	
PUBLIC HEALTH DIVISION/MULTNOMAH COUNTY HEALTH DEPARTMENT
INITIAL REVIEW QUESTIONNAIRE (IRQ)
APPLICATION FOR IRB REVIEW TO CONDUCT RESEARCH


	
	

	Project Title:
	[bookmark: Text1]     
	
	Principal Investigator:
	[bookmark: Text2]     

	

	Phone:
	[bookmark: Text3]     
	
	E-Mail address:
	[bookmark: Text4]     

	

	Institution:
	[bookmark: Text5]     
	
	Address:
	[bookmark: Text6]     

	

	City:
	[bookmark: Text7]     
	
	State:
	[bookmark: Text8]     
	
	Zip:
	[bookmark: Text9]     

	
	

	
	

	Funding 
Source:
	Federal Grant
Other
	[bookmark: Check54]|_|
[bookmark: Check55]|_|
	Full name of funding source:
	[bookmark: Text11]     

	
	
	
	If grant, provide title of grant:
	[bookmark: Text12]     

	
	               and grant number:
	[bookmark: Text13]     

	
	Duration of grant: 
	[bookmark: Text139]     

	
	

	Will you be contracting or subcontracting any of the work? 
	
	[bookmark: Check4]|_|
	Yes
	[bookmark: Check3]|_|
	No

	If yes, with whom:
	[bookmark: Text10]     

	

	List senior or key personnel involved with this study [begin with the Principal Investigator (PI) and attach separate sheet if necessary.] Senior and key personnel are those individuals who contribute to the scientific development or execution of the research both substantively and measurably. All PHD staff that serve as an investigator or senior/key personnel in the planning or conduct of research must submit a Financial Conflict of Interest Disclosure form as prescribed by PHD policy: www.healthoregon.org/irb. It is the PI’s responsibility to ensure that research staff has complied with this requirement. If you are an Investigator from an outside institution, you must provide evidence that your institution is in compliance with 42 CFR 50, Subpart F and that appropriate disclosures have been made. 

	NOTE:  Internal Investigators

	If this study is being conducted by staff working at the Oregon Health Authority, Public Health Division or Multnomah County Health Department, a supervisory manager must be listed as key personnel, and will be the responsible party overseeing the conduct of the study (for the purpose of federal research integrity and assurance).




	

	Principal Investigator
[bookmark: Text20]Name (include degrees):       
	
[bookmark: Text19]E-mail:      

	Key/Senior Personnel (include degrees):       
[bookmark: Text147]Study role (Co-Investigator, study coordinator, etc):      
	
E-mail:      

	Key/Senior Personnel (include degrees):       
Study role (Co-Investigator, study coordinator, etc):      
	
E-mail:      





	Key/Senior Personnel (include degrees):       
Study role (Co-Investigator, study coordinator, etc):      
	
E-mail:      

	Key/Senior Personnel (include degrees):       
Study role (Co-Investigator, study coordinator, etc):      

**If you need more room for additional personnel, please submit a WORD doc. Listing their name, role, and contact information.
	
E-mail:      





	
	

	1.
	Does your project involve a systematic investigation, including research development, testing and evaluation, which is designed to contribute to generalizable knowledge? (Answer YES, only if your activity involves all of these elements)
	
	[bookmark: Check56]|_|
	Yes
	[bookmark: Check57]|_|
	No

	

	2.
	Will you be obtaining information about a LIVING individual through direct intervention or interaction with that individual? This would include any contact with people using questionnaires, surveys, interviews, focus groups, observations, treatment interventions, etc.
	
	|_|
	Yes
	|_|
	No

	

	3.
	Will you be using identifiable, private information about a LIVING individual collected through means other than direct interaction? This would include data, records or biological specimens that currently exist or will be collected in the future for purposes other than proposed research (e.g. medical records, ongoing collection of specimens for a tissue repository, etc.)
	
	|_|
	Yes
	|_|
	No

	
	

	  4.
	Project Description – provide a lay language summary based on the protocol. If the protocol is a multi-site study, please provide detailed information on how the study will be conducted in Oregon. If you do not have a written protocol, you must provide detailed information for each of these categories:

	
	

	a)
	Describe the primary purpose of this protocol including the specific study aims:
[bookmark: Text132]     

	
	
	

	b)
	Describe the subject population, inclusion and exclusion criteria:
[bookmark: Text140]     

	
	
