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WORKSHEET Engagement 
PURPOSE and INSTRUCTIONS
This worksheet is used for assistance in determining if the UW is engaged in a research project and which non-UW institutions or individuals are engaged in a research project if the UW is a direct recipient of funding. It does not need to be completed and retained, unless specifically requested by HSD or the IRB. Researchers and IRB staff may complete it and use it at their discretion to:
1. Accompany a written determination to investigators or other organizations about engagement; or
2. Provide documentation in the IRB file about an engagement scenario that may not be immediately obvious to future reviewers.
1. Are you a:
           Research Study Information
PI Name:
Study Title:
END STUDY INFORMATION
   1.    Funding
1.1. The organization is receiving funding through a grant,contract, or cooperative agreement directly from a federal agency that has signed the Common Rule (45 CFR 46 Subpart A). It does not matter whether some or all of the activities involving human subjects will be carried out by another organization.
l "Directly" does not include a subcontract, pass-through, or flow-through funds from an organization that is the prime recipient of the federal support.
If the above applies to the research, the organization is engaged. STOP.
If the above does not apply to the research: go to Part 2: Employee or agent.
END PART ONE
    2.   Employee or agent
Refer to the SOP Engagement for definitions and policies.
There are no employees or agents of the organization involved in the research. The organization is not engaged. STOP.
Employees or agents are involved in the research. Go to Part 3A.
Rationale for the decision, or any other notes (optional):
END PART TWO
  3A.
Identify all that apply:
3A.1. The organization's employees or agents will intervene for research purposes with subjects by performing invasive or noninvasive procedures. 
Examples:  drawing blood; administering a drug; utilizing measurement procedures. 
 
See scenarios 3B.1., 3B.2., and 3B.3., in next section for limited exceptions.
3A.2. The organization's employees or agents will intervene for research purposes with subjects by manipulating the environment. 
Examples:  presenting sensory stimuli; orchestrating environmental events or social interactions.
 
See scenarios 3B.1, and 3B.3., in next section for limited exceptions.
3A.3. The organization's employees or agents will interact for research purposes with subjects. 
  Examples:  Engaging in research-dictated communication; conducting interviews; administering questionnaires.
 
  See scenarios 3B.1., 3B.2., 3B.3., and 3B.4. in next section for limited exceptions.
3A.4. The organization's employees or agents will obtain the informed consent of the subjects.
 
 There are no limited exceptions to this scenario.
3A.5. The organization's employees or agents will obtain for research purposes identifiable private information or identifiable biological specimens from any source for the research, even if the employee or agent does not directly interact or intervene with the subjects. 
Examples: 
a.   Observing or recording private behavior
b.   Using, studying, or analyzing for research purposes identifiable private information or identifiable specimens provided by another institution
c.   Using, studying, or analyzing for research purposes identifiable private information or identifiable specimens already in the possession of the investigators.
 
“Individually identifiable” means: the identity of the subject is or may readily be ascertained by the investigator or associated with the information. This includes situations in which the private information or specimens can be linked to specific individuals by the investigator(s) either directly or indirectly through coding systems.
 
