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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.  
 Documents are included with this application

 Approval is pending, documents will be submitted once received (final IRB approval will not be granted until submitted)

 N/A no other reviews are involved
VII. Preliminary Questions 
In accordance with 45 CFR 46.110 and 21 CFR 56.110, an IRB may use the expedited review procedure to review certain kinds of research involving no more than minimal risk to human subjects and one or more procedures listed in categories 1- 7 below, and for minor changes to previously approved research. Under an expedited review procedure, the review may be carried out by the IRB chairperson or by one or more experienced reviewers designated by the chairperson from among members of the IRB. In reviewing the research, the reviewers may exercise all of the authorities of the IRB except that the reviewers may not disapprove the research. A research activity may be disapproved only after review by a convened IRB in accordance with the non-expedited procedure set forth in 45 CFR 46.108(b) and 21 CFR 56.108(c).
A. If you answer yes to any of the below, the research will require full review: 
i. Does this research involve:

 an investigational drug or medical device?

 prisoners (as a targeted population – incidental inclusion is allowed)
 Minors

 None of the above criteria

ii. Could identification of the subjects and/or their responses reasonably place them at risk of criminal or civil liability or be damaging to the subjects’ financial standing, employability, insurability, reputation, or be stigmatizing? (The answer is No if there are reasonable and appropriate protections implemented so that risks related to invasion of privacy and breach of confidentiality are no greater than minimal.)

 Yes

 No

iii.    Does the research involve classified human subjects research? Classified research is generally defined as research subject to a security classification established by a United States government agency.

 yes

 no
B. The submission must meet both criteria below to qualify for expedited review:
 Research activity presents no more than minimal risk to human subjects. Minimal risk is defined as 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.

 Involves only procedures included in one or more categories of research that may be reviewed through an expedited review procedure (Category will be chosen in the next section).
VIII. Expedited Review Criteria 
While the IRB is ultimately responsible for deciding if research qualifies for expedited review, investigators are asked to make an initial determination of the appropriate expedited category. The following 7 categories may be reviewed through an expedited review procedure in accordance with 63 CFR 60364-60367.  If your study requires a limited IRB review, please proceed to section IX.
Please select all of the categories that apply to your research from the options below.

 Category 1 - Drugs or devices which do not require an IND or IDE. Clinical studies of drugs and medical devices only when one of the two following criteria are met. Please check the applicable selection:

 Research on drugs for which an investigational new drug application (IND; 21CFR312) is not required. (Note: Research on marketed drugs that significantly increases the risks or decreases the acceptability of the risks associated with the use of the product is not eligible for expedited review.)

 Research on medical devices for which (i) an investigational devices exemption application (IDE 21CFR812) is not required; or (ii) the medical device is cleared/approved for marketing and the medical device is being used in accordance with its cleared/approved labeling.

 N/A - Category 1 does not apply to this project
 Category 2 - Blood samples. Collection of blood samples by finger stick, heel stick, ear stick or venipuncture that meet one of the criteria below:

 Samples are from healthy, non-pregnant adults who weigh at least 110 pounds. For these subjects, the amounts drawn may not exceed 550 ml in an 8 week period and collection may not occur more frequently than 2 times per week

 Samples are from other adults and children, considering the age, weight, and health of the subjects, the collection procedure, the amount of blood to be collected and the frequency with which it will be collected. For these subjects, the amount drawn may not exceed the lesser of 50 ml or 3 ml per kg in an 8 week period and collection may not occur more frequently than 2 times per week 
 N/A - Category 2 does not apply to this project
 Category 3 - Specimens collected prospectively and by non-invasive means. Please choose all that apply from the list below:

 Hair and nail clippings in a non-disfiguring manner 
 Deciduous teeth at time of exfoliation or if routine patient care indicates a need for extraction

 Permanent teeth if routine patient care indicates a need for extraction

 Excreta and external secretions (including sweat)

 Uncannulated saliva collected either in an unstimulated fashion or stimulated by chewing gumbase or wax or by applying a dilute citric solution to the tongue

 Placenta removed at delivery

 Amniotic fluid obtained at the time of rupture of the membrane prior to or during labor

 Supra- and subgingival dental plaque and calculus, provided the collection procedure is not more invasive than routine prophylactic scaling of the teeth and the process is accomplished in accordance with accepted prophylactic techniques

 Mucosal and skin cells collected by buccal scraping or swab, skin swab, or mouth washings

 Sputum collected after saline mist nebulization

 Other non-invasive measures (please specify): 
 N/A - Category 3 does not apply to this project

 Category 4 - Collection of data through non-invasive, routine clinical procedures (not involving general anesthesia or sedation) routinely employed in clinical practice, excluding procedures involving x-rays or microwaves. Where medical devices are employed, they must be cleared/approved for marketing. (Studies intended to evaluate the safety and effectiveness of the medical device are not generally eligible for expedited review, including studies of cleared medical devices for new indications). 
Please explain how your study meets this criteria or state N/A if this criteria does not apply: 
 Category 5 - Research involving materials (data, documents, records or specimens) that have been collected, or will be collected solely for non-research purposes (such as medical treatment diagnosis). (NOTE: Some research in this category may be exempt from the HHS regulations for the protection of human subject [45 CFR 46.101 (b)(4)]. This listing refers only to research that is not exempt.) 
a. The data must meet one of two following criteria (please check applicable box):

 Research involving materials (data, documents, records, or specimens) that (a) will be prospectively collected solely for non-research purposes such as medical treatment or diagnosis
 Data that have already been collected for either non-research or research purposes, provided the materials were not collected for the currently proposed research.