	

	c)
	Summarize how subjects are recruited and enrolled:
[bookmark: Text133]     

	
	
	

	d)
	Describe the consent process:
[bookmark: Text134]     

	
	
	

	e)
	Describe the procedures that subjects undergo:
[bookmark: Text135]     

	
	
	

	f)
	Describe survey or interview instruments, if applicable:
[bookmark: Text136]     

	
	
	

	g)
	Briefly describe how the data will be analyzed to address the purpose of the protocol:
     

	
	
	

	h)
	If this is a clinical trial using an experimental drug and/or device, or an approved drug and/or device used for an unapproved purpose, briefly describe the drug and/or device (including intended therapeutic effects as well as potential adverse effects):
[bookmark: Text138]     

	
	
	

	
	

	   5.
	Does the study involve genetic research (research using DNA samples, genetic testing, or information about an individual or the individual’s blood relatives obtained from a genetic test)?  
(Refer to OAR 333-025-0140 for specific informed consent requirements.)
	

	
	
	

	
	
	
	|_|
	Yes
	|_|
	No

	
	
	

	
	
	

	    6.
	Does the project involve any of the following (check all that apply):

	
	

	
	[bookmark: Check7]|_|
	Survey, questionnaire, or interview procedures

	
	|_|
	[bookmark: Text152]Collection or study of existing data, documents or records. Specify:      

	
	|_|
	Collection of data through noninvasive procedures routinely employed in clinical practice (e.g. MRI, ECG, physical sensors, flexibility testing, etc.) Specify:

	
	
	[bookmark: Text142]     

	
	|_|
	Collection of blood samples or other biological specimens. Specify:

	
	[bookmark: Text23]     
	

	
	|_|
	Collection of data from voice, video, digital, or image recordings made for research purposes. 

	
	
	

	
	|_|
	Other:
	[bookmark: Text24]     

	

	7.
	a)  
	Is the information collected, recorded in such a manner that subjects cannot be

	
	
	identified directly or through identifiers linked to the subjects?
	[bookmark: Check9]|_|
	Yes
	[bookmark: Check8]|_|
	No

	

	b)
	Could the information recorded about the subjects, if it became known outside the research, place the subjects at risk of criminal or civil liability, or be damaging to the subjects’ financial standing, insurability or employability? 
	

	
	
	
	

	
	
	
	

	
	
	
	|_|
	Yes
	|_|
	No

	

	
	c)
	Is the information collected from sources that are publicly available?
	|_|
	Yes
	|_|
	No



	   8.
	
	Check any study population that will be…[footnoteRef:1] [1:  Please review PHD policies for vulnerable subject participation in research at: www.healthoregon.org/irb.] 

	Targeted
	Incidentally
Included
	

	
	
	
	
	

	
	Children 
	[bookmark: Check10]|_|
	[bookmark: Check11]|_|
	

	
	Pregnant women
	|_|
	|_|
	

	
	Fetus/neonates
	|_|
	|_|
	

	
	Decisionally/cognitively impaired
	|_|
	|_|
	

	
	Non-English speakers
	|_|
	|_|
	

	
	Prisoners
Unknown (chart review only, will not be able to distinguish the above populations from review)
	|_|
|_|
	|_|
|_|

	

		
	




	9.a)
	[bookmark: Text145]If children will be included as subjects, describe plans to obtain parental permission and child assent. If you do not intend to obtain assent from children 7 years of age or older explain why:       

	b)
	If non-English speakers will be included as subjects, provide a plan for interpretation or translation. Explain how you would communicate with your subjects; how you would obtain written or oral consent; what material, if any, would be translated and in what languages; and how you would assure the quality of interpreting and translations:
[bookmark: Text118]      

	c)
	Include copies of translated documents with this application and provide proof of certified translation or if the translation has been done by a native speaker, provide information on the persons qualifications to interpret the information:
[bookmark: Text127]      

	d)
	If decisionally or cognitively impaired individuals will be included as subjects, provide a plan for how you will identify impairment and how you would obtain written or oral consent:
[bookmark: Text143]     

	10.
	Maximum number of subjects you plan to enroll from Oregon (or in the case of data review research, where no direct contact with subjects occurs, estimate the total number of subjects referenced by the study):
	
[bookmark: Text25]     

	
	If multisite study, total number of subjects from all sites:
	[bookmark: Text146]     

	

	11.
	Estimated start date:
	[bookmark: Text26]     
	Estimated length of study:
	[bookmark: Text27]     

	
	

	12.
	Describe and assess any potential risks (physical, psychological, social, legal, or economic) and assess the likelihood and seriousness of such risks.

