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Please complete and submit with the designated supporting documents via email to the Chairperson(s) for the Network Nursing Research Council (NursingResearch@ecommunity.com)
Please note, this is an application to present to NNRC, not an application to the IRB.  Any feedback or follow up should be facilitated before any IRB application.

If you are a student, it is recommended to submit to the CHNw IRB prior to submitting to University IRB.
Prior to acceptance for presentation at Nursing Research, the following MUST be included in your application:

· CITI training completion certificates

· See page 3 for instructions

· Signed and Dated Curriculum Viète that defines CHNw affiliations

· Copies of relevant licenses or certifications

· Nursing Research Application 

· See page 2

· Research Protocol with supporting documents
· Protocol Template Page 4

· Informed Consent Templates Page 11
· Utilize the template that is most appropriate for your study

· Consent Waiver Information
· Letter of support from management overseeing the area affected by the study.

· The letter signatory will have been presented the protocol and all relevant documents that will be presented at council, not only the concept of the proposed research.

· This letter should be dated and signed

Application for Nursing Research Study
	Name:
	

	Contact (email/phone):
	

	Position:
	Employee: X
	Student:
	Other:

	Date Submitted:
	

	Title of Study:
	


	Is this study a requirement for the completion of an academic degree?
	Yes: 
	No: 

	If yes, what degree?
	
	University?
	

	Has the study been approved by a University IRB?
	Yes: 
	No:

	If yes, a reliance agreement will need to be initiated.  To do this, you must submit ALL documents that were submitted and approved by the University IRB, as well as the approval letter.

	
	

	How long do you anticipate this study will last?
	

	How do you intend to disseminate your findings? (i.e. publication, presentation…)
	

	Will your study require participation by other staff, (either nursing or non-nursing)?  If so, please describe this in detail.
	

	Abstract
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PROTOCOL TITLE:

Include the full protocol title.

PRINCIPAL INVESTIGATOR:

Name

Department

Telephone Number

Email Address

VERSION DATE:

Include the version date. This is the date this protocol version was finalized.

1.0  Purpose of the Study: 

1. Describe the purpose, specific aims, or objectives. State the hypotheses to be tested or the research questions that will guide the study.
2.0  Background / Literature Review / Rationale for the study:

1. Briefly:

a. Describe the relevant current context of the study and gaps in current knowledge.

b. Provide the scientific or scholarly background for, rationale for, and significance of the research based on the existing literature and how will it add to existing knowledge.
c. Add relevant references at the end of the protocol (not at the end of this section). 
3.0  Inclusion and exclusion criteria:
1. Briefly describe the total number of participants and the criteria (such as age, gender, language, etc.) that define who will be included or excluded in your study sample.
2. Indicate specifically whether you will include or exclude any special populations: (You may not include members of these populations as participants in your research unless you indicate this in your inclusion criteria.)

a. Adults unable to consent

b. Individuals who are not yet adults (minors): infants, children, teenagers

c. Pregnant women (where the activities of the research may affect the pregnancy or the fetus.)
d. Prisoners or other detained individuals.
4.0  Procedures Involved:

1. Describe the setting of the study, including all locations where research procedures will be performed.

2. Describe the study design including the rationale.

3. Provide a description of all research procedures and activities. 

4. Include when they are performed, and any procedures being used to monitor participants for safety or minimize risks.
5. Describe the study timelines including: the duration of an individual participant’s participation in the study and the overall anticipated duration of the project. 
6. Describe the actual source records or measures that will be used to collect data about participants. (All surveys, interview scripts, and data collection forms will be attached elsewhere in the application. Do not add other documents to the protocol.)  Describe what data will be collected and how it will be collected at all measurement/data collection time-points.
7. If doing online research, include the URL where the data collection will occur.