 N/A - This criteria does not apply to this project
Note: It is the interpretation of the HHS Office of Human Research Protections (OHRP) that this category includes research involving materials (data, documents, records, or specimens) that (a) will be prospectively collected solely for non-research purposes such as medical treatment or diagnosis, or (b) have already been collected for either non-research or research purposes, provided the materials were not collected for the currently proposed research.

 Category 6 - Collection of data from voices, video, digital or image recordings made for research purposes. If your research meets this criteria, please specify how below. If it does not, please state "N/A": 
 Category 7 - Research on individual or group characteristics or behavior (including, but not limited to, research on perception, cognition, motivation, identity, language, communication, cultural beliefs or practices, and social behavior) or research employing survey, interview, oral history, focus group, program evaluation, human factors evaluation, or quality assurance methodologies. (NOTE: Some research in this category may be exempt from the HHS regulations for the protection of human subjects [45 CFR 46.101 (b) (2) and (b)(3)]. This listing refers only to research that is not exempt). If your research meets this criteria, please specify how, if it does not, please enter, "N/A": 
IX. Exempt Studies Requiring Limited IRB Review
  45 CFR 46.104 (d) Category 2 - Research that only includes interactions involving educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures (ie. non-investigational surveys), interview procedures or observation of public behavior uninfluenced by the investigator  (ie. verbal responses recorded by a study team member are not eligible) as long as the following criterion apply:

The information obtained is recorded by the investigator in such a manner that the identity of human subjects can readily be ascertained, directly or through identifiers linked to the subjects and an IRB conducts a limited IRB review to make the determination required by §.111(a)(7) (which relate to there being adequate provisions for protecting privacy and maintaining confidentiality).

Please note:  If this is research involving the pediatric population, public behavior observation without intervention is permitted.  Surveys, interviews and the investigator participating in the activities being observed is not allowed.
  45 CFR 46.104 (d) Category 3:  research involving benign “behavioral” interventions in conjunction with the collection of information from an adult subject through verbal or written responses (including data entry) or audiovisual recording if the subject prospectively agrees to the intervention and information collection as long as the following criterion apply (consent is required):
The information obtained is recorded by the investigator in such a manner that the identity of the human subjects can readily be ascertained, directly or through identifiers linked to the subject, and an IRB conducts a limited IRB review to make the determination required by §.111(a)(7). 


45 CFR 46.104 (d) Category 7 is an exemption for the storage or maintenance of identifiable private information or identifiable bio-specimens for secondary research*. Broad Consent is required. 
*Secondary research is defined as identifiable information and identifiable bio-specimens that are collected for some other ``primary'' or ``initial'' activity. The information or bio-specimens that are covered by this exemption would generally be found by the investigator in some type of records (in the case of information) or some type of tissue repository (such as a hospital's department for storing clinical pathology specimens).

 45 CFR 46.104 (d) Category 8 is an exemption for research involving the use of identifiable private information or identifiable bio-specimens for which broad consent was required. 

This criterion is to use information or bio-specimens collected under Category 7.  The purpose of the limited IRB review will be to ensure the proposed secondary analysis fits within the parameters of the broad consent that was obtained for secondary research use.  The following are required for this exemption: 

Broad consent for the storage, maintenance, and secondary research use of the identifiable private information or identifiable biospecimens was or will be obtained.
Documentation of informed consent (describing specific research) or waiver of documentation of consent will be obtained and;

The investigator does not include returning individual research results to subjects as part of the study plan. However, it is permissible under this exemption to return individual research results when required by law regardless of whether or not such return is described in the study plan.
X. Protocol Components

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

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

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

XI. Required elements of Consent and HIPAA Authorization [45CFR46.116(d); 21CFR50.25; 45CFR164.5
A. One of the following statements regarding Consent and HIPAA Authorization must be correct:

 The research requires that written consent be obtained from all participants. The consent form for the study includes all the basic elements of informed consent +/- HIPAA Authorization. Submit consent with this submission.
Appendix F The research activity will alter or will not include all of the required elements of consent +/- HIPAA authorization as documented on the HIPPA Waiver of Authorization Request, .
B. If applicable, describe the process you will use to inform participants about your study. Include the following: Who will obtain consent? When and how will this be done? 
XII. 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 XVI, 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 or a broad consent is used if research aims are unknown.
 No  

 Yes – Complete Appendix D 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 or a broad consent is used if research aims are unknown.
 No  

 Yes – Complete Appendix E 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.

