you can show that your study has been approved by a research review board.  

	ACTION:
	If you, or someone outside the division, want to conduct research using DDD clients or records, you must follow the steps below to obtain study approval:

1.  Contact the DDD Office of Quality Programs and Services (QPS) to discuss your proposed project.

2. Once your study is fully designed, complete an application form.  You can find the appropriate forms, information about Review Board procedures, and other useful information on the DSHS Human Research Review Section webpage. 

3. Submit your application to QPS for review before submitting it to the WSIRB.  The WSIRB review process will go more smoothly if QPS is aware of the proposal and has had a chance to review the application in advance of its submittal to the WSIRB.

4. QPS staff will coordinate the completion of WSIRB Form Appendix G and/or H, and, if approved, will obtain the signature of the Division Director.

5. Once you have received a copy of the signed form, you may submit your application to the WSIRB.

6. Do not collect or access any records for your research project until you have received a formal letter of final approval from the WSIRB.  Letters of conditional approval do not allow you to proceed with the study until all of the conditions in the letter are met.
      
What if I am engaged in or aware of activities that may be inconsistent with these policies?

1. Immediately consult with your supervisor or appointing authority (i.e., Regional Administrator or Superintendent).  DSHS Administrative Policy 12.06, Research Misconduct, requires all employees and contractors of the Department to promptly report any observed, suspected, or apparent misconduct in research to the Research Integrity Officer/Executive Secretary of the DSHS Human Research Review Board.  Your appointing authority will help you determine whether a report to the Research Integrity Officer is warranted.

2. Report all current and future research activities that have not previously been reported to DDD Central Office to the Senior Research and Data Manager or the Chief of the Office of Quality Programs and Services (see Contacts section below). 

DDD staff and professional services contractors who have research and/or publication experience and/or are interested in pursuing research or publication activities should familiarize themselves with the following DSHS administrative policies: 

· DSHS Administrative Policy 12.01, Human Research Review Process;
· DSHS Administrative Policy 12.06, Research Misconduct; and
· DSHS Administrative Policy 5.01, Privacy Policy - Safeguarding of Confidential Information.


	RELATED 
REFERENCES:
	45 CFR Part 46, Protection of Human Subjects
Chapter 42.48 RCW, Release of Records for Research
Chapter 388-04 WAC, Protection of Human Research Subjects


DSHS Administrative Policy 5.03, Client Rights Related to Protected Health Information
WSIRB Procedures Manual

DDD Policy 5.06, Client Rights
DDD Policy 7.03, Informed Consent
DDD Policy 13.01, Public Disclosure and Safeguarding of Confidential Information


	ATTACHMENT(S):   
	None

	CONTACT(S):
	Lisa Weber, Senior Research and Data Manager
lisa.weber@dshs.wa.gov
360/725-3411

Janet Adams, Chief, Office of Quality Programs and Services
janet.adams@dshs.wa.gov
360/725-3408
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