	
	

	
	a)
	What are the risks and the probability of occurrence of each?
	

	
	
	[bookmark: Text98]     

	
	
	

	
	b)
	Is the likelihood and degree of harm or discomfort greater than those ordinarily encountered in daily life or during the performance of a routine physical or psychological exam or test? Explain
	

	
	
	
	

	
	
	
	|_|
	Yes
	|_|
	No

	
	
	[bookmark: Text99]     

	
	
	

	
	c)
	How are risks minimized?
	

	
	
	[bookmark: Text116]     

	
	
	

	

	
	d)
	Have these risks been identified in the consent form or script?
	|_|
	N/A
	|_|
	Yes
	|_|
	No

	
	
	If not, why?
	[bookmark: Text31]     

	
	e)
	Are the expected risks of the research such that a data safety monitoring board (DSMB) has been established? If yes, provide a copy of the DSMB membership.
	

	
	
	
	

	
	
	
	[bookmark: Check12]|_|
	Yes
	[bookmark: Check13]|_|
	No

	

	13.
	Describe the potential benefits that may accrue directly to the subject. If none, state so. (Note: monetary compensation is NOT considered a benefit.)

	

	
	a)
	 Benefits to the subject:
	[bookmark: Text32]     

	
	b)
	Benefits to society:
	[bookmark: Text33]     

	

	14.
	Specify any monetary or other compensation for participation (if gift card, specify the amount

	
	and the vendor):[footnoteRef:2] [2:  Review PHD policy on Compensating Research Subjects found at: www.healthoregon.org/irb.] 

	[bookmark: Text34]     

	

	15.
	Describe why the benefits to subjects and the importance of the knowledge gained

	
	outweigh the risks:
	

	
	[bookmark: Text100]     

	
	

	

	16.
	Describe plans to monitor the study for unanticipated problems and by whom (principal

	
	investigator, independent reviewer, data safety monitoring committee/board, etc.):

	
	[bookmark: Text37]     

	
	

	

	17.
	Do you have a Data Safety Monitoring Plan associated with this study? 
	|_|
	Yes
	|_|
	No

	
	A data safety monitoring plan assures the safety of subjects and the validity of the data.[footnoteRef:3] [3:  Reference NIH policy at http://grants.nih.gov/grants/guide/notice-files/not98-084.html,] 


	
	

	18.
	Describe how confidentiality of data and privacy of subjects’ involvement will be maintained:

	
	[bookmark: Text102]     

	
	

	a)
	Will records or data that contain personal identification of subjects be

	
	transmitted electronically outside of the institution where obtained?  
	|_|
	Yes
	|_|
	No

	
	If yes, describe how this information will be protected: 
	

	
	[bookmark: Text101]     

	
	
	

	b)
	Will records or data that contain personal identification of subjects be physically

	
	transported outside of the institution where obtained?[footnoteRef:4] [4:  Review OHA/DHS policy on Transportation of Information Assets found at: www.healthoregon.org/irb.] 

	|_|
	Yes
	|_|
	No

	
	If yes, describe what measures will be taken to protect the information during transit:

	
	[bookmark: Text41]     

	
	
	

	

	19.  
	If the research involves physical or behavioral interventions, identify alternative interventions 

	
	that might be advantageous to the subjects, and their potential risks and benefits:

	
	[bookmark: Text103]     

	

	20.
	Will an investigational drug or device be administered in this study?
	|_|
	Yes
	|_|
	No

	
	If yes, 	contact the IRB coordinator for additional forms that must be completed.




	21.
	Describe the scientific merit of the proposed study including what generalizable knowledge is to

	
	be gained from the research:
	

	
	[bookmark: Text107]     

	

	22.
	In your opinion, is this project exempt from IRB review?
	|_|
	Yes
	|_|
	No

	
	If yes, under what category of 45 CFR 46.101(b) - [see Appendix A]:

	
	[bookmark: Text45]     

	
	Explain why you believe this exemption applies to your protocol:

	
	[bookmark: Text108]     

	

	23.
	Will this project be reviewed by another IRB?
	|_|
	Yes
	|_|
	No

	
	If yes, provide name(s) of other IRBs involved and submit copies of approvals. 