6.0  Incomplete Disclosure or Deception:
If the study will use incomplete disclosure or deception, please provide a rationale. Please also provide a description of the debriefing process that will be used to make participants aware of the deception and their right to withdraw any record of their participation. Include here if reconsent will occur. 
7.0  Recruitment:

1. Describe when, where, and how potential participants will be recruited.

2. Describe the types of strategies and materials that will be used to recruit participants. 
8.0  Consent Process 
1.  If obtaining consent using a written consent document, describe:

a. Where the consent process will take place.

b. Any process to ensure ongoing consent if appropriate. This may include reconsent for longitudinal studies or if there are multiple stages to a project over time.

c. The details of the consent process including:
i. The role of the individuals listed in the application as being involved in the consent process.

ii. The amount of time that will be devoted to the consent discussion.

iii. Steps that will be taken to minimize the possibility of coercion or undue influence.

iv. Steps that will be taken to ensure the participants’ understanding.
2. If there are Non-English speaking participants who will be enrolled, describe the process to ensure that the oral and written information provided to those participants will be in the language with which they are most comfortable speaking or writing. Indicate the language that will be used by those obtaining consent. If you will be using a translator during recruitment, consent, data collection, or data analysis specify how you will identify an appropriate translator and what the provisions will be for protecting the confidentiality of participants.
3. Participants who are not yet adults (infants, children, teenagers):

a. Describe whether parental permission will be obtained from:

i. Both parents unless one parent is deceased, unknown, incompetent, or not reasonably available, or when only one parent has legal responsibility for the care and custody of the child.

ii. One parent even if the other parent is alive, known, competent, reasonably available, and shares legal responsibility for the care and custody of the child.

iii. Individuals other than parents, and if so, who will be allowed to provide permission. Describe the process used to determine these individuals’ authority to consent to each child’s participation.
b. Describe the process for assent of the participants. Indicate whether:

i. Assent will be required of all, some, or none of the participants. If some, indicated, which participants will be required to assent and which will not.

ii. If assent will not be obtained from some or all participants, an explanation of why not.

iii. Describe whether assent of the participants will be documented and the process to document assent. The IRB allows the person obtaining assent to document assent on the consent document and does not routinely require assent documents and does not routinely require participants to sign assent documents.
4.  Cognitively Impaired Adults:
Describe the process to determine whether an individual is capable of consent. 
5.  Adults Unable to Consent:
a. List the individuals from whom permission will be obtained in order of priority. (E.g., durable power of attorney for health care, court appointed guardian for health care decisions, spouse, and adult child.)

10.0  Risks to Participants:

1. List the reasonably foreseeable risks, discomforts, hazards, or inconveniences related the participants’ participation in the research. Describe the probability, magnitude, duration, and reversibility of the risks. 
2. Consider physical, psychological, social, legal, and economic risks as well as community or group harms.

3. If applicable, describe risks to others who are not participants.
4. Withdrawal of Participants:

a. Describe anticipated circumstances under which participants will be withdrawn from the research without their consent.

b. Describe procedures that will be followed when participants withdraw from the research, including withdrawal from some but not procedures with continued data collection.
c. Describe the use of data after withdrawal.
11.0  Potential Benefits to Participants: 

Note: participation in the research itself and compensation from participating in the research are not benefits.
1. Describe the potential benefits that individual participants may experience from taking part in the research.  Describe also the probability, magnitude, and duration of the potential benefits.

2. Indicate if there is no direct benefit to participants. Do not include benefits to society or others.

12.0  Financial Compensation:
1. Describe any financial compensation that will be provided to participants. Include how much money or what gifts will be provided and for what activities. 
2. Include whether compensation will be prorated if there are multiple research activities or if a participant withdraws from the study before finishing. 

