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A protocol is required for all studies including nursing studies.  A protocol template can be found on the NCH website, or can be requested by email from IRB staff.  Protocol templates help to ensure that the necessary components of the research proposal are captured appropriately and are available for review.  
For the purposes of this application, “NCH” indicates Northwest Community Healthcare. 
I. Research Title: 
II. Personnel
A. Principal Investigator (PI)

	Name (Last, First)

	Degree(s)


	Department

	Student/Fellow/Resident

 Physician Staff

 Nursing Staff 

	Mailing Address (if other than 800 W. Central Road)


	Phone Number

	E-mail Address



B. Faculty Sponsor – Complete only when PI is a student, fellow or resident

	Name (Last, First)

	Degree(s)


	Department


	Mailing Address (if other than 800 W. Central Road)



	Phone Number

	E-mail Address



C. Primary Contact– Complete only if the contact person is different than the PI

	Name (Last, First)


	Phone Number

	E-mail Address



D. Co-Investigators and Other Study Staff

List all co-investigators and key research personnel in Appendix A and submit this with this application packet. 

III. Performance Sites

Definition of a Research Site:  A performance site is a location at which the research is conducted, data is gathered from subjects and/or records, and/or subjects are consented into the research.  Sites are research sites whether the research activities there are funded or not funded.

A. Non-NCH Performance Sites:
Does this study include sites outside of Northwest Community Healthcare?
 No – Skip to Section IV.  
 Yes – Complete Appendix B and submit with this application packet
IV. Research Funding

A. Is this research funded?

 No – Skip to Section V.

 Yes.  If yes, Check all of the appropriate boxes for funding sources (including pending sources) for this research.
 Federal Agency Name:

 Foundation Name:

 State Agency Name:   

 Industry Sponsor Name:


The NCH IRB assesses an administrative fee for the IRB review of all industry sponsored human subjects research.  The account to be charged must be provided below before IRB review commences.

Account to be charged: 
 Sub-contract from non-NCH agency or institution:  Name: 
 Other - Name: 
B. Internal Funding Identification:  

1. Meditract Contract #:

V. Conflict of Interest (COI) 

All investigators must disclose all real, apparent, or potential Significant Financial Interest to the IRB. 
A. Disclosure 

1. At present or in the 12 months prior to this disclosure, did or does any investigator or investigator’s family members have a significant financial interest with the research sponsor or any subcontract recipient; or have a relationship that is reasonably related to a product (e.g., drug, device, method, treatment, etc.) that is the subject of the research; or have any other relationships (e.g. fiduciary, even if uncompensated) that may present a potential conflict of interest with this research?

 No  

 Yes – See Section B below. 

2. Are you aware of an institutional conflict of interest with this study?   

 No 

 Yes – See Section B below. 
B. Disclosure Management 

If YES is checked for any of these questions, a COI management plan (Appendix C) is needed and a disclosure statement must be present in the consent form.   Final IRB approval of the research cannot be provided until a management plan is in place and is approved by the IRB.
VI. Additional Reviews Required

Reviews beyond that of the IRB may be required for this study. If the research requires review by any committees/offices (ie, nursing scientific review committee) and approval has already been granted, submit the approval documents with this submission.  
VII. Protocol Components

A. Provide a description of the significance that this project will have at NCH.  

B. Indicate the research hypothesis/aims/objectives being explored by the current research.

C. Experimental design

Provide a summary of the experimental design (ie. randomized, masked, double-blind, etc.).  This plan should include enough information to describe how the study will be conducted, including specific study interactions, and overall conduct of the study.  For example, if it’s a masked study, how masking will be maintained.  (Please define any acronyms used)

D. If NCH will not be involved in all of the tasks described in the protocol, explain these discrepancies. 

E. Is this is a clinical trial study (ie. a research study in which one or more human subjects are prospectively assigned to one or more interventions (which may include placebo or other control) to evaluate the effects of the interventions on biomedical or behavioral health-related outcomes)
F. ? No – Skip to section VIII
 Yes – Indicate the Phase of the research as applicable: 

  Phase I     

  Phase II     

  Phase III     

  Phase IV
G. clinicaltrials.gov

If this is a clinical trial and an investigator investigated study, is the research registered on http://clinicaltrials.gov?  (registration requirements: clinicaltrials.gov requirements)
 No   

 Yes – Include the required language within the informed consent document: 
“A description of this clinical trial will be available on http://www.ClinicalTrials.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.”
VIII. Drugs and Devices 
If this study does not involve drugs, biologics, or devices check, “N/A” and skip to Section IX.
 N/A
Submit the following if the research involves the use of any drugs or biologics that will be used or prescribed solely due to the subject’s participation in the research:  

· Appendix D,  

· Investigational brochure and/or approved product information (Physician Desk Reference entry, package insert). 

A. Required Documents:

Submit the following if the research involves investigational devices, devices under a 510K or Pre-Market Approval (PMA), in vitro diagnostic devices, a Humanitarian Use Device (HUD) or a non-approved device: 
· Appendix E,  

· Device manual/information, 

· FDA Documentation (if available). 

B. Placebo or Control
Does the research involve the use of a placebo or control? 

 No 

 Yes – Complete items 1 and 2 below or refer to page(s) in protocol where described: 
1. Justify the use of the placebo or vehicle control in the research, with the following explanations included: 
· Whether there is a standard of care treatment currently available for this indication and this subject population, 
· Whether the design of the research is such that the standard treatment is being withheld from the subject during the research. 
· Why it is ethical to withhold treatment for the purposes of this research. 

2. If a standard treatment is being withheld from the subjects during the research, explain the additional safeguards in place (for example: increased monitoring) to ensure that the subjects are not put at undue risk. For example, explain what occurs if the subject’s condition worsens during the research. 

3. Washout Period

Does the protocol involve a treatment withdrawal or washout period? 

 No   
 Yes – Explain what additional safeguards are in place during this period of the research, especially if the subject’s condition worsens.  
IX. Research Records 

A. Data Collected  
Indicate the type(s) of data being collected and/or recorded (check all that apply):
  Data containing no protected health information (described at the following link: Protected Health Information and in section XIV, B)
  Study-generated health information

  Biological specimens

  Interviews/Questionnaires

  Audio recordings

  Video recordings

  Photographs

  School/Student records

  Internet research data

  Lab, pathology and/or radiology results

  NCH medical records 

  Physician/clinic/hospital medical records from sources outside of NCH  
  Psychotherapy Notes 
  Billing records

 Data previously collected for research purposes 

 Other. Describe: 
B. Biological Specimens

Will any biological samples or specimens be stored, for future (planned or unplanned) analysis beyond the scope of the current research proposal?  If the biological samples and specimens will be used and/or destroyed prior to the closure of the research, they are not considered to be stored; therefore, please answer “No”. It is generally permissible to seek subjects' consent to future research so long as the future uses are described in sufficient detail to allow an informed consent. This may be done through adding additional elements to the main consent or through a separate Broad Consent.
 No  

 Yes – Complete Appendix F and submit with this application packet.

C. Protected Health Information (PHI)

Will any identifiable data, or coded data where a master list to the codes exists, be entered into an existing database or stored for future use beyond the scope of the current proposal as a result of the research?  If the data will be used and/or destroyed prior to the closure of the research, they are not considered to be stored; therefore, please answer “No”.  It is generally permissible to seek subjects' consent to future research so long as the future uses are described in sufficient detail to allow an informed consent.
 No  

 Yes – Complete Appendix G and submit with this application packet.

Note: A plan for securely storing the data must be submitted for IRB review and approval if identifiable and/or coded data will be retained after the research has been completed.   Development of a separate data/tissue repository/bank research protocol is required if the investigator will be retaining data/samples from multiple proposals.

X. Research Subject Population 

A. Total Accrual Goal

Indicate the total planned subject enrollment number for the study as a whole (This number cannot be exceeded without prior IRB review and approval via an amendment): 
B. Local Accrual Goal

Indicate the total planned subject enrollment number for the study at NCH (This number cannot be exceeded without prior IRB review and approval via an amendment): 
C. Study Population

Indicate which populations below will be enrolled on this study:  
Check all that apply

 Adults: Healthy Subjects or Control Subjects

 Adults: Patient Subjects
 Minors (17 years of age and younger)* – Complete Appendix H (required regardless of primary or incidental enrollment) and submit with this application packet
 Neonates, Fetuses/Fetal Tissue* – Complete Appendix I and submit with this application packet

 Prisoners* – Complete Appendix J and submit with this application packet - Please note that certain types of research with prisoners approvable under the federal regulations may not be allowed under Illinois state law including, but not limited to, biomedical research.  If prisoners are a targeted population, Appendix J must be completed..  
 NCH Employees*
 Individuals with impaired decision-making capacity* - Complete Appendix K and submit with this application packet
 Economically and/or Educationally Disadvantaged*

 Vulnerable to Coercion or Undue Influence*

 Other: specify 
Please note the groups listed directly above marked with an asterisk (*) are considered “vulnerable” and require special consideration by the federal regulatory agencies and/or by the NCH-  IRB. 
If including economically and/or educationally disadvantaged subjects, subjects vulnerable to coercion or undue influence, NCH   Employees, and/or other populations that may be considered vulnerable, provide a rationale for their inclusion and what additional safeguards, if any, are in place to protect their rights and welfare: 
D. Eligibility Criteria 
1. Eligibility criteria starts on page:  
2. Explain how and by whom potential subjects will be assessed to determine their eligibility for the research:  
3. Explain how initial eligibility will be documented (submit any screening documents):  
4. Explain how subjects will be monitored during the course of the research to ensure that they still meet the eligibility criteria and how their continuing eligibility will be documented:   

XI. Recruitment of Subjects 
A. Explain how potential subjects will be initially identified for the research. 
B. Explain how, where, and when subjects will be recruited for the research and who will consent them. 
C. Pre-screening

A. Will any protected health information be obtained for pre-screening activities?
  No

  Yes –  Confirm the following:


 the sole purpose is to review PHI as necessary to “pre-screen” a patient (preparatory to research)


 the PHI for which use or access is requested is necessary for the research. 
 the PHI will not be removed from the covered entity in the course of review, and 
B. Will the screening data from records, be retained without consent from subjects who failed to qualify or declined to participate?

  No

  Yes –  Confirm the following:

 the sole purpose is to review PHI as necessary to “pre-screen” a patient (preparatory to research)

 the PHI for which use or access is requested is necessary for the research. 
 the PHI will not be removed from the covered entity in the course of review, and 
D. Recruitment Methods
Check all materials that will be used for recruitment.  Materials must be IRB approved prior to use.  

