Carilion Clinic Institutional Review Board

Specimen/Data Repository Application


Use this form when creating a repository for specimens and/or data at Carilion for future research. If you are developing a repository as part of a single research study and will not share information outside the parameters of that study, do not complete this form. Rather, complete an IRB Application Form. If you are collecting and sending specimens/data to a repository outside of Carilion, complete only an IRB Application Form and attach a protocol or other information that describes the operations and management of the non-Carilion repository. Also attach documentation of local IRB approval at the non-Carilion database/repository site OR written assurance from the keeper of the outside database/repository that the subject’s privacy will be adequately protected. This assurance can be provided as part of a Data Use Agreement between Carilion and the sponsor of the database/repository or in a separate document. 
Registration With Department of REsearch & Development 
Per Institutional Policy ALL Projects Must Be Submitted With an R&D Pre-Approval or Approval Letter Stating You are Ready to Submit to the IRB.  Do you have your R&D Letter?

 FORMCHECKBOX 
  Yes  (If yes, you MUST attach your R&D letter to this submission.)  

 FORMCHECKBOX 
  No   (If no, do not submit your IRB project until you have your R&D letter.)  

You may contact the R&D at 540-985-8510.
Application Data

Title of Study:      
Carilion Principal Investigator:      



Today's Date:      
Address:      
Telephone:       
Fax:      
Email address:       
Inter-office address:      
Title of Database/Repository:      
Location of Database/Repository:      
Additional Key Study Personnel (Insert additional rows if needed):
	Name
	Role in Project
	Institution/Dept.
	Email Address

	
	 
	
	

	
	 
	
	

	
	
	
	

	
	
	
	


Note: Any investigators who are not Carilion Clinic employees or professional staff must complete an “Individual Investigator Agreement.” Contact the IRB for more information.

Source of Funding:     FORMCHECKBOX 
  Cooperative Group        FORMCHECKBOX 
  Industry Sponsor        FORMCHECKBOX 
  Grant        FORMCHECKBOX 
 Department Funds

                                FORMCHECKBOX 
  Other:      
If the database/repository is funded through a grant, please attach the grant application with budget.

PROJECT SYNOPSIS

1. Please answer the following about the database/repository in simple language: 

Background: Provide background information that led to the development of this research repository.      
Purpose/Objectives:      
Inclusion/ Exclusion Criteria:      
Types of specimens/data to be collected:      
Source of Specimens/Data: Identify where biologic material or data will be collected and the subject population(s) used.       
2. If the repository will collect specimens, will they be surplus clinical specimens from a diagnostic or therapeutic procedure, specimens collected for research purposes only, or other?      
3. Where will specimens/data ultimately be stored or maintained?       
MANAGEMENT OF DATABASE/REPOSITORY                                                                       
4. Describe who is involved in the management of the repository/database:      
Describe the location and type of storage facilities:      
State what information about donors is being collected and retained for future use:      
How will specimens/data be received and stored:      
Who owns the specimens/data:      
Other than the research team, who will have access to the specimens/data and how will the confidentiality of specimens/data be maintained:       
5. Describe the review process and documentation that will be used for each request by investigators to obtain specimens/data from the repository:      
6. State the conditions under which specimens/data will be shared with other researchers for future research. 

      
7. Specimens/data in the repository should not be released to investigators until the investigators have received IRB approval for their use. Please describe how IRB approval will be verified.
8. What will be done with specimens or data when a research subject withdraws permission to use the identifiable specimen or data to be used for future research purposes?

      
9. Explain what will happen to specimens/data if the repository investigator leaves the institution.
     
10. How long will specimens/data be stored and what will happen to specimens/data at the end of that period?

     
 DATA SECURITY PLAN                                                                         
11. Is the private information being requested the minimum necessary to meet the research goals?