3. Describe any costs that participants may be responsible for because of participation in the research.

13.0  Provisions to Protect the Privacy Interests of Participants:

1. Describe the steps that will be taken to protect participants’ privacy interests throughout the research activities.

2. Indicate who on the research team and how the research team is permitted to access any sources of information about the participants.
14.0  Confidentiality and Data Management:

1. Describe how data (and if applicable, biological specimens) will be handled study-wide including:

a. What information will be included as data (or associated with the specimens)? “Data” includes all information collected in the conduct of the research, such as but not limited to: consents, surveys, interview notes, audio or video recordings, photographs, notes of observations, field notes, etc.
b. Where and how will data (or specimens) be stored?  How will data be transported from the point of collection to where they will be stored? Note: electronic storage of data in both domestic and international research must be secured using adequate protections. 

c. How long will the data or specimens be stored? (Note: IRB policy is 7 years after the completion of the study. However, there are circumstance when other time frames may apply.)
d. Who will have access to the stored data or specimens?

e. Who is responsible for receipt or transmission of the data or specimens?

2. Describe the steps that will be taken secure the data (e.g., training, authorization of access, password protection, encryption, physical controls, certificates of confidentiality, and separation of identifiers and data) during storage, use, and transmission.
3. Describe any procedures that will be used for quality control of collected data. If conducting online research, specify if you will be using any attention check measures. If yes, you need to indicate what you will be doing and what happens if a participant fails the attention checks.

4. Describe the data analysis plan, including any statistical procedures is applicable.

15.0  Data Monitoring Plan to Ensure the Safety of Participants:

1. Describe the plan to periodically evaluate the information collected regarding risks or harms to determine whether participants remain safe. For example, if you are collecting depression or suicidality data, what is your plan for monitoring severity? Note: the plan might include establishing a data monitoring committee and a plan for reporting their findings to the IRB and the sponsor. It also could include referral to an appropriate resource. Include the following:
a. What information / data are reviewed, including safety data, untoward events, and efficacy data.

b. How the safety information will be collected (e.g., with case report forms, at study visits, by telephone calls with participants).

c. The frequency of data collection, including when safety data collection starts.

d. Who will review the data.

e. The frequency or periodicity of review of cumulative data.

f. The statistical tests for analyzing the safety data to determine whether harm is occurring.
g. Describe any conditions where the research team may intervene and what the plan is for intervening. (For example, if a participant identifies harm to self or others.)
h. Describe any conditions that might trigger an immediate suspension of the research.
16.0  Data and if applicable, Specimen Banking: 
1. If data or specimens will be banked for future use, describe where the data or specimens will be stored, how long they will be stored, how the data or specimens will be accessed, and who will have access to the specimens.
2. If storing data electronically, include a plan for managing the long term storage of the data if appropriate. 

3. If storing data in a data repository outside of Community, include the agreement with the entity where the data will be stored.
4. List the data to be stored or, in the case of specimens what information will be associated with each specimen.

5. Describe the procedures to release data or specimens, including: the process to request a release, approvals required for release, who can obtain data or specimens, and the data to be provided with specimens.
17.0 Attachments (Only Word or PDF)
1. Schematic of Study Design
2. Recruitment documents
3. Study Schedule/Timeline
4. Consent Document

5. Data Collection Tool
RESEARCH INFORMED CONSENT FORM
PROTOCOL TITLE:                
PRINCIPAL INVESTIGATOR:
          
SPONSOR:


You are invited to take part in a research study [insert a general statement describing what the study is (e.g.: “that is designed to look at the relationships between Drug A and Drug B”]. You were selected as a possible participant because [explain how the subject was identified]. We ask that you read this form and ask any questions you may have before agreeing to be in the study.

If you have any questions regarding this study, you may contact [insert investigator’s name] or at [insert investigator’s contact information] during business hours.  If you need to contact  [insert investigator’s name] after business hours, you may contact them  [insert investigator’s after-hours contact information] If you have any questions regarding your rights as a research participant, you may contact the Community Health Network Institutional Review Board at (317) 355-5675.