	
	Include correspondence on any issues that other IRBs required in order to approve:

	
	[bookmark: Text47]     

	
	

	Informed Consent
(See Appendix B for a list of informed consent elements)

	
	

	24a)
	Will you obtain a signed, written consent form from subjects?   
[bookmark: Text128]     
	|_|
	Yes
	|_|
	No

	b)
	Will you obtain oral consent over the phone (e.g. for survey or interview)?
[bookmark: Text129]     
	|_|
	Yes
	|_|
	No

	c)
	Will you obtain oral consent in person (e.g. for focus group discussion)?
     
	|_|
	Yes
	|_|
	No

	d)
	If you answered yes to 24 a. b. OR c., will you be providing the subjects a copy of the consent form or consent script?
	|_|
	Yes
	|_|
	No

	e)
	If you answered yes to 24.d. how will the copy be provided? 
	In person
	|_|
	 By mail
	|_|

	f)
	Will subjects be asked to return a signed copy to investigators?
	Yes
	|_|
	No
	|_|

	g)
	[bookmark: Text126]Specify the reading level of the consent form/script:      
The PH IRB requires that the consent form be at an 8th grade reading level or less.
[bookmark: Text144]     
	|_|
	N/A
	
	

	
	[bookmark: Text141]Provide further clarification with regard to the consent form if needed:      

	h)
	If you do not intend to obtain a signed copy of the consent form, or wish to use data if a signed consent form is not returned, the IRB must issue a waiver of documentation of consent. Please answer the following:


	
	i.
	Is the only record linking the subject and the research the consent document, and the principal risk to subjects’ is potential harm resulting from a breach in confidentiality?
	|_|
	Yes
	|_|
	No

	
	ii.
	Does the research present no more than minimal risk of harm to subjects and involve no procedures for which written consent is normally required outside the context of the research?

	|_|
	Yes
	|_|
	No

	

	I)
	Will non-English speakers be included in this study? (If yes, continue)
[bookmark: Text120]     
	|_|
	Yes
	|_|
	No

	
	
	
	
	
	

	
	i.
	Will you obtain oral consent in person using an interpreter?
	|_|
	Yes
	|_|
	No

	
	ii.
	Will the subject receive a translated version of the full consent form?
	|_|
	Yes
	|_|
	No

	
	iii.
	If no to ii. above, you must provide at a minimum a translated “short form” written consent? A short form consent is a document stating that the elements of informed consent have been presented orally to the subject. If using the short form method, a witness must be present at the oral presentation and the witness must sign both the short form and a written summary of what is to be said to the subject. Provide the IRB with a copy of the short form and written summary if using this method.[footnoteRef:5] [5:  Reference guidance from OHRP on obtaining and documenting informed consent of subjects who do not speak English: http://www.hhs.gov/ohrp/policy/ic-non-e.html] 

	
	
	
	

	
	
	
	
	
	
	

	j)
	Are you requesting a waiver of informed consent? If yes, continue. (Note: A waiver must be requested for studies involving the use of existing, identifiable data if you do not plan to obtain consent.)
	
|_|
	
Yes
	
|_|
	
No

	

	i.
	Does the proposed research present no more than minimal risk to the 

	
	study subjects?  Explain below:
	|_|
	Yes
	|_|
	No

	
	[bookmark: Text104]     

	
	
	

	

	ii.
	Explain how the waiver of informed consent will not adversely affect the rights and welfare

	
	of subjects: 
	

	
	[bookmark: Text105]     

	
	
	

	

	iii.
	Explain why the research cannot practicably be carried out without a waiver of informed

	
	consent:
	

	
	[bookmark: Text106]     

	
	
	

	

	iv.
	Describe plans you may have to provide pertinent information to the study subjects at

	
	a later date (including study findings/results). If the study is not designed to yield

	
	information that would be pertinent to the subjects whose data will be reviewed, please explain why:

	
	[bookmark: Text55]     

	
	

	

	HIPAA

	When obtaining protected health information (PHI) from a covered entity for research purposes, or using or disclosing protected health information (PHI) to a covered entity for research purposes, you must obtain the research subject’s “authorization” unless a waiver of authorization is granted. This is similar to obtaining the subject’s consent to participate in the research but is specific to getting the subject’s approval to use or disclose their health information that is protected by the HIPAA privacy rule. An “authorization” may be a separate document or the elements of an authorization may be imbedded in the consent form. (See Appendix C for a list of authorization elements and definition of PHI.)  NOTE: Protected health information obtained as a result of public health reporting requirements or an investigation may NOT be used for research purposes without obtaining the research subject’s consent or authorization or requesting a waiver from the IRB.