 FORMCHECKBOX 
  Yes          FORMCHECKBOX 
  No           FORMCHECKBOX 
  N/A

12. What records or data will you be using or collecting? Check all that apply:

 FORMCHECKBOX 
  New data for this study

 FORMCHECKBOX 
  Data already collected for another research study

 FORMCHECKBOX 
  Data already collected for administrative purposes

 FORMCHECKBOX 
  Medical records; approximately how many records:       
 FORMCHECKBOX 
  Electronic information from clinical database

 FORMCHECKBOX 
  Other:      
13. Will any sensitive information be collected, such as information regarding sexual behavior, HIV status, recreational drug use, illegal behaviors, physical abuse, mental health disorders, etc.?

 FORMCHECKBOX 
  Yes        FORMCHECKBOX 
  No 

If yes, what sensitive information will be collected?      
14. The standard at Carilion to protect identifiable data used in research is to use a code and link system. Two files should be kept in two separate secure locations.  One file should use a unique code for each subject in connection with any sensitive or health information.  The other file (the link) associates the unique code with subject identifiers (e.g. name, medical record number.) Please describe how you will store data using the options below.

 FORMCHECKBOX 
 Retrospective Record Review Only: The master list will contain direct subject identifiers such as name and MRN along with a unique subject code. It will be stored separately from the coded research data set at all times. The research data set will not include any HIPAA identifiers with the exception of a date.

 FORMCHECKBOX 
 Prospective Collection of Data, including surveys or collection of new data: While initial collection of research data may contain identifying information, it must be stored using a code linked to the subject’s identity using a master list. All HIPPA identifiers will be stripped from the initial research data collection data tools and replaced with a unique subject code.

 FORMCHECKBOX 
 Prospective Collection of Sensitive Data, including surveys or collection of new data: Research data will be linked to identifiers by a unique subject code at all times. The code will be linked to a master list that contains identifying information. The master list and coded research data will be stored in separate locations.  

15. Where will data be stored? Please check all that apply.

 FORMCHECKBOX 
 Hardcopy data in a locked office in a locked cabinet

 FORMCHECKBOX 
 Electronic data on a password protected, encrypted Carilion laptop 

 FORMCHECKBOX 
 Electronic data on a password protected, Carilion-encrypted flash drive  

 FORMCHECKBOX 
 Electronic data on a password protected, secure drive on a Carilion server

Select the software to be used:

 FORMCHECKBOX 
  Excel 

 FORMCHECKBOX 
  SoftMed
 FORMCHECKBOX 
  Other: Describe      
No other storage options are permitted, including the use of personal laptops, flash drives or other portable devices. Data must not be placed in a cloud or other hosted environment. Any exceptions must be approved by the Carilion Privacy and Information Security Officer and documentation provided to the IRB.

16. Please describe how you plan to protect identifying information from improper use and disclosure by answering the questions below.  

a) Who will have access to identifiers?       
b) How will you limit access to the identifiers?       
c) When and how will the identifiers be destroyed?      
17. If the repository contains biologic specimens, explain how the security/confidentiality of the specimens will be maintained.   

     
GENETICS                                                                                                                                 
18. Will specimens/data be in the repository be used for future genetic research?

 FORMCHECKBOX 
  Unknown           FORMCHECKBOX 
  No           FORMCHECKBOX 
  Yes - If yes, answer the following:

19. Will the future research involve the study of a rare trait or disorder such that there is some risk of exposing the identity of donor subjects? 
 FORMCHECKBOX 
  No           FORMCHECKBOX 
 Yes – If yes, the protocol for the repository must receive approval by the full IRB and a certificate of confidentiality may be required. 
RECRUITMENT                                                                                                                       FORMCHECKBOX 
  N/A
20. How will subjects be identified, contacted and recruited to donate their biological materials or data? (check all that apply)

 FORMCHECKBOX 
  Hospital records, logbooks or databases
 FORMCHECKBOX 
  Telephone call

 FORMCHECKBOX 
  Extramural data/tissue repository or disease database
 FORMCHECKBOX 
  Letter

 FORMCHECKBOX 
  Own patient population
 FORMCHECKBOX 
  Direct contact

 FORMCHECKBOX 
  Other physicians/practices
 FORMCHECKBOX 
  Other:       
21. Explain who will approach potential subjects to take part in the research and what will be said to subjects to recruit them to the research repository. Please note that a researcher may not use an individual’s protected health information (PHI) for recruitment into research without first obtaining an authorization from the individual, or a waiver of authorization from the IRB. A treating provider does have the option to:
· Discuss with his/her own patients the option of enrolling in a study.

