LEGACY HEALTH SYSTEM AND INSTITUTIONAL REVIEW BOARD

INITIAL REVIEW APPLICATION - REGISTRIES

The questionnaire is based on DHHS regulatory requirements, HIPAA and Legacy Health’s policy for the protection of human subjects and the administration of research studies.  Upon final approval of this registry, you will receive this form with the IRB Chairperson’s and the Clinical VP of Research’s signature and it will serve as your approval document.  In some cases the Registry will be judged “exempt” from IRB review and annual review and that will also be indicated below.

PROJECT DIRECTOR/PRINCIPAL INVESTIGATOR:  

Address:





Telephone:




REGISTRY NAME:

Funding Source/ Sponsor:

Legacy sites where registry data will be collected and stored: 

Please submit the following documents for review:

1. Registry Plan:  
2. Consent form (if appropriate): 

3. Data Collection Forms:

LEGACY HEALTH AND IRB APPROVAL 

_______________________________________

_____________

Clinical VP Research, Legacy Health 


DATE

_______________________________________

_____________

Chairperson, Legacy IRB




DATE

Initial Review Date: 
OR 

Exempt from IRB Annual Review: Yes 
1.
  ABSTRACT OF PROJECT: A descriptive summary of the objective and method of the registry in lay terminology (in 150-300 words).  Specify whether this registry is to be used only within the Legacy system or if it is a collaborative project.  If appropriate, explain whether this registry is an external comparative database that is used for accreditation or is mandated by a government agency or body.

2.   DESCRIBE THE CHARACTERISTICS OF THE SUBJECTS TO BE USED:
     Adult Subjects:  
Yes 
     Pediatric Subjects
Yes 
 Sex:    Male 
      Healthy Adult Volunteers :Yes 
     Subjects Diagnoses and General State of Health:  
     Affiliation or Source of Subjects, e.g. hospitals, outpatient clinics, general public, etc.:

Estimated total enrollment at Legacy:
 
If multi-site registry, number of sites nationally: 
3. SPECIAL SUBJECT GROUPS: Will subjects be primarily from any of the following

groups?

     Minors: 
     If any of these apply, explain the necessity for using these particular groups: 
4.   CONFIDENTIALITY OF DATA:
(a) What type of data will be collected for this registry:

[  ] clinical data (medical records) 

[  ] laboratory data (diagnostic test results)
[  ] diagnostic imaging (X-ray, CT, MRI, etc.)
[  ] pathological specimens or blood
[  ] other data (specify)
(b) Will identifiable subject data be transmitted to a person, office, or organization not associated with this institution?   



Yes 
If “Yes,” give name and address of receiving person or of the responsible director of the receiving office, organization or agency:


NAME:


ADDRESS:

(c) If de-identified data is being sent outside of Legacy but there is a means of linking that data to the subject, specify who will act as the fiduciary:


NAME:  



ADDRESS:

(d) If there are any plans or foreseeable circumstances under which subjects or their relatives may be contacted in the future as a result of participating in this registry provide a justification for that future contact and explain how that will be accomplished:

(e) Specify the length of time that this registry will be maintained.  Explain whether there are specific plans to destroy the information contained in the registry.  If the plan is to maintain the data indefinitely say so and provide justification:

(f) If through the gathering or analysis of this information in this registry there is the possibility that subjects would need to be informed of a current unknown health condition or a positive predisposition to a disease condition, explain how that disclosure will be accomplished (i.e. by the principal investigator, primary care physician or counselor, etc.):

(g) If you are using a Limited Data Set, submit the Data Use Agreement.
5. RISKS TO SUBJECTS:

(a)
Describe any psychological, social, economic, or other risks to subjects that could result from a breach of confidentiality (these risks must be represented in the consent form):

(b)
Describe any precautionary measures that will be taken to eliminate or reduce the risks of breach of confidentiality: 

6. BENEFITS:

Describe the benefits that may reasonably be expected from the proposed activity for:


 (a) The subjects: 

 (b) The advancement of scientific-medical knowledge: 
7. INFORMED CONSENT: 

a. Describe the process for obtaining the consent of the subject and the circumstances under which consent will be obtained, including any procedure for obtaining consent from minors or next of kin/legal guardian, and dealing with language difficulties.  Specify document storage: 
b. Attach the form to be used for obtaining the informed consent of the subjects.

c. Identify by name who will be authorized to obtain consent:


NAME: 

d. Waiver of Authorization: If this study will not involve obtaining the subject’s authorization, provide a justification (see Guide to IRB Application for Registries):

8. INVESTIGATOR’S EXPERIENCE/QUALIFICATIONS: 

(a) Attach your curriculum vitae.


(b) Are you a member of the Legacy administrative or medical staff?     Yes 


If "No", attach written assurance from a staff physician or administrator who assumes the institutional medical responsibility for the subjects, if applicable.

9. ASSURANCES:
(a) I will promptly report to the Office of Research Administration any:

1. proposed changes in the activity,

2. changes in the informed consent form, or

3. unanticipated problems involving breach of confidentiality.

(b) I will retain the documentary evidence of informed consent for at least three years after the proposed activity has been completed or discontinued.

(c) The Institutional Review Board is obligated to continually review this activity.  Therefore, I agree to furnish the IRB relevant information on request.

