[image: image1.jpg]





	Name of Project


	Date of Application

	Principal Investigator for Project


	Agency/Dept



	ND Department of Health involvement

 FORMCHECKBOX 
 Initiated the project/research        FORMCHECKBOX 
 Part of group project      FORMCHECKBOX 
 Provided data/actively involved
 FORMCHECKBOX 
 Only provided data/not involved in project      FORMCHECKBOX 
 DoH employee/project outside of health dept.    

 FORMCHECKBOX 
 Other____________________________           
   

	Role of ND  Department of Health Employees 



	1.
	Will the study/data set potentially involve or include any of the following groups, even if inclusion is incidental or not intended?  
	       FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No    FORMCHECKBOX 
 DK*

	
	If Yes, specify (even if inclusion is incidental or not intended):
	

	
	1i.
	Pregnant women?
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No    FORMCHECKBOX 
 DK*

	
	1ii.
	Children <18 years old?
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No    FORMCHECKBOX 
 DK*

	
	1iii.
	Persons not mentally competent?
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No    FORMCHECKBOX 
 DK*

	
	1iv.
	Prisoners?
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No    FORMCHECKBOX 
 DK*

	
	1v.
	Persons without English language proficiency?
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No    FORMCHECKBOX 
 DK*

	
	
	

	1a.
	Optional explanation
	

	
	
	

	
	
	

	2.
	Will confidential identifiers be collected or existing identifiers used?  This would include name, address, telephone number, identifying number (e.g., medical record number, social security number) or any linkage to an identifier?
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
  No

	3.
	Will the study involve the collection of blood or other biological specimens or use of existing blood samples or other biologic specimens?
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
  No

	
	If yes, specify special circumstances

	
	3i.
	Biologic specimens will be stored with possible use subsequent to completion of this research project
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
  No

	
	3ii.
	HIV testing will be done
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
  No

	
	
	
	

	4.
	Will the study be preceded by a pilot study?
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
  No

	5.
	Does the study involve an investigational drug or device?
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
  No


	6.
	Is the researcher requesting a release from IRB oversight under        45CFR 46?    
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
  No

	
	If yes, on what basis is the release requested (mark all that apply)?
	

	STEP 1
	Not research, public health practice only           
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
  No

	STEP 2 
	Not human subjects research, because: 
	

	
	
	i.
	All research subjects are deceased, or
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
  No

	
	
	ii.
	No interaction between researcher and subjects AND no collection (or use) of confidential identifiers.
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
  No

	STEP 3
	Exempt human subjects research, because:
	

	
	
	i. 
	Evaluation of a public benefit program (See Definition
), or
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
  No

	
	
	ii.
	Use of existing data recorded by the researcher without identifiers or any possible access to a code that the researcher could use to reconstruct subject identity, or 
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
  No

	
	
	iii.
	Data collected (or use of existing data) from adults by educational test, survey, interview, or observation which, even if revealed, would not reasonably place any participant at risk for criminal or civil liability or be damaging to any participant’s financial standing, or employability, or
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
  No

	
	
	iv.
	Data collected (or use of existing data) from adults by educational test, survey, interview, or observation with no collection of any confidential identifiers. 
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
  No


	Request for Release from IRB Oversight

	Because the board may not agree to release the project from oversight, complete the following: 

	7.
	Is the researcher requesting waiver of informed consent? 
If yes, all of the following criteria must be met: 45 CFR 46.116(d)
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
  No

	
	7i.
	The research involves no more than minimal risk to the subjects
	

	
	7ii.
	The waiver or alteration will not adversely affect the rights and welfare of the subjects;
	

	
	7iii.
	The research could not practicably be carried out without the waiver or alteration;
	

	
	7iv.
	Whenever appropriate, the subjects will be provided with additional pertinent information after participation.
	

	
	
	
	

	8.
	Is the researcher requesting waiver of written consent based on ONE of the following criteria being met?
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
  No

	
	If yes, specify: 
	

	
	8i.
	The only record linking the subject and the research would be the consent document and the principal risk would be potential harm resulting from a breach of confidentiality. Each subject will be asked whether the subject wants documentation linking the subject with the research, and the subject's wishes will govern.
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
  No

	
	8ii.
	The research presents no more than minimal risk of harm to subjects and involves no procedures for which written consent is normally required outside of the research context.
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
  No


	Submission Instructions

	If you are NOT requesting a release from IRB oversight, you must provide the following in addition to this form:

	
	 FORMCHECKBOX 
 Final protocol, pages consecutively numbered with version and date on each page  

	
	 FORMCHECKBOX 
 Final data collection instruments with version and date on each page.