· Obtain written authorization from the patient for a referral into a research study.

· Provide background information about the study to the patient so that the patient can initiate contact with the researcher.

· Provide the individual’s PHI to a researcher without authorization when the researcher has obtained an approved waiver of authorization for recruitment purposes from the IRB.

     
22. Will recruitment materials, such as letters, flyers, brochures, or other materials, be used?

 FORMCHECKBOX 
  Yes           FORMCHECKBOX 
  No          

· If yes, include with this submission:

VULNERABLE SUBJECTS                                                                                                       FORMCHECKBOX 
  N/A 
23. Will any of the following vulnerable groups be included in the research? Check all that apply:

 FORMCHECKBOX 
  Employees at the investigator’s institution



 FORMCHECKBOX 
  Children/Minors

 FORMCHECKBOX 
  Students to be recruited in their education setting


 FORMCHECKBOX 
  Wards of state

 FORMCHECKBOX 
  Economically disadvantaged





 FORMCHECKBOX 
  Pregnant women
 FORMCHECKBOX 
  Patients in emergency situations

 FORMCHECKBOX 
  Non-English speakers

 FORMCHECKBOX 
  Nursing home residents

 FORMCHECKBOX 
  Terminally ill

 FORMCHECKBOX 
  Fetuses, non-viable neonates or neonates of uncertain viability

 FORMCHECKBOX 
  Limited or non-readers
 FORMCHECKBOX 
  Prisoners (Please contact IRB prior to submission of application.)

 FORMCHECKBOX 
  Cognitively impaired
 FORMCHECKBOX 
  Others that may be vulnerable to coercion:      

 FORMCHECKBOX 
  Third parties
24. If any vulnerable groups will be enrolled into this study, please explain the additional safeguards that will be used to protect the rights and welfare of those subjects:

     
FOR STUDIES USING INFORMED CONSENT                                                                       FORMCHECKBOX 
  N/A 
25. Describe the process of how informed consent is obtained from study subjects. Prospective collection of specimens/data for research purposes ordinarily requires written informed consent. 

     
26.  Please list personnel who will be obtaining consent:

     
27.  If any subjects will have limited decision-making capacity, how will capacity to consent be assessed?

     
28.  For research involving non-English-speaking subjects, explain provisions in place to ensure comprehension. In addition, please submit translated copies of all consent materials.

     
29. If specimens/data from children is being included in the repository, please explain how the repository plans to obtain informed consent from them when they become adults.

     
FOR STUDIES SEEKING WAIVER OF INFORMED CONSENT                                               FORMCHECKBOX 
  N/A 
30. Please complete the following and the IRB will determine whether a Waiver of Informed Consent can be granted. A Waiver of Informed Consent may be requested for the inclusion of existing specimens/data for patients who have been lost to clinical follow-up where contact is not possible or practicable.
· Does the research involve more than minimal risk (no greater than those ordinarily encountered in daily life or during the performance of routine physical or psychological examinations) to subjects or to their privacy?

 FORMCHECKBOX 
  Yes          FORMCHECKBOX 
  No          

· Will the waiver adversely affect the rights and welfare of the subjects?

 FORMCHECKBOX 
  Yes          FORMCHECKBOX 
  No          

· Could the research be carried out practicably without the waiver?

 FORMCHECKBOX 
  Yes          FORMCHECKBOX 
  No          

· Will the research yield information of direct clinical relevance for the subjects?

 FORMCHECKBOX 
  Yes          FORMCHECKBOX 
  No          

· Will subjects be provided with additional pertinent information after participation?