 No recruitment materials will be used

 Print materials (flyer, brochure, info sheets, etc.) – Describe: 
 Ad (radio, TV, etc.) – Describe: 
 Letter – Describe: 
 Verbal script – Describe: 
 Electronic materials (e.g., website, mass mailing, email notice) – Describe: 
 Social Media – Specify social media outlets: 
 Other – Describe: 
XII. Reasonably Anticipated Risks of the Research 
A. Risks

All known risks must be identified in the protocol.  If the risks of the research to be conducted at NCH differ from those in the protocol, please state the risks below.
 All risks are identified in the protocol and start on page:__________; Continue to B
OR (list risks): 
B. Measures

Describe the measures taken to minimize the risks listed in the protocol or above.     

 Measures taken to minimize the risks are identified in the protocol and start on page: _________
OR (describe measures): 
XIII. Reasonably Anticipated Benefits of the Research 

A. Identify reasonably anticipated benefits:     
 No direct benefit to subjects; however, knowledge gain may benefit society or others who share the same disorder or condition.

 All potential benefits are identified in the protocol and start on page: _________
 Benefits of the research as conducted at NCH differ from those in the protocol. Explain: 
 Other anticipated benefits: 
XIV. Privacy and Confidentiality
A. Precautions

If the precautions taken to protect subject privacy described in the protocol differ from the research as intended to be conducted at NCH, explain below. 
 Precautions taken to protect subject privacy are identified in the protocol and start on page: ______; Continue to B
OR, if they differ from the protocol, explain: 
B. Data Security and Management Plan.   
This section asks you to describe provisions you will make to maintain the confidentiality of the research data.  
Indicate the identifiable elements that will be collected and/or included in the research records.
 None of the identifiers listed below are being collected – Skip to item C

 Social security numbers will be collected, explain why they are necessary and how they will be used: 
Check all that apply

	 Names
	 Financial account information (including employee ID)  
	 Device identifiers/Serial numbers

	 Phone numbers
	 Medical record numbers
	 Web URLs

	 Street address
	 Health plan numbers
	 IP address numbers

	 City or state
	 Account numbers
	 Biometric identifiers1

	 Zip Code
	 Vehicle ID numbers
	 Fax numbers

	 E-mail address
	 License/Certificate numbers
	 Facial Photos/Images

	 All elements of dates (except year) for dates directly related to an individual; all elements of dates including birth date, admission date, discharge date, date of death; and all ages over 89 and all elements of dates (including year) indicative of such age, except that such ages and elements may be aggregated into a single category of age 90 or older.

	 Any other unique identifier - Specify: 



1 Biometric Identifiers are observable biological characteristics which could be used to identify an individual, e.g., fingerprints, iris/retina patterns, and facial patterns.

C. Data Collection 

1. Identify what methods you will use to collect data:

 Internet-based application/package – Specify: 

 Survey Monkey or other commercial survey service – Specify: 
 Other - A thorough description of the characteristics of the application/tool must be provided. This description should address the following elements if applicable: product/tool name, host, security measures, encryption mechanism, and how collected data is maintained and stored by the application/tool.  
 Non-internet based application (i.e. directly onto a desktop/laptop).

 Paper

 Recording Media -  Photo   Video   Audio  

 Subject Artifacts (such as classroom assignments, regular work products) 

 Stored specimens

 Other: 
2. Describe whether and how social media platforms will be used to collect data and/or communicate with subjects:

 Not applicable 

 Facebook – Describe uses:    
 Twitter – Describe uses:    
 Google/Google+ – Describe uses:    
 Other: Specify: 
D. Data Storage and Security 

1. Describe how data will be secured.  

 No identifiable data is being collected. 

  Indirectly with a code linked to the identity of the subject (not de-identified data).

Describe the coding method and specify who will have access to the code/master key:  
  Directly, personal or private identifiers (identifiable elements) are maintained with the data.  Justify the inclusion of direct subject identifiers, and indicate who will have access to the data:  
2. Indicate the method(s) used to secure each data type. 

 Password access

 Portable devices – Specify encryption software (required): 
 Encryption software will be used – Specify encryption software: 
 Secure network server will be used – Specify secure server: 
 Stand-alone desktop/laptop computer will be used to store data

 Not connected to server/internet

 An organization outside of the NCH   will store the code key. 

 Locked file cabinet

 Locked office/lab.

 Locked office suite.

 Locked refrigerator/freezer

 Other - Specify: 
3. Indicate when identifiers (including the master list) will be removed or destroyed. 
 End of data collection

 End of data analysis

 Identifiers will be retained indefinitely – Provide rationale: 
 Other – Specify: 
E. Data Sharing

1. Will the data or specimens be shared with persons other than NCH investigators and research staff noted in the protocol application?  
 No – Skip to Section XV
 Yes – Specify with whom the data will be shared:  
2. Indicate the manner in which the data will be shared: 

 As a de-identified dataset 
 With direct identifiers

 With indirect identifiers (i.e., coded dataset) and/or limited data set 
Identify who will have access to the code key or master list: 
Note: A Limited Data Set may require the use of a data use/data transfer agreement. If one has not been initiated, contact the Office of Research Services at 847-618-4386 for additional information and direction.
3. Specify how will identifiable data be transferred: 

 Non-electronic transfer (hard copy or physical specimens) – Specify: 
 Transmitted over a secure network – Specify network: 
 Via NCH e-mail - Specify encryption: 
 Cloud based data sharing program (PHI may not be shared in this manner.)  

Specify: 
 Other - Specify: 
XV. Safety Monitoring Plan
A. Does the research protocol have a data and safety monitoring plan?  .
  Not Applicable. All of the following criteria are met: 

· research is minimal risk,

· research does not involve physical or therapeutic intervention with subjects,

· subject trauma or distress is not an anticipated risk, and 

· the sponsor does not require a monitoring plan. (Skip to item B)

 Yes – Described within the protocol, starting on page: __________.

 No – Describe the methods to be used to report any unanticipated problems to the IRB and sponsor and to monitor the ongoing safety of subjects: 
B. Is this a multi-center trial where NCH is the lead site or serving as the data coordinating center? 

 Yes – Plans for managing and communicating the unanticipated problems involving risks to subjects or others, interim results, and protocol revisions among the multiple sites are described within the submited protocol OR explain: 
 No 
XVI. Compensation & Costs  

A. Will subjects receive any compensation (for example: money, gifts, or gift certificates) directly related to research participation?  
 No – Skip to item B.   
 Yes - Indicate the type of compensation. 
 Monetary (total amount for the entire study for 1 patient: $
 Non-Monetary 
 Both

B. Compensation details: 

1. How compensation will be prorated (e.g., $x for each visit, $y for subjects who do not qualify after screening visit, etc.): 
2. When compensation will be provided (e.g., after each visit, at the completion of all visits, 6-8 weeks after the completion of all visits due to processing of check, etc.) and in what format (e.g., cash, check, VISA gift card, etc.): 
XVII. Procedures to Obtain Informed Consent/Assent
A. Indicate the type(s) of consent you will obtain: 

 Written

 Verbal

 Waiver of Informed Consent and/or Waiver of Signed Consent
B. Indicate who will obtain informed consent from potential subjects. 

 PI

 Co-investigators

 Research coordinators/Others as delegated

C. Indicate where and when informed consent will be obtained from potential subjects.


Note: Investigators are responsible for delegating research personnel roles.  Documentation of assigned roles must be maintained in a regulatory file.  

D. Does the potential exists for enrolling subjects (or subjects’ legally authorized representative (LAR)) who do not understand English?

 No

 Yes – Describe how the consent process will be conducted (e.g., who will convey information to the subject or LAR in a language they understand, whether the consent will be documented using a translated consent form or short form).

E. Will any portion of the research involve deception?

 No   

 Yes – Submit Appendix K and a debriefing statement with this application.

XVIII. HIPAA Compliance

A. Does your research use and/or disclose Protected Health Information (PHI)* (refer to Section XIV)?    

 No – Skip this section.

 Yes 

B. Will subjects be selected from records outside the NCH  ?
 No

 Yes – Indicate who gave approval for the use of the records: 
· Submit the protocol, consent documents, letters, etc., for securing consent of the subjects for the use of the records if the records are private medical or student records. 

· Submit written documentation for cooperation/permission from the institutional holder or custodian of the records.  

C. Will any research related information be put into the health information records or any other permanent record of the subject?   

 No   

 Yes - Explain:  
XIX. Principal Investigator

I certify that the information that was provided in this application is correct and complete. I also pledge that I will not change any of the procedures, forms, or protocols used in this study without first seeking review and approval from the Institutional Review Board.

Signature of Principal Investigator



Date
Printed Name: 
Person completing form, if different than the Principal Investigator: 
Appendix A
Key Research Personnel

	Role: 
 FORMCHECKBOX 
 Co-Investigator  
 FORMCHECKBOX 
 Other Key Research Personnel (Describe)      
Name (Last, First)
     
	Degree(s)
     
	Department
     

	Mailing Address Mailing Address (if other than 800 W. Central Road)

     
	Phone Number
     

	Fax Number
     
	NCH E-mail Address
     
	


 FORMCHECKBOX 
 This person has a conflict of interest.  Explain:      
Role: 
 FORMCHECKBOX 
 Co-Investigator  
 FORMCHECKBOX 
 Other Key Research Personnel (Describe)      
	Name (Last, First)


	Degree(s)


	Department



	Mailing Address Mailing Address (if other than 800 W. Central Road)

     
	Phone Number

     

	Fax Number
     
	NCH E-mail Address
     
	


 FORMCHECKBOX 
 This person has a conflict of interest.  Explain:      
Role: 
 FORMCHECKBOX 
 Co-Investigator  
 FORMCHECKBOX 
 Other Key Research Personnel (Describe)      
	Name (Last, First)


	Degree(s)


	Department



	Mailing Address Mailing Address (if other than 800 W. Central Road)

     
	Phone Number

     

	Fax Number
     
	NCH E-mail Address
     
	


 FORMCHECKBOX 
 This person has a conflict of interest.  Explain:      
Role: 
 FORMCHECKBOX 
 Co-Investigator  
 FORMCHECKBOX 
 Other Key Research Personnel (Describe)      
	Name (Last, First)


	Degree(s)


	Department



	Mailing Address Mailing Address (if other than 800 W. Central Road)

     
	Phone Number

     

	Fax Number
     
	NCH E-mail Address
     
	


 FORMCHECKBOX 
 This person has a conflict of interest.  Explain:      
Appendix B
Research sites
The purpose of this appendix is to help the IRB determine the regulatory requirements applicable to all sites involved in the research study. In order to facilitate the IRB’s determinations, please identify all performance sites outside of the NCH and explain their roles and responsibilities related to this research study.

A Non-NCH Performance Site is a non NCH location at which research patients on this study will be seen and will have tests and procedures which the results of which will be collected and used as a part of the study. 

Lead Performance Site:  The performance site at which the research is initiated and, for funded research, the site designated as the lead by the research sponsor [the entity paying for the research] and/or the site that receives funding directly from the research sponsor.  