	
	 FORMCHECKBOX 
 Final consent form with version and date on each page

	
	 FORMCHECKBOX 
 Grant proposal if applicable

	
	 FORMCHECKBOX 
 Documents from review by another institution’s IRB if applicable

	

	If you ARE requesting a release from oversight you must attach a summary of the proposed project, including information which would support your request. See documentation outline located on page 5.


	If you ARE requesting an exemption based on 6 (STEPS 1, 2 or 3) you must attach a summary of the proposed project, including information which would support your request for exemption and a copy of the data collection instrument. See documentation outline located on page 5.



 FORMCHECKBOX 
  By marking this box, I, the principal investigator listed on this form, verify that I have read and understood the NDDoH document “Information for Researchers.”   
________________________________________________

Date:___________
	Signature of Principal Investigator

Do not fill out. This section reserved for IRB use
Action

	No need for IRB review
	 FORMCHECKBOX 
    Date:

	Release from oversight granted
	 FORMCHECKBOX 
    Date:

	Referred for board review
	 FORMCHECKBOX 
    Date:

	Signature of Administrator:____________________________
	Date _________



	Signature of Chair: __________________________________
	Date _________



	Letter of Action sent to PI
	 FORMCHECKBOX 
    Date:

	
	




Instructions for completion of this form.   
The form is intended to initiate project review, but it will not provide all the information that is needed. The end of the form provides information on documentation that must accompany this form. Each question answered “Yes” must provide details about the issue raised by that question.
Log #: This is for administrative use only for tracking the request. 

Name of Project: Provide a name that will uniquely identify the project.

Date of Application: Self-explanatory

Principal Investigator for Project: Name of the principal investigator who will be responsible for conduct or oversight of the project. Generally this will be the person completing this form.
Email/Phone: email and phone number of principal investigator
Agency/Dept:  Name of the agency or department where the principal investigator works.
ND Department of Health Involvement: Check the box marking how, if at all, is the ND Dept of Health involved in this project.
Role of Department of Health Employees: If the health department is involved, explain how the Employee will be included.  Roles may include one or more of the following:

· Primary investigator
· Contributory researcher 

· Consultant

· Data provider 

· Analyst

· Contractor (provider of pass-through money)

Not all roles will make the project subject to IRB oversight; however, this is a determination for the board to make.
Questions

1. The inclusion of persons who belong to a vulnerable population as research subjects affects how the IRB evaluates a program. For existing data sets, the researcher may not always know if the existing data includes persons belonging to one of these groups. In that case answer “Don’t know” (DK) and provide an explanation in question box marked 1a.  

If the investigation involves the recruitment of subjects and these vulnerable categories are not specifically excluded, then it can be assumed that the study may include vulnerable persons in one or more of these categories. In that case answer “Yes” to any of the people populations that are not specifically excluded from your recruitment efforts. 

Of particular concern are children and prisoners. These categories have special protections in the regulations that must be met.  Room is provided on the form for the investigator to provide additional detail, additionally, detail can be provided in the accompanying documentation.
2. Confidential identifiers include any information that uniquely identifiers a person or their personal residence (e.g., phone number, street address).  For example, a person’s name uniquely identifies a person but date of birth does not (although it may in a small population such as a classroom). The listed examples do not represent all possible confidential identifiers. For example, when using vital statistics, if certificate number is included, it would be a confidential identifier. If the investigator does not have the key (e.g., ability to identify a person from their unique number), still answer “Yes.” The board will need to explore this issue in more detail. 

3. Biological specimens include any material that contains a person’s DNA regardless of how it is collected. Retention of any biological specimens after the study or testing for HIV require special considerations.

4. Pilot studies are small, preliminary studies done to consider feasibility and methodology for a larger study. For purposes of the IRB, pilot studies are treated like full studies. 

5. Use of an investigational drug or device as part of the research automatically puts the study outside the bounds of research approved by NDDoH.  This does not mean an investigational drug or device cannot be used for treatment in an emergency under FDA special provisions.  However, it may not be used in NDDoH research. 