(d) I agree to accept responsibility for the ethical conduct of the activity and the protection of the rights and welfare of the subjects.

(e) I agree to report any significant financial conflict of interest (i.e. anything of monetary value or in kind including, but not limited to, salary or other payments for services (e.g. consulting fees or honoraria), equity interests (e.g. stocks options or other ownership interests) and intellectual property rights that exceed $10,000 per annum if salary, fees or other continuing payments represent more than a 5% ownership for any one enterprise).

(f) I agree to report any financial benefits made available to me in connection with the conduct of this activity that are in addition to the ordinary compensation for services, beyond customary and reasonable fees, including incentive pay, rewards for early recruitment, or bonuses for reaching enrollment goals.


____________________________________        

_______________________

Principal Investigator/Project Director



Date

10. ADMINISTRATIVE REVIEW: 


I have reviewed and approved the proposed activity as feasible and relevant to the goals and objectives of this department.  I can assure that this department has the resources available to support the proposed activity so that it is conducted according to clinical standards as they are currently practiced at Legacy Health.


__________________________________________

_______________________


Director/Administrator





Date

GUIDE TO IRB APPLICATION FOR REGISTRIES

Registry:  An activity that involves a central agency for the collection of clinical, laboratory, x-ray, pathological specimens and/or other data so organized that the data can be processed and made available for study.  The obtaining of generalizable knowledge must not be the primary purpose of any studies resulting from such activities.  In accordance with HIPAA regulations, all registries must undergo IRB review.

External comparative Database:  An activity where an external organization offers a comparative analysis performance measurement program which provides the organization with an opportunity to compare their rates against the aggregate of all participating organizations.   The primary purpose of an external comparative database is to identify and better understand variation and set performance targets.  These comparisons are often population or procedure specific and may be done with a pre-selected peer group.  The obtaining of generalizable knowledge must not be the primary purpose of any studies resulting from such activities.  Certain external comparative databases may be judged exempt from IRB review.

Research:  A systematic investigation, including research development, testing, and evaluation, designed to develop or contribute to generalizable knowledge.  Use or disclosure of PHI for research purposes requires the authorization of the individual who is the subject of the PHI or a waiver of such authorization.

Protected Health Information/Identifiable Subject Data:  Any information that 1) is received by a health care provider, health plan or clearinghouse, 2) is transmitted electronically or maintained in any other form or medium (including oral), 3) relates to the provision of or payment for health care for an individual or to the past, present or future physical or mental health condition of an individual, and 4) is individually identifiable.  Information is presumed to be de-identified if all of the following identifiers have been removed or concealed:


a.  patient name; 


b.  street address, zip code, city;


c.  phone number;


d.  fax number;


e.  email address;


f.  birth date, admission date, discharge date, date of death, all ages over 89;


g.  social security number;


h.  medical record number;


i.  account number;


j.  health plan beneficiary number;


k.  certificate/license number;


l.  vehicle ID number, license plate number;


m.  device identifier number and serial number;


n.  Web Universal Resource Locator number;


o.  Internet Protocol (IP) address;


p.  fingerprints, voice prints, other biometric identifier;


q.  full face photographic images; or

r.  any other unique identifying number, characteristic or code and any associated health information.

De-identified data: data sets that have been stripped of “identifiable subject data” or PHI but which can be linked to individuals through a fiduciary

Anonymous data: data sets that been stripped of “identifiable subject data” and cannot be linked to individuals through a fiduciary

Fiduciary:  an individual or system which allows the linkage of a de-identified data set to the subject individual

Limited Data Set: A limited data set is PHI that excludes the following direct identifiers of the individual or of relatives, employers, or household members of the individual:

a. Names;

b. Postal address information, other than town or city, state, and zip code;

c. Telephone numbers

d. Fax numbers

e. Electronic mail addresses;

f. Social security numbers

g. Medical record numbers

h. Health plan beneficiary numbers;

i. Account numbers;

j. Certificate/license numbers;

k. Vehicle identifiers and serial numbers, including license plate numbers;

l. Device identifiers and serial numbers;

m. Web Universal Resource Locators (URLs);

n. Internet Protocol (IP) address numbers;

o. Biometric identifiers, including finger and voice prints; and

p. Full face photographic images and any comparable images

The limited data set may be useful for research involving public health and is conditioned upon the negotiation of a data use agreement.

Waiver of Authorization:  The following criteria must be met to qualify for a waiver of authorization:

a. the research could not be practicably conducted without the waiver;

b. the research could not practicably be conducted without access to and use of the PHI; and

c. the use or disclosure of information involves no more than minimal risk to the privacy of the subject based on, at least, the presence of the following elements:

(1)
there is an adequate plan to protect the identifiers from improper use or disclosure

(2)
there is an adequate plan to destroy the identifiers at the earliest opportunity consistent with the conduct of the research
(3)
there are adequate assurances that PHI will not be reused or disclosed to any other person (except as required or permitted by law).
Waiver of IRB Review:  Registries or external comparative databases which either collect “anonymous” data or use or disclose “de-identified” data that does not involve a fiduciary may be judged “exempt” from IRB review.  That determination will be made by the IRB Chair.

Minimal Risk:  An activity that involves risks for which the probability and magnitude of harm or discomfort in the activity are not greater in and of themselves than those ordinarily encountered in daily life or during the performance of routine physical or psychological testing.
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