I. Is the research federally funded?  FORMCHECKBOX 
 Yes  FORMCHECKBOX 
  No

II. Is NCH the Lead Performance Site?  FORMCHECKBOX 
  Yes (skip to section III)      FORMCHECKBOX 
 No (complete Sections II and III)
A. Is an organization other than NCH the lead performance site?  FORMCHECKBOX 
  Yes        FORMCHECKBOX 
 No  

If yes, name the Lead Performance Site: 
B. Has IRB Approval been received from the non-NCH Lead Performance Site: 
 FORMCHECKBOX 
 Yes, and approval letter has been included with submission

 FORMCHECKBOX 
 No (final IRB approval cannot be issued until submitted to the IRB)

III. List all non-NCH performance sites
	Site Name: 
	Contact Person: 
	Contact Information:

	Address: 
	City: 
	Country (if not U.S.) 


A. Will this non-NCH   site receive funding, either through NCH   or directly from the research sponsor, for participating in the research?  

 FORMCHECKBOX 
Yes    FORMCHECKBOX 
  No

B. Will personnel at this non-NCH   site recruit subjects?    FORMCHECKBOX 
 Yes    FORMCHECKBOX 
  No

C. Will personnel at this non-NCH   site obtain informed consent? 

 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
  No

D. Will personnel at this non-NCH   site interact with subjects [including, but not limited to, training subjects; administering an instrument, test, process or procedure, drug, or device to subjects; and/or observing subjects]?   FORMCHECKBOX 
  Yes    FORMCHECKBOX 
  No

E. Will personnel at this non-NCH   site collect and transfer individually identifiable information regarding subjects to NCH   Investigators or research staff?   FORMCHECKBOX 
  Yes    FORMCHECKBOX 
  No

F. Other roles and responsibilities, if any, of personnel at this non-NCH   performance site: 
	Site Name: 
	Contact Person: 
	Contact Information:

	Address: 
	City: 
	Country (if not U.S.) 


A. Will this non-NCH   site receive funding, either through NCH   or directly from the research sponsor, for participating in the research?  

 FORMCHECKBOX 
Yes    FORMCHECKBOX 
  No

B. Will personnel at this non-NCH   site recruit subjects?   FORMCHECKBOX 
 Yes    FORMCHECKBOX 
  No

C. Will personnel at this non-NCH   site obtain informed consent? 

 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
  No

D. Will personnel at this non-NCH   site interact with subjects [including, but not limited to, training subjects; administering an instrument, test, process or procedure, drug, or device to subjects; and/or observing subjects]?   FORMCHECKBOX 
  Yes    FORMCHECKBOX 
  No

E. Will personnel at this non-NCH   site collect and transfer individually identifiable information regarding subjects to NCH   Investigators or research staff?   FORMCHECKBOX 
  Yes    FORMCHECKBOX 
  No

F. Other roles and responsibilities, if any, of personnel at this non-NCH   performance site: 
Is the NCH   Investigator conducting the research or responsible for conduct of the research at all of the non-NCH   sites?


IV. Rational for using non-NCH Site

Provide the rationale for the use of non-NCH   sites in this research. 
A. Are these non-NCH   sites a part of a multi-site study that includes NCH  ?   FORMCHECKBOX 
 Yes    FORMCHECKBOX 
  No

B. Are these non-NCH   sites funded through NCH or by the same research sponsor as NCH?     FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

C. Is the involvement of these non-NCH   sites otherwise required by the sponsor for this research study?   FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

D. For all other non-NCH   sites including, but not limited to, schools/school districts; community, faith-based, or other non-governmental organizations; units of local or state government; private businesses, foundations, or organizations; and/or philanthropic, public service, or not-for-profit organizations:

1. Has the NCH   PI been invited by the non-NCH   site to conduct research at their site?    FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

2. Has the NCH   PI previously conducted research and/or collaborated with personnel at the non-NCH   site?    FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No   

E. Briefly state the reason or purpose for using the specific non-NCH   site(s) in this research:


F. Briefly describe any specific knowledge and/or experience that the NCH   PI and/or key research personnel have that is relevant to the conduct of research at the specified non-NCH   sites(s): 


G. Does the NCH   PI have specific knowledge and/or experience of distinct participant population(s) who will be recruited and/or enrolled at the NCH   sites, with respect to elements including, but not limited to, culture, sub-culture, ethnicity, and/or religion?    FORMCHECKBOX 
Yes    FORMCHECKBOX 
 No
H. Does the NCH   PI and/or key research personnel speak, read, and/or write the primary language of participant population(s) who will be recruited and/or enrolled at the non-NCH   site?    FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No
Appendix C
Conflict of Interest Management
If an actual or a potential Conflict of Interest (COI) has been identified it must be mitigated through a Conflict of Interest Management Plan.  This document sets forth the steps that will document that management of the conflict(s).  

A. Name of person(s) with conflict: 
B. Role on project:  
C. Name of sponsor/entity with whom conflict exists:  
D. NCH   internal identifier (IRB#, Meditract #) and/or project title:
1. IRB#: 
2. Meditract #: 
3. Project Name: 
4. Other, if applicable: 
E. Principal Investigator:  
F. Description of Conflict: 
G. Nature of Conflict of Interest (check all that apply):

 FORMCHECKBOX 

Equity interest


 FORMCHECKBOX 

Relationship (e.g., colleague, family member, etc.)

 FORMCHECKBOX 

Consulting fee


 FORMCHECKBOX 

Other (please describe):

 FORMCHECKBOX 

Travel reimbursement

 FORMCHECKBOX 

Honorarium
H. Value of Financial Interest (check one):

 FORMCHECKBOX 

Not applicable to this project/disclosure.

 FORMCHECKBOX 

$0-$4,999



 FORMCHECKBOX 

$20,000-$100,000  

 FORMCHECKBOX 

$5,000-9,999



 FORMCHECKBOX 

Over $100,000 

 FORMCHECKBOX 

$10,000-$19,999


 FORMCHECKBOX 

The value of this financial interest cannot be 

readily determined through reasonable measures of fair market value.

I. Description of Conflict Management Plan:

 FORMCHECKBOX 
 Disclosed in Consent Form

 FORMCHECKBOX 
 Disclosed to Sponsor

 FORMCHECKBOX 
 Other: 
Submit the approved plan and a copy of the most recent Conflict of Interest Disclosure form to the IRB for review. 
__________________________________ 


________________
Signature of Person with Conflict




Date
Appendix D
Use of Drugs or Biologic Products in Research
A separate Appendix D is required for each drug being used in the study.

I. Drug Identification
	Drug Name

(Generic/Trade)
	Manufacturer
	Formulation
	Route of Administration

	     
	     
	     
	     


A. . Is the manufacturer of the drug sponsoring this trial?

 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No.  List the sponsor: 
II. Investigational Status
A. Please indicate the status of the drug or biologic being used in the study.

 FORMCHECKBOX 
  Use of the drug in this study is exempt from the requirements for an Investigational New Drug (IND) application.  


 FORMCHECKBOX 
  Use of drug in this study requires an Investigational New Drug (IND) application.

1. Provide IND Number:       
B. An investigator’s brochure (IB) or FDA-approved product information (package insert) must be submitted with this application.  Please indicate which document is being submitted.

 FORMCHECKBOX 
  Investigator’s brochure (IB): required when the drug’s status is investigational

 FORMCHECKBOX 
 FDA-approved product information (package insert)

C. If IND # is not available, please explain: 
III. Category for Exemption from Requirement of an IND
Complete only if seeking an exemption from the requirements for an IND.

Please select the most appropriate exemption category and answer any questions associated with that category. 

 FORMCHECKBOX 
 Category 1: FDA Determination of Exemption - Please attach a copy of the FDA determination letter.
 FORMCHECKBOX 
 Category 2: FDA-approved drug and the answer to all the following questions is “yes”.

1. The drug is marketed for the indication it is being used in for this study in the United States.

 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

2. The research is not intended to be reported to the FDA as a well-controlled study in support of a new indication for use nor intended to be used to support any other significant change in the labeling for the drug.

 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

3. The research is not intended to support a significant change in the advertising for the product.

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

4. The research does not involve a route of administration or dosage level or use in a patient population or other factor that significantly increases the risks (or decreases the acceptability of the risks) associated with the use of the drug product.

 FORMCHECKBOX 
  Yes.  Justify: 
 FORMCHECKBOX 
  No

.

5. The investigation will be conducted in compliance with the FDA requirements for promotion and charging (21 CFR 312.7).
 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

 FORMCHECKBOX 
 Category 3: In vitro diagnostic biological product and the answer to all the following is “yes”

.

1. The test article is an in vitro diagnostic biological product.

 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

2. The in vitro diagnostic product is either blood grouping serum, reagent blood cells, or anti-human globulin. 

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

3. The diagnosis made with the in vitro biological product will be confirmed by another, medically established, diagnostic product or procedure.

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
  No

4. The in vitro diagnostic product will be shipped in compliance with FDA requirements at 21 CFR 312.160.

 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

 FORMCHECKBOX 
 Category 4:  In vitro or animal use and the answer to all the following is “yes”.

1. The drug is intended solely for tests in vitro or laboratory research animals.

 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

2. The drug is shipped in compliance with FDA requirements at 21 CFR 312.160.

 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

 FORMCHECKBOX 
 Category 5:  Bioavailability or bioequivalence study and the answer to all the following is “no”.

1. A bioavailability or bioequivalence study involving a drug product that contains a new chemical entity, radioactively labeled drug product or cytoxic product.
 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

2. A bioavailability or bioequivalence study involving a drug product containing an already approved, non-new chemical entity and is: 

i. a single-dose study in normal subjects or patients where either the maximum single or total daily dose exceeds that specified in the labeling of the drug product that is the subject of an approved new drug application or abbreviated new drug application.

 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

ii. a multiple-dose study in normal subjects or patients where either the single or total daily dose exceeds that specified in the labeling of the drug product that is the subject of an approved new drug application or abbreviated new drug application.

 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

iii. a multiple-dose study on an extended release product on which no single-dose study has been completed.

 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

 FORMCHECKBOX 
 Category 6:  Clinical bioavailability or bioequivalence study for approval of an abbreviated new drug application or supplemental new drug application and the answer to all the following is “yes”.

1. Clinical bioavailability or bioequivalence study being conducted for approval of an abbreviated new drug application or supplemental new drug application other than studies described in Category 5.
 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

2. Samples of the reference standard and test article will be are retained as described in 21 CFR 320.38 and 320.63.
 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

IV. Handling and Control of Drugs and Biologics

A. State the site(s) and address(es) at which the research will be conducted and drug dispensed:

 FORMCHECKBOX 
  NCH  
 FORMCHECKBOX 
 Non-NCH  , Specify, ___________________________________
B. How will the study drug will be handled at each site:
 FORMCHECKBOX 
  Inpatient Pharmacy will be responsible for drug accountability and dispensing of the study drug. 
 FORMCHECKBOX 
 The investigator will be responsible for the storage and handling of the study drug (answer the following):
1. Describe how disposition of the study drug will be controlled, including procedures for storage, dispensing, limiting access to individuals listed as study personnel on the protocol and accountability.  
2. Indicate where the drug will be stored (address, department and room number).
3. Provide a contact person at the site who can verify the institution’s approval of these procedures.   
Drug accountability records along with storage and dispensing of study drug are subject to audit.  