PURPOSE:

The purpose of this study is to [explain the research question and purpose in language understandable to the subject, e.g., eighth grade level].  (If the study involves the use of an

 investigational drug or device, state this and clarify that “investigational” means it is not approved by the Food and Drug Administration (FDA)).
NUMBER OF PEOPLE TAKING PART IN THE STUDY:

If you agree to participate, you will be one of [insert number] subjects who will be participating in this research [indicate locally and nationally, if multi-center study].
PROCEDURES:

If you agree to be in the study, you will do the following things:

(In language understandable to the subject, give in detail, preferably in chronological order, all procedure, including surveys, focus groups, audio or video taping, assignment to study groups, medications, etc., which will be used in the study, including where they will be performed, their frequency, and the total duration of the study. Identify which procedures are experimental and which are standard procedures. If blood is to be drawn, explain how and from where the blood will be drawn, e.g., “from a vein in your arm.” Indicate the total number of times blood will be drawn, the amount of blood to be drawn each time, and the total amount of blood to be drawn over the course of the study. Translate the amount to be drawn to common measurement terms, such as teaspoonfuls or cupfuls).
RISKS/DISCOMFORTS:

(Define the risks, side effect, discomforts of each of the procedures to be employed in the study (i.e. physical, psychological, social, legal in lay language).  Give the side effects of all medications to be given or procedures to be administered to the subjects over the course of the study.)
While on the study, the risks are [explain each, including their likelihood]:
(e.g.:  The risks of completing the survey are being uncomfortable answering the questions.)

(e.g.:  The risks of possible loss of confidentiality)

(e.g.:  The risks of drawing blood include, pain, bruising, and rarely, infection.)

(e.g.:  The side effects associated with taking Cimetidine are mild diarrhea, mild elevations in liver enzymes, confusion, sleepiness, agitation, depression, anxiety, hallucinations and headaches.  Enlargement of the breasts and reversible impotence can occur when males take the drug at high doses (1200-2400 mg daily).  In rare instances, hair loss, rash, decrease in number of red and white blood cells and blood platelets as well as severe inflammation of the kidneys and allergic reactions can occur.)
There also may be other side effects that we cannot predict.  This study may involve currently unforeseeable risks to you and to an embryo or fetus if you should become pregnant.

(Give measures that will be employed to minimize the risks and side effects listed above.)
(e.g.:  Blood will be drawn by experienced technicians and whenever possible it will be obtained at a time when blood is being obtained for other tests your doctor has ordered.)

(e.g.:  While you are receiving Cimetidine, you will be questioned weekly about possible side effects; your blood and kidney function will be monitored by the blood tests we are obtaining.)
(If there are significant psychological risks to participation, the subject should be told under what conditions the research will terminate the study).

(e.g.:  While completing the survey, you can tell the researcher that you feel uncomfortable or do not care to answer a particular question.)

(e.g.:  Explain any psychological, social, or medical services that may be required because of research participation such as counseling, social support services or medical services.)

(The following GINA language should be used when appropriate).
A new Federal law, called the Genetic Information Nondiscrimination Act (GINA), generally makes it illegal for health insurance companies, group health plans, and most employers to discriminate against you based on your genetic information. This law generally will protect you in the following ways:
· Health insurance companies and group health plans may not request your genetic information that we get from this research. 

· Health insurance companies and group health plans may not use your genetic information when making decisions regarding your eligibility or premiums. 

· Employers with 15 or more employees may not use your genetic information that we get from this research when making a decision to hire, promote, or fire you or when setting the terms of your employment.
BENEFITS:
While there is no guarantee that you will benefit, the knowledge gained from your participation may help others. The benefits to participation that are reasonable to expect are [describe any direct benefit to the subject or benefit to others, which may reasonably be expected from the research.] 

 (If there is no direct benefit to the subject, state this plainly.) While there is no guarantee that you will benefit, the knowledge gained from your participation may help others.

 Note: payment to subjects is not considered a benefit of participating in the study]. 

