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Application Coversheet

Please check the items included in your application.

	
	Item
	
	Description

	 FORMCHECKBOX 

	Main Application
	

	 FORMCHECKBOX 

	Appendix A
	…....….
	Exempt Determination Request

	 FORMCHECKBOX 

	Appendix B
	…....….
	Biological Specimen Collection Information

	 FORMCHECKBOX 

	Appendix C
	…....….
	Waiver of Consent Request

	 FORMCHECKBOX 

	Appendix D
	…....….
	Waiver of Authorization Request

	 FORMCHECKBOX 

	Appendix E
	…....….
	Expedited Review Request

	 FORMCHECKBOX 

	Appendix F
	…....….
	Study Amendment Request

	 FORMCHECKBOX 

	Appendix G
	…....….
	Progress Report

	 FORMCHECKBOX 

	Appendix H
	…....….
	Unanticipated Problems and/or Adverse Events Report

	 FORMCHECKBOX 

	Appendix I
	…....….
	Final Study/Closure Report

	Additional Items Included (Use the Addendum number and Title listed below for the heading on corresponding attachments)

	 FORMCHECKBOX 

	Addendum 1 
	…….....
	

	 FORMCHECKBOX 

	Addendum 2
	…….....
	

	 FORMCHECKBOX 

	Addendum 3
	…….....
	

	 FORMCHECKBOX 

	Addendum 4
	…….....
	

	 FORMCHECKBOX 

	Addendum 5
	…….....
	

	 FORMCHECKBOX 

	Addendum 6
	…….....
	

	 FORMCHECKBOX 

	Addendum 7
	…….....
	

	 FORMCHECKBOX 

	Addendum 8
	…….....
	

	 FORMCHECKBOX 

	Addendum 9
	…….....
	

	 FORMCHECKBOX 

	Addendum 10
	…….....
	

	 FORMCHECKBOX 

	Addendum 11
	…….....
	

	 FORMCHECKBOX 

	Addendum 12
	…….....
	

	 FORMCHECKBOX 

	Addendum 13
	…….....
	

	 FORMCHECKBOX 

	Addendum 14
	…….....
	

	 FORMCHECKBOX 

	Addendum 15
	…….....
	

	 FORMCHECKBOX 

	Addendum 16
	…….....
	

	 FORMCHECKBOX 

	Addendum 17
	…….....
	

	 FORMCHECKBOX 

	Addendum 18
	…….....
	

	 FORMCHECKBOX 

	Addendum 19
	…….....
	

	 FORMCHECKBOX 

	Addendum 20
	…….....
	


	Investigator Agreement

(This form must be completed by the principal investigator.)

	PROJECT TITLE 

	PRINCIPAL INVESTIGATOR     

	By signing below, the responsible IRB official at the researcher’s home institution documents awareness of this application and has assumed responsibility for the appropriate level of review of the proposed research at the home institution.

	IRB ADMINISTRATOR’S 
OR IRB OFFICIAL’S
	NAME:       
	TITLE:       

	
	
	

	SIGNATURE
	
	DATE

	(1)
The above-named unaffiliated principal investigator has reviewed:  1) The Belmont Report:  Ethical Principles and Guidelines for the Protection of Human Subjects of Research; 2) the U.S. Department of Health and Human Services (HHS) regulations for the protection of human subjects at 45 CFR 46;; and 3) the Illinois Department of Public Health (IDPH) Policy on Protection of Human Research Subjects.
(2)
The investigator understands and hereby accepts the responsibility to comply with the standards and requirements stipulated in the above documents and to protect the rights and welfare of human subjects involved in research conducted under this agreement.

(3)
The investigator will comply with all other federal, state, or local laws or regulations that may provide additional protection for human subjects.

(4)
The investigator will abide by all determinations of the IDPH Institutional Review Board (IRB) and will accept the final authority and decisions of the IRB, including but not limited to directives to terminate participation in designated research activities.

(5)
The investigator will complete any educational training required by IDPH, and ensure that project staff also complete required training prior to initiating research covered under this agreement.

(6)
The investigator will report promptly to the IRB any proposed changes in the research conducted under this agreement.  The investigator will not initiate changes in the research without prior IRB review and approval, except where necessary to eliminate apparent immediate hazards to subjects.

(7)
The investigator will report immediately to the IRB any unanticipated problems involving risks to subjects or others in research covered under this agreement.

