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•

•
, state < =

not applicable. This may result in unnecessary <back and 
forth= for clarification. Use non

• To check a box, place an <X= in the box.

• The word <you= refers to the researcher and all members of the research team, unless otherwise 

•

•

document was written (for example, changes that you9ve made during or after the grant review 

•

http://www.washington.edu/research/hsd/docs/2044


researcher9s paycheck

→

collected by another study; recruiting subjects from a registry established by a colleague9s research 

IRB9s review.

→

provide: the UW IRB number, the study title, and the lead researcher9s name.



for a researcher9s failure to prepare an IRB application in a timely manner. 

→

If your application involves the use of a HUD <humanitarian= device: describe whether the use is for <on
label= clinical patient care, <off label= clinical patient care, and/or research (collecting safety and/or 

–



implementation strategies differentially affect FOCUS patients9 psychiatric symptom severity, recovery,

place an <X= in at least one box.

2. Part of an institution, organization, or program9s own internal operational monitoring.

•

•



•
•
•

<Minimal risk= means that the probability and magnitude of harm or discomfort anticipated in the 

develop in approximately 1.5% of the world9s population and are ranked as one of the leading 



<Safety Net Practices= providing services to patients with chronic illness (defined by the Institute of 

core practice facilitation functions outlined in AHRQ9s comprehensive practice facilitation 



tional factors are critical to effective implementation: With growing recognition that <bad 
systems trump good programs,= 49 the role of organizational influences on implementation has 

implementation outcomes depending on an organization9s culture and readiness for change.



displays; 2) Clinician dashboard: FOCUS users9 responses to daily self

initiated by patients (<on demand= functions). 

<[The intervention] was like 
=.31 Ba

symptoms, and persecutory ideation did not impede participants9 use of FOCUS. Efficacy:

positive symptom scale, Cohen9s d=.70), depression (BDI II Cohen9s d=.50), and general 
(PANSS psychopathology scale, Cohen9s d=.73). Relevance for implementation: 

—
have access to their patients9 data and were not <in the loop= of intervention

into practice and make meaningful use of their patients9 data (i.e. inform in person services, better 



9 Cohen9s d=.44) depression (BDI
2 Cohen9s d=.31), and recovery (RAS Cohen9s

treatment. Patients who completed at least 8+ <fully engaged=

<Not at all= to 5 <Very 
Much=): 
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for the definition of <prisoner=.

→
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→

→

<Children= are defined as individuals who have not attained the legal age for consent to treatments or 
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→

<Identifiable= means any direct or indirect identifier that, alone or in combination, would allow you or 

→



• Alzheimer9s patient, or parent and child
•
•

–

• –
• –
• –

→

→



• –

• –

• –

• –

http://www.hhs.gov/ohrp/international/index.html


for patient9s to enter their contact

diagnostic inclusion criteria. <Active status= is defined

Once the <active status= list has been generated, it will then be given to care coordinators or treatment 



include a statement about how you obtained the subject9s name, contact information, and any other 

•

•

•



→

•
• Whether payment will be <pro rated= so that participants who are unable to complete the research 

<Consent= includes: consent from individuals for their own participation; parental permission; assent 

•

•

•

→
→



→

→

<Guidance on Disclosing Reasonably Foreseeable Risks in Research 
Evaluating Standards of Care=;

participants install, use, and incorporate the app9s strategies into their own coping skillset. 

http://www.washington.edu/research/hsd/docs/312
http://www.hhs.gov/ohrp/newsroom/rfc/comstdofcare.html
http://www.hhs.gov/ohrp/newsroom/rfc/comstdofcare.html


coupled with visual displays; 2) Clinician dashboard: FOCUS users9 responses to daily self

participant, along with resolving that issue. IF/EF9s will also talk about the FOCUS app use over the 



what they9ve learned in the FOCUS app and how those 

certificate of completion to their home address or clinic (based on participant9s choice). 



•
•
•
•
•
•
•
•
•
•
•
•
•

•

•

• Offered mHealth, i.e., the percent of each practitioner9s eligible patients who are offered FOCUS
• Treatment Initiation, i.e., percent of consenting patients who followed their practitioner9s 

online FOCUS dashboard to view their individual patients9 uploaded FOCUS data



•

•

•

•

▪
▪

▪

▪

•

•

are obtaining the data from the subjects (or subjects9 specimens) or whether you are obtaining the data 



•

•
•
•

<obtain=.