Reminder:

The following documentation should be attached:

1. Investigator’s Brochure (required for investigational drug) or FDA-approved product information (Package insert)

2. If an IND is required, please attach one of the following to allow verification of the IND number: IND approval letter from FDA, IND number printed in sponsor’s protocol, or letter from sponsor.

Appendix E
Use of Devices 

A separate Appendix E is required for each medical device being used in the project.

II. Medical Device

	Device Name


	Manufacturer
	Diagnostic or Therapeutic Class
	Proposed Use

	
	
	
	


A. Is the manufacturer of the device sponsoring this trial?

 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No.  

 FORMCHECKBOX 
  N/A
B. An investigator’s brochure (IB), device manual and/or FDA-approved product labeling must be submitted with this application.  Please indicate the category that best fits the use of this device in the study. 
III. Investigational Status

 FORMCHECKBOX 
  This device is a Humanitarian Use Device (HUD).  

 FORMCHECKBOX 
  This device is exempt from the requirements for an Investigational Device Exemption (IDE).  Please complete Section IV- Exemption Category.

 FORMCHECKBOX 
  This is a non-significant risk device.  

C. Has the FDA made a risk determination for the use of the device in this study?

 FORMCHECKBOX 
  Yes. Attach a copy of the FDA determination letter and proceed to section VI.

 FORMCHECKBOX 
  No. If NO, Proceed to section V.

 FORMCHECKBOX 
 This is a significant risk device.  Answer questions 1-4 and then proceed to section VI.
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Provide IDE Number:  
2. If an IDE is not available, please explain (note: IRB approval cannot be granted until an IDE is provided): 
IV. Category for Exemption from Requirement of an IDE

Complete only if seeking an exemption from the requirements for an IDE

Please select the most appropriate exemption category and answer any questions associated with that category.
 FORMCHECKBOX 
  Category 1: FDA Determination of Exemption

Please attach a copy of the FDA determination letter.

 FORMCHECKBOX 
  Category 2: FDA-approved (Premarket Approval (PMA) or 510(k) application) device and the answer to all the following questions is YES.

1. The device is lawfully marketed in the United States.

 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

2. The device will be used in accordance with FDA-approved indication.  

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

Attach a copy of the FDA PMA or 510(k) approval letter or approved labeling.

 FORMCHECKBOX 
  Category 3: In vitro diagnostic device and the answer to all the following is YES.

.

1. The device is an in vitro diagnostic product.

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

2. The test device is non-invasive. 

 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

3. The use of the device in the study does not require an invasive sampling procedure that presents a significant risk.

 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

4. The device, by design or intention, does not introduce energy into a subject.

 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

5. The diagnosis made with the in vitro diagnostic device will be confirmed by another, medically established, diagnostic product or procedure.

 FORMCHECKBOX 
Yes

 FORMCHECKBOX 
No

 FORMCHECKBOX 
  Category 4:  Consumer preference testing, testing of a modification, or testing of a combination of two or more devices in commercial distribution and the answer to all the following is YES.

1. The device is only undergoing consumer preference testing, testing of a modification, or testing of a combination of two or more devices in commercial distribution.

 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

2. The testing is not for the purpose of determining safety or effectiveness.

 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

3. The testing does not put subjects at risk.

 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

 FORMCHECKBOX 
  Category 5:  Custom Devices and the answer to all the following is YES.

1. The device is a custom device as defined in 21 CFR 812.3.

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

2. The custom device is not being studied to determine the safety and effectiveness of the device for commercial distribution. 

 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

 FORMCHECKBOX 
  Category 6:  Devices in commercial distribution immediately before May 28, 1976 and the answer to one of the following is NO.

1. A device, other than a transitional device, in commercial distribution immediately before May 28, 1976, when used or investigated in accordance with the indications in labeling in effect at that time.
 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

2. A device, other than a transitional device, introduced into commercial distribution on or after May 28, 1976, that the FDA has determined to be substantially equivalent to a device in commercial distribution immediately before May 28, 1976, and that is investigated in accordance with the indications in the FDA approved labeling: 

 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

V.    Non-significant and Significant Risk Devices

The risk determination should consider the device, the proposed use of the device and any protocol-related procedures (e.g., surgery).  The following criteria define a significant risk device.  If any of the criteria are “true” for the device in this trial, the device is a significant risk device and an IDE is required.

1. device is intended as an implant and presents a potential for serious risk to the health, safety, or welfare of a subject;

2. device is for use in supporting or sustaining human life and represents a potential for serious risk to the health, safety, or welfare of a subject;

3. device is for a use of substantial importance in diagnosing, curing, mitigating, or treating disease or otherwise preventing impairment of human health and presents a potential for serious risk to the health, safety, or welfare of a subject; or

4. device otherwise presents a potential for serious risk to a subject.

Explain why the sponsor considers the use of the device in this study to represent a non-significant risk device and include a description of the risks in relation to any benefits.

 
VI. Handling and Control of Device

Select below the site(s) at which the research will be conducted and address how the study device will be handled at each site.

 FORMCHECKBOX 
  NCH  
 FORMCHECKBOX 
 The investigator is responsible for the storage and handling of the study device.  

1. Describe how disposition of the study device will be controlled, including procedures for storage, dispensing, limiting access and accountability.  
2. Indicate where the device will be stored. 
.

Device accountability records along with storage and dispensing of study device are subject to audit.  

 FORMCHECKBOX 
 Non-NCH    

Specify name and location:  
1. Describe how disposition of the study device will be controlled, including procedures for storage, limiting access to individuals listed as study personnel on the protocol  , dispensing, and accountability.  
2. Indicate where the device will be stored.  
.

3.   Provide a contact person at the site who can verify the institution’s approval of these procedures.  
Appendix F
Sample Banking

Research Title: 
If your research proposes to store or bank tissue or other samples for the current research protocol or future research, please answer the questions below.   As it pertains to each question, please differentiate between short term storage (i.e., storage until an analysis can be performed as per current protocol) versus longer term storage (i.e., banking for non-specified future research). Also, please differentiate between the different types of samples being stored (i.e., tissue versus blood product).  

A. Describe the sample(s).  Where and how will the investigator obtain the sample(s)? 


B. Will the information collected and stored with the sample(s) include individually identifiable health information subject to the HIPAA Privacy Rule requirements (45 CFR Parts 160 and 164) (listed in section XIV of the IRB application)?

 FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes

1. If YES, please describe:  
C. Describe the purpose of sample collection.

D. Will any information/results of this research be shared with the subjects during or after the current research is completed? 

 FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes

1. If YES, please explain:   
E. Describe the location and manner by which the sample(s) will be stored/banked and whether this will allow for identification of the sample(s) (relating it back to individual persons).  Please clarify whether the sample(s) will be stored without identifiers, with indirect identifier “links” or “codes” (i.e., study I.D. #), or with direct identifiers (i.e., name, social security number).


F. If the sample(s) will be stored with either direct or indirect identifiers/codes, please describe the protections in place to maintain confidentiality and prevent an inadvertent breach of confidentiality.       
G. How long will the sample(s) be stored?


H. Will the sample(s) be destroyed after the research purpose is served? 

 FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes

I. If NO, how will the sample(s) be stored after its initial use is completed (i.e., no identifiers, indirect identifiers, or direct identifiers)?      
J. Will the principal investigator “own”/be custodian of the sample(s)?  FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes

K. If NO, please explain who will “own”/be custodian of the sample(s):       
L. Will sample(s) be shared with other investigators?   FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes

M. If YES, explain how and with whom sample(s) will be shared, and if the samples will include codes or identifiers(i.e., describe the mechanism for sharing):       
N. Has all of the above information been included in the consent document (i.e. purpose, type of information stored, identifiability, for how long, share information back, re-consent for future research uses, confidentiality safeguards, risks related to potential breach of confidentiality, etc.)?   FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes

Appendix G
Data Banking

Research Title: 
If your research proposes to store or bank data for the current research protocol or future research, please answer the questions below.   As it pertains to each question, please differentiate between short term storage (i.e., storage until an analysis can be performed) versus longer term storage (i.e., banking). 

1. Describe what data is being collected or attach a separate data collection sheet..  Where will the investigator obtain the data? 


2. Will the information collected and stored with the data include individually identifiable health information subject to the HIPAA Privacy Rule requirements (45 CFR Parts 160 and 164) (listed in section XIV of the IRB application)?

 FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes

a. If YES, please describe:  
3. Describe the purpose of taking/receiving the data?


4. Will any information/results of this research be shared with the subjects during or after the current research is completed? 

 FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes

a. If YES, please explain:   
5. Describe the manner by which the data will be stored/banked and whether this will allow for identification of the data (relating it back to individual persons).  Please clarify whether the data will be stored without identifiers, with indirect identifier “links” or “codes” (i.e., study I.D. #), or with direct identifiers (i.e., name, social security number).


a. If the data will be stored with either direct or indirect identifiers/codes, please describe the protections in place to maintain confidentiality and prevent an inadvertent breach of confidentiality.  


6. Where and for how long will the data be stored?


7. Will the data be destroyed after the research purpose is served? 

 FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes

a. If NO, how will the data be stored after its use in the current research is completed (i.e., no identifiers, indirect identifiers, or direct identifiers)?


O. Will data be shared with other investigators?

 FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes

1. If YES, explain how and with whom data will be shared, and if the data will include codes or identifiers(i.e., describe the mechanism for sharing):


8. Has all of the above information been included in the consent document (i.e. purpose, type of information stored, identifiability, for how long, share information back, re-consent for future research uses, confidentiality safeguards, risks related to potential breach of confidentiality, etc.)? 

 FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes

Appendix H
Minors in Research

Federal regulations (45 CFR 46 Subpart D and 21 CFR 50 Subpart D) require that additional protections be put into place if children are to be recruited and enrolled as subjects in research.  Other federal regulations, state law, and organizational policies also apply.