(8)
The investigator will obtain, document, and maintain records of informed consent from each subject or the subject’s legally authorized representative as required under relevant HHS and Food and Drug Administration (FDA) regulations and stipulated by the IRB, unless the IRB has documented that waiver of some or all of the elements of informed consent has been approved for this research.

(9)
The investigator acknowledges and agrees to cooperate with the IRB responsibility for initial and continuing review, record-keeping, reporting, and certification.  The investigator will provide all information requested by the IRB in a timely fashion.

(10)  In conducting research involving FDA-regulated products, the investigator will comply with all applicable FDA regulations and fulfill all investigator responsibilities (or investigator-sponsor responsibilities, where appropriate), including those described at 21 CFR 312 and 812.

(11)  The investigator will not enroll subjects in research under this agreement prior to its review and approval by the IRB.

(12)  Emergency medical care may be delivered without IRB review and approval to the extent permitted under applicable federal regulations and state law.  However, data and information obtained as a result of emergency medical care may not be included as part of federally-supported nor federally-conducted research.

(13)  This agreement does not preclude the investigator from taking part in research not covered by the agreement.

(14)  The investigator acknowledges that he/she is primarily responsible for safeguarding the rights and welfare of each research subject, and that the subject’s rights and welfare must take precedence over the goals and requirements of the research.
Principal Investigator Signature: ____________________________________




	Date of Initial Application:
	     
	Date of Revision: 
	     

	PROJECT TITLE:
	     

	


PRINCIPAL INVESTIGATOR 
	Name 
	     
	Degrees:      

	Address:
	     

	E-Mail:
	     

	Telephone:
	     
	Extension:      
	Fax: 
      

	Affiliation: 
{Organization/Institution Name)
	Position:
     


IDPH RESPONSIBLE INDIVIDUAL (if it is not the Principal Investigator named above):
Note:  All projects must have a designated IDPH Responsible Individual.

PRIMARY CONTACT          FORMCHECKBOX 
 Principal Investigator Above   /    FORMCHECKBOX 
 Co-principal Investigator 

	Other:      
	

	Name:
	     
	Degrees:      

	Address:
	     

	E-Mail:
	     

	Telephone:
	     
	Extension:      
	Fax:       

	Affiliation: 
{Organization/Institution Name)
	Position:
     


SOURCE OF FUNDING (organization/institution name):

	 FORMCHECKBOX 
  Federal Agency       
	Grant Number:     

	 FORMCHECKBOX 
  Other:      


If there is no organizational funding for this research, explain how the research will be supported.
     
	INTENDED START DATE:       
	
	INTENDED COMPLETION DATE(S):     


	Applicant Signature: 

The information provided in this application is true, complete, and correct to the best of my knowledge.



Insert printed name and title of individual whose signature appears above
	For Students, Fellows: 

As academic advisor/committee chair to the student investigator, I will provide oversight for this research.  I have read and approved the research design and methods, as well as the selection of data required.  If this project is for a thesis/ dissertation, it has been approved by the thesis/dissertation committee.

Insert printed name and title of individual whose signature appears above the line

	Date:       
	Date:       


	Instructions for completing application

	· See detailed Instructions for Extramural Investigators at www.idph.state.il.us/irb.

·  If advised by the IDPH Responsible Individual, submit only Sections 1-6, your institution’s IRB application, and relevant appendices (e.g., Appendix A if your project is research, involves only non-identifiable specimens or data, and may be eligible for consideration as not Human Subjects Research or Exempt Human Subjects Research.) List on Application Coversheet.
· Answer every question (use N/A as needed) and request only the minimum information needed to complete your study.

· If you are a student, an academic advisor must sign as a co-investigator.  (See Investigator Agreement on preceding page.)
· Please provide all information within this application; do not respond simply by referencing sections of attachments.  Use as much space as required under each question to provide a complete answer.  Incomplete applications may be returned.
· Justification is required for each data item needed if requesting IDPH datasets.
· If your project is supported with funding from the federal Department of Health and Human Services, include a copy of your final grant application.  List on Application Coversheet.
· Label all attachments and documentation requested, including any consent forms, questionnaires, contact scripts, interview scripts, IRB approvals, etc. as specified in Instructions for Extramural Investigators.  List on Application Coversheet
· Do not use acronyms without defining their meaning.


1. Abstract
Provide a brief summary of your study (maximum 300 words), including how any IDPH data and/or specimens will be used and how they relate to achieving the objectives of the study.
     
2. Public Health Importance
Explain the public health importance of your study and how your study will contribute to the reduction of morbidity and mortality in Illinois.  Use quantitative indicators of public health importance where possible (e.g., numbers of deaths or incident cases; age adjusted, age-specific, or crude rates; or years of potential life lost).
     