→



→

→

→





provide the name of the collaborator9s institution/organization.

→

→

Will you access, obtain, use, or disclose a participant9s identifiable 

→
→



contact, and if they9re still actively receiving services at the study site. 

You will fulfill the HIPAA <accounting for disclosures= requirement. See UW Medicine 

→

→

many journals require data sharing as a condition of publication. <Sharing= may include: informal 

https://gds.nih.gov/13faqs_gds.html
http://www.washington.edu/research/hsd/docs/2028


→

: <future contact for 
research=

→

→



If technical issues are identified or if participants have gone 8dark9 (

→

If there are no alternative procedures or treatments, select <No=. Examples of advantageous 

→



•
•

•

•

•

•

•
→

http://www.washington.edu/research/hsd/docs/393
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→

Don’t 
→

the same as <passive= or <opt out= permission where it is assumed that parents are allowing their 

not objected or returned a form indicating they don9t wa

→

→

→

your adult subjects. <All= is an acceptable answer for some 



→

•
•
•

Though children do not have the legal capacity to <consent= to participate 
in research, they should be involved in the process if they are able to <assent= by having a study 

for circumstances in which a child9s assent may be unnecessary or inappropriate.  

http://www.washington.edu/research/hsd/docs/1807


→

→

→

assent. <All= is an acceptable answer for 

Describe how you will identify a child9s objection or resistance to participation 

→

→



→

of specimens or data for which the subject9s identify is readily identifiable to the researcher, unless t

•

•

• –
• –



• – Children9s Online Privacy Protection Act

refers to how a subject9s decision to participate in the research is 

is the parent9s active permission for the child to participate in the research.  

→ , the word <consent= below should also be interpreted as applying to 
parental permission and <subjects= should also be interpreted as applying to the parents.



→
consent. <All= is an acceptable answer for some studies.



•
•
•
•

or will provide their patient9s

We would like to request a waiver for the stamp in order to make the form9s contact information 

Describe how you will ensure or test the subjects9 understanding of the information 



Does your research involve any subject groups that might find it difficult to say <no= to your 
research because of the setting or their relationship with you, even if you don9t pressure them to 

Examples: Student participants being recruited into their teacher9s research; patients being recruited 
into their healthcare provider9s research, study team members who are participants; outpatients 

→

Examples: a study coordinator will obtain consent instead of the subjects9 physician; 

obtained by a method that allows verification of the individual9s signature. In other words, saying <yes= 

→

→

→

your adult subjects. <All= is an acceptable answer for some 





→

–

consent forms) and how you will ensure that the translations meet the UW IRB9s 

→

→

→
→



themselves, describe your process for obtaining permission (<surrogate consent=) 

definition of <legally 
=

. Describe how you will identify the subject9s objection or 

http://www.washington.edu/research/hsd/docs/1667
http://www.washington.edu/research/hsd/docs/1667


•

•

•

•

expects that <cold call= recruitment letters will inform the subject about how their information 

•

•

→



→

→

•
•
•
•
•

→

<Research Data= sections of the following website for UW Records management for the 

the <Research Data and Records= information in Section 8 of this document for the retention 

http://f2.washington.edu/fm/recmgt/retentionschedules/gs/general/uwgsResearch#R
http://www.uwmedicine.org/about/Documents/UWMRRS-1.5.pdf
http://www.uwmedicine.org/about/Documents/UWMRRS-1.5.pdf


<Risk of harm= refers to the risk of harm that would occur with a breach of the unprotected or breached 

genetic information about individuals9 metabolism of medical drugs such as statins.

Examples: Information about subjects9 illegal behavior, very sensitive Personal Health 

http://www.washington.edu/research/hsd/docs/2037


•

•
•

• Examples of <others=: 
•
•

•

•

content while engaged in other activities that require participants9 full attention (e.g., driving, crossing 



on Q9 of the PhQ9 Scale (<
=), 

8Email for PHQ99 attachment in this mod

using a drug that hasn9t been used before in this subject population.

→

→





→

(<Thoughts that you would be better off dead, or of hurting yourself=), will be sent an 
providing additional resources (please see 8Email for PHQ99 attachment in this 

–

→

http://www.washington.edu/research/hsd/docs/2015


• Advisor9s name
•
•



→

http://www.washington.edu/research/osp/gim/gim10.html

