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GUIDANCE 
Use of Non-Identifiable Specimens/Data

Section I:  Initial Review
Version 1.7

1 Purpose of the form

1.1 Form title:  Use of Non-Identifiable Specimens/Data

1.2 Purpose of the form:  To determine whether human subjects are involved in research that consists of obtaining private information (data) and/or biological specimens, according to federal, state, and University of Washington definitions.  If these definitions are not met, the project requires neither determination of exempt status nor IRB review.  Use this form only if your research does not involve direct contact with human subjects for research purposes.

1.3 Background:  This form is based upon federal regulatory guidance that clarifies whether or not research using human specimens and/or data is required to undergo IRB review.  However, this type of research activity must still comply with relevant Washington State law and UW human subjects policy (see next section).

2 Regulatory basis of the form and its review

The use and review of this form is based on the following regulatory issues.

2.1 General federal definition of “human subject”.  Most federal agencies have adopted a single, consistent, definition of human subject (45 CFR 46. 102(f)).  It is UW IRB policy to apply this definition to all research regardless of the source of any funding that is supporting the research:  

2.1.1 Human Subject means an individual about whom an investigator (whether professional or student) conducting research obtains (1) data through intervention or interaction with the individual or (2) identifiable private information.

2.1.2 Under this regulation, obtaining identifiable private information or identifiable specimens for research purposes constitutes human subjects research.  Obtaining identifiable private information or identifiable specimens includes but is not limited to: (1) using, studying, or analyzing for research purposes identifiable private information or identifiable specimens that have been provided to investigators from any source; and (2) using, studying, or analyzing for research purposes identifiable private information or identifiable specimens that were already in the possession of the investigator.

2.1.3 Private information or specimens that can be linked to specific individuals by the investigator(s), either directly or indirectly through coding systems, are considered to be individually identifiable, and thus a human subject.

2.1.4 See HSD’s Human Subject Definition document.

2.2 Food and Drug Administration (FDA) definition of “human subject”.  The FDA defines a human subject as “an individual who is or becomes a participant in research, either as a recipient of a test drug, device (including in vitro diagnostics) or biologic, or as a control.  A subject may be either a healthy individual or a patient” (21 CFR 56.102(e)). In addition, a human subject includes an individual on whose specimen an investigational device or control is used, even if the specimen is anonymous. 

The UW IRB believes that the more general federal definition includes all individuals defined by the FDA as subjects, except for unidentified specimens used in research on investigational devices.  The UW IRB applies this definition of anonymous specimens as “human subjects” to only FDA-regulated research involving investigational devices. 

2.3 Federal guidance.  The UW IRB abides by federal guidance stating that coded specimens and/or private information are not considered individually identifiable when they cannot be linked to specific individuals by the investigator(s), either directly or indirectly through coding systems, and if both of the following conditions are met:

2.3.1 The private information or specimens were not collected specifically for the currently proposed research project through an interaction or intervention with individuals; and

2.3.2 The investigator(s) cannot readily ascertain the identity of the individual(s) to whom the coded private information or specimens pertain because, for example:

(a) The investigators and the holder of the key enter into an agreement prohibiting the release of the key to the investigators under any circumstances, until the individuals are deceased (note that the HHS regulations do not require the IRB to review and approve this agreement); or

(b) There are IRB-approved written policies and operating procedures for a repository or data management center that prohibit the release of the key to the investigators under any circumstances, until the individuals are deceased; or 

(c) There are other legal requirements prohibiting the release of the key to the investigators. 

2.4 Washington State law RCW 70.02.  This law defines how individuals may access, use, or disclose identifiable health care information collected through health care delivered in the state of Washington.

2.4.1 Health care information means “any information, whether oral or recorded in any form or medium, that identifies or can readily be associated with the identity of a patient and directly relates to the patient’s health care, including a patient’s deoxyribonucleic acid and identified sequence of chemical base pairs.”

2.4.2 The UW IRB interprets this definition to mean that a human specimen falls within the definition of health care information only when:

· It can be tied to an individual, and

· It was obtained in the course of diagnosing, treating, or otherwise providing health care in the state of Washington. 

2.4.3 This means that a human specimen is not, in and of itself, considered to be a human subject by state law, unless it can be readily connected to an individual. 

2.4.4 Please also refer to the definition of Protected Health Information (item 7.9)

2.4.5 See the decision tree: Using Records without Consent for information on required forms when using protected health information.
2.5 UW “minimal risk” policy

2.5.1 There are occasionally some circumstances in which specimens or data do not meet any of the above definitions of “human subject” yet the specimens or reports about them could still be identifiable and possibly involve significant risk to the specimen donors.

Example:   Specimens from a small population with easily identified individuals (such as the members of a family with a rare genetic disease).

2.5.2 The UW Human Subjects Policy Board has determined that the “not human subjects research” determination should be applied only to research activities with minimal risk of harm.
3 Self-Certification process

3.1 Complete Section A of the form to self-certify whether the current research activity involves human subjects. Your responses will assist you in this self-certification.

3.2 Self-certification does not constitute an HSD determination of non-involvement of human subjects in your research activity. 

3.3 Do not submit the form to HSD. 

4 Determination of non-involvement of human subjects in research

4.1 Complete Section A and Section B of the form if you need documentation that your research does not involve human subjects, for funding agencies, administrators, or collaborators.

4.2 Send the original signed form and one copy of the form to HSD.

4.3 A member of the HSD Minimal Risk staff evaluates information supplied in Section A and Section B of the form to determine whether the described research activity is human subjects research.

4.4 A Notice of Determination is issued to the researcher, to document the HSD determination that human subjects are, or are not, involved in your research activity.