 FORMCHECKBOX 
  Yes          FORMCHECKBOX 
  No    

HIPAA  COMPLIANCE
31. Please indicate which, if any, of the following identifiers will be maintained in the repository/database:

· name








 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

· a geographic subdivision smaller than state except for the first

three digits of the zip code





 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

· an element of a date, except year, for dates related to an individual,

including birth date, admission date, discharge date and date of death;

and all ages over 89 and all elements of such ages may be aggregated

into a category of age 90 or older




 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

· telephone numbers






 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

· fax numbers







 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

· electronic mail address






 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

· social security number






 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

· medical record number






 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

· health plan beneficiary numbers





 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

· account numbers






 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

· certificate/license numbers





 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No


· vehicle identifiers, including license plate number


 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

· device identifiers and serial numbers




 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

· Web Universal Resource Locators (URLs)




 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

· Internet Protocol (IP) address numbers




 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

· biometric identifiers, including finger and voice prints


 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

· full face photographic images and any comparable image

 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

· any other unique identifying number, characteristic, code


 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

32. Will specimens/data be maintained with any of the identifiers as indicated by the checkboxes above?

 FORMCHECKBOX 
  Yes           FORMCHECKBOX 
  No – you may skip the remainder of this HIPAA section

33. Are the only identifiers being maintained with specimens/data ZIP codes, birthdates or other dates?
 FORMCHECKBOX 
  Yes           FORMCHECKBOX 
  No 

If yes, the project qualifies as a Limited Data Set and you may use a Data Use Agreement rather than a    Waiver of Authorization. 
34. Do you request a HIPAA waiver of authorization?   FORMCHECKBOX 
  Yes          FORMCHECKBOX 
  No
If yes, please answer the following questions:

· Describe how the use of PHI in this study poses no greater than minimal risk to participants’ 
privacy.      
· When will identifiers be destroyed?  (Identifiers must be destroyed at earliest opportunity) 



 FORMCHECKBOX 
End of study



 FORMCHECKBOX 
 _____ Years after the end of the study (enter # of years)




 FORMCHECKBOX 
  Other (please specify):      
· Explain why the research cannot be conducted without the use of PHI.
     
· Explain why the research cannot practicably be conducted without a waiver of authorization.


     
· Do you assure that any data identifying subjects used in this study will not be disclosed to anyone 
other than the research team, sponsor, and oversight groups?  FORMCHECKBOX 
  Yes          FORMCHECKBOX 
  No
· Do you assure that you will not use this data for any other research unless you receive IRB 
approval?   FORMCHECKBOX 
  Yes          FORMCHECKBOX 
  
35. Please describe an adequate plan to protect the identifiers from improper use and disclosure.  Describe this plan:       
36. An adequate plan to destroy the identifiers at the earliest opportunity consistent with conduct of the research, unless there is a health or research justification for retaining the identifiers or such retention is otherwise required by law. Describe this plan:

     
SPECIMEN/ DATA SHARING
32.  Indicate how the specimens/data will be shared with researchers who want to use the repository for future research:


 FORMCHECKBOX 
  With 1 or more HIPAA Identifiers (See 21 Above) - Requires Authorization or Waiver       


 FORMCHECKBOX 
  As a Limited Data Set - Requires Data Use Agreement

 FORMCHECKBOX 
  With a Linked Code - Requires Non-Human Subjects Authorization Application

 FORMCHECKBOX 
   Without Identifiers or Linked Code - Requires Non-Human Subjects Authorization Application                 

SUBMISSION INCLUSIONS
Check material that is included with submission. If information is submitted electronically, signature pages must be faxed, mailed or hand delivered.

 FORMCHECKBOX 
  Protocol - required
 FORMCHECKBOX 
  Consent form
 FORMCHECKBOX 
  Assent form, if required for research involving children

 FORMCHECKBOX 
  Recruitment script or other recruitment materials

 FORMCHECKBOX 
  Any data collection tool that will be used to record subject information

 FORMCHECKBOX 
  Curriculum Vitae if not on file with IRB
 FORMCHECKBOX 
  IRB fee, if applicable:

       FORMCHECKBOX 
   $1,500 application fee for full-board industry-sponsored research or funded research conducted by  non-Carilion affiliated investigators

                   FORMCHECKBOX 
  $750 application fee for expedited industry-sponsored research or expedited funded research
                        conducted by non-Carilion affiliated investigators

CERTIFICATION OF PRINCIPAL INVESTIGATOR
By signing this document the investigator agrees:
1. I am not currently debarred by the US FDA from involvement in clinical research studies.