I. Research Title:      
II. Children Subject Population

A. Age Range (check all that apply):

 FORMCHECKBOX 
 Newborn to 2 years of age

 FORMCHECKBOX 
 13-15 Years 

 FORMCHECKBOX 
 3-6 Years




 FORMCHECKBOX 
 16-17 Years

 FORMCHECKBOX 
 7-12 Years

B. Please identify which federally-defined category applies to this research and provide the appropriate rationale for the inclusion of children in the chosen research category:  

 FORMCHECKBOX 
 45 CFR 46.404 (FDA 21 CFR 50.51)

· Research involves no greater than minimal risk to children AND
· Adequate provisions are made for soliciting the assent of the child and the permission of the parent/guardian
a. Please explain why the research involves no more than minimal risk.       
b. Please explain how assent of the child and permission of the parent/guardian will be obtained, and provide justification if the signature of only one parent/guardian will be solicited:      
 FORMCHECKBOX 
 45 CFR 46.405 (FDA 21 CFR 50.52)

· Research involves greater than minimal risk to children BUT
· Presents the prospect of direct benefit to the individual child AND
· Anticipated benefit justifies the risk AND
· Anticipated benefit versus the risk is at least as favorable as that of alternative approaches 
AND
· Adequate provisions are made for soliciting the assent of the child and the permission of the parent/guardian
a. Please explain why the risk is justified by the anticipated benefit to the child: 
b. Please explain why the anticipated benefit versus the risk is at least as favorable as that of available alternative approaches: 
c. Please explain how assent of the child and permission of the parent/guardian will be obtained, and provide justification if the signature of only one parent/guardian will be solicited: 
 FORMCHECKBOX 
 45 CFR 46.406 (FDA 21 CFR 50.53)

· Research involves greater than minimal risk to children AND

· Presents no prospect of direct benefit to the individual child BUT

· the risk represents a minor increase over minimal risk AND

· Interventions or procedures present experiences that are reasonably commensurate with those inherent in the child’s actual or expected medical, dental, psychological, social, or educational situations AND
· Interventions or procedures are likely to yield generalizable knowledge about the child’s disorder or condition that is of vital importance for the understanding or amelioration of the child’s disorder or condition AND
· Adequate provisions are made for soliciting the assent of the child and the permission of the parent/guardian.

a. Explain why the risk represents a minor increase over minimal risk. 
b. Please compare the actual or expected medical, dental, psychological, social, or educational experiences of the child subjects with the experiences presented by the research interventions or procedures: 
c. Please explain why the interventions or procedures are likely to yield generalizable knowledge about the child’s disorder of condition that is of vital importance for the understanding or amelioration of the child’s disorder or condition: 
d. Please explain how assent of the child and permission of both parents/guardians will be obtained (unless one parent is deceased, unknown, incompetent, not reasonably available, or only one parent has legal responsibility for the care and custody of the child): 
 FORMCHECKBOX 
 45 CFR 46.407 (FDA 21 CFR 50.54)

· Research not otherwise approvable under one of the above categories BUT
· Presents an opportunity to understand, prevent, or alleviate a serious problem affecting the health or welfare of children AND
· Adequate provisions are made for soliciting the assent of the child and the permission of the parent/guardian
a. Please explain why the proposed research presents an opportunity to further the understanding, prevention, or alleviation of a serious problem affecting the health or welfare of children: 
b. Please explain how assent of the child and permission of both parents/guardians will be obtained (unless one parent is deceased, unknown, incompetent, not reasonably available, or only one parent has legal responsibility for the care and custody of the child): 
III. Children Who Are Wards 45 CFR 46.409(a) (FDA 21 CFR 50.56(a))

1. Does the research involve wards of the State or wards of any other organization? 

 FORMCHECKBOX 
  Yes   

 FORMCHECKBOX 
  No, skip to question D.

 FORMCHECKBOX 
  Yes – if YES, and research meets criteria B.1.(46.404) or B.2.(46.405), skip to question D.

 FORMCHECKBOX 
  Yes – if YES, and research meets criteria B.3.(46.406) or B.4.(46.407), continue with questions 2 and 3.

2. Is the research related to their status as wards? 

 FORMCHECKBOX 
  No   

 FORMCHECKBOX 
  Yes – If YES, explain why the proposed research presents an opportunity to further the understanding of issues related to the status of children as wards: 
3. Is research conducted in schools, camps, hospitals, institutions, or similar settings in which the majority of children involved as subjects are NOT wards? 

 FORMCHECKBOX 
  No 

 FORMCHECKBOX 
  Yes

4. Is the answer to either C.2 or C.3 above YES?

 FORMCHECKBOX 
  No – if NO, STOP and skip to question D.  Research under 45 CFR 46.406 (21 CFR 50.53) or 45 CFR 46.407 (21 CFR 50.54) is NOT approvable for children who are wards

 FORMCHECKBOX 
  Yes – if YES, research under 45 CFR 46.406 (21 CFR 50.53) or 45 CFR 46.407 (21 CFR 50.54) is approvable for children who are wards.  Please submit documentation verifying the appointment of an independent Ward Advocate for each ward.  All of the following criteria for Ward Advocates must be met:

· Have the background/experience to act in the best interests of the ward for the duration of the ward’s participation in the research

· Are NOT affiliated with the research, the research organization, or the ward’s guardian organization (for example, the State or DCFS)

· One individual may serve as Ward Advocate for more than one ward

 FORMCHECKBOX 
 Documentation attached

 FORMCHECKBOX 
 Documentation pending; must be submitted and approved by the IRB prior to recruiting or enrolling wards

5. Will research involving children be conducted outside the State of Illinois?

 FORMCHECKBOX 
  No
 FORMCHECKBOX 
  Yes – if YES, provide the definition of child and legally authorized representative or guardian FOR RESEARCH PURPOSES for each state in which the research will be performed:      
IV. Procedures to Obtain Informed Consent/Assent

The assent of the child plus the permission of the parent(s)/guardian(s) must be obtained prior to a child’s recruitment or enrollment as a research subject, as noted above.  Given adequate justification, the IRB may waive child assent and/or parent/guardian permission unless the research is FDA-regulated.  Parent/guardian permission is ALWAYS required for FDA-regulated research.  
The permission of an independent Ward Advocate, in addition to the permission of the ward’s guardian, must be obtained for research under 45 CFR 46.406 (21CFR 50.53) and 45 CFR 46.407 (21 CFR 50.54) involving wards of the State: 
Please indicate whether the Principal Investigator will personally perform the assent or parenteral permission, including the documentation of assent and/or permission, or whether the PI will retain responsibility for overseeing this process but delegate the authority to perform these duties to others:

 FORMCHECKBOX 
 Only the PI will obtain consent    FORMCHECKBOX 
 PI and Delegates will obtain consent 

 FORMCHECKBOX 
 Only Delegates will obtain consent

If the PI will allow delegates to obtain informed consent, please submit a list of individual delegate names, or delegate titles, who will be designated to obtain consent.  Please note that these persons must be listed as Key Research Personnel and include a description of the training that will be required or given to these persons prior to their participation in this research.

     
A. Assent 

Federal regulations require the IRB to determine that adequate provisions are made for soliciting the assent of children when, in the judgment of the IRB, the children are capable of providing assent.

1. Will assent be obtained from all children?

 FORMCHECKBOX 
 Yes – if YES, skip to question 3.

 FORMCHECKBOX 
 No, a waiver of assent is being requested for all children involved in research.

 FORMCHECKBOX 
 No, a waiver of assent is being requested only for some children involved in research.

2. If the answer to 1 above is NO, indicate the justification for not obtaining assent from the children.      
a.   FORMCHECKBOX 
  All children or  FORMCHECKBOX 
 Some children will be unable to provide assent because of their age.  
b. If applicable, indicate the age range for which assent will NOT be obtained:           

c. The IRB generally considers children 7 years of age and older capable of giving assent.  If you are requesting a waiver of assent for children older than 7 years of age, provide additional justification:      
d.   FORMCHECKBOX 
 N/A  FORMCHECKBOX 
  All children or  FORMCHECKBOX 
 Some children will be unable to provide assent because of their maturity or psychological state.  

Provide justification for this statement.  When relevant, include a discussion of the range of expected maturities and psychological states of the children, how these will be evaluated and by whom, and how the determination of capability to assent will be made:      
e.   FORMCHECKBOX 
 N/A   FORMCHECKBOX 
  All children or  FORMCHECKBOX 
 Some children will be unable to provide assent as their capability is so limited that they cannot reasonably be consulted.  Provide justification for this statement.       
f.  FORMCHECKBOX 
  The intervention(s) or procedure(s) involved in the research hold out the prospect of direct benefit to the health or well-being of the children and is available only in the context of the research.  

g. Explain what assent processes or procedures will ensure that the child’s autonomy and right to justice is respected:        
 e.  FORMCHECKBOX 
  Assent from children will not be obtained because the research is minimal risk and meets the adult criteria for waiving consent (45CFR46.116(d)) based on the following protocol-specific justification:

The waiver will not adversely affect the rights and welfare of the subjects; please explain:      
The research would be so difficult as to be nearly impossible to carry out without the waiver; please explain:      
When appropriate, the subjects and their parent(s)/guardian(s) will be provided with additional pertinent information after participation; please explain:      
3. Please provide a detailed explanation of the procedures to be used to solicit the assent or dissent of children and how this will be documented:      
 FORMCHECKBOX 
 N/A – Waiver of child assent requested for all of the research   

4. Please detail the proposed additional safeguards that will be put into place to ensure that children understand and freely volunteer to participate in the research (for example, plans for on-going evaluation of the child’s assent, independent witness observation of the assent process, involvement of a subject advocate).  If enrolling children whose primary language is not English, explain how and who will be responsible for conducting/overseeing the assent process. Special attention should be paid to avoiding coercion or undue influence of the potential child subjects:       

 FORMCHECKBOX 
 N/A – Waiver of child assent requested for all of the research   
B.  Parent/Guardian Permission

1. Please explain how the authority of the parent(s)/guardian(s) to give permission for the child to be involved in research will be verified (for example, verifying the identity of the legal custodial parent or guardian where the parents are divorced).  The research purpose, research context, and/or subject population may warrant special attention to the verification of the authority of parent(s)/guardian(s):       
2. Where the research purpose, research context, and/or subject population warrant the verification of the legal authority of the parent/guardian, will documentation of the parent’s/guardian’s authority be reviewed by the investigator and/or copies collected from each parent/guardian? (including, but not limited to, court orders or guardianship documents)

 FORMCHECKBOX 
 Yes    

 FORMCHECKBOX 
 N/A – Research purpose, research context, and/or subject population do NOT warrant the verification of the legal authority of the parent/guardian     

 FORMCHECKBOX 
 No - If NO, please provide justification for NOT reviewing or collecting documentation of the legal authority of each parent/guardian:      
3. Please provide a detailed explanation of the procedures and/or documentation to be used to solicit the permission of parent(s)/guardian(s).      
 FORMCHECKBOX 
 N/A – A waiver of parent/guardian permission for some or all of the research requested; skip to C. 
Please note: Unless the research is FDA-regulated, a waiver of parent/guardian permission may be granted, at the discretion of the IRB, when:

· Permission would be waived in accordance with federal regulations, local policies and procedures, and ethical guidelines OR
· Soliciting permission would not protect the child subject (for example, neglected or abused children) AND
· Appropriate mechanism(s) for protecting child subjects is substituted AND
· A waiver would not be inconsistent with federal, state, or local law (for example, waivers of parent/guardian permission are prohibited for FDA-regulated research)   
4. Please indicate whether the Principal Investigator will personally perform the permission process, including the documentation of permission, or whether the PI will retain responsibility for overseeing this process but delegate the authority to perform these duties to others:
 FORMCHECKBOX 
 Only the PI will obtain permission           FORMCHECKBOX 
 PI and Delegates will obtain permission 

 FORMCHECKBOX 
 Only Delegates will obtain permission

If the PI will allow delegates to obtain permission, please ensure that these persons are listed as Key Research Personnel and include a description of the training that will be required or given to these persons prior to their participation in this research.