3. Purpose and Rationale
Use language that can be understood by a person unfamiliar with your area of research.  Do not refer to grant applications or protocols.

Describe the purpose and the conceptual rationale of the proposed research.  Specify the research questions and/or hypotheses the research will attempt to address.  Include a brief summary of the pertinent literature with citations, if applicable.  If this is evaluation research, provide a summary description of the program or intervention being evaluated. 
     
4. Conflict of Interest
4.1
Does any member of the research team or a member of his/her immediate family have a financial interest in the research, its products, or the study sponsor?

 FORMCHECKBOX 
  No     FORMCHECKBOX 
  Yes

If yes:

4.1.a
Identify the individual(s).
     
4.1.b
Explain the nature and the monetary value of the financial interest for each individual.
     
4.1.c
Explain how this potential conflict of interest will be managed for each individual.

     
4.2
Does any member of the research team have a potential non-financial interest in the research (e.g., recruiting own clients, patients)?
 FORMCHECKBOX 
  No     FORMCHECKBOX 
  Yes 
If yes:

4.2.a
Identify the individual(s).
     
4.2.b
Explain the nature of the potential non-financial conflict of interest for each individual.
     
4.2.c
Explain how this potential non-financial conflict of interest will be managed for each individual.
     
5. Study Design and Analysis Plan (Protocol)
Describe the study design and analysis plan.  If a multi-phase study, clearly lay out the activities of each phase.  Describe the sampling plan, the size of the sample or study group(s), and the power of the planned statistical tests.  If applicable, specify the major independent, dependent and extraneous variables, and discuss possible threats to internal and/or external validity.  Describe the statistical tests that will be used and explain how the expected outcomes are related to the research objectives.  Include a timeline for your proposed analyses and study completion.  (Limit: one page single-spaced) 
     
6. IDPH Data

6.1
If requesting access to Department datasets, indicate all datasets needed and which years you are requesting.  You also must complete a Data Element Request List that identifies and justifies each data element requested for each dataset for the research proposed.  (Request the Data Element Request List for each dataset from the IDPH Responsible Individual and list on Application Coversheet.)   If you are collecting data on behalf of IDPH and/or using datasets not listed below, please describe in question 7.
	
	Data Requested
	Years Requested

	
	
	From
	Through

	 FORMCHECKBOX 

	Adult Blood Lead
	     
	     

	 FORMCHECKBOX 

	Adverse Pregnancy Outcome Reporting System
	     
	     

	 FORMCHECKBOX 

	Behavioral Risk Factor Surveillance System
	     
	     

	 FORMCHECKBOX 

	Childhood Blood Lead
	     
	     

	 FORMCHECKBOX 

	Discharge Data (Hospitals and Ambulatory Surgical Treatment Centers)
	     
	     

	 FORMCHECKBOX 

	Health Care Worker Registry
	     
	     

	 FORMCHECKBOX 

	HIV/AIDS
	     
	     

	 FORMCHECKBOX 

	Illinois Breast and Cervical Cancer Program
	     
	     

	 FORMCHECKBOX 

	Illinois State Cancer Registry
	     
	     

	 FORMCHECKBOX 

	Immunizations
	     
	     

	 FORMCHECKBOX 

	Infectious Diseases
	     
	     

	 FORMCHECKBOX 

	Laboratory
	     
	     

	 FORMCHECKBOX 

	Newborn Screening
	     
	     

	 FORMCHECKBOX 

	Occupational Illnesses, Injuries and Fatalities
	     
	     

	 FORMCHECKBOX 

	Oral Health
	     
	     


	 FORMCHECKBOX 

	Pregnancy Risk Assessment Monitoring System
	     
	     

	 FORMCHECKBOX 

	Pre-Hospital Database/Hospital Bypass System
	     
	     

	 FORMCHECKBOX 

	Refugee Tracking System
	     
	     

	 FORMCHECKBOX 

	Tobacco (Adult/Youth Surveys)
	     
	     

	 FORMCHECKBOX 

	Trauma, Head & Spinal Cord/Violent Injury Registries
	     
	     

	 FORMCHECKBOX 

	Vector Control Program (arthropods, bats, and rodents)
	     
	     

	 FORMCHECKBOX 

	Vital Records (Births, Deaths, Marriages, Divorces, Adoptions)
	     
	     

	 FORMCHECKBOX 

	Vital Statistics
	     
	     