5 Determination of involvement of human subjects in research

5.1 If your research activity involves human subjects, it is necessary to complete the appropriate HSD form for submission, review, and approval prior to commencement of the research activity. 

6 Conditions of the determination

6.1 Beginning of research. If you need documentation for funding agencies, administrators, or collaborators that your research does not involve human subjects, you may not begin the research activity until the Notice of Determination has been issued by HSD.

6.2 Modifications.  The Notice of Determination applies only to the research activity described in the form.   Any modifications (such as in the procedures, specimens, funding, or researcher) must be submitted as a new Review Determination form.

6.3 Researcher responsibilities.  The researcher is responsible for:

6.3.1 Ensuring that the data/specimens were/are collected in an appropriate and ethical manner.

6.3.2 Determining whether a Materials Transfer Agreement (http://depts.washington.edu/uwc4c/for-researchers/material-transfers/) or Data Use Agreement is necessary for obtaining and using the data/specimens. 

6.3.3 Promptly notifying the HSD of any new information about the risks of this research to the specimen/data donors or others.

6.3.4 In some cases an investigator who obtains data/specimens about individuals may (1) unexpectedly learn the identity of one or more living individuals, or (2) for previously unforeseen reasons now believe that it is important to identify the individual(s). If, as a result, the investigator knows, or may be able to readily ascertain, the identity of the individuals to whom the previously obtained specimens/data pertain, then the research activity now would involve human subjects and it is your responsibility to notify the HSD immediately. 

7 Definitions

7.1 Anonymous data: Data that is not linked to the subjects’ identities in any way. For example, the initial researcher does not maintain any link between the data and/or specimens and the subjects’ identities, or the repository does not maintain any link between the subjects’ identities and the data and/or specimens given to the researcher.

7.2 Biologic is defined as a virus, therapeutic serum, toxin, antitoxin, vaccine, blood, blood component or derivative, allergenic product, or analogous product, or arsphenamine (or derivative of arsphenamine, or any other trivalent organic arsenic compound) applicable to the prevention, treatment, or cure of a disease or condition of human beings. Examples:   erythropoietin; kit to test for hepatitis virus; interferon alpha-2b
7.3 Confidential (coded) data: Data that does not contain a direct identifier, but that does include a code that is linked to the subjects’ identities, for example, a study code number assigned by the initial researcher for which that researcher has access to the subjects’ identities.

7.4 Health Care Information: According to Washington State Law, RCW 70.02.010, "Health care information" means any information, whether oral or recorded in any form or medium, that identifies or can readily be associated with the identity of a patient and directly relates to the patient's health care, including a patient's deoxyribonucleic acid and identified sequence of chemical base pairs. 

7.5 Identifiers: Direct identifiers, such as: name, address, telephone number, email address, Social Security Number, medical record number, employment number, pathology accession number, date of birth.

7.6 Individually identifiable health information: Any information created, used, or received by a health care provider that relates to: 1) the past, present, or future medical condition of an individual; 2) the provision of health care to an individual; or 3) the past, present or future payment for the provision of health care to an individual with respect to which there is reasonable basis to believe the information can be used to identify the individual.

7.7 Investigator: This term includes anyone involved in conducting the research. The act of solely providing data or specimens does not constitute involvement in the conduct of research.  However, if the individual who provides data or specimens collaborate on other activities related to the conduct of the research with the investigators who receive such data or specimens, then these additional activities would constitute involvement in the conduct of the research.  Examples of such additional activities include, but are not limited to: (1) the study, interpretation, or analysis of the data resulting from the data or specimens; and (2) authorship of presentations or manuscripts related to the research.

7.8 In Vitro Diagnostic: In vitro diagnostic products are those reagents, instruments and systems intended for use in the diagnosis of disease or other conditions, including a determination the state of health, in order to cure, mitigate, treat, or prevent disease or its sequelae.  Such products are intended for use in the collection, preparation, and examination or specimens taken from the human body.  21 CFR 809.3(a).

7.9 Medical device is defined as an instrument, apparatus, implement, machine, contrivance, implant, in vitro reagent, or other similar or related article, including any component, part, or accessory, which is:

· Intended for use in the diagnosis of disease or other conditions, or in the cure, mitigation, treatment or prevention of disease in humans, OR

· Intended to affect the structure or any function of the human body, OR

· Recognized in the official National Formulary or the United States Pharmacopeia

· Examples:  contact lens solutions, dental filling materials, infusion pumps, replacement heart valves, in vitro diagnostic reagents, imaging systems such as magnetic resonance imaging (MRI), rubella diagnostic kit. 
7.10 Protected Health Information (PHI):  Any individually identifiable health information collected or created as a consequence of the provision of health care by a covered entity, in any form, including verbal information.  All research related disclosures of PHI must obtain prospective approval from HSD.  In general, except for treatment, investigators are restricted to the minimum PHI reasonably necessary to conduct the research.  HIPAA and Washington State law require that all activities involving access to protected health information must be reviewed by an IRB for either permission or a waiver of permission.
7.11 Publicly Available: This term is restricted to mean that the general public can obtain the data/biological specimens.  Sources are not considered “publicly available” if access to the data/specimen source is limited to researchers. 
7.12 Specimens: Tissue, isolates, DNA, cells, or other biological materials derived from humans and linked directly or indirectly to them.
regulatory and other references

HHS regulations for the protection of human research subjects (45 CFR part 46)

FDA regulations for the protection of human research subjects (21 CFR parts 50,56,312,812)

OHRP Guidance on Research Involving Coded Private Information or Biological Specimens (October 16, 2008)

Washington state law RCW 70.02, “Health Care Information Access and Disclosure”
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