6. The investigator may request that the project be released based on criteria set by the federal regulations. Multiple reasons can be selected for consideration. Only the board or its designee can determine whether the criteria for release are actually met. In addition, a project may meet criteria for release but still be retained under the authority of the board at the board’s discretion.  
STEP 1: 

Mark this box if you feel this is not research and part of regular public health practice.  However, the determination that an investigation is not research (that is, public health practice only) can be difficult and the criteria can be complex. The board has been trained and will make the final determination.
STEP 2: 

i. If all persons are deceased, the project may be released.  However, North Dakota considers identified death data to be confidential, whereas the federal government does not. The board may elect to have continued oversight even though it is released from federal oversight.

ii. Some observational studies may be released under STEP 2, but no interaction with the research subjects may occur. The board does not require projects limited to analysis of a de-identified data set to be reviewed and approved by the board.
STEP 3: 

i. The definition of a public benefit program is restrictive.  See the footnote on the form for the working definition. 

ii. Data that is recorded from confidential records without collecting any identifiers may be released (e.g., results of immunization record review without recording any identifiers).  If a coded identifier is recorded (e.g., a download of birth data including birth certificate number), the board will have to consider the potential for the code to be broken.  If the code key resides in NDDoH, a determination that the code cannot be broken will be difficult to justify. An MOU between NDDoH and an outside entity that the code will not be broken for the investigator is the strongest assurance of code security.

iii. Judgment of what may or may not be harmful if revealed is subjective. The final decision will be made by the board. Note that any interaction with children may prevent release of the project by the board. 

iv. Although this is a common reason why IRB oversight is waived, these projects must still be submitted to the board for review. Note that any interaction with children may prevent release of the project by the board.

7. One of the core principles of human research protection is that participants have the right to consent or not consent to participate. If the board determines that the project is subject to federal human subject’s regulation, the researcher has the option to request that the project not be required to obtain informed consent from participants.  Release from consent requirements is not given lightly, even if the investigation only involves use of existing data. Detailed protocols are required for all projects that are subject to human subject’s regulation and must justify a waiver of consent providing evidence that ALL four criteria have been met. 
8. The standard practice for obtaining consent is to document it in writing. Occasionally this is impractical or the documentation poses a risk to the participant.  The researcher may request that written consent be waived. Detailed protocols are required for all projects that are subject to human subject’s regulation and must justify a waiver of written consent providing evidence that at least one of the two criteria has been met. 

You are required to submit documentation with your request. If the documentation is incomplete, it will delay approval of your project.  More detail is provided in the document “Information for Researchers” which investigators are required to verify that they have read.  

Completed forms should be submitted to the IRB administrator, Tracy Miller, PhD at tkmiller@nd.gov. 

IRB Use Only


Log# 





REQUEST FOR PROJECT REVIEW FOR COMPLIANCE WITH 45CFR46 (IRB)


NORTH DAKOTA DEPARTMENT OF HEALTH


INSTITUTIONAL REVIEW BOARD








Documentation outline





All pages in this summary should be: numbered, PI initials and dated with the date of submission in the footer on the left bottom corner.  (Example:  Page 1, tkm, 8-10-2015)  The footer in the bottom right hand corner should contain the title of the project. 








Background


Brief Overview of the research project


Purpose of the project


It’s importance and why the need to do it


Improve program


Develop guidelines


Identify standards


Who will benefit from the project: only ND, nationwide 


Background information


Methodology 


Description of procedures for data collection.  


Must include how data will be collected, any forms needed, how population is to be identified, and include any perceived risk to the participants, whether risk to health or confidentiality.  


If using an existing data set include methodology used to create the data set.


Include reasons for, if any, the need to use confidential data. Additionally, if confidential data is used initially to create a linked data set, and then removed, describe how this will be done.


The anticipated number of subjects enrolled; if data set, the number of participants. 


The analysis used in the study.


Include any secondary or anticipated modifications to the protocol (ie additional steps taken to increase enrollment efforts). 


Include how you will collect informed consent, if you do not plan to obtain consent, explain why you feel this is not necessary.


Security


Data storage and handling


Where data will be stored, maintained, and efforts used to maintain data security (firewalls, passwords, etc).  


Include if the data will be stored on any mobile drives such as thumb drives or external hard drives. 


If project includes obtaining an existing de-identified data base, you must include a statement regarding the need/necessity to attempt to identify individuals in the data set.


Release of Information


Identify if and how the information from this study will be shared


News release, newsletters, online, internal document only


Published in a journal/publication


Identify any anticipated concerns/complaints you may receive about the study. 


Conclusions


Include any final survey instruments, consent forms, release of information statements


Include any documents reviewed by another institution’s IRB (if applicable)














� A public benefit program is defined for purposes of this IRB as an established process administered by a public health agency that 1) is not offered as a benefit of this investigation or dependent on this investigation for existence, 2) existed prior to this investigation and will continue after this investigation, 3) does not require participation in this investigation for full benefit eligibility, and 4) offers specific persons resources (e.g., money, food), counseling, education or clinical services to improve their health.   
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