	 FORMCHECKBOX 

	WISEWOMAN
	     
	     

	 FORMCHECKBOX 

	Other:      
	     
	     


6.2
Indicate geographical region or location for requested records or study area.
 FORMCHECKBOX 

Entire state

 FORMCHECKBOX 

County/Counties:        
 FORMCHECKBOX 

Region(s):       
 FORMCHECKBOX 

City or Town(s):       
 FORMCHECKBOX 

Hospital(s):       
 FORMCHECKBOX 

Other:       
7. Other Data Sources

7.1
Describe data that will be collected or created for your study, or list any other existing datasets that will be used. (For example: U.S. Census data, program participant or treatment data, and other public health datasets, such as air or water quality or housing information.)
     
7.2
Describe how data will be collected or created for your study.  Attach collection instrument(s).  List on Application Coversheet.
     
7.3
Will follow-up occur with subjects’ medical records or providers?
 FORMCHECKBOX 
  No     FORMCHECKBOX 
  Yes 
7.3.a  If yes, check all that apply:

 FORMCHECKBOX 

Subjects’ medical records will be consulted.

 FORMCHECKBOX 

Subjects’ physicians or other health care providers will be contacted.
 FORMCHECKBOX 

Other follow-up source, specify:

     
7.4
Explain follow-up procedure.
     
8. Data Linkage (In most cases, linkages will be performed at IDPH.)
8.1
Will any linkage or merger of individual records occur?
 FORMCHECKBOX 

No linkage with other databases is intended.

 FORMCHECKBOX 

Linkage only of aggregate data is intended (for example, aggregated birth data at hospital level with hospital characteristic information from other sources).

 FORMCHECKBOX 

Linkage of aggregate data (such as census characteristics) to individual records is intended.

 FORMCHECKBOX 

Linkage of individual records to other records for the same individual is intended.
If linkage of individual records to other individual records is planned, describe in detail:

8.1.a
What databases will be involved:
     
8.1.b
What variables are intended to be used for linkage?
     
8.1.c
Explain the purpose of each linkage: 
     
8.2
If a specific algorithm is requested to be used for linkage, provide a detailed description of the proposed algorithm.

     
8.3
Attach a diagram or flow chart describing the linkage and resulting analytic files.  List on Application Coversheet
8.4
In addition to the relevant dataset appendices, attach a complete listing of the variables from all sources to be included in the final linked analytic file.  List on Application Coversheet.
8.5
If applicable, attach letter of agreement(s) from institution(s) and/or program(s) whose database(s) will be linked with Department files.  List on Application Coversheet.
9. Procedures / Subjects
9.1
The study involves the use of [check all that apply]: 
(Note: Completion of Appendix B is required for studies involving biological samples.)
	 FORMCHECKBOX 

	Questionnaires
	 FORMCHECKBOX 

	Interviews

	 FORMCHECKBOX 

	Online Surveys
	 FORMCHECKBOX 

	Medical Record Review

	 FORMCHECKBOX 

	Videotaping/Audio taping
	 FORMCHECKBOX 

	Photographs

	 FORMCHECKBOX 

	Discarded Human Tissues/Fluids
(Indicate type)       
	 FORMCHECKBOX 

	Banked Human Tissues/Fluids
(Indicate type)       

	 FORMCHECKBOX 

	Collection of  New Samples:  Human Tissues/Fluids (Indicate type)

     
	 FORMCHECKBOX 

	Genetic Analysis

	
	Blood Samples:  Amount Per Draw:      
	Blood Samples: Total Amount:
	     

	 FORMCHECKBOX 

	Separate Draw for Research
	 FORMCHECKBOX 

	Additional Draw During Diagnostic Testing

	 FORMCHECKBOX 

	Investigational Drug(s) Substances(s)
	 FORMCHECKBOX 

	Dental Procedures

	 FORMCHECKBOX 

	Use of Approved Drug(s) Substances(s)
	 FORMCHECKBOX 

	Psychological Tests

	 FORMCHECKBOX 

	Investigational Device(s)
	 FORMCHECKBOX 

	Surgical Procedures (Biopsy, etc.)