5. Please indicate whether permission will be obtained using procedures and documents in the primary language of the parent/guardian, particularly if parent’s/guardian’s primary language is NOT English:

 FORMCHECKBOX 
 N/A – Only English-speaking parents/guardians will be solicited for permission 

 FORMCHECKBOX 
 Permission process will be conducted in the parent’s/guardian’s primary language(s) AND the child subject will NOT be used as a translator
Specify language(s):      
 FORMCHECKBOX 
 Permission documents will be translated into the parent’s/guardian’s primary languages(s)

Specify language(s):      
Please note that a “short form” and translation process may be used when the enrollment of a limited number of non-English speaking parents/guardians could not reasonably have been anticipated  and a fully translated consent document is not available. For information about the short form, please contact the IRB office.

6. Please identify where and when permission will be obtained from parents/guardians.        

Please clarify when, in relation to diagnosis of the child’s disease or disorder OR the scheduling of the child’s participation in the research (including surgical procedures related to the research), parent/guardian permission will be obtained (for example, does the research require that parent/guardian permission be obtained immediately after diagnosis of the child’s serious illness?):

     
C.  Request and Justification for Waiver of Parent/Guardian Permission, Alteration of Parent/Guardian Permission, or Waiver of Documentation
1. Are you requesting a waiver of permission or an alteration of permission under 45 CFR 46.116(d) for all or part of the research?   

 FORMCHECKBOX 
 No  

 FORMCHECKBOX 
 Yes - If YES, are you requesting a:

 FORMCHECKBOX 
 Waiver for all of the research  FORMCHECKBOX 
 Waiver for recruitment purposes  FORMCHECKBOX 
  An alteration of permission

 FORMCHECKBOX 
 N/A – No waivers or alterations requested; please skip to question 4 below.

2. If you are requesting an alteration of permission, please describe in detail how you wish to alter the permission process and/or permission document, and justify the need for this alteration:      
To request a waiver of permission, you must provide the specific justification listed in 3 below.  A waiver may be requested for the entire study or for only one portion of the research (for example: a waiver for recruitment purposes only would be a waiver of permission to identify potential child research subjects from medical records, but parent/guardian permission may still be required for the later enrollment and participation of the child subjects in the research itself).

3. If the answer to 1 above is YES, indicate the justification for not obtaining permission from parent(s)/guardian(s).

a.  FORMCHECKBOX 
  Parent/guardian permission will not be obtained because the research is minimal risk and meets the adult criteria for waiving consent (45CFR46.116(d)) based on the following protocol-specific justification:

The waiver will not adversely affect the rights and welfare of the subjects; please explain:      
The research would be so difficult as to be nearly impossible to carry out without the waiver; please explain:      
When appropriate, the subjects and their parent(s)/guardian(s) will be provided with additional pertinent information after participation; please explain:      
b.  FORMCHECKBOX 
  Soliciting permission would not protect the child (for example: neglected or abused children) and alternative, appropriate safeguards for protecting the child will be put into place:

Please explain why obtaining parent/guardian permission would not protect the child:      
Please provide a detailed outline of the alternative, appropriate safeguards that will be put into place to protect the child:      
Please note: Waiver of permission, alteration of permission, and waiver of documentation are all separate processes.  

4. Are you requesting a waiver of documentation of parent/guardian permission under 45 CFR 46.117 (c) for all or part of the research?

 FORMCHECKBOX 
 No  

 FORMCHECKBOX 
 Yes - If YES, are you requesting a:

 FORMCHECKBOX 
 Waiver of documentation for all of the research   

 FORMCHECKBOX 
 Waiver of documentation for recruitment purposes   

 FORMCHECKBOX 
 N/A – No waivers of documentation requested

5.  If the answer to 4 above is YES, please indicate the justification(s) for waiving documentation of parent/guardian permission.

a.  FORMCHECKBOX 
 The only record linking the child subject and the research would be a signed parent/guardian permission document, the principal risk or harm of the research would be a breach of confidentiality, and each parent/guardian will be asked whether they want documentation linking their child and the research and the parent’s/guardian’s wishes will govern.  

Specific protocol-based justification supporting the above statement:      
b.  FORMCHECKBOX 
 The research involves no more than minimal risk or harm to the child subject and involves no procedures for which written permission is normally required outside of the research context.

Specific protocol-based justification supporting the above statement:      
If documentation of parent/guardian permission is waived, the IRB may require the investigator to provide child subjects and their parents/guardians with a written statement regarding the research, which contains all the elements of assent/permission. Please provide such a written document for review and label it “Subject Information Sheet.” Be sure that the document has a footer with version number and date.

D. Re-Consent process for minors who become adults during the study

Will any of the children originally enrolled by assent and/or permission from their parents or guardian reach the age of majority (18 years or old) while participating in this study?

        FORMCHECKBOX 
  No

        FORMCHECKBOX 
  Yes. Describe how legally effective consent will be solicited and obtained from the now-adult subjects.      
Appendix I
Neonates, Fetuses/Fetal Tissue involved in Clinical Research
I.    Research Title      
Federal regulations (45 CFR 46 Subpart B) require that additional protections be put into place if human fetuses, neonates of uncertain viability, or nonviable neonates are to be involved in research.  Other federal regulations, state law, and organizational requirements may also apply.

II. Research Involving Fetuses 

 FORMCHECKBOX 
    NA – If the research does not involve fetuses, skip to Section III.

 FORMCHECKBOX 
    Research meets the exemption criteria for Exempt Review of Research.  Submit the completed Exempt review form. 

Pregnancy encompasses the period of time from implantation until delivery.  A woman shall be assumed to be pregnant if she exhibits any of the pertinent presumptive signs of pregnancy, such as missed menses, until the results of a pregnancy test are negative or until delivery.

Fetus means the product of conception from implantation until delivery.

Delivery means complete separation of the fetus from the woman by expulsion or extraction or by any other means.

A.  Scientific background

Explain whether appropriate, pre-clinical studies, including studies on pregnant animals and clinical studies, including those involving non-pregnant women have been conducted, and provide data for assessing potential risks to pregnant women and fetuses in relation to this study.  

     
B.   Anticipated risk to the fetus

1.  Check the box that best identifies the anticipated level of risk to the fetus:

 FORMCHECKBOX 
 Research involves no greater than minimal risk to the fetus.

 FORMCHECKBOX 
 Research involves greater than minimal risk to the fetus and the risk is caused solely by interventions or procedures that hold out the prospect of direct benefit to the woman or the fetus.

 FORMCHECKBOX 
 Research involves greater than minimal risk to the fetus and the risk is caused by interventions or procedures that do NOT hold out the prospect of direct benefit to the woman or the fetus.

2.  Justify the anticipated risk to the fetus: 

     
3   Please explain why any risks associated with the research are the least possible (minimized) for achieving the objectives of the research, including whether the biomedical knowledge could be obtained by another means:

     
4.  Please describe the safeguards that will be put into place to protect the rights and welfare of the pregnant women and fetuses in this research:

     
5. Will there be any inducements, monetary or otherwise, offered to terminate a pregnancy?

 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 Yes

6. Will researchers have any part in any decisions as to the timing, method, or procedures used to terminate a pregnancy?

 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 Yes

7.  Will researchers have any part in determining the viability of a fetus at the termination of the pregnancy?

 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 Yes

C.  Procedures to Obtain Informed Consent

All informed consent/permission/assent documents must contain a clear explanation of the reasonably foreseeable impact of the research on the fetus.

1. Check the appropriate box as it applies to this research.

 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 Yes 
The research holds out the prospect of direct benefit only to the pregnant woman; 

 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 Yes 
Research holds out the prospect of direct benefit both to the pregnant woman and the fetus; 

 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 Yes 
Research does not hold out the prospect of direct benefit to the pregnant woman or the fetus, but the risk to the fetus is not greater than minimal and the purpose of the research is the development of important biomedical knowledge that cannot be obtained by any other means.
If YES is answered to any of the statements above, informed consent must be obtained from the pregnant woman in accordance with federal regulations regarding adult consent.

2. Research holds out the prospect of direct benefit only to the fetus. 

 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 Yes 
  

If YES is answered to the statement above, informed consent must be obtained from the pregnant woman AND the father in accordance with federal regulations regarding adult consent (unless the father is unavailable, incompetent, temporarily incapacitated, or the pregnancy resulted from rape or incest).

3. Research involves pregnant women who are less than 18 years of age (i.e., minors).
 FORMCHECKBOX 
 No
 FORMCHECKBOX 
Yes 
 

The Illinois Consent by Minors to Medical Procedures Act (“Act”) (410 ILCS 210/1) permits a pregnant minor to provide her own informed consent to the performance of a medical or surgical procedure performed by:(i) a physician licensed to practice medicine and surgery, (ii) an advanced practice nurse who has a written collaborative agreement with a collaborating physician that authorizes provision of services for minors, or (iii) a physician assistant who has been delegated authority to provide services for minors. Under the circumstances or for the conditions stipulated in the Act, the IRB views the minor to have the same legal capacity to act and having the same powers and obligations as a person of legal age to consent for research involving such medical or surgical procedures.  
4. If YES is answered in 3 above, does the proposed research involve medical or surgical procedures expected to be performed in pregnant women by the individuals listed in the Act?

 FORMCHECKBOX 
 No   Assent of the minor subject and permission of their parent or guardians must be obtained   
 FORMCHECKBOX 
 Yes   Consent may be obtained from the pregnant minor.  

Justify your response: 


       
III. Research Involving Neonates

 FORMCHECKBOX 
    NA – If the research does not involve neonates, skip to Section IV.

Neonate means a newborn.

Viable neonate means being able, after delivery, to survive (given the benefit of available medical therapy) to the point of independently maintaining heartbeat and respiration.  If a neonate is viable then it may be included in research only to the extent permissible, and in accordance with the requirements of subparts A and D of 45 CFR 46.  

Nonviable neonate means a neonate after delivery that, although living, is not viable.  Viable neonates may be included in the research only to the extent permissible, and in accordance with, federal regulations and state and local laws.

A.  Neonates

1.  Please explain the scientific justification for the proposed research, including descriptions of pre-clinical and clinical studies which have been conducted and provide data for assessing potential risks to neonates:
     
2.  Will researchers have any part in determining the viability of a neonate?

 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 Yes

B.  Viable Neonates 

 FORMCHECKBOX 
 Research involves viable neonates

All informed consent/permission/assent documents must contain a clear explanation of the reasonably foreseeable impact of the research on the viable neonate/child.