ALTERNATIVES TO PARTICIPATION:

Instead of being in the study, you have these options:  [As appropriate, give alternative procedures or courses of treatment, if any, that might be advantageous to the subjects. If the only alternative is not participating, state this plainly].
CONFIDENTIALITY

Efforts will be made to keep your personal information confidential. We cannot guarantee absolute confidentiality. Your personal information may be disclosed if required by law. Your identity will be held in confidence in reports in which the study may be published [and databases in which results may be stored].
(If tape recordings or videotapes are made, explain who will have access, if they will be used for education purposes, and when they will be destroyed)
Organizations that may inspect and/or copy your research records for quality assurance and data analysis include groups such as the study investigator and his/her research associates, the Community Health Network Institutional Review Board or its designees, study sponsor, and (as allowed by law) state or federal agencies (specifically the Office for Human Research Protections (OHRP) and the Food and Drug Administration (FDA),  the National Cancer Institute (NCI) (for research funded or supported by NCI), the National Institutes of Health (NIH) (for research funded or supported by NIH, etc.) may need to access your medical and/or research records.

COSTS:

(If there are no costs associated with participation in the study, state this plainly).
Taking part in this study may lead to added costs to you or your insurance company. You or your insurance company will be responsible for the following costs:  [list the procedures, tests, office visits, medications, etc. for which the subject or the subject’s insurance is responsible.  If appropriate, state that all standard of care procedures, drugs, tests, etc. will be the responsibility of the subject or his/her insurance.]. You will not be responsible for these study-specific costs: [list the procedures, tests, visits, medications, etc. for which the study will pay].  

(As appropriate, “If during the study, [name of study drug/device] becomes commercially available, you may have to pay for the amount of drug needed to complete the study.”)
PAYMENT

You [will/will not] receive payment for taking part in this study [include details and any conditions of payment].

COMPENSATION FOR INJURY

(If a source of funds for payment of treatment costs is NOT available, include the following statement:) 
In the event of physical injury resulting from your participation in this research, necessary medical treatment will be provided to you and billed as part of your medical expenses.  Costs not covered by your health care insurer will be your responsibility.  Also, it is your responsibility to determine the extent of your health care coverage.  There is no program in place for other monetary compensation for such injuries.  However, you are not giving up any legal rights or benefits to which you are otherwise entitled.                                                                           
(If a source of funds for payment of treatment costs IS available, the source and conditions for payment of those costs should be identified.)
CONTACTS FOR QUESTIONS OR PROBLEMS
For questions about the study or a research-related injury, contact the researcher (Name of Investigator) at (telephone number).  After business hours, please call [state alternate number, e.g. on-call physician, pager number].

In the event of an emergency, you may contact [name of investigator] at [24-hour emergency number].

(As appropriate for investigational drug studies:) If you are unable to reach the investigator at the above number, in an emergency you may contact [insert contact information].

For questions about your rights as a research participant or to discuss problems, complaints or concerns about a research study, or to obtain information, or offer input, contact the Community Health Network Human Subjects Office at (317) 355-5675.

VOLUNTARY NATURE OF STUDY

Taking part in this study is voluntary. You may choose not to take part or may leave the study at any time. Leaving the study will not result in any penalty or loss of benefits to which you are entitled. Your decision whether or not to participate in this study will not affect your current or future relations with [e.g. Community Health Network, Primary Care Physician, etc…]. (If withdrawal from the study prior to completion could pose risk to the subject, state what those risks might be and how orderly termination will occur) 

Your participation may be terminated by the investigator without regard to your consent in the following circumstances: [state when and why this might happen and how orderly termination will occur].
You will be told about new information that may affect your health, welfare, or willingness to stay in the study. This study may be terminated by (Sponsor/Investigator) if (give reason for premature termination).
LEGAL RIGHTS:

You are not waiving any legal rights or releasing the hospital, your physician or the sponsor of this study from liability for negligence by signing this consent form.

CLINICAL TRIAL INFORMATION

A description of this clinical trial will be available on http://www.ClincialTrials.gov, as required by U.S. Law.  This Web site will not include information that can identify you.  At most, the Web site will include a summary of the results.  You can search this Web site at any time.