	 FORMCHECKBOX 

	Radioactive Agents
	 FORMCHECKBOX 

	X-ray Procedures

	 FORMCHECKBOX 

	Other (explain)
	     


9.2      Does your study focus on or target a special population?    FORMCHECKBOX 
  No     FORMCHECKBOX 
  Yes
If yes, describe:      
9.3  
Indicate which group(s) will be included in your study [check all that apply]:
	 FORMCHECKBOX 

	Healthy Volunteers 
	 FORMCHECKBOX 

	Controls

	 FORMCHECKBOX 

	Minors (<18 years)* (Include type in 9.4 response)
	 FORMCHECKBOX 

	Subjects With Impaired Competence*

	 FORMCHECKBOX 

	Pregnant Women*
	 FORMCHECKBOX 

	Subjects Who are Institutionalized

	 FORMCHECKBOX 

	Subjects With HIV/AIDS
	 FORMCHECKBOX 

	Employees* (Identify employer(s) in 9.4 response)

	 FORMCHECKBOX 

	Subjects With Substance Use Disorders
	 FORMCHECKBOX 

	Health Care Providers

	 FORMCHECKBOX 

	Subjects Who are Incarcerated*
	 FORMCHECKBOX 

	Elderly

	 FORMCHECKBOX 

	Fetuses/in vitro Fertilization*
	 FORMCHECKBOX 

	Terminally Ill* 

	 FORMCHECKBOX 

	Mentally Ill* 
	 FORMCHECKBOX 

	Cognitively impaired, Comatose or  Traumatized

	 FORMCHECKBOX 

	Chronically Ill* 
	 FORMCHECKBOX 

	Other:       


9.4  
For any group marked with an asterisk (*) above, provide justification for inclusion:
     
10. Human Subjects Contact

10.1
Will any contact with individual subjects and/or their families occur in your project?

Note: If contact with subjects or the family of subjects is planned, review Instructions for Extramural Investigators.
 FORMCHECKBOX 

No contact with subjects and/or their families will occur.  (Skip to Question 11.6)
 FORMCHECKBOX 

Contact with subjects is intended.
 FORMCHECKBOX 

Contact with family of subjects is intended.
10.2
Explain how potential subjects for the research will be identified and, if applicable, what the recruitment methods will be.
     
10.3
What is the total number of subjects expected to be enrolled over the course of the research?
     
10.4
Describe the inclusion criteria for subjects.
     
10.5
Describe the exclusion criteria for subjects.
     
11. Contact Procedures
11.1
Explain recruitment and contact procedures.
     
11.2
Describe study procedures.  Explain what subjects will be asked to do, specify where study procedures will be performed, and when or how often study procedures will be conducted.  Provide a timeline or schedule of events, if applicable.  If study procedures will be conducted within facilities such as clinics, hospitals, welfare offices, jails, etc., provide a letter of cooperation from each facility.  List on Application Coversheet.
     
11.3
Will potential subjects be offered gifts, payments or other compensation or incentives to participate?
 FORMCHECKBOX 
  No     FORMCHECKBOX 
  Yes      If yes, describe in detail: 
     
11.4
Will any information resulting from this study be placed in a subject’s medical record?
     
11.5
Could interactions with subjects produce information that may lead to suspicion of abuse/neglect of a minor or vulnerable adult?    FORMCHECKBOX 
  No     FORMCHECKBOX 
  Yes

If yes, explain, and describe the procedures for notifying subjects and reporting incidents: 

     
11.6
List all data collection instruments, including questionnaires, interview guides, assessments or tests, focus group guides, or record review forms.  Indicate whether instruments have known reliability and validity, and if not, describe how reliability and validity will be ascertained.  Attach copies of all data collection instruments to the application.  List on Application Coversheet.
     
11.7
Biological Sampling:  NOTE:  If your study involves the collection, testing and/or storage of human blood, urine or tissue samples (as indicated in #8), you must submit Appendix B: Research Involving Human Blood, Urine, or Tissue Collection for Analytical Testing and/or Storage.  Check corresponding box on Application Coversheet.
12. Consent Process and Consent Form
12.1
Will study subjects be asked for their informed consent to participate in your project?  FORMCHECKBOX 
  No     FORMCHECKBOX 
  Yes

12.1.a
If no, explain why:
     
12.1.b
If no, have you received a waiver of informed consent from your IRB?
     
12.1.c
If yes, will there be written informed consent?     FORMCHECKBOX 
  No     FORMCHECKBOX 
  Yes
If yes, please describe the process for obtaining consent and provide a copy of the consent form.  List on Application Coversheet.
     