See scenarios 3B.1., 3B.2., 3B.3., 3B.7., 3B.8., 3B.9., and 3B.10. in next section for limited exceptions. 
3A.6. None of the above applies.
If none of the above applies, the organization is not engaged. STOP.
If one or more of the above applies, the organization is generally engaged. Go to Part 3B to see if one of the limited exceptions applies.
END PART THREE A
  3B.
Identify all that apply:
3B.1. The organization's employee or agents will perform commercial or other services for investigators provided that all of the following conditions are also met:
a.   The services performed do not merit professional recognition or publication privileges;
b.   The services are typically performed by those institutions for non-research purposes; and
c.   The employees or agents will not administer any study intervention being tested or evaluated by the research.  
d.   The employees or agents do not enroll subjects or obtain the informed consent of any subjects for 
      participation in the research.
Examples (assuming these would not merit professional recognition or publication privileges):
l  An appropriately qualified laboratory whose employees perform routine serum chemistry analyses of blood   samples for investigators as a commercial service;
l  A transcription company whose employees transcribe research interviews as a commercial service;
l  A hospital whose employees obtain blood through a blood draw or collect urine and provide such specimens to investigators as a service.
3B.2. The organization is not considered a "study site" for the research, but its employees or agents will provide clinical trial-related medical services that are dictated by the research protocol and would typically be performed as part of routine clinical monitoring and/or follow-up of subjects enrolled at a study site by clinical trial investigators (e.g., medical history, physical exam, assessment of adverse events, blood test, CT scan) provided that all of the following conditions also are met:
a.  The employees or agents do not administer the study interventions being tested or evaluated;
b.  The clinical trial-related medical services are typically provided by the organization for clinical purposes;
c.  The employees or agents do not enroll subjects or obtain the informed consent of any subject for participation in the research; and
d.  When appropriate, investigators from an institution engaged in the research retain responsibility for:  (i) overseeing research-related activities; and (ii) ensuring appropriate arrangements are made for reporting research-related data to investigators at an engaged institution, including the reporting of safety monitoring data and adverse events as required by the IRB-approved research.
3B.3. The organization is not considered a "study site" for the research, but its employees or agents will administer the study interventions being tested or evaluated, limited to a one-time or short-term basis (e.g., an oncologist at a clinic administers chemotherapy to a subject as part of a clinical trial because the subject unexpectedly goes out of town, or is unexpectedly hospitalized), provided that all of the following conditions also are met:
a.  An investigator from an institution engaged in the research determines that it would be in the subject's best interest to receive the study interventions being tested or evaluated;
b.   The organization's employees or agents do not enroll subjects or obtain the informed consent of any subjects for participation in the research;
c.   Investigators from the institution engaged in the research retain responsibility for:
i.    Overseeing research-related activities;
ii.   Ensuring the study interventions are administered in accordance with the IRB-approved procedures; and
iii.   Ensuring appropriate arrangements are made for reporting protocol-related data to investigators at the engaged institution, including the reporting of safety monitoring data and adverse events as required by the IRB-approved research, and
d.   An IRB designated on the engaged institution's FWA is informed that study interventions being tested or evaluated have been administered at an institution not selected as a research site.
3B.4. The organization's employees or agents will:
a.   Inform prospective subjects about the availability of the research;
b.   Provide prospective subjects with information about the research (which may include a copy of the informed consent document and other IRB approved materials) but do not obtain subjects' consent for the research or act as representatives of the investigators;
c.   Provide prospective subjects with information about contacting investigators for information or enrollment; and/or
d.   Seek or obtain the prospective subjects' permission for investigators to contact them.
3B.5. The organization is permitting the use of its facilities for intervention or interaction with subjects by investigators from another institution.  
Examples:  
l    Investigators from another institution conduct or distribute a research survey in the classroom;
l    Permitting investigators from another institution to recruit research subjects;
l  Permitting investigators from another institution to draw a blood sample at the organization for research purposes.
3B.6. The organization's employees or agents release to investigators at another institution identifiable private information or identifiable biological specimens pertaining to the research subjects.  
3B.7. The organization's employees or agents:
a.  Obtain coded private information or human biological specimens from another institution involved in the research that retains a link to individually identifying information, and
b.  Are unable to readily ascertain the identity of the subjects to whom the coded information or specimens pertain because, for example:
i.     They have entered into an agreement with the holder of the links (or code key) prohibiting the release of the links/key to the organization's employees or agents under any circumstances;
ii.    The releasing institution has IRB-approved written policies and operating procedures applicable to the research project that prohibit the release of the links/key to the organization's employees or agents under any circumstances; or
iii.   There are other legal requirements prohibiting the release of the links/key to the organization's employees or agents.
Other members of the research team:  May be located at other institutions.  It includes anyone involved in conducting the research.  Individuals who provide coded information or specimens and who also collaborate on other activities related to the conduct of the research with the investigators who receive the information/specimens are considered to be involved in conducting the research.  Examples of such additional activities include, but are not limited to: (1) the study, interpretation, or analysis of the data resulting from the coded information or specimens; and (2) authorship of presentations or manuscripts related to the research. 
“Coded” means: 
a.    Identifying information that would enable the investigator to readily ascertain the identity of the individual to whom the private information or specimens pertain has been replaced with a number, letter, symbol, and/or combination thereof (i.e., the code); and
b.    A key to decipher the code exists, enabling linkage of the identifying information to the private information or specimens. 
 