XIII. 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)* 
 Neonates, Fetuses/Fetal Tissue* 
 Prisoners* (if targeted as a population, incidental enrollment is acceptable) 
 NCH Employees*
 Individuals with impaired decision-making ability* 

 Vulnerable to Coercion or Undue Influence in another way*

 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. Studies involving these groups are not eligible for expedited review.
If including subjects vulnerable to coercion or undue influence 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):  
XIV. Data collection
A. Explain how data will be collected. 
XV. 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): 
XVI. 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: 
XVII. 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: 
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 Sharing

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

 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.
XVIII. HIPAA Compliance
A. Are you requesting a HIPAA Waiver?

Appendix F Yes (complete HIPAA Waiver of Authorization Request, )
 No 

B. Does your research use and/or disclose Protected Health Information (PHI)?
 No – Skip this section.

 Yes 

C. 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.  

D. 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 who will be seeing NCH Research Patients and explain their roles and responsibilities related to this research study.

A Non-NCH Performance Site is a non NCH location at which NCH 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 at NCH. 

Lead Performance Site:  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 below and Section III)
If No, name the Lead Performance Site or Sponsor: 
Name:       City:       State:      
A. Has IRB Approval been received from the non-NCH Lead Performance Site or Central IRB? 
 FORMCHECKBOX 
 Yes, and approval letter has been included with submission

 FORMCHECKBOX 
 No (final IRB approval cannot be issued until submitted to the IRB)
 FORMCHECKBOX 
 N/A (Using local IRB)
III. List all non-NCH performance sites(see above for definition)

a. Is the NCH Investigator conducting the research responsible for conduct of the research at all of the non-NCH sites seeing NCH patients? 
 FORMCHECKBOX 
Yes. If yes, site PI information below is not required.

 FORMCHECKBOX 
  No.  If no, complete site PI information below
Site 1:
	Site PI: 
	Site PI Email Address: 

	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 2:
Site PI: 
	Site PI Email Address: 

	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?  

B.  FORMCHECKBOX 
Yes    FORMCHECKBOX 
  No

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

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

E.  FORMCHECKBOX 
 Yes    FORMCHECKBOX 
  No

F. 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

G. 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

H. Other roles and responsibilities, if any, of personnel at this non-NCH performance site: 
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. Briefly state the reason or purpose for using the specific non-NCH site(s) in this research:


E. 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): 


F. 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   
3. 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
4. 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
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).  Include where and how will the investigator will 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)? 
 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):       
If you are storing samples for unspecified future research, a broad consent is required.  

Appendix E
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 XVI of the IRB application)?

 FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes

a. If YES, please describe:  
3. Describe the purpose of 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)?


N. 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
If you are storing the data for unspecified future research, a broad consent is required.  
Appendix F
HIPAA Waiver of Authorization Request

 FORMCHECKBOX 
 No PHI is being collected. No additional information is needed as HIPAA does not apply.  Please check the box on the left, sign the form and submit with your application.  

If PHI is being collected, answer the questions below.
A. Indicate which elements of PHI you are collecting: 

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: 



A. The HIPAA regulation requires reasonable efforts to limit protect health information to the minimum necessary to accomplish the intended purpose of the use, disclosure or request.  Please note that researchers are also accountable for any PHI released under a waiver. Explain why PHI obtained for this study is/are the minimum information needed to meet the research objectives.

	


B. Explain how the use or disclosure of Protected Health Information (PHI) in this project involves no more than a minimal risk to the privacy of individuals.  Include the source of the PHI. 
	


C. Describe the plan to protect identifiers and indicate where PHI will be stored and who will have access. 

	


D. Explain how all identifiers collected during the study will be destroyed at the earliest opportunity consistent with the conduct of research:  

	


E. Describe the procedure used to destroy all data collected during the study (electronically, paper, audio/video, photography, other)

	


F. Alternatively, the identifiers collected during the study will not be destroyed because: (explain below)

	


G. The research could not practicably be conducted without the waiver because: (explain below)

	


H. The research could not practicably be conducted without access to and use of PHI because: (explain below)

	


I. Will this data be stored or used off site? 

 FORMCHECKBOX 
 No   
 FORMCHECKBOX 
 Yes, explain: 
Principal Investigator

The information listed in the waiver application is accurate and all research staff will comply with the HIPAA regulations and the waiver criteria. 

I confirm that the information obtained as part of this research (including protected health information) will not be reused or disclosed to any other person or entity other than those listed on this form, except as required by law.  If at any time I want to reuse this information for other purposes or disclose the information to other individuals or entity I will seek approval by the IRB.

	Principal Investigator Signature:
	     
	
	Date:
	     

	Named Printed:
	     
	
	
	

	IRB Reviewer
	
	
	
	

	  I have reviewed this waiver and found it meets the project meets the criteria for a HIPAA Waiver of Authorization.


	
	

	  I have reviewed this project and found it does not meet the criteria for a HIPAA Waiver of Authorization.

	
	

	Chairman of the IRB or delegate reviewers signature:
	
	Date
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