If no, request a waiver of documentation of informed consent. Explain the reason for obtaining consent without documentation, and describe the process for obtaining consent.  Attach a copy of the consent script or information document.  List on Application Coversheet.
Reason:       
Process:       
Provide a copy of all consent/information scripts/documents and external IRB approvals of the consent process for this project.  List on Application Coversheet.
If another IRB has not approved the consent process (e.g., for some IDPH investigators), submit Appendix C.  Check corresponding box on the Application Coversheet.
Use or Disclosure of Identifiable Records/Specimens or Protected Health Information (PHI)
13.1.
Does this research involve use or disclosure of individually identifiable information
 or PHI from IDPH?
 FORMCHECKBOX 
 NO, SKIP to Section 14.
 FORMCHECKBOX 
 YES, IDPH records or specimens with identifiers are requested
List requested identifiers:

      
13.2.
Will signed authorization be obtained from study subjects and/or their parents/guardians for the use or disclosure of their identifiable records or PHI?
 FORMCHECKBOX 
 NO   FORMCHECKBOX 
 YES   If YES, explain how, when and where signed authorization will be obtained, and provide a copy of the authorization form.  List on Application Coversheet.
     
13.3.
Are you requesting a waiver of authorization for the use or disclosure of existing identifiable records or PHI?
 FORMCHECKBOX 
 NO   FORMCHECKBOX 
 YES, Complete Sections 1.1-1.8 of Appendix D.  Do not sign Appendix D unless instructed to do so.  Check corresponding box on Application Coversheet.
14. IRB Approvals
14.1
Does this study have a current or pending approval or exemption from an Institutional Review Board (IRB)?

 FORMCHECKBOX 
  No     FORMCHECKBOX 
  Yes 
14.1a
If no, indicate why IRB review was not sought.
     
14.1b
If yes, complete Section 19.3.
Attach a copy of all letters with the decision(s) reached by the IRB.  List on Application Coversheet.
15. Security and Storage
15.1.
How will you store and secure paper and electronic copies of IDPH’s confidential data?
     
15.2.
What security protection mechanisms and data access restrictions will you implement to ensure that data will not be accessed or re-released by unauthorized individuals?
     
15.3.
Does your study require the use or storage of confidential information at more than one location?

 FORMCHECKBOX 
  No     FORMCHECKBOX 
  Yes  
If yes, complete the following:

15.3a
Explain why this is necessary.

     
15.3b
List all locations for that will be involved in the study and specify the activities at each.
     
15.3c
How will researchers in different locations collaborate or share results?  Specify to what sites your data will be transported along with the method of transport and by whom.  Will files be encrypted?  If so, please include the encryption method.
     
16. Additional Human Subjects Concerns
16.1.
Explain physical, psychological, social and economic risks associated with study participation.  Remember that risks to individuals’ physical health and safety are not the only focus of concern.  Describe the risks to privacy and confidentiality, mental health and well being; the risks of criminal or civil liability; and the damages to financial standing, employability, or reputation if information in research records were revealed.
     
16.2.
Explain measures you will take to protect subjects from these risks.
     
16.3.
Will a Certificate of Confidentiality be associated with this study?  FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

If yes, provide a copy of the Certificate.  List on Application Coversheet.
16.4.
Describe any anticipated benefits for individual subjects who are participating or whose specimens/records are being used for this research.  If none, indicate “None.”
     
16.5.
Describe how the anticipated benefits of the research outweigh the harms: 
     
17. Study Results
17.1
How do you intend to disseminate the results of this study (e.g., publication in professional journal, poster presentation, newsletter or web page)?
Review by IDPH is required for publications with IDPH authors prior to submission for publication.
     
17.2
What will be the smallest geographical level of analysis of data you expect to present for publication or presentation (e.g., state level, city/town level, ZIP code level, etc.)?
     
17.3
When confronted by small cell size (i.e. less than 15 cases within a cell), what are your plans for suppression?
     
17.4
Will maps be presented?  FORMCHECKBOX 
  No     FORMCHECKBOX 
  Yes 

If yes, what methods will be used to ensure that individuals cannot be identified?

     
18. Study Completion

18.1
Do you expect to maintain IDPH data or specimens beyond the completion of the study?

 FORMCHECKBOX 
  No     FORMCHECKBOX 
  Yes
If Yes, describe which data or specimens, how each will be maintained and for how long each will be stored.
     
18.2
When will direct identifiers (if any) be destroyed?
     
18.3
Specify how you plan on destroying IDPH data or specimens at the end of the study, and what method(s) you will use to ensure that all electronic a paper copies are destroyed or returned.
     