	25.
	Will your research involve using or disclosing protected health information?  
	[bookmark: Check14]|_|
	Yes
	[bookmark: Check15]|_|
	No

	
	If no, go to question 30.

	

	

	26.
	a)
	Will your research be conducted by a covered entity? (Please see the PH IRB Policy & Procedures Manual, HIPAA Section for what the hybrid entity, OHA, considers covered and not covered within the Authority).

[bookmark: _GoBack]Name of entity:      

	[bookmark: Check16]|_|
	Yes
	[bookmark: Check17]|_|
	No

	
	b)
	Will the research obtain individually identifiable health information from 
	

	
	
	a covered entity? If no to both a) and b), go to question 30.

Name of entity:      


	|_|
	Yes
	|_|
	No


	

	27.
	Does the research involve any of the following – if yes, please complete the relevant form(s) found at www.healthoregon.org/irb, attach to the application, and skip to question 30:
	
	
	
	

	
	a)
	The sole use or disclosure of individually identifiable health information in order to prepare a research protocol or for similar purposes preparatory to research (e.g. identifying potential subjects). If yes, complete the Access to PHI Preparatory to Research form.
	|_|
	Yes
	|_|
	No

	
	b)
	The sole use of de-identified health information. If yes, complete the Principal Investigator Certification Deidentified PHI form.
	|_|
	Yes
	|_|
	No

	
	c)
	The sole use or disclosure of individually identifiable health information that is solely a limited data set? If yes, complete the PHI Included in a Limited Data Set form.
	|_|
	Yes
	|_|
	No

	
	d)
	The sole use or disclosure of individually identifiable health information on decedents. If yes, complete the Research on Decedents’ Information form.

	|_|
	Yes
	|_|
	No

	

	28.
	Will you obtain protected health information under a valid authorization of 
	
	
	
	

	
	the research subject or personal representative of the subject?
	|_|
	Yes
	|_|
	No

	
	If yes, attach a copy of the authorization form or attach a copy of the consent form highlighting the authorization elements, then skip to question 30. If no, continue.
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	

	29.
	a)
	Are you requesting a waiver or alteration of the research subject’s
	
	
	
	

	
	
	authorization? If yes, continue. If no, identify under what authority the
	[bookmark: Check20]|_|
	Yes
	[bookmark: Check21]|_|
	No

	
	
	information can be collected without authorization and skip to question
	
	
	
	

	
	
	30 (ref. 45 CFR 164.512). (Note: if obtaining authorization orally, you must request an alteration of the research subject’s authorization as the privacy rule requires written, signed authorization.) 
	
	
	
	

	
	
	     
	
	
	
	

	
	b)
	Provide a brief description of the protected health information you wish to use or disclose 

	
	
	and the location of the information:
	

	
	
	[bookmark: Text111]     

	
	
	

	

	        c)
	Will the information you access and record, include any of the following identifiers (check all

	
	that apply):

	
	[bookmark: Check33]|_|
[bookmark: Check34]|_|
[bookmark: Check35]|_|
[bookmark: Check36]|_|
[bookmark: Check37]|_|
[bookmark: Check38]|_|
[bookmark: Check39]|_|
[bookmark: Check40]|_|
[bookmark: Check41]|_|
	Names
	[bookmark: Check43]|_|
	Certificate/license #s

	
	
	Address other than city/state/zip
	[bookmark: Check44]|_|
	Vehicle ID or serial #s, including license plate #

	
	
	Telephone or Fax numbers
	[bookmark: Check45]|_|
	Device identifiers or serial #s

	
	
	E-mail addresses
	[bookmark: Check46]|_|
	Web universal resource locators (URLs)

	
	
	SSN’s
	[bookmark: Check47]|_|
	Internet protocol (IP) address #s

	
	
	Medical record #s
	[bookmark: Check48]|_|
	Biometric identifiers, including finger and voice

	
	
	Health plan beneficiary #s
	
	   Prints

	
	
	Account numbers
	[bookmark: Check49]|_|
	Any elements of dates directly related to the

	
	
	Full face photo images or any
	
	   individual (DOB, DOD, admission/ discharge, 

	
	
	   comparable images
	
	   etc.)