C.  Neonates of uncertain viability: Additional requirements

 FORMCHECKBOX 
 NA – If the research does not involve neonates of uncertain viability.

1. Place a check in the box below that applies to this research:
 FORMCHECKBOX 
  The research holds out the prospect of enhancing the probability of survival of the neonate to the point of viability and any risk is the least possible for achieving that objective.
 FORMCHECKBOX 
   The research has the main purpose of the development of important medical knowledge, which cannot be obtained by other means, and there will be no added risk to the neonate resulting from the research.

2.  Explain the procedures that will be used to obtain legally effective consent of either parent of the neonate in accordance with federal regulations.       
If neither parent is able to consent because of unavailability, incompetence, or temporary incapacity, the legally effective informed consent of either parent’s legally authorized representative (LAR) will be obtained in accordance with federal regulations. The father’s informed consent need not be obtained if the pregnancy resulted from rape or incest. These procedures must assure that each individual providing informed consent will be fully informed regarding the foreseeable impact of the research on the neonate.  

D.  Nonviable Neonates: Additional Requirements 

 FORMCHECKBOX 
 NA – If the research does not involve nonviable neonates.


After delivery, a nonviable neonate may NOT be involved in research unless the IRB determines that the following additional conditions (1-4) are met.

1.  Will the vital functions of the neonate be artificially maintained?
 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 Yes – please describe:      
2.  Does the research include procedures to terminate the heartbeat or respiration of the neonate?
 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 Yes – please describe:       
3.  Will the research present any added risk to the neonate?

 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 Yes – please describe:      
4.  Is the development of important biomedical knowledge that cannot be obtained by other means the sole purpose of the research?
 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 Yes – please describe:      
5.  Explain the procedures that will be used to obtain legally effective consent of both parents of the neonate.      
The legally effective informed consent of both parents of the neonate is obtained in accord with 45 CFR 46 Subpart A, except that the waiver and alteration provisions of §46.116 (c) and (d) do not apply. If either parent is unable to consent because of unavailability, incompetence, or temporary incapacity, the informed consent of one parent of a nonviable neonate will suffice. The consent of the father need not be obtained if the pregnancy resulted from rape or incest.  The consent of a LAR for either or both parents of a nonviable neonate will NOT suffice. These procedures must assure that each individual providing informed consent will be fully informed regarding the foreseeable impact of the research on the neonate. 

IV. Research Involving, After Delivery, the Placenta, Dead Fetus, or Fetal Material

 FORMCHECKBOX 
    NA – Section is not applicable.

Dead fetus means a fetus that does not exhibit heartbeat, spontaneous respiratory activity, spontaneous movement of voluntary muscles, or pulsation of the umbilical cord.

The use of the placenta, dead fetus, or fetal material in research must be conducted in accordance with all applicable federal, state, local, or institutional laws, regulations, and policies.

A.  The following are proposed for use in this research (check all that apply):
 FORMCHECKBOX 
 Placenta



 FORMCHECKBOX 
 Cells Excised from Dead Fetus

 FORMCHECKBOX 
 Dead Fetus



 FORMCHECKBOX 
 Tissue Excised from Dead Fetus

 FORMCHECKBOX 
 Macerated Fetal Material

 FORMCHECKBOX 
 Organs Excised from Dead Fetus

 FORMCHECKBOX 
 Other Describe:        
B.  Will any information associated with the above material be recorded for research purposes in any way such that living individuals (i.e., parents) will be identifiable (including any of the 18 HIPAA elements) either directly or indirectly?

 FORMCHECKBOX 
 No  
If No, subjects may not be considered human research subjects according to federal regulations and UIC policy. .   

 FORMCHECKBOX 
 Yes
If Yes, explain the reason for the recording of identifiable information (Note: Those individuals will be considered research subjects and all applicable federal regulations must be observed with regards to the protections of their rights and welfare as research subjects.)

Appendix J
Inclusion of Prisoners

I. Research Title:      
Introduction

Although federal regulations allow biomedical research with prisoners, Illinois State Law (Title 20 Corrections, Criminal Justice, And Law Enforcement CHAPTER I: Department of Corrections: PART 106 Research and Evaluation) indicates that, “Research projects involving use of committed persons in medical, cosmetic, or pharmaceutical experiments shall not be permitted.” Therefore, if your study involves one of these types of research and intends on enrolling prisioners, it will not be IRB approved. 

If this study is not medical, cosmetic or pharmaceutical in nature and prisoners are a targeted population in a research study, the investigator must comply with the additional protections provided in 45 CFR 46, subpart C.  Under the revised common rule (effective 1/21/2019, prisoners may be included in research if inclusion is incidental).  The following questions must be answered in order for the IRB to review the research.

Note: "Prisoner" is defined by HHS regulations at 45 CFR part 46.303(c) as "any individual involuntarily confined or detained in a penal institution.  The term is intended to encompass individuals sentenced to such an institution under a criminal or civil statute, individuals detained in other facilities by virtue of statutes or commitment procedures which provide alternatives to criminal prosecution or incarceration in a penal institution, and individuals detained pending arraignment, trial, or sentencing." In practice, this definition includes persons under house arrest and/or restricted by electronic monitoring devices.

Minimal risk for prisoners is defined as “the probability and magnitude of physical or psychological harm that is normally encountered in the daily lives, or in the routine medical, dental, or psychological examination of healthy persons.”  *Note the definition for minimal risk for prisoners differs from that found elsewhere in the regulations.

II. Categories of Research that may Include Prisoners

Listed below are the permissible categories of research that may include prisoners. Indicate the category(ies) that best describes this research proposal (please check all applicable choices). 

1. The research involves:

 FORMCHECKBOX 
 The study of the possible causes, effects, or processes of incarceration and of criminal behavior, provided that the study presents no more than minimal risk and no more than inconvenience to the subjects.

 FORMCHECKBOX 
  The study of prisons as institutional structures or of prisoners as incarcerated persons, provided that the study presents no more than minimal risk and no more than inconvenience to the subjects.

 FORMCHECKBOX 
  Research on conditions particularly affecting prisoners as a class of people (for example, vaccine trials and other research on hepatitis which is much more prevalent in prisons than elsewhere; and research on social and psychological problems such as alcoholism, drug addiction, and sexual assaults). 
 FORMCHECKBOX 
  Research on practices, both innovative and accepted, which have the intent and reasonable probability of improving the health or well-being of the subject. [In cases in which the study protocol design is such that it is required to assign prisoners to control groups which may not benefit from the research, 

 FORMCHECKBOX 
  An epidemiologic study whose purposes are to: (1) to describe the prevalence or incidence of a disease by identifying all cases or (2) to study potential risk factor associations for a disease; provided the study presents no more than minimal risk and no more than inconvenience to the subjects and prisoners are not a particular focus of the research. [*Note: This final category for prisoner research is not a category under 45 CFR 46 subpart C, but was created as an additional category in the Federal Register 68 36929, June 20, 2003. The additional category may be used when categories 1-4 do not apply. The range of studies to which this category may apply includes epidemiological research related to chronic diseases, injuries, and environmental health. The study methods could include interviews, surveys and the collection of biological specimens (i.e. blood samples, sputum samples, buccal smears), as long as the study methods entail minimal risk procedures.]

2. Location and Type of Prison

1. Describe the correctional facility where the research will be carried out.  Include the name, type of facility and indicate if it is a local, state, or federal facility.       
2. Describe the criteria, if any, used in selecting this correctional facility(s).       
3. Selection of Participants. 
Describe the procedures for the selection of subjects.  The selection of subjects within the prison should be fair to all prisoners and not expose either participants or those who decline participation to stigmatization, harassment, prejudice, or retaliatory treatment.  In addition, the procedures for assignment to various groups within the research should also be designed to be fair (e.g., experimental, control groups).  
4. Advantages 
Describe the possible advantages for prisoners if they participate.  Advantages may not be of such magnitude that they will unduly influence the prisoner’s ability to weigh the risks of the research against the value of such advantages.      
5. Risks

Discuss the risks to the prisoners involved in the research and compare them (similarities and differences) to the risks that would be likely to be deemed minimal or reasonable by non-prisoner volunteers.       
6. Selection of Participants
How will the investigator ensure that there is no arbitrary influence or intervention by prison authorities regarding the selection, assignment, and withdrawal of prisoners over the course of the study?      
7. Parole Boards 
Describe the provisions made to ensure that the parole boards will not have access to information pertaining to the prisoners’ participation in the research.  If the parole board will have access, verify that the parole board will not use such information when considering the prisoner’s parole. 
Reminder: Please be sure to include a statement in the informed consent document and/or the oral instructions informing potential subjects that participation will have no effect on his or her parole.
8. Extension of Care

I. Based upon the research design and the type of research intervention, do you anticipate the need for follow-up examinations or care for participants after the end of their research participation (e.g., psychological counseling)?    FORMCHECKBOX 
 No  FORMCHECKBOX 
 Yes 

II. If YES, describe the provisions for follow-up examinations or care of participants after their participation in the research has ended.  Include detailed information about the follow-up exams or care, including how often, how long they will be available, and under what conditions (taking into account the varying lengths of individual prisoners’ sentences).       
III. Provide detailed information regarding the type and source of resources available for follow-up care, as well as how the participants will be informed of, and given access to, the follow-up care.

     
IV. Describe what plans are in place for prisoners who are released, transferred, or moved from the primary research site during their research participation and before the completion of the full research study. For example, would there be any attempt to follow-up with these individuals and continue to collect information or data?       
Appendix K
Individuals with Impaired Decision-Making Capacity involved in Clinical Research

I. Research Title:      
The predominant ethical concern in research involving individuals with psychiatric, cognitive, or developmental disorders (including temporary or sporadic decisional impairment resulting from substance abuse or trauma) is that their disorders may compromise their capacity to understand the information presented and their ability to make a reasoned and informed decision about participation in research.  Many potential subjects with disabilities affecting their reasoning powers may also be residents of institutions responsible for their total care and treatment.  The impact of institutionalization may further compromise their ability to exercise free choice (voluntariness).

Please note: Illinois state law impacts this area of research; both directly, when laws apply to the involvement of decision-impaired subjects in research, and as guidance, when laws involving health care decisions provide a framework regarding the role and authority of a guardian or legally authorized representative (LAR) in the consent process.  Federal laws and regulations governing federal agencies (including components of the Department of Defense) may also prohibit the participation of mentally disabled persons in research conducted under their auspices.

The Institutional Review Board (IRB) will expect all investigators who recruit and enroll decision-impaired subjects to be aware of, and to comply with, any applicable laws and regulations. 

II. Risk Level of Research

Will this research be minimal risk?  

Minimal risk means that the probability and magnitude of harm or discomfort anticipated in the research are not greater in and of themselves than those ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests.

 FORMCHECKBOX 
 Yes – if YES, skip to Section II.   