USE OF SPECIMENS
Specimens obtained in medical situations may later be used for research purposes. If  [name of investigator] or [Name of Sponsor] intends to include specimens taken from you along with other specimens in an attempt to develop products to be sold, and it is not the intention of the investigator to enter into an agreement with you to become partners in sharing the profits or losses in the sale of those products.

PREGNANCY STATEMENT:

Women of childbearing potential should not be pregnant while on this study and should use an acceptable method of pregnancy prevention. If you suspect that you are pregnant you will inform your physician immediately 

MEDIA AUTHORIZATION

[When conducting a research study requiring photography, digital images, video or an electronic and/or recorded interview, the following language should be incorporated into the Informed Consent]  

Medical images (photographs, digital images, and video) or an electronic and/or recorded interviews collected by this study will contain no identifying information. Your face will not be visible in any of the images, and dignity during the imaging process will be maintained. De-identified medical images and other clinical data may be used by the sponsor (if applicable) for research, education and marketing. 

Authorization Statement

I understand that I may refuse to initial this medical image authorization. If I do not initial this authorization I cannot participate in this research study. I understand that Community Health Network will not provide or withhold any of my medical treatment based on my initialing or refusing to initial this authorization statement. I understand that I have a right to request the medical imaging (photographs, digital images, and video) or electronic interviews to stop. I understand that I have the right to revoke this authorization in writing at any time. 

I can cancel my authorization to use my medical images at any time by contacting the Principal Investigator of the study. The Principal Investigator can be reached by phone at (telephone number) or by sending a letter to:


Dr. XXX


Address


City, State, Zip
By initialing below, I hereby transfer and grant (put the sponsor’s name here, if applicable and/or Community Health Network) the exclusive right to use my de-identified medical images for this research project and related media such as journals, books, magazines, pamphlets, electronic (internet) and other written and video formats.


__________  I DO authorize the use of my medical images for this study.


    Initials


__________  I DO NOT authorize the use of my medical images for this study.

      Initials

VOLUNTARY CONSENT

I certify that I have read this informed consent, or it has been read to me, and that I understand its contents, and voluntarily agree to participate in this research study.

Please keep a copy of this Informed Consent for your records.

________________________________________________________________________                      

Subject/Legal Representative Printed Name & Relationship to Patient (if applicable)










_________________________________________________________________________                   _______________

Subject/Legal Representative Signature 






     Date
________________________________________________________________________                      

Printed Name of Person Obtaining Signature
(Investigator or delegate)










_________________________________________________________________________                   _______________

Signature of Person Obtaining Signature                         (Investigator or delegate)                                      Date
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Instructions for mandatory CITI training:

« For those of you who are new to CITL:

‘Navigate to www ciiprogram org.
Select the “Register” from the Create an Account section on the right hand side of your screen
‘Complete the prompts to create your new account. You will be asked to affiliate with an instfution,
please select “Community Health Network” form the drop down mem.
‘Please use your ecommunity.com email address when registering fo ensure your completion records are
recorded in our systems. You may use 2 school email address as your 2% email address in your profile.
‘When asked for your ‘Tole” please select Investigator to ensure you get the correct raining modles.
‘Please complete the Biomedical modules. This is mandatory for al Key Study Personnel.
* The Social/Bebavioral modles must be completed as well for those involved in any psych-
relevant research.
* GCP modules must be completed if you are partiipating in any funded clinical trals.
* GCP device modnles must be completed as well if you are condicting research that uses devices.
(HUDs for example)

« For those of you who may have completed CIT! frining at another instfution:

Please log into your CITY account and select “a7Fliate with another institution” fom the home screen.
Select “Community Health Nefwork” from the drop down menu. This will allow us to have access to
your ecords.

Please update your profle to your ecommunity.com email address as your primary email address to
ensure your completion records are recorded in our systems. You may use  school email address as your
2% email address in your profile

(CITI training is valid for 3 years. I you have completed the required modules within hat time frame,
those completion eports il sppear.