19. Study Sites, Personnel and IRB Information 
19.1
List the name and address of each location, and check the activities that will take place at the identified location.  Attach additional pages as necessary.  Attach documentation that indicates approval of each location or has provided approval for participation in the Project.  List all these attachments on Application Coversheet.
	Location 1
	
	
	
	
	
	

	Facility Name
	     

	Street Address
	     

	City
	     
	
	State
	     
	
	ZIP Code
	     

	Activities  (Check all that apply)
	
	
	
	

	 FORMCHECKBOX 
 Data Analysis

 FORMCHECKBOX 
 Data Collection

 FORMCHECKBOX 
 Data Entry

 FORMCHECKBOX 
 Data Linkage
	
	 FORMCHECKBOX 
 Data Storage

 FORMCHECKBOX 
 Data Transmission
 FORMCHECKBOX 
 Geocoding

 FORMCHECKBOX 
 Informed Consent
	
	 FORMCHECKBOX 
 Interviews

 FORMCHECKBOX 
 Laboratory Testing

 FORMCHECKBOX 
 Recruitment

 FORMCHECKBOX 
 Specimen Analysis
	
	 FORMCHECKBOX 
 Specimen Collection
 FORMCHECKBOX 
 Specimen Storage
 FORMCHECKBOX 
 Other (Specify)       
 FORMCHECKBOX 
 Other (Specify)       


	Location 2
	
	
	
	
	
	

	Facility Name
	     

	Street Address
	     

	City
	     
	
	State
	     
	
	ZIP Code
	     

	Activities  (Check all that apply)
	
	
	
	

	 FORMCHECKBOX 
 Data Analysis

 FORMCHECKBOX 
 Data Collection

 FORMCHECKBOX 
 Data Entry

 FORMCHECKBOX 
 Data Linkage
	
	 FORMCHECKBOX 
 Data Storage

 FORMCHECKBOX 
 Data Transmission
 FORMCHECKBOX 
 Geocoding

 FORMCHECKBOX 
 Informed Consent
	
	 FORMCHECKBOX 
 Interviews

 FORMCHECKBOX 
 Laboratory Testing

 FORMCHECKBOX 
 Recruitment

 FORMCHECKBOX 
 Specimen Analysis
	
	 FORMCHECKBOX 
 Specimen Collection
 FORMCHECKBOX 
 Specimen Storage
 FORMCHECKBOX 
 Other (Specify)       
 FORMCHECKBOX 
 Other (Specify)       


	Location 3
	
	
	
	
	
	

	Facility Name
	     

	Street Address
	     

	City
	     
	
	State
	     
	
	ZIP Code
	     

	Activities  (Check all that apply)
	
	
	
	

	 FORMCHECKBOX 
 Data Analysis

 FORMCHECKBOX 
 Data Collection

 FORMCHECKBOX 
 Data Entry

 FORMCHECKBOX 
 Data Linkage
	
	 FORMCHECKBOX 
 Data Storage

 FORMCHECKBOX 
 Data Transmission
 FORMCHECKBOX 
 Geocoding

 FORMCHECKBOX 
 Informed Consent
	
	 FORMCHECKBOX 
 Interviews

 FORMCHECKBOX 
 Laboratory Testing

 FORMCHECKBOX 
 Recruitment

 FORMCHECKBOX 
 Specimen Analysis
	
	 FORMCHECKBOX 
 Specimen Collection
 FORMCHECKBOX 
 Specimen Storage
 FORMCHECKBOX 
 Other (Specify)       
 FORMCHECKBOX 
 Other (Specify)       


	Location 4
	
	
	
	
	
	

	Facility Name
	     

	Street Address
	     

	City
	     
	
	State
	     
	
	ZIP Code
	     

	Activities  (Check all that apply)
	
	
	
	

	 FORMCHECKBOX 
 Data Analysis

 FORMCHECKBOX 
 Data Collection

 FORMCHECKBOX 
 Data Entry

 FORMCHECKBOX 
 Data Linkage
	
	 FORMCHECKBOX 
 Data Storage

 FORMCHECKBOX 
 Data Transmission
 FORMCHECKBOX 
 Geocoding

 FORMCHECKBOX 
 Informed Consent
	
	 FORMCHECKBOX 
 Interviews

 FORMCHECKBOX 
 Laboratory Testing

 FORMCHECKBOX 
 Recruitment

 FORMCHECKBOX 
 Specimen Analysis
	
	 FORMCHECKBOX 
 Specimen Collection
 FORMCHECKBOX 
 Specimen Storage
 FORMCHECKBOX 
 Other (Specify)       
 FORMCHECKBOX 
 Other (Specify)       


	Location 5
	
	
	
	
	