	
	[bookmark: Check42]|_|
	Any other unique identifying #, characteristic, or code. Describe:
[bookmark: Text117]     

	
	
	

	
	
	
	

	

	d)
	Explain why the use or disclosure of the information in (b) involves no more than a minimal risk to the privacy of research subjects. Include a detailed list of the source(s) of the 	

	
	

	
	information:
	

	
	[bookmark: Text62]     

	
	
	

	         e)
	Describe plans to protect the information from improper use or disclosure. Include information about where the protected health information will be stored and identify all	

	
	

	
	study staff or institutions who will have access to the information:
	

	
	[bookmark: Text63]     

	
	
	

	        f)
	Will you destroy identifiers at the earliest opportunity consistent with 
	

	
	the conduct of the research?
	[bookmark: Check22]|_|
	Yes
	[bookmark: Check23]|_|
	No

	
	If yes, describe plans and procedures to be used to destroy identifiers:

	
	[bookmark: Text64]     

	
	

	
	If no, explain why identifiers will not be destroyed:
	

	
	[bookmark: Text109]     

	
	
	

	

	        g)
	Explain why this research cannot practicably be conducted without access to and use of

	
	protected health information:
	

	
	[bookmark: Text110]     

	
	
	

	h)
	Explain why this research cannot practicably be conducted without the waiver or alteration of

	
	authorization:
	

	
	
	[bookmark: Text70]     


	          i)
	You are required to limit the protected health information to the “minimum necessary” in order to accomplish the intended purpose of the use, disclosure or request. Explain why the 

	
	

	
	health information collected is the minimum necessary to meet the research objectives:

	
	[bookmark: Text71]     

	
	

	

	

	30.
	Will other institutions be ‘engaged’ in this research project?  If yes, specify below. These institutions may be required to file a federal wide assurance with the Office for Human Research Protection before they can participate in the research. Please reference: http://www.hhs.gov/ohrp/humansubjects/guidance/engage08.html 
	[bookmark: Check51]|_|Yes
	[bookmark: Check50]|_|No

	
	
	Institutions are considered engaged in a project when the involvement of their employees or agents in the project include: performing invasive or noninvasive procedures (e.g. collecting blood or saliva), manipulating the environment (e.g. controlling light, sound, temperature), conducting interviews or administering questionnaires, obtaining informed consent, or obtaining identifiable private information from any source.
	

	
	

	
	LIST INSTITUTIONS ENGAGED
	IDENTIFY FWA #

	
	a) [bookmark: Text148]     
	[bookmark: Text149]     

	
	b)      
	     

	
	c)      
	     

	
	d)      
	     

	
	

	31.
	The following items must be submitted in addition to this questionnaire:

	●
	HHS application or proposal, if applicable [required by federal regulation 45 CFR 46.103(f)]

	●
	Research protocol

	●
	Consent forms/scripts

	●
	Interview tools, assessment instruments, questionnaires, etc.

	●
	Recruitment brochures/flyers

	●
	Letters of collaboration, if applicable

	●
	Copies of CVs for principal investigator and co-investigators

	●
	Any relevant appendices or HIPAA forms

	
	

	

	PRINCIPAL INVESTIGATOR ASSURANCE
	

	

	As principal investigator for this study:

	●
	I certify that the information provided in this application is complete and accurate;

	●
	I will conduct this study in compliance with the protocol as reviewed and approved by the IRB;

	●
	I will promptly notify the Public Health IRB of any proposed changes to the project and understand

	
	that no changes can be implemented prior to IRB review and approval;

	●
	I agree to promptly report any unanticipated problems or adverse events which become apparent

	
	during the course or as a result of the research and the actions taken as a result. In the case of

	
	DHHS sponsored research, I will also report such matters directly to DHHS;

	●
	I will promptly respond to all requests made by the Public Health IRB for review of this activity;

	●
	I assure that identifiable information will be protected from improper use and disclosure;

	●
	I will be responsible for the ethical conduct of this project and for protecting the rights and welfare

	
	of subjects in the research.

	
	

	
	

	
	

	     
	
	[bookmark: Text73]     
	

	Signature
	
	Date
	 

	


Internal PHD or MCHD Investigators:
Completion date of Collaborative Institutional Training Initiative Basic Training (CITI):      
If you are unaware of the CITI research training, please contact the PH IRB Coordinator:
Alayna.n.nest@state.or.us

External Investigators: Please send proof of human subject’s research training for all listed study personnel.