‘You will need to complete any course requirements that diffe fom those at your previous instifution.
These items wil show s incomplete

‘Upon completion. please email Mindy Whisnant at [EB(@ecommunity.com so that your CTTI records can
e merged with o IRB frcking system ifyou used an emal ofher than your ecommunity.com login
when registering with CTTL

« IFIRIS access is needed. for protocol submission to the IRB, please go o the webite,
bitps:/iris ecommunity com  which will allow you o request an account (at the bottom ofthe log-n page) This
il allows our raining to be matched o your access

« **ALL CITI TRAINING MUST BE COMPLETE PRIOR TO IRB SUBMISSION CITIIS REQUIRED FOR
ALLKEY STUDY PERSONNEL AND CAN TAKE 2-8 HOURS TO COMPLETE.

1£you have any questions please contact Mindy Whisnant at rb@ecommunity.com or (317) 355-5675.



REQUIREMENTS FOR OBTAINING CONSENT FOR TELEPHONE SURVEYS

In order to obtain consent for telephone surveys the researcher should include a telephone script which includes the following:

1. A statement that the subject is being asked to participate in a research project.
2. A description of the research.
3. A description of who is the Principal Investigator (PI) and the nature of the researcher’s affiliation with Community Health Network.
4. The amount of time estimated for the subject’s participation.

5. Clear disclosure if there are any questions that are sensitive.

6. Clear disclosure of any expected risks or benefits. 

7. A clear statement that participation is voluntary and may be withdrawn at any time.

8. A clear statement detailing if any costs or compensation are involved with the research.

9. A statement that participation is anonymous and confidential including if applicable any steps taken to ensure confidentiality.

10. A statement providing the contact information for the PI in the event of any questions or concerns.

11. A statement providing the contact information for the Community Health Network IRB in the event of questions or concerns.

12. A signed attestation by the person administering the survey that the researcher read and the information to the participant before receiving the participant’s verbal consent.  
Sample Consent for a Telephone Survey or Informal Interview
Hello, my name is <insert name> and I am an employee with the <insert department> department at Community Health Network. We are conducting research on <insert information about the nature of the research project.> You were selected to participate in this study because <insert criteria>. We will be asking approximately <insert number of participants> people to participate in this study. Participants must be age 18 or older. Please verify if you meet this criterion.
I anticipate that this survey/interview will take less than <insert number of minutes> minutes to complete.  There is no compensation for participating. There are no risks or benefits to you for participating in this study. Your alternative is not to participate in this study. <Include sensitive questions if applicable: Some questions may be sensitive such as questions regarding

drug use or your sexual history. > Efforts will be made to keep your personal information confidential. This survey will be anonymous and I will not record your name and will only record you as a <insert appropriate text, such as survey subject a, b, c, etc.>. <insert any other confidentiality measures being taken> Participation is strictly voluntary and you may refuse to participate at any time.
We appreciate your willingness to participate. The data collected will provide useful information regarding <insert purpose of research>. If you would like a summary copy of this study please let me know at the end of the survey/interview and I will add your name to a list that I will maintain separately from my survey/interview notes.  If you have questions later, please contact me at <insert phone number>. The principal investigator for this research is <insert name> and he/she can be reached at <insert phone number>.

If you are not satisfied with the manner in which this study is being conducted, you may report (anonymously if you so choose) any complaints to the Community Health Network Institutional Review Board at IRB@ecommunity.com or at 317-355-5675.
Are you still willing to participate at this time?
I, _________________, attest that I read the above information to the participant before receiving the participant’s verbal consent.  The participant has knowledge of the research and appeared to understand it. 