 FORMCHECKBOX 
 No   – if NO – will the research be of direct benefit to the subject?

 FORMCHECKBOX 
 Yes – if YES, skip to Section II.   

 FORMCHECKBOX 
 No – if NO – will the research be of indirect benefit to the subject but highly valuable to the general field of study?

 FORMCHECKBOX 
 Yes – if YES, proceed to Section II.   

 FORMCHECKBOX 
 No – if NO – STOP.  Decision-impaired subjects may not be included in this research.

If the research is greater than minimal risk, the IRB may require an independent assessment or expert to make a determination as to the ability of the subject to consent.  The IRB may also determine that additional protections are necessary to protect the subject.
III. Decision-Impaired Subject Population
The Illinois Surrogate Act requires the clinician/Investigator to:
· Document the determination of a lack of decisional capacity in the health care record, including the cause, nature, and duration of the impairment;

· Inform the surrogate that the surrogate’s decision regarding the subject should conform as closely as possible to what the subject would have done or intended under the circumstances;

· Document the decision of the surrogate in the health care record, including a witness’ signature;

· Record the name, address, phone number, and relationship of the surrogate to the subject in the health care record;

· Inform the subject of the identify of, and any decisions made by, the surrogate, when feasible; and

· Withdraw the surrogate, or any decision made by the surrogate, if the subject objects.

Please describe how the above Surrogate Act requirements will be met in this research:

     
 FORMCHECKBOX 
 N/A – This research does not involve a medical intervention or interaction and the surrogate Act is not relevant.

A. Please describe the type and range of impairment of subjects to be included in this research:      
B. Please explain why decision-impaired subjects should be recruited and enrolled into this research.  If the purpose of the research can be achieved by including competent subjects, the IRB requires compelling justification for the inclusion of decision-impaired subjects.       
C. Please describe the criteria and/or measurements to be used in determining decision-impairment.  Attach any testing or measurement instruments to this application. 

     
D. Who will assess the subject’s decision-making capacity (i.e., ability to provide consent)?

 FORMCHECKBOX 
 Principal Investigator

 FORMCHECKBOX 
 Other members of the research team

When the risks of the research are greater than minimal, list the individual(s) who will make this assessment and provide their qualifications to fulfill this role:      
 FORMCHECKBOX 
 Qualified practitioner who is not a member of the research team (this individual is required for research which is greater than minimal risk and offers the subject only indirect benefit).

List the individual(s) who will make this assessment and provide their qualifications for fulfilling this role:      
E. Will institutionalized subjects be recruited or enrolled into the research?

 FORMCHECKBOX 
 No   

 FORMCHECKBOX 
 Yes – if YES, please provide justification for the recruitment of an institutionalized population and explain why non-institutionalized subjects are not appropriate for this research:

     
F. Is the research likely to change, alter, or otherwise interfere with the decision-impaired subject’s existing therapy or regimens?

 FORMCHECKBOX 
 No   

 FORMCHECKBOX 
 Yes – If YES, please provide justification for any changes or alterations to the decision-impaired subject’s existing therapy or regimens:

     
G. Will the prospective subject’s physician or other health care providers be consulted before the decision-impaired subject is recruited or enrolled into the research?

 FORMCHECKBOX 
  No   FORMCHECKBOX 
 Yes

Please explain why or why not:  

     
H. If any of the investigators are the prospective subject’s physician or health care provider, please address how each investigator will clearly distinguish his/her role as a clinician from his/her role as an investigator.      
IV. Procedures to Obtain Informed Consent/Assent

For decision-impaired subjects, the consent of the individual’s legally authorized representative (LAR) must be obtained and assent should be obtained from the decision-impaired subject.  In some circumstances, where there is potentially direct benefit to the decision-impaired subject and it is so difficult as to be nearly impossible to obtain assent from the decision-impaired subject, the IRB may waive subject assent.

Under Illinois law, authorized LARs may be (by priority ranking): 
(1) the agent listed in a valid advance directive (for example, in a power of attorney for health care or a declaration for mental health treatment) 
(2) the legal guardian of the decision-impaired subject, or 
(3) a surrogate, as defined by Illinois law.
Surrogates, as defined by Illinois law, from highest-priority to lowest-priority:


(  subject’s guardian of the person


(  subject’s spouse


(  any adult son or daughter of the subject


(  either parent of the subject


(  any adult brother or sister of the subject


(  any adult grandchild of the subject


(  a close friend of the subject


(  subject’s guardian of the estate

A. Please explain how the LAR(s) will be identified and how their authority to give consent for the prospective subject ascertained and documented:  

      

B. Will legal records regarding the authority of each LAR be reviewed by the investigator and/or copies collected from each LAR? (ie. advance directives, court orders, guardianship documents, wards of the state documentation)
 FORMCHECKBOX 
 Yes    

 FORMCHECKBOX 
 No - If NO, please provide justification for NOT reviewing or collecting LAR documentation: 

      

C. Please explain the procedures that will be followed to ensure that each LAR is fully informed regarding the purposes, risks, and benefits of the research: 

      

D. Please explain the procedures that will be followed to ensure that each LAR understands their obligation to protect the subject and to try to determine what the prospective subject would do if competent.  If the prospective subject’s wishes cannot be determined, please explain what procedures will be followed to determine that each prospective subject’s LAR will act in what the LAR believes to be the best interests of the subject: 

     
E. Please explain the criteria to be used for determining when you will obtain assent from decision- impaired subjects: 
      

 FORMCHECKBOX 
 N/A – A waiver of subject assent will be requested; proceed to 2

F. Please describe any additional safeguards that will be put into place to ensure that decision-impaired subjects understand and freely assent to participate in the research (for example, plans for on-going evaluation of decision--impaired subject’s assent, independent witness observation of the assent process, involvement of a subject advocate): 

      

G. Please explain the criteria to be used for evaluating the assent or dissent of decision-impaired subjects (for example, description of behaviors or gestures): 

      

H. Will the subject’s right to dissent from participation in the study be respected in all cases, even when the LAR has consented? 


 FORMCHECKBOX 
 No.  If no, please describe and justify the circumstances when it will not be honored.      
 FORMCHECKBOX 
 Yes

I. Please provide justification for a waiver of subject assent for decision--impaired subjects: 

      

J. If a waiver of assent is granted by the IRB, explain how the subject’s right to dissent from participation will be handled. 

     
V. Fluctuating or Changing Capacity to Consent
A. Is the subjects’ decision-making capacity likely to fluctuate or change (decrease or increase) during the study?     


 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes

If yes, please provide a plan for periodic re-assessment of the subject’s capacity to provide consent and re-consenting the subject or LAR of decision-making capacity improves or is impaired.         

B. Please provide the name(s), title(s), and qualifications of the investigators or consultants who will evaluate the on-going range and capacity of prospective subjects to:

· Understand relevant information, such as research procedures, risks, and benefits

· Appreciate their participation in the research and its likely consequences

· Think through information rationally

· Provide informed consent

	Name:           
	Title:           
	Qualifications:           
	Role in Research:      

	Name:           
	Title:           
	Qualifications:           
	Role in Research:      

	Name:           
	Title:           
	Qualifications:           
	Role in Research:      


2. Please provide an outline of the training that the above investigators or consultants will receive regarding how to obtain informed consent and assent from decision--impaired subjects and/or LARs: 


     
Appendix L
Deception in Clinical Research

I. Research Title: 
II. Introduction

If the research involves the use of deception, the Investigator is required to either request an Alteration of Informed Consent or a Waiver of Informed Consent on the Initial Application Form.  

Note: Once the research is complete, the subject must be told the purpose of the research, the reason for the deception and must be given the opportunity to withdraw their data from the research.
III. Description of Deception

A. Explain the scientific rationale for deceiving the research subjects. Explain which aspects of the research procedures will be withheld from the subjects and why.


B. Describe when the subjects will be told the true purpose of the research and the reason for the deception.


C. Explain how the subject will be informed about the deception and who will inform them.


D. Describe how and when subjects will be given an opportunity to withdraw the use of the data collected under deceptive conditions. 


E. Provide the debriefing script or protocol that will be used to provide an explanation to the research subject.


Contents

1I.
Research Title: 


1II.
Personnel


1A.
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1B.
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Primary Contact– Complete only if the contact person is different than the PI
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Non-NCH-  Performance Sites:


2IV.
Research Funding
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Is this research funded?
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Internal Funding Identification:


2V.
Conflict of Interest (COI)
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Additional Reviews Required


3VII.
Protocol Components


3A.
Provide a description of the significance that this research study will have at NCH.


3B.
Indicate the research hypothesis/aims/objectives being explored by the current research.


3C.
Experimental design


3D.
If NCH will not be involved in all of the tasks described in the protocol, explain these discrepancies.


3E.
Is this is a clinical research study?


3F.
clinicaltrials.gov


3VIII.
Drugs and Devices


4A.
Required Documents:


4B.
Placebo or Control


4IX.
Research Records


4A.
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5B.
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5C.
Protected Health Information (PHI)


5X.
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5A.
Total Accrual Goal


5B.
Local Accrual Goal


6C.
Study Population


6D.
Eligibility Criteria


6XI.
Recruitment of Subjects


6A.
Explain how potential subjects will be initially identified for the research. 


7B.
Explain how, where, and when subjects will be recruited for the research and who will consent them. 


7C.
Pre-screening


7D.
Recruitment Methods


7XII.
Reasonably Anticipated Risks of the Research


7A.
Risks


8B.
Measures


8XIII.
Reasonably Anticipated Benefits of the Research


8A.
Identify reasonably anticipated benefits:


8XIV.
Privacy and Confidentiality


8A.
Precautions


8If the precautions taken to protect subject privacy described in the protocol differ from the research as intended to be conducted at NCH, explain below.


8B.
Data Security and Management Plan.


9C.
Data Collection


9D.
Data Storage and Security


10E.
Data Sharing


11XV.
Safety Monitoring Plan


11A.
Does the research protocol have a data and safety monitoring plan?  .


11B.
Is this a multi-center trial where NCH is the lead site or serving as the data coordinating center?


11XVI.
Compensation & Costs


11A.
Will subjects receive any compensation (for example: money, gifts, or gift certificates) directly related to research participation?


11B.
Compensation details:


11XVII.
Procedures to Obtain Informed Consent/Assent


11A.
Indicate the type(s) of consent you will obtain:


11B.
Indicate who will obtain informed consent from potential subjects.


11C.
Indicate where and when informed consent will be obtained from potential subjects.


12D.
Does the potential exists for enrolling subjects (or subjects’ legally authorized representative (LAR)) who do not understand English?


12E.
Will any portion of the research involve deception?


12XVIII.
HIPAA Compliance


12A.
Does your research use and/or disclose Protected Health Information (PHI)* (refer to Section XIV)?


12B.
Will subjects be selected from records outside the NCH  ?


12C.
Will any research related information be put into the health information records or any other permanent record of the subject?
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