	NOTE:  External investigators

	You must have a manager within the Oregon Health Authority (OHA) who will sponsor the research. If the study is under review by the PH IRB due to Multnomah County Health Department’s involvement, a manager within MCHD must sponsor. This does not mean that the OHA manager is actually working on the investigation; rather, it means that there is a manager who is familiar with the project and can vouch for its scientific and research merit and integrity. If you are unsure about potential sponsors, please contact the IRB Coordinator at (971) 673-1221. 

[bookmark: Text150]OHA/PHD or MCHD Responsible Party:      
[bookmark: Text151]OHA/PHD or MCHD Responsible Party Signature:      
By signing this document, you acknowledge that you are aware of and approve this IRB application and all supporting documentation.





Send one electronic copy of the application and all other material to: alayna.n.nest@state.or.us. 

Information may also be mailed to: 
Public Health IRB Coordinator
OHA – Public Health Division
800 NE Oregon Street, Suite 930
Portland OR 97232

Phone:	971-673-1221
Fax:		971-673-1299

For your own records, save MS Word versions of all material and a PDF version of signed documents as throughout the duration of your study, revisions may be needed.

Application deadlines (for protocols needing a Full Board review) can be found at: www.healthoregon.org/irb




	

	APPENDIX A

	
	

	Exemption Categories per 45 CFR 46.101 (b):  Unless otherwise required by Department or Agency heads, research activities in which the only involvement of human subjects will be in one or more of the following categories are exempt from this policy.  

	
	

	[bookmark: Check27]|_|
	1
	Research conducted in established or commonly accepted educational settings, involving normal educational practices, such as (i) research on regular and special education instructional strategies, or (ii) research on the effectiveness of or the comparison among instructional techniques, curricula, or classroom management methods.

	
	
	

	
	
	

	
	
	

	
	
	

	[bookmark: Check28]|_|
	2
	This exemption does not apply when the research involves minors. Research involving the use of educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures, interview procedures or observation of public behavior, unless: (i) information obtained is recorded in such a manner that human subjects can be identified, directly or through identifiers linked to the subjects; and (ii) any disclosure of the human subjects' responses outside the research could reasonably place the subjects at risk of criminal or civil liability or be damaging to the subjects' financial standing, employability, or reputation.

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	[bookmark: Check29]|_|
	3
	Research involving the use of educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures, interview procedures, or observation of public behavior that is not exempt under paragraph (b)(2) of this section, if: (i) the human subjects are elected or appointed public officials or candidates for public office; or (ii) Federal statute(s) require(s) without exception that the confidentiality of the personally identifiable information will be maintained throughout the research and thereafter.

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	[bookmark: Check30]|_|
	4
	Research involving the collection or study of existing data, documents, records, pathological specimens, or diagnostic specimens, if these sources are publicly available or if the information is recorded by the investigator in such a manner that subjects cannot be identified, directly or through identifiers linked to the subjects.
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	5
	[This exemption applies only to research directly supervised by a Federal Department or Agency Head. It does not refer to state or county agency heads.] Research and demonstration projects which are conducted by or subject to the approval of Department or Agency heads, and which are designed to study, evaluate, or otherwise examine:  (i) Public benefit or service programs; (ii) procedures for obtaining benefits or services under those programs; (iii) possible changes in or alternatives to those programs or procedures; or (iv) possible changes in methods or levels of payment for benefits or services under those programs.
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	6
	Taste and food quality evaluation and consumer acceptance studies, (i) if wholesome foods without additives are consumed or (ii) if a food is consumed that contains a food ingredient at or below the level and for a use found to be safe, or agricultural chemical or environmental contaminant at or below the level found to be safe, by the Food and Drug Administration or approved by the Environmental Protection Agency or the Food Safety and Inspection Service of the U.S. Department of Agriculture.