__________________________________________



______________

Survey Information Sheet and Consent Template

Study Title: 
PI Name:

Contact information:

We are conducting research on <insert information about the nature of the research project.> You were selected to participate in this study because <insert criteria>. We will be asking approximately <insert number of participants> people to participate in this study.
If you decide to participate in this research, you will complete a short survey about <insert survey topic>.
I anticipate that this survey/interview will take less than <insert number of minutes> minutes to complete.  There is no compensation for participating. There are no risks or benefits to you for participating in this study. Your alternative is not to participate in this study. <Include sensitive questions if applicable: Some questions may be sensitive such as questions regarding drug use or your sexual history. > Efforts will be made to keep your personal information confidential. This survey will be anonymous and I will not record your name and will only record you as a <insert appropriate text, such as survey subject a, b, c, etc.>. <insert any other confidentiality measures being taken> Participation is strictly voluntary and you may refuse to participate at any time.
We appreciate your willingness to participate. The data collected will provide useful information regarding <insert purpose of research>. If you would like a summary copy of this study please let me know at the end of the survey/interview and I will add your name to a list that I will maintain separately from my survey/interview notes.  If you have questions later, please contact me at <insert phone number>. The principal investigator for this research is <insert name> and he/she can be reached at <insert phone number>.

You are free to refuse to participate in this research project or to withdraw your consent and discontinue participation in the project at any time without penalty or loss of benefits to which you are otherwise entitled. Your participation will not affect your relationship with Community Health Network.
My return of this survey implies my consent to participate in this research and I

have been given a second copy of this form to keep for my records.

If you are not satisfied with the manner in which this study is being conducted, you may report (anonymously if you so choose) any complaints to the Community Health Network Institutional Review Board at IRB@ecommunity.com or at 317-355-5675.
What type of consent should I apply for?  

Waiver of Consent: Waiver of consent is the most frequently requested type of consent for both retrospective and prospective chart reviews.  In order for the IRB to approve a waiver of consent, the IRB must be satisfied that the following criteria are met:

(1) The research involves no more than minimal risk to the subjects;
(2) The waiver or alteration will not adversely affect the rights and welfare of the subjects;
(3) The research could not practicably be carried out without the waiver or alteration; and
(4) Whenever appropriate, the subjects will be provided with additional pertinent information after participation.
Waiver of Documentation of Consent: This type of consent is not usually requested for a chart review.  Under a waiver of documentation of consent, an investigator must still obtain consent from the subject.  However, the investigator does not need to obtain a signed consent form from subjects if the IRB agrees that the following criteria are met:
(1) That 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; or
(2) That 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.
Written Consent:  In certain instances the IRB may determine that written consent is required if the investigator is unable to justify why it’s impracticable to conduct the research without a waiver.  This is more often the case for prospective chart review studies, but sometimes occurs in retrospective chart review studies.  For example, an investigator wishes to review the charts of all of his patients he refers onward for a colonoscopy to collect outcome measures.  The IRB may determine that the investigator should obtain written consent since he will have the chance to obtain consent from the patients during their clinic visit with him. 
Frequently Asked Questions

1. When completing the IRB application, should I request exempt, expedited or full board review?

Exempt: Exempt review should only be requested if the information to be collected already exists and is publicly available or data will be recorded in such a manner that subjects cannot be identified, either directly or indirectly (Exempt Category #4).  As data must exist at the time the project is submitted to the IRB, this limits exempt review to retrospective chart reviews.  In the majority of cases, chart reviews do not qualify for exempt status because most investigators need to retain identifiers at least through the data collection process.  Even if an investigator plans to eventually discard all identifiers once data collection is complete, this is not sufficient for the project to qualify for exempt review.  

Expedited:  Expedited review can be granted for retrospective and prospective chart reviews under expedited category #5 which is defined as:  Research involving materials (data, documents, records, or specimens) that have been collected, or will be collected solely for non-research purposes (such as medical treatment or diagnosis).  Most chart reviews fall into this category.  

Full Board: While rare, full board review may be required for both retrospective and prospective chart reviews.  Some circumstances under which this occurs is if the investigator plans to collect sensitive data, or if the chart review results in a change in care for the patients whose data is being collected.  
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