2. I am not involved in any regulatory or misconduct litigation or investigation by the FDA.

3. If this study involves any funding or resources from an outside source, or if I will be sharing data outside of Carilion Clinic prior to publication, I will contact the Office of Sponsored Projects regarding the need for a contract and letter of indemnification. If it is determined that either a contract or letter of indemnification is needed, subjects cannot be enrolled until these documents are complete.

4. The proposed research project will be conducted by me or under my close supervision. It will be conducted in accordance with the protocol approved by the IRB.

5. No subjects will be recruited or enrolled on this study until the investigator has received written notification of IRB approval.

6. No personnel will be allowed to work on this protocol until they have completed the required IRB training and the IRB has given its approval.

7. All personnel working on this study will follow all IRB Policies and Procedures and Guidelines as stated on the Carilion-IRB web site and all applicable HHS/FDA regulations.

8. I will ensure that all those delegated tasks relating to this study, whether explicitly or implicitly, are capable through expertise, training or experience to undertake those tasks.

9. Implications of the study have been discussed with all Departments that might be affected by it and I have obtained their agreement for the study to take place.

10. Any materials used to recruit subjects will be approved by the IRB prior to use.

11. Any modifications of the protocol or consent form will not be initiated without prior written approval from the IRB except when necessary to eliminate immediate hazards to the subjects.

12. Any serious deviation from or violation of the protocol will be reported to the IRB in writing within ten days of discovering the deviation/violation. Serious is defined as any deviation/violation that significantly affects the safety of the subjects or the scientific quality of the study.

13. Local adverse events that are serious, unexpected and related or possibly related will be reported to the IRB within seven calendar days of the site learning of the event.

14. Unanticipated problems that are unexpected, related or possibly related to the research, and place subjects or others at a greater risk of harm will be reported to the IRB within seven calendar days of the site learning of the problem.

15. Any significant findings that become known in the course of the research that might affect the willingness of subjects to enroll or to continue to take part  will be promptly reported to the IRB.

16. The continuation status report for this study will be completed and returned to the IRB at least 30 days prior to the expiration date.

17. All subjects will sign a copy of the most current (non–expired) consent form prior to any study procedures being performed. Assent will be obtained from children prior to participating in study if required. Legal representatives may be substituted for subject if applicable.

18. The Carilion IRB office will be notified within 30 days of a change in the Principal Investigator or of the closure of this study.

19. Research records will be maintained and the IRB is authorized to inspect these records.

20. Information gained during any research at Carilion is confidential. Specifically, information about Carilion, its patients, employees, physicians, and customers shall be kept confidential and not discussed in or out of Carilion except where it directly relates to legitimate clinical or research purposes. Any unauthorized access to Carilion patient, employee, physician or customer information through medical records, documents, computerized databases or otherwise is strictly prohibited and will be considered a serious breach of confidentiality which may result in immediate termination of research and/or other action. 

21. If for any reason the principal investigator can no longer perform the duties as outlined above for an extended period of time, the investigator will close the study or transfer the duties of PI to the sub-investigator or to another qualified individual. Failure to do this will result in suspension of the study.

_____________________________________________  
         ________________________________ 

Carilion Principal Investigator (signature)

          Date

 Principal Investigator (name printed)
     




SECTION XVII: Department Chair/Dean Signature

You must obtain the signature of the appropriate department chair or dean designee (or appropriate designee). 

By signing this document the Chair/Dean confirms: The research protocol referenced in this application has been reviewed by my department or office. The Principal Investigator has the necessary resources to conduct the research. The Principal Investigator is qualified to perform this study and the research proposal has been judged to be scientifically relevant and sound.

_____________________________________________
           _______________________________ Department Chair/Designee (signature)
  

            Date

Department Chair/Designee (name printed):      


Phone:      
Interoffice Address:      
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