Note that this set of circumstances related to engagement should be considered only after it has already been determined whether research involving coded private information or specimens is or is not research involving human subjects. 
3B.8. The organization's employees or agents will access or utilize individually identifiable private information only while visiting another institution (which is engaged in the research), provided their research activities are overseen by the IRB of the institution that is engaged in the research.
3B.9. The organization's employees or agents will access or review identifiable private information for purposes of study auditing. 
3B.10. The organization's employees or agents will receive identifiable private information for purposes of satisfying U.S. Food and Drug Administration reporting requirements. 
3B.11. The organization's employees or agents will author a paper, journal article, or presentation describing the study.
3B.12. None of the above applies.
If involvement of the organization's employees or agents is limited to one or more of the above exceptions, the organization is not engaged. For example, each selection in part 3A must have a corresponding exception in 3B.
Otherwise, the organization is engaged.  
END PART THREE B
Choose only one from the list of options.
Choose as many as needed from the list of options.
Shows all logic branching and hidden guidance in the form.
Hides all logic branching and guidance in the form. In some instances, where the logic branching is complex, it will also reset the form. Hover over the button for tool tips.
Reveals further information, instructions, or examples for the adjacent question.
Hides the information, instructions, or examples for the adjacent question.
Visual cue that there is an attachment associated with the adjacent question or line.
TAB
Tab out of the input field and it will expand to the size of the text.
ENABLE COMMENTS in ADOBE READER or ACROBAT
Choose File, Print, then change printer to Adobe PDF. In the printer dialog box under "Documents and Forms" make sure that "Comments and Forms" is selected. Click the "Print" button. The form will now be "flattened" and able to take comments.   This removes the ability fill in the form, so save the "flattened" version with a different name if the form is not completed, or changes need to be made.
PDF SIGNATURE FIELDS
HSD currently accepts both ink and "electronic" signatures. Click in the signature field and follow the instructions to create a PDF signature, or use another type of electronic signature.
For help with Adobe Reader: http://www.adobe.com/support/reader/
9.0.0.2.20101008.1.734229
servicesRow.servicesCheck.rawValue
	CurrentPage: 
	PageCount: 
	piName: 
	This button reveals a page containing information about the conventions used in HSD PDF forms.: 
	resCheck: 0
	hsdCheck: 0
	TextField1: 
	yesFundingCheck: 0
	noCheck: 0
	yesCheck: 0
	TextField5: 
	proceduresCheck: 0
	interveneCheck: 0
	interactCheck: 0
	consentCheck: 0
	obtainCheck: 0
	noneAboveCheck: 0
	servicesCheck: 0
	trialCheck: 0
	administerCheck: 0
	subjectsCheck: 0
	facilitiesCheck: 0
	releaseCheck: 0
	accessCheck: 0
	auditCheck: 0
	fdaCheck: 0
	authorCheck: 0
	noneCheck: 0
	titleCell: 
	: 
	This button reveals all conditional branching and hidden guidance in the form: 
	This button re-hides all conditional branching and guidance. : 
	Close this page: 
	hiddenPageNumReturn: 



