Leadership for Learning (L4L) Ed. D. program

Gearing Up for 

Human Subjects Review

Human Subjects Review at the University of Washington:

-- 
A major part of planning for research

--
A painstaking process

--
The devil is in the details

--
An essential(required) part of dissertation process.  

Two great motivations for taking Human Subjects Review seriously -- 

(1)
The subjects of research need protection. 

(2)
Your study designs need the detailed planning that HS will require. 

Three Basic Principles

Simple justice:  The subjects of research are in a vulnerable position—more vulnerable than we often realize—and deserve to be protected. 

Voluntary participation ("informed consent"):  The subjects of research need to participate of their own free will, and with full knowledge of what they are getting themselves into (especially concerning the risks). 

Privacy and autonomy: The subjects of research deserve to be shielded from unnecessary (and often unwanted) scrutiny by others, during and following the research study.  

Levels of Review

"Exempt" Review:

•
For studies that conform to categories of research in which subjects are completely anonymous (cannot be identified, even by the analyst). 

•
Process: Done within the College of Education, by an internal committee; their decision is reviewed and ratified by the Human Subjects office.

•
Typical timelines: 2-4 weeks, but can be longer if HSD review turns up problematic aspects of college's decision.   

"Minimal Risk"

•
For studies that do not expose subjects to great risk, but in which data collection does allow some link to be made to subjects' identities…. 

•
Process: Done by Human Subjects Division staff.

•
Typical Timelines:  6 - 8 weeks; can be longer if process of revision goes into multiple rounds. 

"Full Review"

•
For studies that raise some substantial risks for subjects.

•
Process: Done by one of two faculty committees which meet every other week.

•
Typical Timelines: Essentially the same as for Minimal Risk reviews. 

The Parts of the Application

First Half (the form)

I-VI.
Identifying Info about applicant, project, signatures, grant (if any) etc. 

VII. Summary of Activity

A.
Background and purpose of research

B.
Research procedures involved

C.
Deception

D.
Subjects: inclusion/exclusion criteria, recruitment

E.
Risks and benefits

F.
Adverse events or effects

G.
Confidentiality of research data

H.
Additional information 

I. 
Type of consent forms

J. Drugs, substances, and devices

Second Half (Attachments)

•
Consent forms (one for each kind of subject)

•
Request for access permission (e.g., to an organizational setting)

•
Recruitment protocols, scripts

•
Notifications (parents, organizational staff)

•
Instruments (questionnaires, interview guides, observation guides, etc.)

Red Flags: A Starting List

What makes the Human Subjects Division worry and (usually) ask for more…

1.
Possibility of (potentially) "coercive" participation.  Consider, for example: 

-- 
Employees approached by organizational superiors.

--
Kids approached by adults who have authority over them. 

2.
Information that might potentially harm 

--
an employee.

--
a child, especially young children.

--
an individual whose first language is not English.

3.
Insufficient protections for confidentiality of data
-- 
Links between names/identities too available. 

-- 
Claims of "anonymity" when "confidentiality" is meant. 

--
Easily traced quotes….. 

4.
Forms of data that make direct identification easy (audio tape, videotape)

Red Flags: A Starting List, continued

5.
Keeping data or data links for indeterminate time
6.
Sensitive questions or other intrusive kinds of data

7.
Data collection that might yield evidence of wrongdoing (abuse, criminal activity, negligence).  

8.
Inconsistencies in the application (as well as missing pieces) 

9.
Excessive claims of possible benefits; inattention to possible risks. 

10. Legalistic, unreadable consent forms
11. Singling out of individuals or groups (potential for stigmatization).

12.  Access to student or personnel records

13. Open-ended, unspecified data collection (especially observation).

14. Studies dealing with language minority populations.
Nuts and Bolts

•
Draft of your applications must be reviewed by L4L Faculty and revised based on feedback.

•
Application must be accompanied by a working version of your dissertation proposal (not necessarily the final, officially approved version, but must be one to which  L4L faculty have given the green light). 

•
Final application needs an L4L faculty sponsor signature (MK or Brad P).

•
Application gets submitted through the College of Ed Room 206 staff (Louise Clauss) with Dean's signature.

•
Student tracks the progress of the application directly with HSD office.    

•
Study does not officially start until Human Subjects Approval has been secured…  (and Supervisory Committee has "approved in principle" the study)

• UW Website:   http://depts.washington.edu/hsd/

The Next Step

(For all who are ready)

Due at April or May weekend 

(the sooner the better)

•
Do a draft of your Human Subjects Application, with special attention paid to all of the attachments, as well as other places in which Red Flags may once again be raised. 

•
Attachments should include a first shot at the actual instrumentation (interview protocols, questionnaires, etc.).

•
Visit the UW Human Subjects division Website first and browse their suggested forms.

•
Submit the application to Mike K or Brad P, copied to your advisor (if different).  Do this electronically if possible (hard copy is also welcome). 

•
We will turn around comments within two weeks, and should be ready to sign your revised application as soon as you can complete the revision.  (Adjustments in this timeline in either direction are possible; approach us individually and we will work it out).  

•
You are getting closer. This is going to happen….
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