	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	



	APPENDIX B

	ELEMENTS OF INFORMED CONSENT

	

	Basic Elements: (Ref. 45 CFR 46.116)

	●
	A statement that the study involves research;

	●
	An explanation of the purposes of the research;

	●
	The expected duration of the subject's participation;

	●
	A description of the procedures to be followed;

	●
	Identification of any procedures that are experimental;

	●
	A description of any reasonably foreseeable risks or discomforts to the subject and their probabilities;

	
	

	●
	A description of any benefits to the subject or to others which may reasonably be expected from the research;

	
	

	●
	A disclosure of appropriate alternative procedures or courses of treatment, if any, that might be advantageous to the subject;

	
	

	●
	A statement describing the extent, if any, to which confidentiality of records identifying the subject will be maintained;

	
	

	●
	For research involving more than minimal risk, an explanation as to whether any compensation, and an explanation as to whether any medical treatments are available, if injury occurs and, if so, what they consist of, or where further information may be obtained;

	
	

	
	

	●
	An explanation of whom to contact for answers to pertinent questions about the research and research subjects' rights, and whom to contact in the event of a research-related injury to the subject; and

	
	

	
	

	●
	A statement that participation is voluntary, refusal to participate will involve no penalty or loss of benefits to which the subject is otherwise entitled and the subject may discontinue participation at any time without penalty or loss of benefits, to which the subject is otherwise entitled.

	
	

	
	

	
	

	Additional elements, as appropriate:

	●
	A statement that the particular treatment or procedure may involve risks to the subject (or to the embryo or fetus, if the subject is or may become pregnant), which are currently unforeseeable;

	
	

	●
	Anticipated circumstances under which the subject's participation may be terminated by the investigator without regard to the subject's consent;

	
	

	●
	Any additional costs to the subject that may result from participation in the research;

	●
	The consequences of a subject's decision to withdraw from the research and procedures for orderly termination of participation by the subject;

	
	

	●
	A statement that significant new findings developed during the course of the research, which may relate to the subject's willingness to continue participation, will be provided to the subject; and

	
	

	●
	The approximate number of subjects involved in the study.

	

	Informed consent shall be documented by the use of a written, signed consent form unless the IRB waives this requirement. (Ref. 45 CFR 46.117)

	

	For studies involving minors: (Ref. 45 CFR 46.408)

	●
	The assent of each child participating in the research is required unless waived by the IRB;

	●
	Both parents must give their permission for the child to participate, unless the IRB finds that permission from one parent is sufficient.

	
	

	

	






	APPENDIX C

	DEFINITIONS and ELEMENTS OF HIPAA AUTHORIZATION

	
	

	Protected health information = Individually identifiable health information transmitted by electronic media, maintained in electronic media, or transmitted or maintained in any other form or medium.

	
	

	Health information = Any information, whether oral or recorded in any form or medium, that 1) is created or received by a health care provider, health plan, public health authority, employer, life insurer, school or university, or health care clearinghouse; and 2) relates to the past, present, or future physical or mental health or condition of an individual; the provision of health care to an individual; or the past, present, or future payment for the provision of health care to an individual.

	
	

	Individually identifiable health information = Information that is a subset of health information, including demographic information collected from an individual, and 1) is created or received by a health care provider, health plan, employer, or health care clearinghouse; and 2) relates to the past, present, or future physical or mental health or condition of an individual; the provision of health care to an individual; or the past, present, or future payment for the provision of health care to an individual; and a) identifies the individual; or b) with respect to which there is a reasonable basis to believe the information can be used to identify the individual.

	
	

	A valid authorization must contain the following elements and can be a “stand-alone” authorization or imbedded within the consent form:

	
	

	●
	Specific, meaningful description of the PHI  to be used or disclosed;

	●
	The name of the person (or classes of persons) authorized to use and disclose the PHI;

	●
	The name of the person(or classes of persons) authorized to receive the PHI;

	●
	A description of each purpose of the use or disclosure, including but not limited to a statement that the use or disclosure is at the request of the individual;

	
	

	●
	An expiration date or an expiration event (e.g. end of research);

	●
	Subject’s signature (or personal representative of the individual) and the date; or documentation that the individual or personal representative of the individual provided verbal authorization and the date verbal authorization took place. If signed by personal representative, a statement of the representative’s authority; and

	
	

	
	

	
	

	●
	Statements adequate to place the subject on notice of the following:

	►
	The subject’s right to revoke the authorization in writing;

	►
	The exceptions to the right to revoke the authorization;

	►
	The ability or inability to condition treatment, payment, enrollment or eligibility for benefits on whether the individual signs the authorization; and

	
	

	►
	Warning that PHI disclosed to a 3rd party may be re-disclosed by the recipient and no longer protected by HIPAA.

	
	

	
	

	
	

	
	

	Sample authorization form can be found at www.healthoregon.org/irb:
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