	

	Facility Name
	     

	Street Address
	     

	City
	     
	
	State
	     
	
	ZIP Code
	     

	Activities  (Check all that apply)
	
	
	
	

	 FORMCHECKBOX 
 Data Analysis

 FORMCHECKBOX 
 Data Collection

 FORMCHECKBOX 
 Data Entry

 FORMCHECKBOX 
 Data Linkage
	
	 FORMCHECKBOX 
 Data Storage

 FORMCHECKBOX 
 Data Transmission
 FORMCHECKBOX 
 Geocoding

 FORMCHECKBOX 
 Informed Consent
	
	 FORMCHECKBOX 
 Interviews

 FORMCHECKBOX 
 Laboratory Testing

 FORMCHECKBOX 
 Recruitment

 FORMCHECKBOX 
 Specimen Analysis
	
	 FORMCHECKBOX 
 Specimen Collection
 FORMCHECKBOX 
 Specimen Storage
 FORMCHECKBOX 
 Other (Specify)       
 FORMCHECKBOX 
 Other (Specify)       


	Location 6
	
	
	
	
	
	

	Facility Name
	     

	Street Address
	     

	City
	     
	
	State
	     
	
	ZIP Code
	     

	Activities  (Check all that apply)
	
	
	
	

	 FORMCHECKBOX 
 Data Analysis

 FORMCHECKBOX 
 Data Collection

 FORMCHECKBOX 
 Data Entry

 FORMCHECKBOX 
 Data Linkage
	
	 FORMCHECKBOX 
 Data Storage

 FORMCHECKBOX 
 Data Transmission
 FORMCHECKBOX 
 Geocoding

 FORMCHECKBOX 
 Informed Consent
	
	 FORMCHECKBOX 
 Interviews

 FORMCHECKBOX 
 Laboratory Testing

 FORMCHECKBOX 
 Recruitment

 FORMCHECKBOX 
 Specimen Analysis
	
	 FORMCHECKBOX 
 Specimen Collection
 FORMCHECKBOX 
 Specimen Storage
 FORMCHECKBOX 
 Other (Specify)       
 FORMCHECKBOX 
 Other (Specify)       


19.2
List all research staff who have had/will have contact with subjects and/or access to identifiable records disclosed for the research and the date each person completed human subjects training.  Include all consultants, contractors, data processing vendors, subcontractors, laboratories, and sponsoring or participating agencies or organizations. Attach additional pages as necessary.  List on Application Coversheet.  
NOTE:
The IDPH IRB requires training in the protection of human subjects every three years.  If training has expired, research staff must complete one of the training options listed on our website or your institution’s approved training before project approval expires.  The IDPH IRB may ask for documentation of training.
	Name
	Academic

Degree(s)
	Role(s)
 in Study
	Institution 

Affiliation
	E-mail Address
	Human Subjects Training Course Name
	Date Human Subjects Training Completed

	     
	     
	PI
	     
	     
	     
	     

	     
	     
	Co-PI
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     


19.3
List information requested below for all IRB decisions that have been made or are pending (see Section 14.1.b above).  Attach a copy of all letters with the decision(s) reached by the IRB.  List on Application Coversheet.
	IRB Name
	IRB Review 

Date(s)
	IRB Protocol Number
	IRB Review Type1
	Review Determination Category2
	Notification

Date
	Expiration Date

	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     


	1 Enter one of the following:
	2 Enter one of the following:

	(Initial
	   (Full Committee Review Approval

	(Modification
	   (Expedited Review Approval

	(Annual
	   (Exempt

	
	   (Review Not Required

	
	   (Pending


}�
�
�












�
Attach contact protocols, contact letters, and/or


script.  List on Application Coversheet.�
�









�  Identifiers include (1) names; (2) all geographic subdivisions smaller than a state, except for the initial three digits of the ZIP code if the geographic unit formed by combining all ZIP codes with the same three initial digits contains more than 20,000 people; (3) all elements of dates except year, and all ages older than 89 or elements indicative of such age; (4) telephone numbers; (5) fax numbers; (6) e-mail addresses; (7) Social Security numbers; (8) medical record numbers; (9) health plan beneficiary numbers; (10) account numbers; (11) certificate or license numbers; (12) vehicle identifiers and license plate numbers; (13) device identifiers and serial numbers; (14) URLs; (15) IP addresses; (16) biometric identifiers; (17) full-face photographs and any comparable images; (18) any other unique, identifying characteristic or code, except as permitted for re-identification in the Privacy Rule.
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